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I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY I Att8ch IlddlUonal sheet. If nece...rv or u..APHIS Form 7023A 1 

A. 

Anlmll. Coyered 
By The Animal 

Welt.,. Rlvulltlol1l 

B. Number or 8nlrnal 
b.ing bred, 
conditioned. or 
held for US8 In 
leeching. testing, 
experimenls. 
researeh, or 
surgery bul not ye 
used for such 
purposes. 

C. Numberaf 
anlmals upon 
which "aching, 
relUrch. 
experlmenls, 01 

leslSwere 
conducted 
Involvlng no pain. 
dlstre... or use a 
p,ln-relll\'lng 
drugs. 

D. Number or animal. uPOI' 
which pPtt\men1., 
INching. ,..ardl, 
surgery, or til" were 
c:cnductld Involving 
'a:or!lIlI"y1ng peln or 
dl.l..... 10 the .nllTlll. an 
for which .ppraprllte 
enlllhetlc. an.lgllle. or 
trlnquilizing druoa wer, 
used. 

E. Number or anlmall upon whk:h ,..ching, explrlmenls, 
r...n:h. IUrv8rY or I.... were conducted Involving 
ecc:ompanylng peln 01 dl.tr... to th••nlm.', .nd for wh 
the use or IPProprl.l• ..,.Ihetle.•n.lglllc, or lrenquilll 
drug. 'lllOU1d hi'" advel'Hly Ifleeted Ihe I)rocedurN. r•• 
or inlerprll8tlon of thl I••ching. r....rch. experImenls. 
surgery. or I..... (An Ixpl.fI8lIon oIlh. procedur. 
produclns p.ln or dlatre.. in lheIe MII'III. Ind thl ru&[ 
such drullt were nol used musl bl anlched 10 Ihis repon 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 0 0 0 0 0 
5. Cats a 0 0 0 0 
6. Guinea Pigs 0 20 136 367 523 
7. Hamsters 0 0 67 0 67 
8. Rabbits 

9. Non-human Prlmales 

10. Sheep 

0 
263 

0 

88 
387 

0 

A \ ./ 

<;;~ 

117 
0 
0 

6 fJ~ /' 

o rt f':A~~ 1;1 

0 r1""'­

211 
387 

0 
11. Pigs 0 106 280 8 394 
12. Other Farm Animals 0 0 0 0 O· 

13. Other Animals 0 0 
. 

0 0 0 

I ASSURANCE STATEMENTS	 I 
...

1)	 Prof..slonelly acceptable 8tandarda govemlnglhe cere. trutmenl, Ind UN or 8nlll'llls. Including 8pproprl.le ....1 of .nestette. 8nalgeslc, 8nd tranquiliZing drugs. prior 10. during, Ind followmg lClua' resc 
teaching. lestlng, surg.ry, 01 ,lqlerimentallon were followed by Ihi. rese.rch f'dllty. 

2)	 ElICh princlpallnvestlg,tor has considered IIltem8tives to palnrul procedures. 

3)	 This f8Cility Is adhering 10 the standlrds 8nd regulalions under theld.. and It hal required th81 exceplions 10 the ltand8rel1.nd regulallons be IIPlICifIed Ind Ixpllln8d by Ihe principallnvestlgalor and 8P 
Instltutlona' Animal Care 8nd Use Committee (IACUe). Asummery of .n such exceptions .. IttKhed to thle 8nnu81 repOlt.ln 8ddlUon 10 identifying the IACUe-epproved exceptions. thiS summary In( 
l!ri_t' ,Xjlllll8_t!!1!lQfJb. "_l!j;!!pl!QlJ.Il. uweJ! 1II11t1§1R1d_lund.numll!lrmanimalulfectad. --- - - ----------- ------ ------ -------------- ------------ ­

4)	 The attending veterinlri8n for this research facility he. appropriate authority to 8I'IIurelt1e provision or adequate veterinery care 8nd to oversee the 8dequacy of oiller 8spectS or 8nlmal care and use. 
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Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is voluntary. 
Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an explanation. A Column E 
explanation must be written so as to be understood by lay persons as well as scientists. 

1. Registration Number: ....::1:..;:O;....::-F=--~O..=.O..;:;.:02=-- _ 

2. Number 147 of animals used in this study. 

3. Species (common name)_.....;G::;...;u=i=nc.;;;...ea~.....P..;;.;;ig;;>o.- ofanimals used in the study. 

4. Explain the procedure producing pain and/or distress. 

The guinea pigs will be exposed to subacute or to chronic low-dose Soman, Sarin, or VX. 
Neurological observations will be performed before, during, and following dosing. 

Some nerve agent-exposed guinea pigs will be prepared using biotelemetry techniques for the 
collection and analysis ofEEG, EKG, body temperature, and locomotor acitivity data. Guinea 
pigs will be anesthetized to achieve deep surgical anesthesia using a solution containing a mixture 
ofKetamine and Xylazine. Having achieved deep surgical anesthesia, either the surgical 
procedures or euthanasia will be conducted. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress reliefwould interfere with test results. (For Federally 
mandated testing, see Item 6 below) 

Nerve agent exposed Guinea pigs'may experience seizures. The pre- and post-seizure periods may be 
accomplished by distress. The relief of the pre-seizure period of distress is difficult to predict and 
pharmacological treatment is contraindicated if we are to determine the primary effects ofnerve agent 
exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal
 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102):
 

Agency CFR _ 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is voluntary. 
Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an explanation. A Column E 
explanation must be written so as to be understood by lay persons as well as scientists. 

1. Registration Number: ....:.1;..;:::0--:-F=----=O-=-O.=02=--- _ 

2. Number 220 of animals used in this study. 

3. Species (common name)_-'=G::...:u=in:;.::..e=a::...:P;;....;i~g'----- of animals used in the study. 

4. Explain the procedure producing pain ,and/or distress. 

Shigella vaccine candidates were evaluated by placing Shigella in the conjuctivae of guinea pigs' 
eyes, and then the severity of inflammation was scored. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. (For Federally 
mandated testing, see Item 6 below) 

The study of immune response to and protective efficacy ofvaccine candidates directed against Shigella 
requires an accurate evaluation of the immune response raised by the administration of these vaccines. 
The use of analgesics, particularly opiates or narcotics, result in immunosuppression, which would 
invalidate the results of experiments testing immune responses as well as increasing the severity of the 
possible eye infection. Use of analgesics that are anti-inflammatory (e.g. aspirin) would also invalidate 
the model since we are studying a model for inflammation of epithelial cells by bacterial invasion. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal
 
Regulations (CFR) title nurnber and the specific section number (e.g., APHIS, 9 CFR 113.102):
 

Agency CFR _ 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is voluntary. 
Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an explanation. A Column E 
explanation must be written so as to be understood by lay persons as well as scientists. 

1. Registration Number: --=1:..=;0--=-F:....-~0-=..00.=.::2=---	 _ 

2. Number__---..;:6=----	 of animals used in this study. 

3. Species (common name)_....;;:.R=a:;.;:;.b-=..b.=.;;it	 ofanimals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Distress due to BusulfanJEthyl palmitate, the cytotoxic regimen, or due to antibodies used to 
induce thrombocytopenia in rabbits, may weaken the animal and cause potential symptoms, such 
as: significant bleeding due to thrombocytopenia (hematoma); nonspecific drug-related adverse 
events-persistent anorexia, significant injection site reactions, significant decreased arrlbulation 
or listlessness; restlessness, repetitive locomotion, and abnomlal vocalization. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. (For Federally 
mandated testing, see Item 6 below) 

Any rabbits showing any combination of these signs will be euthanized with euthanasia solution. All 
other procedure will occur under general anesthesia in these non-survival experiments, so no pain is 
anticipated. The potential painful procedures, i.e. the cannulation and laparotomy procedures, described 
in this protocol are essential for creating the conditions necessary to study the stability and efficacy of 
Multi-function Blood Substitution in vivo. However, every effort will be made to ensure maximum 
comfort of the animals under anesthesia. There will be a conscious effort by the P.1. and his staff to 
provide additional consideration for comfort and well being of the animals as is consistent with the 
scientific integrity of the study. The attending veterinarian was consulted regarding appropriate and 
humane use of anesthesia to alleviate the pain associated with the surgical procedures in this protocol. 
Animals that appear distressed or moribund will be euthanized according to section V.D.7 of this 
protocol. 

6. What, if any, federal regulations require this procedure? Cite the agency, the-code-6ffederaT­

Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102):
 

Agency	 CFR _ 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and 
its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not 
required as part of an explanation. A Column E explanation must be written so as to be understood by 
lay persons as well as scientists. 

1. Registration Number: -.::1;....::.O-=-F:....--=O..;;;..OO.:;..;;2"'"----	 _ 

2. Number 8	 of animals used :-----------=---------- ­in this study. 

3. Species (common name)----"'S;....;.Wl..;..;;·=n;..;;..e of animals used
 
in the study.
 

4. Explain the procedure producing pain and/or distress. 

Piglet model for both emetic and lethal response to Staph endotoxins (SE). Piglets are dosed 
orally with SE. A determination is made of the value of various potential drugs for prophylaxis 
against emesis (vomiting) and lethal shock. In addition, an evaluation of how late the drugs can 
be administered after SE-challenge and still retain desired efficacy of response is determined. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. (For Federally 
mandated testing, see Item 6 below) 

The lethal shock that is induced by the lethal SE-challenge with the LD50 test in the positive control 
animals will necessarily cause pain to these animals. Positive controls are required to validate results. 
Analgesics would impact the physiological parameters, exacerbating the lethal shock or emesis induced 
by the SE and compromising analysis of collected data. If the experimental drugs proved their utility, the 
animals should experience relief, but should they not experience relief then that indicates failure of the 
drug and is necessary for that reason. In all circumstances, the animals will be under constant veterinary 
care and will not be subject to any unnecessary pain. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal
 
Regulations (CFR) title number and the specific section nurnber (e.g., APHIS, 9 CFR 113.102):
 

Agency	 CFR _ 
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ARMED FORCES INSTITUTE OF PATHOLOGY 
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3. REPORTING FACILITY (List alilocalions where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 

sheets if necessary.) 

1----------------------------­FACILITY LOCATIONS(sltes) 
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REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessaty or use APHIS FORM 7023A) 

C. Numberof D. Number of animals upon B. Number of E. Number of animals upon which teaching, F.A. 
animals being animals upon which experiments, experiments. research, surgery or tests were 

which teaching, bred, teaching, research, conducted involving accompanying pain or distress TOTAL NO. Animals Covered 
research,conditioned, or surgery, or tests were to the animals and for which the use of appropriate OF ANIMALSBy The Animal 
experiments, 0;helo for use in conducted involving­ .anesthetic.analgesic, or tra"quilizinq drugs would Welfare Regulations 

teaching, testing. tests were accompanying pain or have adversely affected the procedures, results, or (Cois. C + 
experiments, conducted distress to the animals interpretation of the teaching, research, O+E) 

involving no research, or and for which appropriate experiments. surgery, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic. or the procedures producing pain or distress in these 

use of pain­ tranquiliZing drugs were yet used for such animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this ref)Ort) 

4. D09S 

5.	 Cats 

6.	 Guinea Pi9S 

7.	 Hamsters 

472 3688.	 Rabbits 372 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

111.~A3458Mice 

ql16 7F1Rats 29 

ASSURANCE STATEMENTS 
...

1)	 Professio(lally acceptable standards governing the care. treatment, and use of animals, Including appropnate use of anesthetic. analgeSIC, and tranqUIliZing drugs. pnor to, dunng, 
and following actual research. teaching. testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects 0: animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true. correct, and complete (7 U.S.C. Section 2143) 
DATE SIGNED--------- ----- --------- ----- ----------------------- -------------- --------- -- ------- ----- --------- ----- ----------------------- ------ ICIAL (Type or Print) 

-------- --- ----------- 
--------- ------ ------- ------ --- -------- 

------- VS FORM 18·23 (Oct 88), which is obsolete	 PART 1 - HEADQUARTERS 
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ThiS tepart is requ;(ed by law (7 USC 2143). Failure to report according to the regulations can See attached form for Interagency Report co~ 
result in-an order to cease and desist and to be sUbject to penalties as provided for in Section 21! additional information. 

UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

ANNUAL REPORT OF RESEARCH FAC~LlTY 
(TYPE OR PRINT) 

FORM APPROV~D1. CERTIFICATE NUMBER: 14-F-0009 
OMS NO. 0579-0036 

CUSTOMER NUMBER: 463 

U.S.D.A./Human Nutrition Res. Ctr. At Tufts U
 
711 Washington Street
 
Boston, MA 02111
 

Telephone: (617) -556-3200 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

FACILITY LOCATIONS (Sites) • See Atached Listing
 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A )
 

A. 

Animals Covered 
By The AnImal 

Welfare Regulations 

4. Dogs 

5. Cats 

6. Guinea Pigs 

B. Number of 
animals being 
bred, conditioned, 
or held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use 01 

pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted Involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic. analgesic, or tranquiliz 
drugs would have adversely affected the procedures, 
results, or interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of the 
procedures producing pain or distress in these animals a 
the reasons such drugs were not used must be attached 
this report ). 

F. 

TOTAL NUMBER 
OF ANIMALS 

(COLUMNS 
C+D+E) 

7.o.Hamsters 37 492 

2 

529 

2B. Rabbits 

9. "Non·human Primates 

10. Sheep 

11. Pigs 

12: Other Fann Animals 

3,363 3,199 1,479 279 4,957 

13. Other Animals 

Mice 
Rats 662 183 398 581 

Ferrets 70 121 191 

1- ASSURA.NCE STATEMENTS 

1) Professionally acceptable standards governing the care, treatment, and use Of animals, including appropriate use Of anestetie, enalgesie, and tranquilizing drugs, prior to, during, and following actual rest 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures; 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary inc 
brief explanation Of the exceptions, as well aa the.species and number Of animals affected. 

4) The attending veterinarian for ~is research facility has appropriate authority to ensure the provision Of adequate veterinary care and to oversee the adequacy of other aspects Of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Offidal ) 

N------- -- --------- ----- --------- ----- ----------------------- -------------- -------- -- -------- --------  SIGNED 

--------- -- ------------- ------------ ----------- ----- ---- .
11-10-0 

I 
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Jean Mayer
 
United States Department of Agriculture
 

Human Nutrition Research Center on Aging
 
At Tufts University
 

Nutritional Immunology Laboratory October 15, 2001 

To:                                   
                                                Co----------- ------ CA 

From:                                                  --- N~ 
Re: Category E animals in Amendment to Protocol --------- 

The major limiting factor in conducting our study is the large number of 
animals needed to collect sufficient number ofmacrophages for our experiments. 
This inherent difficulty can be overcome by intraperitoneal injection of 
thioglycollate (TG) which elicits recruitment ofmacrophages to peritoneal 
cavity. TG is a widely used stimulatory agent which induces non-infectious 
acute peritoneal inflammation in mice and rats. Administration ofTG has 
been shown to increase the total number of macrophages up to four-fold, which will 
reduce the· number of animals necessary for addressing our specific aims. 

A number of recent studies have successfully demonstrated that TG-elicited 
macrophages can be used in the study of some gene expression and signal transduction. 
However, the feasibility of using TG-elicited macropbages to study COX-2 gene 
expression is not known. 

To test this, we need to inject TG intraperitoneally to mice three days before they 
are euthanized by CO2 asphyxiation for macrophage collection. Peritoneal injection will 
cause discomfort and moderate pain in mice, which unfortunately can not be alleviated. 
Thus we have classified the animals under category E. 

711 Washington Street 
Boston, Massachusetts 02111 
Fp...x: (617) 556-3344 

(b)(4)

(b)(4)



To: Animal Care and Use Committee 

From: ---------------  --------- - PI of -------  Protocol 

RE: Justification of Category E in \-VA·! Protocol: Effects of Combined Chemopreventive 
Agents (9·cis retinoic acid, celecoxib, and !,25(OH)2 vitamin DJ) Against NNK-induced 
Lung Carcinogenesis in AJ l\tlice 

Protocol --- ---- will include USDA Category E research in which some experimental 
animal groups w--- ---- erience pain and/or distress without alleviation. This letter will verify a 
lack of alternati ve methods and assure the committee that the proposed research does not 
unnecessarily duplicate previous experiments. 

\Ve propose to conduct an in vivo intervention study to investigate the effectiveness of 9­
cis retinoic acid, 1,15(OH):~ vitamin D3, and a COX-1 inhibitor drug alone and in combination as 
anti-carcinogenic agents in the AJ mouse model of lung cancer. Lung tumors in strain All mice 
resemble human lung adenocarcinoma and have become the preferred test system to study this 
form of cancer. The target of chemoprevention is premalignant lung disease, making animal 
models essential for evaluating the efficacy of cOlnpounds and interactions in the suppression of 
tun10r progression. Because symptoms rarely occur in the early stages of human lung cancer and 
many of these early cancers go undiagnosed, mice genetically predisposed to this tonn of cancer 
allow us to study lung cancer chemoprevention over the course of months and with fewer 
animals than similar studies with human subjects. The induction of lung Ullnors in AJ mice 
progresses through several distinct stages similar to the stages of human lung cancer. In both 
n1ice and hUlnans, adenocarcinomas progress to adenomas and ultimately carcinon1as. Further, 
tun10r initiation by a tobacco-derived carcinogen. 4-(methylnitrosamino)-I-(3-pyridyl)-I­
butanone (NNK), in Al mice is characterized by premalignant legions containing a gene 
alteration that is also present in some human cancers. This makes the AJ mouse an ideal model in 
which to study lung cancer chemopreventative agents that may be of benefit to the human 
population. Although \ve cannot alleviate tumor fonnation in the NNK-injected control group, 
the treatment group using combined chemopreventive agents should alleviate tumor 
formation/distress/animal pain. 

\Vhile mechanistic hypotheses and data from cellular studies suggest that combinations of 
vitan1ins and anti-inflamlnatory drugs may be effective in lung cancer chemoprevention, there is 
a clear lack of in vivo \vork in this area. This will be the first study to examine vitamin A and 
vitalnin D interactions in an animal model of lung cancer and the first study to combine these 
vitamins with a COX-2 inhibitor to examine synergistic effects. If successful, this study could 
lead to new approaches in cancer chemoprevention, utilizing cOl11binations of chelnopreventive 
vitalnins and drugs in smaller and less toxic doses, thereby avoiding the side effects commonly 
seen in early clinical trials testing single agents. This research cannot be done using cell models 
as results cannot be applied to ill vivo tumorigenesis. 

------- (b)(4)

(b)(4)



TO: 
FROM: 

----- --------- --------- ---- e and Use Committee 
---------- ----------- ------ NEPS Laboratory. 

RE: Justification of Category E in protoco                "Roles ofTNF and 
interleukin-1 in stress-induced cachexia: Effects of age in transgenic 
mice" 

Our protocol ------- -  addresses the question ofwhether the cytokines involved in cachexia 
are the same as sarcopenia (namely TNF, lL-1, and lL-6). This line of research pertains 
to the mission of the NEPS laboratory, ie, the understanding and alleviation of 
physiological or pathological processes leading to sarcopenia, wasting and cachexia. 

In ------- --- turpentine will be delivered subcutaneously in one of the hind limbs of wild 
type and IOF-I transgenic mice. Unfortunately, turpentine inj ection, although not lethal, 
results in a sterile abscess that cause pain. This pain is comparable to that felt by humans 
with a thigh abscess. We anticipate the abscess to be maximal 16 days after injection, 
and to gradually shrink thereafter. Unfortunately, the pain will not be alleviated by pain 
killers, as these drugs may induce changes in the levels of muscle cytokines, one of the 
major endpoints of this study. Because sub-clinical inflammation is a recognized feature 
ofhuman aging, the proposed experiments are germane to the issue of age-related 
changes in protein catabolism, inflammation, and immune responses. 

(b)(4)

(b)(4)

(b)(4)
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Jean Mayer
 

United States Department of Agriculture
 
Human Nutrition Research Center on Aging
 

At Tufts University
 

Elizabeth Goldentyer, D.V.M.
 
Regional Director - Animal Care
 
APHIS, Eastern Regional Office
 
920 Main Campus Drive, Suite 200
 
Raleigh, NC 27606-5213
 
Reference: USDA Annual Report (Registration No.: 14-F-0009)
 

Dear Dr. Goldentyer: 

The enclosed documents represent the U.S.D.A. Human Nutrition Research Center on Aging at 
Tufts University's (HNRCA) "Annual Report of Research Facilities" for the Federal fiscal year, 
October 1, 2002 through September 30, 2003. Aspects of this report that require comment are: 

1) Animals reported under Category E: 

a) Mild non-infectious peritoneal inflammation was induced in sixty-one (61) mice by the 
intraperitoneal injection of thioglycollate to increase the total number of peritoneal 
macrophages available (which reduced the number of animals used) for peritoneal 
macrophage harvest. The letter of justification for category E research was submitted with 
the IACUC animal protocol and is attached. 

b) Lung tumors were induced in one hundred one (101) mice to examine the combined 
synergistic effects of vitamin A, vitamin D and COX-2 inhibitors to evaluate their role in lung 
cancer chemoprevention. The letter of justification for category E research was submitted 
with the IACUC animal protocol and is attached. 

c) Sarcopenia was induced in one hundred fifteen (115) mice by the subcutaneous 
injection of sterile turpentine into the hind limbs of the mice to evaluate if the cytokines 
involved in cachexia are the same as those of sarcopenia (namely TNF, IL-1 and IL-6) in 
an effort to understand and potentially alleviate the physiological or pathological processes 
leading to sarcopenia, wasting and cachexia. The letter of justification for category E 
research was submitted with the IACUC animal protocol and is attached. 

---------  regarding the report, please do not hesitate to contact me. 

---------- -- --------- -------- 
-------------------------------- 
---------- ------- ------------- ------ ------- ------------- 

---- --- ---------- 
--- ------------- 

711 Washi~~ CSC?&et 
Boston, Massachusetts 02111 
FAX: (617) 556-3344 



UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVED 

OMS NO. 0579-0036 
AI' \1Al AND PLANT HEALTH INSPECTION SERVICE 14-F-Q010 645 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as reglsteredNllh USDA. ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

NATIONAL MARINE FISHERIES SERVICE AQUARIUM 
166 WATER STREET 
WOODS HOLE, MA 02543 

(TYPE OR PRINT) 

(999) 999-9999 
REPORTING FACILITY (List all locations 'Nhere animals were housed or used In actual research. testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets If necessary.) 

FACILITY LOCATIONS(sltes) 

See Attached Listing 

ftCi<:u A-I<. (u fI1 5E/fL POOL I 

1) Professionplly acceptable standards governing the care, treatment. and use of animals. Including appropnate use of anesthetiC, analgeSIC, and tranquiliZing drugs, pnor to, dunng, 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach addftional sheets if necessary or use APHIS FORM 7023A) 

A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred, which teaching. teaching, research. conducted involving accompanying pain or distress TOTAL NO. 
Sy The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic. or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures, resulls. or (Cols. C + 
experiments, conducted distress to the animals interpretation of the teaching, research, 0+ E) 
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surg;3ry but not pain, distress. or anesthetic, analgesic:, or the procedurFiS produ-:ina pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

H/J-R.f3OI2. Q ~ <D 0 ~ 
56i+L5 -ret:J C-H-IA/6-. 

~NLtl 
ASSURANCE STATEMENTS I 

.. 

and following actual research, teaching, testing. surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

TUTIQ -------------- - N------ -- -------- --- --------- ----- IN~TIO~L -------------- -------- --- ------- 

----- -- -- ~ ~Kfq --- ----- ~ ------------ ----------------- -------------- 
(Replaces VS FORM 18-23 (Oct 88), which is obsolete	 PART 1 - HEADQUARTERS 



A,..nl;:) r"orm I U~.) ~lte 

TQe following sites have been reported by the facility. 

1.15t 

Registration Number:	 14-F-0010 
Customer Number:	 645 
Facility:	 NATIONAL MARINE FISHERIES SERVICE AQUARIUM 

166 WATER STREET 
WOODS HOLE, MA 02543 
(999) 999-9999 

NATIONAL MARINE FISHERIES SERVICE AQUARIUM 
166 WATER STREET 
WOODS HOLE, MA 02543 



ThiS r,~~ort IS required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Con'rol No
result In an order to cease and desist and to be subject to penalties as provided for in Sechon 2150. additional information 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. IANIMAL AND PLANT HEALTH INSPECTION SERVICE 14-F-Q010	 FORM APPROVED 645 
OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as regIstered wrth USDA.ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

NATIONAL MARINE FISHERIES SERVICE AQUARIUM 
166 WATER STREET 

WOODS HOLE, MA 02543 

(TYPE OR PRINT) 

REPORTING FACILITY (List all locations where animals were housed or used in actual research. testing, teaching. or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS(sites) 

NATIONAL MARINE FISHERIES SERVICE AQUARIUM 
WOODS HOLE, MA 02543 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching. F. 
animals being animals upon which experiments, experiments. research, surgery or tests were 

Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO. 
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of approoriate OF ANIMALS 

Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures. results, or (Cols_ C + 
experiments, conducted distress to the animals interpretation of the teaching, research. o +E) 
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain. distress, or anesthetic, analgesic. or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

HARBOR SEALS 2 2 2 

ASSURANCE STATEMENTS 
...

1) ProfeSSionally acceptable standards governing the care. treatment, and use of ammals, Indudlng appropnate use of anesthetic. analgeSIC, and tranqUilizing drugs. pnor to, dunng, 
and following actual research, teaching, testing, surgery. or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authOrity to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

---------- -- -------------- ------------- ----------------- --------------- 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

---------- -- -------------- ------------- ----------------- --------------- 

DATE SIGNED 

10/26/2001 

APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which is obsolete PART 1 • HEADQUARTERS 

(AUG 91) 



V' __

NOV 1 2200~
 
Interagency Keport l,;onuoi NO.:This report is required bylaw (7 USC 2143). Failure to report according to the regulations can result in an order 10 See attached form for 

cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 

1. CERTIFICATE NUMBER: 21-F-0001 FORM APPROVED 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

UNITED STATES DEPARTMENT OF AGRICULTURE 
OMB NO. 0579-0036 

CUSTOMER NUMBER: 447 

USDA,ARS,NAA
 
Plum Island Animal Disease Ctr
 

ANNUAL REPORT OF RESEARCH FACILITY
 P.O. Box 848 
( TYPE OR PRINT) Greenport, NY 11944 

Telephone: (516) -323-2500 

-
3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets' if necessary) 

FACILITY LOCATIONS (Sites) - See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS Form 7023A I 

A. B. Number of animal C. Number of D. Number of animals upon E. Number of animals upon which teaching, experiments, F. 
being bred, animals upon which experiments, research, surgery or tests were conducted involving 
conditioned, or which teaching, teaching, research, accompanying pain or distress to the animals and for when 
held for use in research, surgery, or tests were the use of appropriate anesthetic, analgesic, or tranquilizer 

Animals Covered 
By The Animal 

Welfare Regulations 

teaching, testing, 
experiment, 
research, or 
surgery but not ye 
used for such 
Purposes. 

experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use 0' 
pain-relieving drugs. 

conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 

drugs would have adversely affected the procedures, 
research or interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of the 
procedures producing pain or distress in these animals and 
the reasons such drugs were not used must be attached 
to this report 

TOTAL NUMBER 
OF ANIMALS 

(COLUMNS 
C+D+E) 

used. 

4. Dogs 

5. Cats 

6. Guinea Pigs 4 4 

7. Hamsters 

8. Rabbits 7 7 

9. Non-human Primates 

10. Sheep 6 46 52 

11. Pigs 30 127 106 263 

12. Other Farm Animals 

Cattle 4 73 12 89 

13. Other Animals 

Horses 10 10 

ELK 8 8 

ASSURANCESTATEMENTS 

1) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, and following actual 
research 

teaChing, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered altematives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and 
approved 

Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary 
includes brief explanation of the exceptions as well as the species and number of animals affected 

4) The attending veterinarian for this research facility has approbriate authority to ensure the provision'of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF CEO. OR INSTITUTIONAL OFFICIAL (Type or Print) IDATE SIGNED 

~1r1r,L'I/'(} ;:ali~ ------- ----------- --------- ----------- (0 '-![-(jY 
------- ----------- ------- 

APHIS FORM 7023
 
(AUG 91 ) (Replaces VS FORM 18-23 (OCT 88), which is obsolete.)
 



This report is required bylaw (7 USC 2143). Failure to report ,acco~ing to the regulations can result in an order 10 See attached form for Jnterap;ency Keport Control No.: 

cease an~ desist and to be subject to penalties as provided for in Section 2150. additional information. 

NOV 1 22004 
UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. CERTIFICATE NUMBER: 21-F-0001 

CUSTOMER NUMBER: 447 

FORM APPROVED 
OMB NO. 0579-0036 

USDA, ARS, NAA 
Plum Island Animal Disease Ctr 
P.O. Box 848 
Greenport, NY 11944 

Telephone: (516) -323-2500 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary) 

FACILITY LOCATIONS (Sites) - See Attached Listing 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets If necessary or use APHIS Form 7023A I 

A. B. Number of animal C. Number of D. Number of animals upon E. Number of animals upon which teaching, experiments, F. 
being bred, animals upon which experiments, research, surgery or tests were conducted involving 

which teaching, conditioned, or teaching, research, accompanying pain or distress to the animals and for 
held for use in research, surgery, or tests were when the use of appropriate anesthetic, analgesic, or 
teaching, testing, experiments, or conducted involving tranquilizer drugs would have adversely affected the 

TOTAL NUMBER experiment, tests were accompanying pain or procedures, research or interpretation of the teaching, 
Animals Covered OF ANIMALS research, or conducted distress to the animals an research, experiments, surgery, or tests. (An explanation 

By The Animal surgery but not ye involving no pain, for which appropriate of the procedures producing pain or distress in these 
Welfare Regulations (COLUMNSused for such distress, or use 0' anesthetic, analgesic, or animals and the reasons such drugs were not used must 

C+D+E)Purposes. Pain-relieving tranquilizing drugs were be attached to this report. 
drugs. used. 

Chicken 40 375335 

Mice 10 

ASSURANCE STATEMENTS 

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranqUilizing drugs, prior to, during, and following actual 
research teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and 
approved Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary 
includes brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attendina veterinarian for this research facility has appropriate authority to ensure the provision of adeQuate veterinary care and to oversee the adeQuacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive OffIcer or Legally Responsible Institutional Official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.---- ----- ----------------------- -------------- 

-- -- - -- --- 
cl~.lL.//' --- r·aA,-A~----

--- ------- ----------- ------- 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

--------- ----------- 

DATE SIGNED 

APHIS FORM 7023A
 
(AUG 91) (Replaces VS FORM 18-23 (OCT 88), which is obsolete.)
 

10 



Plum Island Animal Disease Center, New York
 
Annual USDA Report Form
 

October 15, 2004 

An explanation of the procedures producing pain or distress in animals listed in column E and the 
reasons such drugs were not used: 

Animals listed in column E of this annual report of Plum Island Animal Disease Center 
(PIADC) were infected experimentally with viruses and other agents that cause natural 
diseases in agricultural animals. 

Analgesics were not given to these infected animals when their administration would have 
masked the clinical signs needed to diagnose their diseases, or demonstrate their signs to 
students of PIADC's national and international courses. 

Animals demonstrating sings of pain were euthanatized as soon as possible in order to 
minimize pain. 



~ ----- - 

NAL"OFFICIAL 

--- - ~' ------------- 
·~~;-t:d ------ 

This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Reoart ~I: . 
result in an order to cease and desist and to be subject to penattJes as prOVIded for In SeaJon 2' 50 additional information. 0180-OOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRA nON NO. CUSTOMER NO. I FORM APPR()VfoANIMAL AND PLANT HEALTH INSPECTION SERVICE 31-F-0002 442 
OMS NO 057'9-00Je 

2. HfAOQUARTERS RESEARCH FACIUTY (Name and Ade1ress. as'~ .." uSOA
ANNUAL REPORT OF RESEARCH FACILITY ~ ;:" COCJf#) 

OPERATIONAL TOXICOLOGY BRANCH(TYPE OR PRINTJ­
2760 a ST. AREA B. AFRLJHEST 
WRIGHT-PATTERSON AFB. OH 45433 
(999) 999-9999 

f3. REPORTING FACIUTY (LJst aU locations where aO/mals were hOused or used In actual researcn. :estJn9. leac:tIon9. 01 e~entabon. or neld for these purposes. Attacn 8OOotJa'\a 
sheets If necessary.) 

FACIUTY LOC'"noNSIW.'1 

See Attached listing 

BUILDING 838 AREA B WPAFB BUILDING 433 AREA B WPAFB 

BUILDING 79 AREA B WPAFB 

REPORT OF ANIMALS USED SY OR UNDER CONTROL OF RESEARCH FACIUTY (Arraetl adCIttronal st'I8«J 'nt!'C.s.s.r;- or u.M APHIS FORM 7023A ) 

A. B. Number of F.C. Numbet ot E. ~oe- ot 8IlltTl81S upon W'lICfl teaCl'lIng.D. Numoe- 01 MW'lA uoon 
animals being animalS upen e~etlts. researcn. surget'( or tests were wn.en e.-oer-ents. 

Animals Covered bred. TOTA.l '«JwhlCtl leadllng. a:JnOUded Il"lVO/VIn9 accompanYIng paltl or dls\Te$ltUd'\ln9. researctl. 
surgety. 01 tests __By The Animal condItioned. or OF AN........lS
to !?Ie atlIm81S and for whICh the use of appropnateresearcn. 

held for use ,nWelfare Regulations ~tnetJc..anaIge5lC. or tranqulllzmg dnugs wouk:lexperiments. or <:cnaIJCtecl on \IClIIIW'l9 
teadllng. tesllng. ~ aetvenefy atfeded the pt'OC8(/ures. results. 01tests were accom0M¥"9 p.,n 01 (C'* C· 

dlStnlU to l1'e ___~expenmenlS. conducted ont~lJOnot lI'le leaetllng. researctl. D· El 
researdl. or ,nvolV!tl9 no and tor 1IWhCtI ~•• eapenrnetlts. SUf'98fY. or tests. (An explanallOn 01 
surgery but not pain. distress. or rr. Ot'OCfIOLnJ ptTX1ucmg palll or dIstress In tf!e.ut~tnetJc..~. or 
yet used for sUCh use of pain­ ~. and me reasons sucn r7UgS wet"lt not uS8QlrInQuollZln9 0F\I9I - ­
purposes. relieVIng dnugs. mu. 06 atrae/)6d ID mtS reoorr1uS«l 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 17 17 

9. Non-Human Primates 

10. Sheep 

11. Pigs 17 17 

12. Other Farm Animals 

I 
13. Other Animals I 

88FERRETS 

: 

ASSURANCE STATEMENTS 

1)	 ProfeSSionally acceptable StandardS gove"lIng me care. treatmenl and use ot a,,,malS. onc:::Iudln9 aOQlUOr..afe ",M ~ enestf\e(JC. ena'9e5lC. and tranquilIZIng dnugS. pnor to. ~ 

and fol/owing actual researcn. teadllng. tesbng. surget'(o or expenmentalJOn were tOlIowecl by tncs reM¥Cf\ '~ty 

2) Eaetl principal investigator rlas considere<l allemalJYeS to palf1#u1 ptoceaures. 

3)	 This facility is adhenng to the standardS and requlatlOl'lS under the Ad. and It ha reQUlI'ed tl'\at 8'~ '0 lP'4 \~ and rl!9ulabOnS l)e soectfied and explained by N 
principal investigator and approved by lI'le InstrtulJ<)nal MIITlII Care and Use CommIttee t lAcue1 A. aummwy 01 aI' the elcepoons .s attached to this annual report. It'l 
addition to identifying the IACUC·approved ellceglJons. thiS summary Includes I bnet e.-ocanaoon ot !?Ie e.C8OfIOnS .as .... as lI'le Spe(les and number of animals affected 

4)	 The attending vetennanan tor lI'IlS researcn faollly rlas aOl)lOC)nale aUl110nty to ensyre lI'le PtOVlS>Ol'l ~ ~e ...ennary care and to oversee the adeQUacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEAOQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief executive Officer or Legally Responsible Institutional official) 

I certsfy that the above IS tn.Je. COfTect. and como~te (7 USC Section 2143) 

SIGNATURE OF C.E.O.	 NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Pnntj DATE SIGNED 
--- 

-- -- --- -------------- ----------- --------- 
<.:.~-j/,,---:; 

---- -- ------ -------------- ---------- ---- ----------- 
AP----- --------- ------ 

(AUG 91) 



'-'~ . \ 
UNITED STATES DEPARTMENT OF A",,<ICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
( TYPE OR PRINT) 

1. CERTIFICATE NUMBER: 42-F-Q007 

CUSTOMER NUMBER: 1588 

FORM APPROVED 
OMB NO. 0579-C036 

Nat'L Ani Dis Center 
P.O. Box 70 
2300 Dayton Ave 

) Ames,IA 50010 

Telephone: (515) -663-7200 

3. REPORTING FACIUTY ( List all locations where animals were housed 0( used in actual research, t.esting. 0( experimen1a1ion, 0( hBId for these purposes. Attach addijional sheets if necessary) 

FACIUTY LOCATlONS ( Sites) • See Atached Lislirig 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessarY or use APHIS Form 7023A I 

A. 

Animals Covered 
By The Animal 

Welfare RegUlations 

B. Number of animal 
being bred, 
conditioned, or 
hBId for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not )'(, 
usadfOl'such 
purposes. 

C. Number 01 
animals UP~ln 

which teaching, 
research, 
experiments. or 
tests were 
conducted 
involving no pain, 
distress, 01' use a 
pain-relieving 
drugs. 

D. Number 01 animals upon 
which experiments, 
teaching, research, 
surgery, 01' tests were 
conducted involving 
accompanying pain 01' 

distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Nunibir 01 animals upon whid'l teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wI1 
the use 01 appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation 01 the teaching, research. experiments. 
surgery, or tests. (Aro explanation of the procedures 
producing pain or distress in these animals and the rease 
sud'l drugs were not used musl be attad'led to this repan 

F. 

TOTAl NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

5. Cats .. ~... 

6. Guinea Pigs 

7. Hamsters 15 4 3 22 
8. Rabbits 6 6 
9. Non-human Primates 

10. Sheep 125 80 205 
11. Pigs 391 20 194 605 
12. other Farm Animals 

Cattle 231 20 18 269 
13. other Animals 

Bison 105 105 

Elk 26 26 

wr Deer 71 71 

I ASSURANCE STATEMENTS I 
..

1)	 Professionally acceptable standards governing the care, treatment, and use 01 animals, Including appropriate use of anestel,c, analgesIC, and tranQuilizing drugs, pnor to. dunng, and follOWIng actual rese: 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standands and regulations under the Act, and ~ has reQuired that exceptions to the standards .and regulations be specified and explained by the principal investigatOl' and ap~ 

Inst~utional Arlimal Care and Use Committee (IACUC). A sunwnary of all such exceptions is attached to this annual report. In add~ion to identifying the IACUC-approved exceptions, this summary in' 
brief explanation of the exceptions, 8S well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision 01 adequate veterinary care and to oversee the adequacy of other aspects 01 animal care and use. 

CERTIFICATION BY H DQUARTERS RESEARCH FACIUTY OFFICIAL 

( Chief Executive Offi er or Legally Responsible Institutional Official) 

--------- -- --------- ----- --------- ----- ----------------------- ------------- ( Type Of Print ) DATE SIGNED 

_ ---- --- --- -------- 
---------- --------- ----------- 

1') r=r.. o 2004 

I 



------------------

I his r!ll?on is required by law (7 USC 2143). Failure. te< '1 "ceording 10 the regulations can See ( ;e side lor Interagency Report ConlTol No. 

r~sull" in an order 10 ce"se and deslsl and 10 be'subJecl ...enalties as provided for in Section 2150. additional information. 0180-DOA~AN 
; 

UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

l?i~\CONTINUATION SHEET FOR ANNUAL RE~~T 
OF RESEARCH FACILITY 

( TYPE OR PAINT) 

IREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILIlY (Attach adid/tiernal sheets if necessary or use this form.} 

A. 

Animals Covered
 
By The Animal
 

Wellare Regulations
 

12. &JOR 13. Other 
(Ust by species) 

12.	 Goats
 

HOrse
 

13.	 Reindeer
 

Raccoons
 

.. 

f ASSURANCE STATEMENTS 

B. Number of 
animals being 
bred, 
condiHoned, Or 
held lor use in 
leaching, testing, 
experiment 5, 

research, or 
surgery bul not 
yet used for such 
purposes. 

E.	 Number of animals upon which leaching,C Number 01 D•. Number of ~nimals upon
animuls upon 
which teaching, 
research, 
experiments. or 
tests were 
conducled 
involving no 
pain, distress. or 
use 01 pain-
relieving drugs. 

14 

2 

17 

2 

f 
" 

1. REGISTRATION NO. FORM APPROVED 
OMS NO. 0579-003642-F-OCIJ7 Gust. 111588 I 

2. HEADQUARTERS RESEARCH FACILllY (Name and Address, as registered with USDA, 
tv inc/uda Zip Code) 

Nat' 1 Ani Dis Center 
P.O. Box 70
 
2300 Dayton Avenue
 Telephone: 515-,663-7200
kes IA50010 

which experirnenls, 
teaching. research, 
surgery, or tests were 
conducted involving 
'accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
tranquiliZing drugs were 
used. 

43 

experiments, research, surgery or tests were 
conducted involVing accompanying pain or distress 
to lhe animals and lor which the use of.appropriate 
anesrhelic. analgesic. Or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interprelalion 01 lhe leaching. research, 
experiments, surgery, or tests. (An explanation of 
the proceduf8S producing pain or 'distress ;n these 
animals and the teasons;such drugs were not used 
must be attached to.this report). 

F. 

TOTAL NO.
 
OF ANIMAls
 

(Cols. C -+ 
0-+ E) 

14 

17 

45 

-

.'. 

1).	 Professionally acceptable standards governing the care, treatment. and,us,!!- of animals, including approriate use of anesthetic, an.algesic, and tranquiliZing drugs. prior 10, during. 
and following aClual research, leaching. tesling, surgery, or experimentation were followed by this research lacUity. 

2).	 Each principal inves1igalor has considered aUernatives to painlul procedures. 

3). This facility is.adhering 10 the. standards and regulations under lhe Act, and il has.required thai exceplions 10 Ihe Slandards and regulations be specified'and explained by the 
princip"l invesligalor and approved by the Inslilutional Anim"l C"re and Use Committee (IACUC). A summary of all such exceplions is allached 10 this annuaf report. In 
addition to identifying the IACUe·approved exceptions, lhis summary inclUdes a brief explanation 01 Ihe exceptions, 'as well as Ihe species and number of animals allecled. 

4). The "nending velerlnarian lor this research facilily has appropriate authority 10 ensure lhe provision of adequale veierinary care and 10 overSee lhe adequacy 01 olher aspects 01 
anima' care and use. 

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 1,DEC 0 2004(Chief Executive Officer or Legally Responsible Institutional Official) 
I certify that Ihe above is lrue. correct. and complete (7 U.S.C. Seclion 2143). 

DATE SIGNED SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF·C.E.O. OR INSTITUTIONAL OFFICIAL (rype or Print) 

---- --- --- ----------- 
----------- --------- 

--------  ----------- --------  ----------- 
APHIS FORM 7023A 

(AUG 91 ) 

2 
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Registration #42-F-007
 
National Animal Disease Center
 

Explanation of protocols for Category III animals listed on the APHIS 
Report Form 7023 submitted by NADC - October 1, 2003 - September 30, 2004 

Studies include 271 animals: Cattle, Swine, Hamsters 

Cattle: 
1.	 This a study of characterization and modulation of Bovine Diarrhea
 

Virus virulence. The pathological effects of the infection are to
 
be evaluated. The pathological effects expected may include
 
malaise, listlessness, anorexia, or diarrhea. Symptoms are the
 
result of vascular leakage caused by the virus infection. The
 
objective of the study is to determine if differences in genomic
 
sequences or protein processing correlate with differences in
 
pathology.
 

2.	 Anti-diarrheal or anti-spasmodic drugs, and drugs that would
 
increase the clotting ability of the blood would interfere in
 
normal manifestation of the disease and may alter the pathology.
 
To minimize the animal discomfort, the platelet counts are
 
monitored, and all animals with platelet counts below 10 ,0'00 will,
 
be euthanatized. The animals in Cat. I are the animals that did not
 
exhibit ahy pain or distress (controls that were not challanged)
 
and the animals that were euthanatized as the result of low
 
platelet count. The disease had not progressed beyond exhibition of
 
mild symptoms of the disease. The Cat. III animals are those that
 
went off feed, became weak and/or developed diarrhea before the
 
platelet count was below 10,000. On the basis of these symptoms
 
these animals were also euthanized.
 
Cat. I 23: Cat. III - 12: Total - 35
 

1.	 The objective is to study the immune function of both early and 
late disease infection in the cow, the target species. An 
associated objective is to test and evaluate diagnostic tools for 
detection of bovine paratuberculosis. 

2.	 Paratuberculosis is a chronic disease, and study of the disease 
requires the observation and sample collection from the animals 
over several years. Symptoms of the disease; diarrhea, weight 
loss, and inappetence for up to 7 years, may occur and must be 
manifested for evaluation of the disease. Animals that exhibit 
severe weight loss, body condition (some below 2.0 - Penn State 
University), or are recumbent over 24 hours will be euthanized. 
Cat. I -41: Cat. III - 2: Total - 43 

1.	 The objective of the study is to determine if, when, or how 0157:H7 
E. coli and other Shiga toxin-producing E. coli colonize and cause 
lesions in the gut of weaned calves. The parameters stated include 
shedding of organisms and histologic lesions. The study requires 
the disease be allowed to develop and symptoms be manifest. 

2.	 The use of interventions (treatments) anti-microbial that might 
prevent the pain or distress of diarrhea associated with 0157 

'"' ,- ~.	 ~'.J' 'lL'onuL,·LP-\	 ... 
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NADC	 #42-F-007 

(Cattle continued) 
colonization would interfere with colonization and interpretation 
of the results of the study. 
Cat. I -2: Cat. III - 2: Total - 4 

1.	 The objective is to determine the efficacy of intimin vaccines in 
cattle. Fecal samples will be collected before and after 
inoculation for bacterial counts and antibodies, and as need for 
diagnostic microbiology. 

2.	 The use of interventions (treatments) anti-microbial that might
 
prevent the pain or distress of diarrhea associated with 0157
 
colonization would interfere with colonization and interpretation
 
of the results of the study.
 
Cat. I -14: Cat. III - 2: Total - 16
 

Swine: 
1.	 The objective of this research is to identify S.Typhimurium genes 

involved in survival during exposure to the swine stomach. The 
harsh· enviionment of the stomach is the host's f"irst line of 
defense following ingestion of a Salmonella-contaminated substance. 
Our goal is to understand how Salmonella survives exposure to the 
porcine stomach since swine are an important reservoir of the food­
borne pathogen. An understanding of these survival mechanism may 
assist in the d~velopment of more effective prevention strategies. 

2.	 Validity of the experimental results require that the infectious 
disease induced by S. Typhimurium be allowed to manifest itself 
without the use of therapeutic drugs. Otherwise, the altered state 
of the host due to the use of antimicrobials will change the 
clinical response, potentially modifying the observed pathogenicity 
of the Salmonella mutants. 
Cat. I -0: Cat. III -12: Total - 12 

1.	 The objective of the study is to determine which pathogens act as 
primary agents predisposing to secondary infection in respiratory 
disease in swine. 

2.	 Only mild respiratory disease signs are expected. In this study of 
40 pigs, 30 develop mild signs, they needed to be allowed to 
develop to the point of causing some distress in the pig; anorexia, 
pyrexia, dyspnea, coughing, and nasal discharge. Administration of 
therapeutics to reduce the symptoms would interfere in 
manifestation of the disease in pigs, therefore, could not be 
given. If signs become severe and pigs unable to rise, they were 
euthanized. No pigs required euthanasia prior to the end of the 
two week study. 
Cat. I -10: Cat. III -30: Total - 40 

1.	 Objective of study is to evaluate the pathogenesis of SIV field 
isolates and the efficacy of SIV vaccines. SIV causes major 
economic losses to swine producers. We do not have any information 

DEC !	 D 2004 
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NADC	 #42-F-007 

(Swine Continued) 
of the pathogenesis of newly emerged SIV's and on the efficacy of 
vaccines against these viruses. 

2.	 Severe clinical signs are not expected following inoculation of 
pigs with SIV. Mild clinical signs consisting of pyrexia, 
anorexia, listlessness, sneezing, and coughing could develop. The 
onset of clinical signs is necessary to judge the pathogenic 
effects of the challenge virus and also to evaluate the efficacy of 
the respective vaccines. 
Cat. I -22: Cat. III -144: Total - 75 

1.	 Objective of study to investigate the pathogenesis of a putative 
n~w filterable agent that is thought to be the etiologic agent for 
an epidemic of vesicular disease reported in the field. 
Significance: tissue samples from this epidemic were tested by the 
Foreign Animal Disease Laboratory at Plum Island and no known viral 
vesicular disease agents were identified in the tissues. So, this 
epidemic of vesicular disease has an unknown etiology, and it is 
important to determine what the, etiology was. 

Following challenge, mild clinical signs consisting of anorexia and 
listlessness may develop along with possible vesicular lesions on 
the snout, oral cavity, and coronary band. The onset of clinical 
signs is necessary to judge the pathogenic effects of the challenge 
and to study the pathogenesis of the disease. Drugs that might 
alleviate the clinical signs would obscure the pathogenic effects 
of the challenge and thus the pathogenesis of the disease. 
Cat.	 I - 16: Cat. III - 8: Total - 24 

Hamsters: 
1.	 The purpose of the study is to evaluate leptospira clones for 

virulence. Weanling hamsters will be inoculated with live 
organisms. 

2.	 Observation of clinical signs and how signs progress is necessary 
to evaluate virulence. Alleviation or relieving of the signs would 
interfere in the assessment. The pain would be the result of 
severe hemorrhage, or vascular leakage .. The primary signs used to 
evaluate the disease are jaundice or hemorrhage. To relieve the 
pain or distress as the result of the infection wOuld reduce the 
level of jaundice or hemorrhage. To minimize severe or terminal 
signs, animals are observed every eight hours and any animal 
exhibi ting hemorrhage is euthanize,d. The Cat. I animals are those 
that show no signs of pain or distress; Cat. II are those that are 
detected with jaundice early and are given pentobarbital; and Cat. 
III are those that die acutely before jaundice or hemorrhage. 
Cat. I - 15: Cat. II -4: Cat. III - 3: Total - 22 

PEl:	 0 2004 



UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 
1. CERTIFICATE NUMBER: 42-F-0008 

CUSTOMER NUMBER: 1726 

FORM APPROVED 
OMB NO. 0579-<1036 

CVB-VS-APHIS-USDA 
1800 Dayton Rd 
Ames,IA 50010 

ANNUAL REPORT OF RESEARCH FACILITY 
( TYPE OR PRINT) 

Telephone: (515) 663-8331 

.3. REPORTING FACILITY ( List alilocalions where an,mals were housed or used in aCtual researCh, test;ng. Of expenmenlaticn. Of held for these purposes. Allacn additional sneels if necessary ) 

FACILITY LOCATIONS ( Sites) See Alached Listing0 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A ) I 
A. Number of animal Is' Co Number of D. Number of animals upon 

I E. Number of animals upon which leaChing. experiments, F. 
being bred. animals upon which experiments, research, surgery or lests were conducted involving 
conditioned. or which leaching. teach'ing. research, accompanying pain or dislress to the animals and fer wI: 

Animals Co.... en!d held for use in res~areh. surgery. or lesls were the u~ of appropriate anesthetic, analgesic. or Iranquiliz TOTAL NUMBER 

By Th. Animal leaching, testing. experiments, or conducted involving drugs would have adversely affeded the procedures, res OF ANIMALS 

Welfar. Regulations experiments. lesls were accompany;ng pain or or inlerpretation of the leaching, research. experimp.:nls. 
research, or conducted distress to the animalS an surgery, or lests. {An explanation of the procedures ( COLUMNS 
surgery bUI nOI y' inVolving no pain. for which appropriate producing pain or distress in lhese animals and the rease C+O+E)
used for such dislress, or use o· anesthetic. analgeSIC, or such drugs were n01 used must be attached 10 this repon 
purposes. pai,"!.-reheving tranquilizing drugs were 

drugs. used. 

4. Dogs 10 
1 n 

5. Cats 

6. Guinea Pigs 245 155 40 440 
7. Hamsters 2202 707 2909 

8. Rabbits 31 
I 

161 9 201 

9. Non-human Primates I 
10. Sheep 

11. Pigs . , 

12. Other Farm Animals 

13. Other Animals 
I 

I 

I I 
I I 

I ASSURANCE STATEMENTS I 
1)	 ProfeSSIonally acceplable standards governing the care, lrealmenl, and use of animals, IncludIng appropnale use of anestetlc, analgeSIC. and tranqUIliZing drugs, pnor to, dUring, and fOllowing actual rese, 

teaChing, testing. surgery, or experimentation were followed by this research facility. . 

2)	 EaCh principal investigator has considered alternatives to painfUl proc~dures. 

3)	 This facility is adhering to the s'tandards and regulations under the Ad, and 11 has reQuired thai exceptions to the standards and regulations be specified and explained by tne principal investigator and ap~ 

Institutional Animal Care and Use Commi«ee (IACUC). A summary of all such exceptions is anached to this annual report. In addition to IdentifyIng the IACUC~app~oved exceptions. this summary in' 
brief e~planation of the exceptions, as well as the species and number of animals aHeeted. 

4)	 The attending veterinarian for Ihis research facility has appropriate authority to ensure the provision of adequate velerinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADOUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official) 

DATE SIGNEDNAME & TITLE OF C.E,O. OR INSTITUTIONAL OFFICIAL (Type or Pnnt)SIGNATURE ---- --- 

- 
APHIS FORM 7023 

(AUG 91) 

NOV 



November 29, 2004 

Annual report of the Center for Veterinary Biologics (CVB) for the period of 
October 1,2003, through September 30,2004. 

1. All facilities are located at the 1800 Dayton Road location. 

2. Statement of reasons for not using drugs in experiments involving pain and distress: 

The CVB-L's main function is the testing of veterinary biologicals for safety, efficacy, and 
purity. Drugs to alleviate pain and distress produced by the infectious disease agents are 
contraindicated as they suppress the immune system causing the disease to be more severe and 
run a longer course. Most cases are also not allowed according to the requirements foundin the 
9 CFR, Chapter 113. Making sick animals comfortable and disturbing them aslittle as possible 
provides better treatment to these animals and quicker recovery than occurs by administering 
pain relievers. Euthanasia or curative treatments are employed as soon as allowed by the Animal 
Care and Use Committee approved animal use procedure. 

3. Exceptions to adherence to the standards and regulations under the Act: None 

4. Protocols involving unrelieved pain or distress were as follows: 

See following attachments for Facility 42-F-008 

NCW 3 0 200'~ 
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Column E Explanation 

This fonn is intended as an aid to completing the Column E explanation. It is not an official fonn 
and its use is voluntary. Names, addresses, protocols, veterinary care programs and the like, are 
not required as part of an explanation. A Column E explanation must be written so be 
understood by a lay persons as well as scientists. 

1. Registration Number:__4=2'-'-F.....---"'0..:::.00.:::..:8""---- _ 

2. Number_138_(31 in Cat. E) ofanimals in this study. 

3. Species (common name)~G=u=l=·n=e=a..::..P.:.<ig;:>::s'__~ ofanimals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Clostridiwn chauvoei and C. haemolyticwn challenge tests- animals became ill from 
challenge with these organisms as required by 9 CFR 113. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below) 

Mandated by 9 CFR 113 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

APHIS, 9 CFR 113.106 and 113.107 

FY 2004 
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Column E Explanation 

This fonn is intended as an aid to completing the Column E explanation. It is not an official fonn 
and its use is voluntary. Names, addresses: protocols, veterinary care programs and the like, are 
not required as part of an explanation. A Column E explanation must be written so 0 be 
understood by a lay persons as well as scientists. 

1.	 Registration Number:__4=2:......:-F"--...:::0..:::;.00.:::.:8~ _ 

2.	 Number _74 (9 in Cat E) of animals in this study. 

3.	 Species (common name)~G==u=in=-=e=a....::.P....::.i<:>:gs=---- ofanimals used in the study. 

4.	 Explain the procedure producing pain and/or distress. 

. Potency testing of tetanus toxoids and antitoxins - animal getting insufficient 
protection from the tetanus antitoxin become sick from tetanus toxin challenge.. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to detennine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below) 

Mandated by 9 CFR 113 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of 
Federal Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 
CFR 113.102): 

APHIS, 9CFR 113.114 and 113.451 

FY2004 
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Column E Explanation 

This fonn is intended as an aid to completing the Column E explanation. It is not an official fonn 
and its use is voluntary. Names, addresses, protocols, veterinary care programs and the like, are 
not required as part of an explanation. A Column E explanation must be written so as to be 
understood by a lay persons as well as scientists. 

1. Registration Number:_~4=2,--,-F"--....::;0-,,-00.::::..:8,,,-- _ 

2. Number _2999_(707 in Cat. E) of animals in this study. 

3. Species (common name)----=H=a=m=st=ers=-=- ~__ofaJiimals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Evaluation of Leptospira Bacterins and maintenance of challenge cultures cause animals to 
experience Leptospirosis ­

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to detennine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below) 

Mandated by 9 CFR 113 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

APHIS, 9CFR 113.101, 113.102, 113.103, and 113.104 which are all Leptospirosis tests. 

FY 2004 
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Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs and the like, are 
not required aspart of an explanation. A Column E explanation must be written so as to be 
understood by a lay persons as well as scientists. 

1. Registration Number:__4"'-"2'--'-Fo....-....:;:0~00~8::. _ 

2. Number _29_(9 in Cat. E) of animals in this study. 

3. Species (cuIIiIhon name)_Rabbit ofanimals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Clostridium haemolyticum challenge tests- animals became ill from challenge with these 
organisms as required by 9 CFR 113 for guinea pigs. Rabbits were substituted for guinea pigs 
based on an APHIS approved Outline of Production. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below) 

Mandated by 9 CFR 113 for guinea pigs and APHIS approved the rabbit substitute. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code ofFederal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

APHIS, 9 CFR 113.107 

FY 2004 



• - ,. -- - -' -,•• --_. w .v • u ....... -....ufU1ng to tI'le regUlatIOnS can see reIIWIe side for
 
_result In an order 10 cease and desist and 10 be subject to penaltiea aa Pl'CMded for In Section 21~. addItIon8IlnfarmatiOn.
 

- C~ UNITED STATES DEPARTMENTQF AGRICULTURE 1. REGISTRATIONNO. CUSTOMER NO. FOr..... -....1eP\I 
~V __~~H~I~~~~ ~~5~1~~~~1=~~~~~~~~~~~~=:~o=w~~=~=~=~=~=~~~~ 

-- NNUAL REPORT OF RESEARCH FACILITY 2. H=~~~RESEARCHFAaUTY(NameanaAdtna.a.snJgi.1tw8ctwtttJUSDA, 
UNIFORMED SERVICES(TYPE OR PRINT) 
UNIV. OF THE HEALTH SCIENCES 
4301 JONES BRIDGE RD. 

12-03-2001 RCVD BETHESDA. MO 20814 
(301) 295-1909 

3. REPORTING FACIUTY (ust 8lIiocallons wnere animals went housecl or used In actual researcn. testing, leaenlng, or expeIimeilatiOn, or held tor It-. purposes. Aa.cn additional
 
1 sheets if necessary.)
 

FACIUTY LOCATIONS(Site.t) 

See Attached Listing 

Center of Laboratory Animal Medicine 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (AtracII additiOnal sIJHIS if necessary 01' use APHIS FORM 7023A J 
A. F.B. Numoerof e. Number at ananaIs upon wnich teaching,C. Number 01 D. Numoer at arumals upon 

anlll1alS bemg animalS upen ~ teIUI'Ch. ugery Of testa werewt\iCtI ~ments. 
TOTAl. NO.bred. c:onduct*' lnvoMng ~ pain or diS1reSSAnime's Covered wnidl teaenu'!9. teacning. researc:n. 

OF ANIMALSBy The Animal conditioned. or to the animala end for whk:h the uae oIappropnateresearcn. surgery. or tests were 
~ ortrwlqUilzlng dI'Uga wgujdheld for use In Welfare R89U1atlons expenments. or conduded invalving 

(CoJs.C +tea<:nlng. testing. h8ve act.wseIy affected the procedUreS. *UItS. ortests were aa:anpanytng paan or 
D+E)experiments. lutalJietalion 01 the ~ ,....-c:h.ccnduetecl diStress to tne animalS 

expeirrlentS. wogery. or testa. (An BJq:JIanatioll ofresearcn.or imIoMng no ana for wnid1 ~.. 
surgery bUt not the procgdtrN producing pain fX distI'8a in the$9pain. distress. or anestl'leoc:. analgesic. or 
yet usecl for sud\ lIItit'IJIW ana ltIe I'8MDtJS IUCh ~Mn not useduse of P8ln­ InInQUllaZIng dnIgs were 
putDOSes. rrruat be attached 10 this repott)reIievlng drugs. USecl. 

0 
4.	 Dogs 0 0 0 0 

00 005.	 Cats 0 

6. Guinea Pigs 00 0 0 0 

23 

10 

7.	 Hamsters 0 00 23 

8. Rabbits 0 00 10 
00 0009. Non-Human Primates 

3710.Sheep 000 37 
37711. Pigs 00 32453 

12. Other Fann Animals 0 

113 113~nat~ 0 

0 

00 

13. Other Animals 

136Ferret 0 09937 
805228 0~..qnr1 Rat 103 
303000 0r.~t't("Jn Rat 

ASSURANCE STATEMENTS 
.. . 

1)	 Professionally acceptable SlandardS governIng the care. treatment, and use of anImals. lnduding appropriate use of anesthetiC. analgesIC, and tranquilizing drugs. pnor to. dunng• 
and foJlowtng actual researc:tl. teadllng. tesang. surgery. Of' exper;mentabon were followed by lI'1iS researc:n facility. 

2)	 Eaen pnnQpallnvestlgator /\as conSidered alternatives to painful Procedures~-
3)	 This faollty IS adnenng to U'le standards and regulations under the Ad. and it nas reqUired ttlat ellceptions to the standatdS and regulations be sJ)eCilIed and explained by U'le 

pnnopal Invesagator and approved by tI'le Institutional AnImal Care and Use Committee (IACUC}. A sumnwy of all the aceptIon8 Is attached to ttlla annuai ~ In 
addrlJon to Identifying trle IACUC-approved eJlC8QuonS. tnis summary Includes a bnet explanallon of ttle exceptions, as well .. the species end number d animals affected. 

4)	 The attenclIng vetennanan for ttllS reseatCf\ faolity has appropnate autl'lortty to ensure trle proYISiOn of adequate wterinary care and to oversee the Id~of other 
aspectS of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAL 

- 
(Chief Executive Officer or Legally Responsible Institutional offlcial) 

I certIfy that the above IS true. correct and comglete (7 U.S.C. Section 2143) 

SIGNAT1--- 
~- ;r:CR~'lsmunO:L OF~'C'AL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

----- --- ------------ ------- ------- 

DATE SIGNED 

11- 30-01 
PART1-HEAOQUARTERSAPHIS FORM 7023 - ------ ---- --------- 3 CO" ..,.....lch ,. o...let.
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t This report is required by law (7 USC 2143). Failure to report according to the regulations can See attached form for 
result In aii orc'.er to cease and desist and to be subject to penalties as provided for in Section 21! additional information. 

• UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 51-F-0003 

CUSTOMER NUMBER: 443 

ANNUAL REPORT OF RESEARCH FACILITY 
( TYPE OR PRINT) 

Armed Forces Radiobiology Research Inst. 
AfrriNsd 
8901 Wisconsin Avenue 
Bldg 42 
Bethesda, MD 20889 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

FACILITY LOCATIONS ( Siles) - See Atached Listing 

All animals located on-site 
I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets if necessarv or use APHIS Form 7023A \ 

A. 

Anlmats Covered 
By The Animal 

Welfare Regulations 

B. Number of C. Number of 
animals being animals upon 
bred, conditioned, which teaching, 
or held for use in research, 
teaching, testing, experiments, or 
experiments, tests were 
research, or conducted 
surgery but not ye involving no pain, 
used for such distress, or use 01 

purposes. pain-relieving 
drugs. 

D. Number of animals upon 
which eXperiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic. or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching. experiments. 
research, surgery or tests were conducted involving 
acco/Tll3nying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, 
results, or interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of the 
procedures produCing pain or distress in these animals a 
the reasons such drugs were not used must be attached 
this report ). 

F. 

TOTAL NUMBER 
OF ANIMALS 

(COLUMNS 
C+D+E) 

4. Dogs 
23 20 20 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 
86 86 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

Mice ~~OOL.. 1 r::;.]Q 6112 1 n.6QI) 

Rats 7S 492 492 

I ASSURANCE STATEMENTS I 
...
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Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary in< 
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4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 
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Registration No. 51-F-003 

Armed Forces Radiobiological Research Institute 
8901 Wisconsin Ave. Bldg. 42 
Bethesda, MD 20889-5603 

Attachment to APHIS FORM 7023 

Pain Category "E" Justification 

Protocol 1 - 440 mice 

The research questions that we are attempting to address involve complex 
interactions between different tissues that would be affected by the 
administration of drugs to alleviate pain. The pain associated with the radiation 
experiments derives from the fact that the animals succumb to infections 
because of compromised immune systems. Because of the physiological 
complexity of radiation injury, and our lack of having a full understanding of its 
induction and progression, there is just no alternatives to evaluate the 
effectiveness of the proposed drug (tocopherol succinate) other than to conduct 
survival studies in mice without the interference of the analgesia. 

Protocol 2 - 90 mice 

Since the purpose of our study was to determine the effects of radiation 
and radioprotectants on the functions of the immune system, we did not use 
analgesics and anesthetics. Alterations of the immune system by analgesics and 
anesthetics have been documented in literature and have been referred to in the 
IACUC protocol. 

Protocol 3 - mice 80 

There are no alternative procedures for irradiation because it is a unique 
stimulus that cannot be otherwise duplicated. Radiation itself does not cause 
pain or distress. In fact, radiation can alleviate the pain associated with cancer 
(Bateman, 1994; Ciezki and Macklis, 1995; Page, 1995; Sonoo et aI., 1995; 
Thrall, 1995). Nevertheless, the sequelae of nausea, vomiting, and diarrhea 
cause pain and distress in humans in the early post-irradiation period, when 
lethal doses are used. However, mice are not susceptible to vomiting. Although 
radiation does not induce pain, animals in these experiments might experience 
pain and distress prior to death because of sequelae. To avoid possibly affecting 
survival/death outcomes, and ultimately LDso/3o and LOgS/3D calculations, 
analgesics/sedatives will not be administered after challenge so as not to 
interfere with the clinical course of the disease. The attending veterinarian was 
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consulted with respect to the procedures described above, when they were used 
on previous protocols. 

Bacteria cause infections that cause discomfort either locally or systemically. 
Many pathogenic bacteria have unusual or even unique virulent characteristics, 
but they also have common attributes, including binary multiplication and 
penetration of tissues, and cause common responses and disease processes in 
animals, which cannot be mimicked readily by substitutes. Although, by 
necessity, there are animals included in the unalleviated pain-and-distress category 
in this protocol, there will be a conscious effort by the P.1. and animal care staff to 
provide as much additional consideration for the comfort and well-being of the 
animals as is consistent with the scientific integrity of the study. These studies are 
designed to assess the susceptibility and immune response to the combined effects 
of ionizing radiation and bacterial infection. There are no alternatives to the use of 
animals in these studies. Similarly, there are no alternatives to bacterial challenge 
or natural, radiation-induced infection, because protective immunity cannot be 
predicted from seroconversion alone at this time when it occurs. Moribund animals 
will be euthanized as indicated below to alleviate further pain and distress. 

Although we expect that test therapeutic agents will provide some relief to some 
of the mice, an alternative for these procedures would be to determine whether 
an analgesic could be used to relieve pain and discomfort. Although the opioid 
analgesics, butorphanol and bupenorphine, might be used to alleviate local pain 
associated with a local infection without altering the local inflammatory response 
(Swearengenet al. 1993), opioid analgesics are immunomodulatory (Pruett et al. 
1992, Pasotti et al. 1993, Carr et al. 1994). Other, non-narcotic analgesics, such 
as indomethacin, are anti-inflammatory, so they would interfere with the 
innammatory responses of the hemopoietic tissues to infections. Analgesics 
cause adverse effects on undamaged hematopoietic cells (Hollaender, 1960) and 
interfere with nicotinamide-adenine dinucleotide phosphate (NADPH) oxidase, a 
key polymorphonuclear leukocyte enzyme that is involved in the ability of these 
cells to phagocytize and kill bacteria (Moon et aI., 1986). 

Protocol 4 - 424 mice 

The animals in Category E were placed into that category because they 
were in experiments where mortality occurred due to radiation-induced 
compromise of the immune system, resulting in opportunistic infection. Pain and 
distress was judged to occur as a result of the infection, Le., what humans would 
experience as 'nu-like symptoms. Although not all animals in those experiments 
died from infection, some animals may have suffered the effects of infection and 
then recovered. Therefore, all animals in those experiments were placed into 
Category E. These survival experiments were essential for evaluating the 
efficacy of candidate radioprotective drugs. Anesthetics and analgesics could not 
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be used during the course of these experiments because they would have 
affected the immune system, making the results uninterpretable. 

Protocol 5 - 1133 mice 

The research questions that we are addressing involve complex 
interactions between many tissues that would be affected by the administration of 
drugs to alleviate pain. The pain and distress experienced by these animals" 
would probably be similar to what humans experience during severe cold and flu 
infections. Radiation itself has been demonstrated to reduce pain in laboratory 
mice (Teskey and Kavaliers 1984) and has been reported to alleviate cancer 
related bone pain in humans (Ciezki and Macklis 1995; Sonoo et al. 1995). The 
isoflavones used in these experiments have been shown to enhance the immune 
system and reduce pain (Shir et al. 2002) and inflammation (Verdrengh et aI., 
2003), and will likely reduce radiation-induced discomfort. Because of the 
complexity of physiological responses that occurs after radiation exposure, and 
our poor understanding of its induction and progression, there is no other way, at 
present, to evaluate the effectiveness of radiation protectants to enhance survival 
of humans than to do these experiments in animals. One of the aims of the 
present study is to acquire an understanding of cellular and molecular correlates 
of radioprotection in order to develop techniques to evaluate these compounds 
with less reliance on animal studies. 

Protocol 6 -1546 mice 

Specific analgesics will not be used in any of the experiments because of 
the potential of confounding the clinical assessment of the animals. Although the 
opioid analgesics, butorphanol and bupenorphine, might be used to alleviate 
local pain associated with a local infection without altering the local inflammatory 
response (Swearengen et al. 1993), opioid analgesics have been shown to have 
immunomodulatory properties (Pruett et al. 1992, Pasotti et al. 1993, Carr et al. 
1994). Other, non-narcotic analgesics, such as indomethacin, are anti­
inflammatory, so they would interfere with the inflammatory responses of the 
hemopoietic tissues to infections. Hemopoietic tissues are already depleted in 
irradiated animals. Further, sedatives cause adverse effects on undamaged 
hematopoietic cells (Hollaender, 1960) and interfere with nicotinamide-adenine 
dinucleotide phosphate (NADPH) oxidase, a key polymorphonuclear leukocyte 
enzyme that is involved in the ability of these cells to phagocytize and kill 
bacteria (Moon et aI., 1986). 

Protocol? -19 mice 
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The radiation procedure will be presumed to cause pain and that pain will 
not be alleviated. Irradiation itself does not directly cause pain or distress; only the 
sequelae of nausea and vomiting do. Mice, like other rodents, do not vomit but do 
show conditioned taste aversion (CTA) and delayed gastric emptying, even after 
such low doses of radiation. Although this species has not been evaluated for 
radiation-induced CTA, it likely occurs. Because the action of irradiation must be 
done in vivo, the only viable alternative for these procedures would be to determine 
whether an analgesic could be used to relieve the pain and distress (Le., CTA) 
associated with radiation. It is unclear whether pain and distress is associated with 
altered gastric emptying or the GI motility changes that we plan to study after 
sublethal irradiation. While the opioid analgesics butorphanol and bupenorphine 
have been used by others to alleviate pain, such compounds are known to cause 
immunomodulation, which in tum would confound the radiation effects. Other, non­
narcotic analgesics such as indomethacin are anti-inflammatory and as such would 
interfere with the inflammatory responses of the nonnal tissue to irradiation. Such 
compounds also cause adverse effects on undamaged hematopoietic cells and 
interfere with nicotinamide-adenine dinucleotide phosphate (NADPH) oxidase, a 
key polymorphonuclear leukocyte enzyme involved in the ability of these cells to 
phagocytize and kill bacteria. Because we are affecting the GI immune system with 
irradiation in this study, we cannot use pain-relieving drugs that would modulate 
those responses. 

Protocol 8 - 1812 mice 

Since the purpose of our study was to determine the effects of radiation 
and radioprotectants on the functions of the immune system, we did not use 
analgesics and anesthetics. Alterations of the immune system by analgesics and 
anesthetics have been documented in literature and have been referred to in the 
IACUC protocol. 

Protocol 9 - 568 mice 

The use sedatives and analgesics will be used with a degree of caution 
and on an individual animal-in-need basis. Reasons for our proposed limited use 
of sedatives and analgesics only in cases of severe pain/discomfort are as 
follows: (1) in mice, clinical signs of minimal or even moderate pain/discomfort 
have the potential to interfere with the identification of clinical signs and alter the 
hematological and survival responses of the treated animals, and (b) the use and 
analgesics and anesthetics on an individual basis might interfere with basic 
functional elements of the irradiated animal's innate and acquired irnmune 
system. In this regard for example, there is a wealth of information that clearly 
documents the effect of sedatives and opiates on neutrophil production and 
function. 
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5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 24 59 59 
10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

Mice 3400 622 5.927 9.949 

Rats 83 R':\ 
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Registration No. 51-F-003 

Armed Forces Radiobiological Research Institute 
8901 Wisconsin Ave. Bldg. 42 
Bethesda, MD 20889-5603 

Attachment to APHIS FORM 7023 

Pain Category "E" Justification 

Protocol 1 - 914 mice 

The research questions that we are attempting to address involve complex 
interactions between different tissues that would be affected by the 
administration of drugs to alleviate pain. The pain associated with the radiation 
experiments derives from the fact that the animals succumb to infections 
because of compromised immune systems. Because of the physiological 
complexity of radiation injury, and our lack of having a full understanding of its 
induction and progression, there is just no alternatives to evaluate the 
effectiveness of the proposed drug (tocopherol succinate) other than to conduct 
survival studies in mice without the interference of the analgesia. 

Protocol 2 - 412 mice 

Since the purpose of our study was to determine the effects of radiation 
and radioprotectants on the functions of the immune system, we did not use 
analgesics and anesthetics. Alterations of the immune system by analgesics and 
anesthetics have been documented in literature and have been referred to in the 
IACUC protocol. 

Protocol 3 - 417 mice 

There are no alternative procedures for irradiation because it is a unique stimulus 
that cannot be otherwise duplicated. Radiation itself does not cause pain or 
distress. In fact, radiation can alleviate the pain associated with cancer 
(Bateman, 1994; Ciezki and Macklis, 1995; Page, 1995; Sonoo et aI., 1995; 
Thrall, 1995). Nevertheless, the sequelae of nausea, vorniting, and diarrhea 
cause pain and distress in humans in the early post-irradiation period, when 
lethal doses are used. However, mice are not susceptible to vomiting. Although 
radiation does not induce pain, animals in these experiments might experience 
pain and distress prior to death because of sequelae. To avoid possibly affecting 
survival/death outcomes, and ultimately LD5D/3D and LDg5/3D calculations, 
analgesics/sedatives will not be administered after challenge so as not to 
interfere with the clinical course of the disease. The attending veterinarian was 



consulted with respect to the procedures described above, when they were used 
on previous protocols. 

Bacteria cause infections that cause discomfort either locally or systerTlically. 
Many pathogenic bacteria have unusual or even unique virulent characteristics, 
but they also have common attributes, including binary multiplication and 
penetration of tissues, and cause common responses and disease processes in 
animals, which cannot be mimicked readily by substitutes. Although, by 
necessity, there are animals included in the unalleviated pain-and-distress category 
in this protocol, there will be a conscious effort by the P.1. and animal care staff to 
provide as much additional consideration for the comfort and well-being of the 
animals as is consistent with the scientific integrity of the study. These studies are 
designed to assess the susceptibility and immune response to the combined effects 
of ionizing radiation and bacterial infection. There are no alternatives to the use of 
animals in these studies. Similarly, there are no alternatives to bacterial challenge 
or natural, radiation-induced infection, because protective immunity cannot be 
predicted from seroconversion alone at this time when it occurs. Moribund animals 
will be euthanized as indicated below to alleviate further pain and distress. 

Although we expect that test therapeutic agents will provide some relief to some 
of the mice, an alternative for these procedures would be to deterrriine whether 
an analgesic could be used to relieve pain and discomfort. Although the opioid 
analgesics, butorphanol and bupenorphine, might be used to alleviate local pain 
associated with a local infection without altering the local inflammatory response 
(Swearengen et al. 1993), opioid analgesics are immunomodulatory (Pruett et al. 
1992, Pasotti et al. 1993, Carr et al. 1994). Other, non-narcotic analgesics, such 
as indQmethacin, are anti-inflammatory, so they would interfere with the 
inflammatory responses of the hemopoietic tissues to infections. Analgesics 
cause adverse effects on undamaged hematopoietic cells (Hollaender, 1960) and 
interfere with nicotinan1ide-adenine dinucleotide phosphate (NADPH) oxidase, a 
key polymorphonuclear leukocyte enzyme that is involved in the ability of these 
cells to phagocytize and kill bacteria (Moon et aI., 1986). 

Protocol 4 - 664 mice 

The animals in Category E were placed into that category because they were in 
experiments where mortality occurred due to radiation-induced cOrTlpromise of 
the immune system, resulting in opportunistic infection. Pain and distress was 
judged to occur as a result of the infection, Le., what humans would experience 
as flu-like symptoms. Although not all animals in those experiments died from 
infection, some animals may have suffered the effects of infection and then 
recovered. Therefore, all animals in those experiments were placed into 
Category E. These survival experiments were essential for evaluating the 
efficacy of candidate radioprotective drugs. Anesthetics and analgesics could not 
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be used during the course of these experiments because they would have 
affected the irrlmune system, making the results uninterpretable. 

Protocol 5 - 607 mice 

The research questions that we are addressing involve complex 
interactions between many tissues that would be affected by the administration of 
drugs to alleviate pain. The pain and distress experienced by these animals 
would probably be similar to what humans experience during severe cold and flu 
infections. Radiation itself has been demonstrated to reduce pain in laboratory 
-mice (Teskey and Kavaliers 1984) and has been reported to alleviate cancer 
related bone pain in humans (Ciezki and Macklis 1995; Sonoo et al. 1995). The 
isoflavones used in these experiments have been shown to enhance the immune 
system and reduce pain (Shir et al. 2002) and inflammation (Verdrengh et aI., 
2003), and will likely reduce radiation-induced discomfort. Because of the 
complexity of physiological responses that occurs after radiation exposure, and 
our poor understanding of its induction and progression, there is no other way, at 
present, to evaluate the effectiveness of radiation protectants to enhance survival 
of humans than to do these experiments in animals. One of the aims of the 
present study is to acquire an understanding of cellular and molecular correlates 
of radioprotection in order to develop techniques to evaluate these compounds 
with less reliance on animal studies. 

Protocol 6 - 540 mice 

Specific analgesics will not be used in any of the experiments because of the 
potential of confounding the clinical assessment of the animals. Although the 
opioid analgesics, butorphanol and bupenorphine, might be used to alleviate 
local pain associated with a local infection without altering the local inflammatory 
response (Swearengen et al. 1993), opioid analgesics have been shown to have 
immunomodulatory properties (Pruett et al. 1992, Pasotti et al. 1993, Carr et al. 
1994). Other, non-narcotic analgesics, such as indomethacin, are anti­
inflammatory, so they would interfere with the inflammatory responses of the 
hemopoietic tissues to infections. Hemopoietic tissues are already depleted in 
irradiated animals. Further, sedatives cause adverse effects on undamaged 
hematopoietic cells (Hollaender, 1960) and interfere with nicotinamide-adenine 
dinucleotide phosphate (NADPH) oxidase, a key polymorphonuclear leukocyte 
enzyme that is involved in the ability of these cells to phagocytize and kill 
bacteria (Moon et aI., 1986). 
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Protocol 7 - 23 mice 

The radiation procedure will be presumed to cause pain and that pain will not be 
alleviated. Irradiation itself does not directly cause pain or distress; only the 
sequelae of nausea and vomiting do. Mice, like other rodents, do not vomit but do 
show conditioned taste aversion (CTA) and delayed gastric emptying, even after 
such low doses of radiation. Although this species has not been evaluated for 
radiation-induced CTA, it likely occurs. Because the action of irradiation must be 
done in vivo, the only viable alternative for these procedures would be to determine 
whether an analgesic could be used to relieve the pain and distress (Le., CTA) 
associated with radiation. It is unclear whether pain and distress is associated with 
altered gastric emptying or the GI motility changes that we plan to study after 
sublethal irradiation. While the opioid analgesics butorphanol and bupenorphine 
have been used by others to alleviate pain, such compounds are known to cause 
immunomodulation, which in turn would confound the radiation effects. Other, non­
narcotic analgesics such as indomethacin are anti-inflammatory and as such would 
interfere with the inflammatory responses of the normal tissue to irradiation. Such 
compounds also cause adverse effects on undamaged hematopoietic cells and 
interfere with nicotinamide-adenine dinucleotide phosphate (NADPH) oxidase, a 
key polymorphonuclear leukocyte enzyme involved in the ability of these cells to 
phagocytize and kill bacteria. Because we are affecting the GI immune system with 
irradiation in this study, we cannot use pain-relieving drugs that would modulate 
those responses. 

Protocol 8 - 1310 mice 

Since the purpose of our study was to determine the effects of radiation 
and radioprotectants on the functions of the immune system, we did not use 
analgesics and anesthetics. Alterations of the immune system by analgesics and 
anesthetics have been documented in literature and have been referred to in the 
IAGUG protocol. 

Protocol 9 - 984 mice 

The use sedatives and analgesics will be used with a degree of caution and on 
an individual animal-in-need basis. Reasons for our proposed limited use of 
sedatives and analgesics only in cases of severe pain/discomfort are as follows: 
(1) in mice, clinical signs of minimal or even moderate pain/discomfort have the 
potential to interfere with the identification of clinical signs and alter the 
hematological and survival responses of the treated animals, and (b) the use and 
analgesics and anesthetics on an individual basis might interfere with basic 
functional elements of the irradiated animal's innate and acquired immune 
system. In this regard for example, there is a wealth of information that clearly 
documents the effect of sedatives and opiates on neutrophil production and 
function. 
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Protocol 10 - 56 mice 

As described above in the sections on "Non-animal Alternatives" 
considered and "Anesthesia/AnalgesialTranquilization", the research questions 
that we are attempting to address involve complex interactions between different 
tissues that would be affected by the adrrlinistration of drugs to alleviate pain. 
Although all painful procedures such as injection of the tumor cells and irradiation 
will be done under anesthesia, animals may experience discomfort and pain as a 
result of the postirradiation tissue injury and tumor growth. Pain arising out of the 
postirradiation sequelae and tumor growth cannot be alleviated since it may 
interfere with the objective of the study. The hypothesis of the protocol, viz., 
preferential protection of normal tissue by TT during irradiation of prostate tumor 
is based on the assumption of the differential distribution of TT in favor of the 
normal tissue. Administration of analgesics may affect the partitioning of IT 
between normal and tumor tissue and the results derived may not be conclusive. 
Influence of drugs and other factors on permeation of other drugs has been 
reported earlier (11,12). Since postirradiation sequelae and tumor growth may 
cause pain and discomfort, which will not be alleviated with analgesics, all mice 
other than unirradiated controls will be under the unalleviated pain category (E). 
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and toMowmo ac...... research. luc:Nno. lesllng. surgery. or experimen....ion were Iotlowed by Ihis researcn ladttly. 

2). EKh principat invesliGalor has considered ~I.,nalives10 pain.uI procedures. 

3).	 TINs '*:i.iIY is adhering 10 lhe siandards and regutallons under lhe Acl...nd il has required Ihal u.c:af)ltons 10 lhe stanoards and regulalions be specified and exp6ained by Ihe 
prindpaI invesl~lorand appnwed by lhe Inslilulionil. Animat Care and Use Commillee C'ACUC). A .u......-y o. atl sucn exceptions .. attached 10 Ihls annual report. In 
addilion to ideftlilying 1M 'AC~ppI"owdexcep.IOnS. this summary inctudes _ brie. ~..on ot lhe exaplions, as welt as lhe species and number 01 animals .Hecled. 

4).	 'The allendtftg Yelefinarian lor Ihis researc:h facilily bois ilppfoprYle ..Ulhorily10 ensure lhe provision o' adequate velerinaly care and 10 oversee lhe adequacy 01 oltl« _speciS 01 
animat care and use. 

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Ezecutive Officer or LegaJly Responsible Institutional Official) 

I canHy IhallN abOve is lrue, correcl. and complete (7 u.s.c. Secaion 2143•. 

NAME & nnE OF C.ED. OR IHS11TUT1OHAL OFFIaAL. {Type M Print} 

--------  --- ----- 
------- MSC~ ------ 
----------- ------------- 

DATE SIGNEO 

(Replaces --- --------- 18-23 (OCT 88). whICh IS obsoIele.• 
PART 1 • HEADQUARTERS 

APHIS FORM 7023 
(AUG 91) 



"11;:1 JtI~OIlIS reqUlr lCU uy JiiW If U;:il,; ~14;j). Failure 10 report according to the regulations can 
•	 result it) an order to cease and desist and to be sUbject to penalties as provided for in Section 21', 

, 
" UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
( TYPE OR PRINT) 

NOV 30 200 L 

1.	 CERTIFICATE NUMBER: FORM APPROVED51-F-0006 
OMB NO. 0579-0036 

CUSTOMER NUMBER: 437 

See attached form for Interagency Report Control No.: 
,. additional information. 

U.S. Army Medical Research 
Institute Of Chemical Defense 
Attn: Mcmr-Uv-Za 
3100 Ricketts Point Road 
Aberdeen Prov Gmd, MD 21010 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

FACILITY LOCATIONS (Sites) - See Atached listing
 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessarY or use APHIS Form 7023A \
 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not yE 
used for such 
purposes. 

c. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use 0­
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthettc, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which leaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wI1 
the use of appropriate anesthetic, analgesic, or tranquillz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanation of the procedures 
producing pain or distress in these animals and the rease 
such drugs were not used must be attached to this reporl 

F. 

TOTAL NUMBEF 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 
0 0 0 0 0 

5. Cats 0 0 0 0 0 

6. Guinea Pigs 
0 782 335­ 2,158 3,275 

7. Hamsters 0 0 0 0 0 

8: Rabbits 0 0 0 0 0 
9. Non-human Primates 5 2 36 15 53 
10. Sheep 0 0 0 0 0 
11. Pigs 0 3 34 0 37 

12. Other Farm Animals 

N/A 
13. Other Animals 

I ASSURANCE STATEMENTS	 I 
..

1)	 Professionally acceptable standards govemmg the care, treatment, and use of animals, including appropriate use of anestellc, analgesic, and tranquiliZIng drugs, prior to, dunng, and followmg actual reSE 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to Identifying the IACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official ) 

N------- -- --------- ----- --------- ----- ----------------------- -------------- -------- -- -------- DATE SIGNED 

--------------- --- --------------- ----------- ----- ------- 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 51-F-0006 

Protocol I 

1. A total of 334 column "E" guinea pigs werei utilized in this study. 

2. Painful procedure: Animals will receive acpnvulsive dose of an agent which is 
thought (but not documented) to cause some pain ~d/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: The administration of anesthe ics or analgesics to relieve pain 
would lead to an erroneous evaluation of the toxicit of agents and efficacy of 
pretreatment, treatment, and decontamination proce ures. 

4. No federal regulations mandate this proced~e. 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 51-F-0006 

Protocol 2 

1. A total of 635 column "E" guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: Anesthetics or analgesics cannot be used in any of the procedures 
involving agent administration and/or pretreatment and treatment with any of the medical 
countermeasures. One of the principle effects of agent intoxication is respiration 
paralysis. This is also a major side effect of anesthetics and analgesics. Conducting 
these experiments under anesthesia or analgesia could lead to faulty interpretation of the 
toxicity data and/or the effectiveness of the countermeasures because of the synergistic 
respiratory depressant effects of these drugs with the agent. 

4. No federal regulations mandate this procedure. 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 51-F-0006 

Protocol 3 

1. A total of 20 column '~E" guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which is 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: Should it occur, pain/distress might be relieved to some extent by 
administration of one of the test drugs that successfully terminates the seizure. 
Anesthetics and analgesics are known to have profound effects on brain function that can 
interact with the drugs of interest, the synthesis and release of brain neurotransmitters 
and/or the toxicity of the nerve agent and thus complicate interpretation of the results. 

4. No federal regulations mandate this procedure. 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 51-F-0006 

Protocol 4 

1. A total of 54 column "E" guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which is 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: Should it occur, pain/distress might be relieved to some extent by 
administration of one of the test drugs that successfully terminates the seizure. 
Anesthetics and analgesics are known to have profound effects on brain function that can 
interact with the drugs of interest, the synthesis and release of brain neurotransmitters 
and/or the toxicity of the nerve agent and thus complicate interpretation of the results. 

4. No federal regulations mandate this procedure. 



ColUlnn E Explanation Form 
USAMRICD - FY 04 
Registration Number: 51-F-0006 

Protocol 5 

1. A total of 9 column "E" guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which is 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: Treatment of these animals with standard nerve agent therapies 
such as atropine and oxime would prevent the accurate correlation of acetylcholinesterase 
inhibition and neuronal function that is a goal of this study. 

4. No federal regulations mandate this procedure. 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 51-F-0006 

Protocol 6 

1. A total of 588 column "E" guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which is 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: The administration of anesthetics or analgesics to relieve pain are 
known to have profound effects on brain, tissue, and organ function that can interact with 
the synthesis and release of brain neurotransmitters, and/or the toxicity of nerve agent and 
thus complicate interpretation of the results. 

4. No federal regulations mandate this procedure. 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 51-F-0006 

Protocol 7 

I. A total of 82 column '''E'' guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which is 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: The administration of anesthetics or analgesics to relieve pain 
would lead to an erroneous evaluation of the toxicity of agents and efficacy of 
pretreatment, treatment, and decontamination procedures. 

4. No federal regulations mandate this procedure 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 51-F-0006 

Protocol 8 

I. A total of 402 column "E" guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which is 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: The administration of anesthetics or analgesics to relieve pain are 
known to have profound effects on brain function, to include electrical seizure activity in 
the brain that can interact with the drugs and would complicate interpretation of results. 

4. No federal regulations mandate this procedure 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 51-F-0006 

Protocol 9 

1. A total of 19 column "E" guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which is 
thought (but not documented) to cause some pain and!or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: The administration of anesthetics or analgesics to relieve pain are 
known to have profound effects on toxicity of nerve agents and, thus, can complicate 
interpretation of results. 

4. No federal regulations mandate this procedure 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 51-F-0006 

Protocol 10 

1. A total of 15 column "E" guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which is 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: The administration of anesthetics or analgesics to relieve pain 
would lead to an erroneous evaluation of the toxicity of agents and efficacy of 
pretreatment, treatment, and decontamination procedures. 

4. No federal regulations mandate this procedure 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 51-F-0006 

Protocol 11 

1. A total of 15 column "E" nonhuman primates were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which is 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: Anesthetics and analgesics are known to have profound effects on 
brain function that can interact with the drugs of interest and/or the toxicity of the nerve 
agent and thus complicate the interpretation of the results. 

4. No federal regulations mandate this procedure. 



.~'-...-­

This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for - --- 

  
Interagency Report Control No 

result in an order to cease and desist and to be subject to penalties as p'rovided for in Section 2150. additional information. - --- - 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE 51-F-Q008 438 
OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code) ANNUAL REPORT OF RESEARCH FACILITY 

NATIONAL CANCER INSTITUTE (TYPE OR PRINT) 
BUILDING 4%9- 5 71 
P.O. BOX B 
FREDERICK, MD 21702 
(301 ) 846':;~ 5195 

REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS(sltes) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Numberof 
animals being 
bred, 
conditioned. or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which teaching, 
researc.'1, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain-
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching. research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic. analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic. or tranquilizing drugs would 
have adversely affected the procedures, results. or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 
OF ANIMALS 

(Cols. C + 
D + E) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 79 94 173 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

ASSURANCE STATEMENTS 
...

1) Professionally acceptable standards governing the care. treatment. and use of aOlmals, Including appropnate use of anesthetic. analgesIc, and tranqUllJzmg drugs, pnor to, dunng, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUe). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions. this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

DATE SIGNED 

PART1-HEADQUARTERS 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

-------- ----------- L NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

----------- --- ---------- ------- 
------------ -- ---------- ------------ ----- 

(Replaces VS FORM 18·23 (Oct 88), whi---- --- ------------ 



I 

This report is required by law (7 USC 2143). Failure to report according to the regulations can See attached form for Interagency Report Control No,: 
result in an ord~r to cease and desist and to be subject to penalties as provided for in Section 21! additional information. 

UNITED STATES DEPARTMENT OF AGRICULTURE 1.	 CERTIFICATE NUMBER: FORM APPROVED51-F-0012 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMS NO. 0579-0036 

CUSTOMER NUMBER: 529 

Agricultural Research Service 
ANNUAL REPORT OF RESEARCH FACILITY Usda-Ars-Anri, Bldg.209. Barc-East 

(TYPE OR PRINT) Beltsville, MD 20705 .DEC ol2IJIJ1 
, 

Telephone: (301) -504-8431 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

FACILITY LOCATIONS ( Sites) - See Atached Listing
 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarY or use APHIS Form 7023A )
 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use 0' 

pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
s"rgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanation of the procedures 
producing pain or distress in these animals and the reas( 
such drugs were not used must be attached to this report 

F. 

TQTAL NUMCER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

5. Cats 
655 0 0 655 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 8 1 0 9 
9. Non-human Primates 

10. Sheep 51 0 0 51 
11. Pigs 261 0 0 261 
12. Other Farm Animals 19 0 0 19 

13. Other Animals 

mice 7,866 971 429 9,266 

rats 130 20 0 150 

gerbil 25 0 0 25 
I ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rese 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to lhis annual report. In addiJion to identifying the IACUC-approved exceptions, this summary inc 
brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official) 

NAM-- ----- --------- ----- ----------------------- -------------- (Type or Print) DATE SIGNED 

----- ------------ /(,(?.,-. 

I 

I 



.... 

Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by laypersons as well as scientists. 

1. Registration Number: _ 

2. NuIDber Lt_vt_L1 - of animals used in this study. 

3. Species (common name) 
I 

__VV\.-'~_,_c..._-e. of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

The research focuses on the effect of deficiencies in antioxidant nutrients on immunity to 
bacterial and viral infections. Some of the bacterial and viral infections may cause morbidity 
and mortality although all efforts are made to minimize the numbers. Additional experiments 
looking at the effect ofmutated glucans on salmonella virulence requires that mice be 
monitored until signs ofmorbidity appear. Mice are then euthanized. However, in some 
cases the mice succumb rapidly and may become moribund and die in less than a day, thus it 
is unavoidable that some mice may experience some pain and/or distress. Again, use of 
analgesics would interfere with the normal course ofinfection, thus making interpretation of 
the results more difficult. 

5. Provide scientific justification why pain and/or distress couldnot be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Administration ofanalgesics to mice can affect the inflammatory and immune response of 
the mice to the infection which would add a confounding variable to the data that would 
make it impossible to determine what affects are due to the deficiencies and which are due to 
the analgesics. 

V11-j ZO/Zood 818-1 ES58vOSlOE+ 
ISdl'S~V'vasn-WOJj w~5S: II vO-ZZ-AON 



I 
FORM APPROVED -- - 
OMB NO. 0579-0036 

F. 

TOTAL NO. 
OF ANIMALS 

(CoIS.C + 
D+E) 

(An explanation of 

18 

499 

8 

70 

257 

62 

3 

88 

54 

2871 

- -. 
1. CERTIFICATE NUMBER: 51-F-0012 

Agricultural Research Service 
UNITED STATED DEPARTMENT OF AGRICULTURE 

CUSTOMER NUMBER: 529DEC 0 1 2003 
Agricultural Research Service 
USDA-ARS-ANRI, Building 209, BARe-East 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

Beltsville, MD 20705 

Telephone: (301) 504-5714 

3. Reporting Facility (List alllocatlol1ll where animals were housed or used In actual research, testing. or expertmentatlon, or held for thele purposes. Attach addltlonaillheets If n_aary) 

FACIL1TY LOCATIONS (Sites) - See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OD RESEARCH FACILITY (Attach additional sheets if necessary or use this form. 

A. B. Number of C. Number of D. Number of anirrals upon E. Number of anirrals upon which teaching, 
anirrals being animals upon !Which experiments, teaching, experiments, research, surgery or tests were 

Animals Covered 
bred, conditioned, which teaching, esearch, surgery, or tests conducted invoMng accompanying pain or distress 

By The Animal 
or held for use in research, !were conducted involving o the animals for which the use of appropriate 

Welfare Regulations 
teaching, testing, experiments, or laccompanying pain or anesthetic, analgesic, or tranquilizing drugs would 
experiments. tests were ~istress to the animals and have adversely affected the procedures, results, or 
research, or conducted or which appropriate nterpretation of the teaching, research, 

._-----.--------------- surgery but not yet involving no ~nesthetic, analgesic, or experiments. surgery, or tests. 
used for such pain. distress, ranquilizing drugs were ~e procedure producing pain or distress in these 
purposes. or use of pain- ~sed. !animals and the reasons such drugs were not used 

relieving drugs. must be attached to this repOrt) 

4.00gs 18 

5. Cats 14 499 

8. Guinea Pigs 

7. Hamsters 

.8. Rabbits 1 8 

9. Non-human Primates 

10. Sheep 10 70 

11. Pigs 84 257 

12. Other Farm Animals 

Cattle 221 62 

Goats 3 

13. Other Animals 

Gerbils 68 

Rats 54 

Mice 2338 498 

ASSURANCE STATEMENTS 

1) Professionally acceptable standards governing the care, treatment, and use of animals, induding appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility 

2) Each principal investigator has considered alternatives to painful procedures 

3)	 This facility is adhering to the standards under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the prindpal investigator and approved 
by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this animal report. In addition to identifying the IACUG approved exceptions, this 
summary Includes a brief explanation of the exceptions, as well as the species and number of anirrals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of anirral care and 
use. 

CERTIFICATION BY HEADQUAARTERS RESEARCH FACILITY OFFICIAL 
(CHIEF EXECUTIVE OFFICER or LEGALLY RESPONSffiLE INSTITIITIONAL OFFICIAL) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL --------- -- --------- ----- --------- ----- ----------------------- -------------- ---- pe or Print) 

Aye-~ -------------- 
DATE SIGNED 

11-.2 



Attachment Certificate number: 51-F-0012 
Customer number: 529 

3. Reporting Facility Locations 

Buildings: 203,224, 239, 254, 255, 267, 308e, 337A, 1018, 1019, 
1062,1063,1064,1080,1081,1082,1083,1126,1140, 1144, 1160, 
1182,1207,1253,1254,1255,1291,1292,1325,1380, 1381, 1382, 
1383, 1384 



• ''l 

Column E Explanation . 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as. to be understood by lay persons as well as scientists. 

1.	 _Registration Number:_.=;,.~_I_----:.f_,,-_o_O~/.....;J-.~ 

2.	 Number 3_O of animals used in this study. 

3.	 Species (common name) _--:;m:;:.;:,;J.:~·'c:;.,;;e~ of animals used in the study. 

4.	 Explain the procedure producing pain and/or distress. 

Adult mice will be restrained manually by the nape of the neck. The abdomen will be swabbed
 
with 700/0 ETOH. They will be prime by injecting 0.2 ml or less of pristane intraperitionally
 
using a sterile 22g needle and alec syringe. After 7-14 days we will aseptically inject 0.5 ml of
 
5 x 105 to 5 x 106 hybridoma cells suspended in sterile PBS, IP using a 22g needle and alec
 
syringe. Again the mouse will be restrained manually. Mice will be observed daily for ascitic
 
fluid build up and for signs of disease or illness (see section Vill-A.B). Ascitic fluid may begin
 
to build up within 1-2 weeks following injection of the cells. We will tap the fluid when the
 
mouse is noticeably large, but before the mouse has difficulty moving. The mouse will be
 
manually restrained and aseptically tapped using an 18g sterile needle attached to a 5 cc syringe.
 
A mouse will not be tapped more than 3 times.
 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

This procedure is necessary for the production of monoclonal section antibodies against bovine 
cell components. Euthanasia will be performed on mice by animal caretakers when the following 
occurs; 1) the animal appears lethargic and fails to move about freely in the cage when 
stimulated; 2) appears more than 100/0 dehydrated, as determined by skin tone; 3) appears to be in 
discomfort, as evidenced by abnormal posturing, rough haircoat, etc.; 4) the circulationlhydration 
status of the animal appears to be impaired, as evidenced by abnormal mucous membrane color, 
poorly perfused extremities, etc. or following the final tap. Please see section IX.C for euthanasia 
details. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations
 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102):
 

Agency	 CFR, _ 
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Thi!C repat i. reqtlind by law (7 USC 2143) Failure to report accardinl to tIM rcpl...iona an 
raull in ... ordCl'lo cease and dPiD. aadto bcsubjalo,.wlia ~ ptOYidcdin SediaD 2150. 

UNITED STATES DEPARTMENT OF AGRlCULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

FY 2003 
ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINn 

OIIO-OOA-AN 

1.	 REGISTRATION NO. 
51-F-OI6 Cust. ID 441 OMB NO. 0549-0036 

~I" Addilioulinformalion.. 

IFORM APPROVED 

2.	 HEADQUARTERS RESEARCH FACILITY (NarneandAddress. 
as registered with USDA, include zip code) 

National Institutes ofHealth 
Deputy Director for Intramural Research 
31 Center Drive, Bldg 31, Room BIC37, MSC 2252 
Bethesda, MD 20892 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching or experimentation, or held for these purposes. Attach 
additional sheets ifnecessary.) 

FACILITY LOCATIONS (Sites) 

Composite includes: APF, CC, NCI, NEI, NHGRl, NHLBI, NIA, 
NIAAA, NIAID, NIAID (RML), NIAMS, NICHD, NIDA, NIDCD, NIDCR, NIDDK, NIEHS, NIMH, NINDS, ORS, VRC 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APIDS FORM 
7023A) 

A. B.Numberof C. Number of D. Number of animals upon E. Number of animals upon which teaching, F. 

Animals Covered 
animals being 

bred, 
animals upon 

which teaching, 
which eIperiments, 
teaching, research, 

eIperiments, research, surgery or tests were 
conducted involving accompanying pain or distress 

By The Animal 
Welfare Regulations 

conditioned, or 
held for use in 

teaching, testing, 

research, 
eIperiments or 

tests were 

surgery or tests were 
conducted involving 

accompanying pain or 

to the animals and for which tbe use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 

TOTAL NO. 
OF ANIMALS 

eIperiments, conducted distress to the animals interpretation of the teaching, research, (Co\s.C+ 
research or involving no and for which appropriate e:rperiments, surgery or tests. (an eIplanation of D+E) 

surgery but not pain, distress or anesthetic, analgesic or tbe procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 

purposes. relievine drues. used. must be attached to this report.) 

4. Dogs 17 41 187 0 128 
5. Cats 14 24 43 0 67 
6. Guinea Pigs 41 103 206 0 309 
7. Hamsters 378 832 1019 55 1897 
8. Rabbits 217 405 875 0 1280 
9. Non-human 1365 1268 872 16 2156 
Primates 
10. Sheep 44 26 50 0 76 
11. Pigs 178 0 172 0 172 
12. Other Farm -­ -­ -­ -­ -­
Animals 

Goats 0 0 0 0 0 
Burro 0 0 0 0 0 
Horses 1 0 0 0 0 
Cattle 2 4 0 0 4 
Chickens 1 2250 2080 0 4330 
Turkeys 1 0 0 0 0 

ASSURANCE STATEMENTS 
...

I) Profeslonally acceptable standards govermng the care, treatment and use ofanrmals, mcludmg appropriate use of anesthetic and tranqulhzmg drugs pnor to, dunng 
And following actual research, leaching, testing, surgery or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regularions be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (ACUC). A summary of all sucb eICeptions is attacbed to this annual report. In addition to identifying the 
IACUC approved exceptions, this summary includes a briefexplanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision ofadequate veterinary care and to oversee the adequecy ofother aspects ofanimal 
care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certif tbat the above is true, correct and com lete -- -------- ------ ----- 
SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL --------- ------- --------- ---- --------- ---------------- ------------ ------- --- ------- 

---------- ---- -------------- ------- -- 
--------- ---------- ---- ------------- ------ - - 
----------- ----------- -- -------- 

API-DS FORM 7023 (Replaces VS FORM 1&·23 (OCT &&) which is obsolete) 
(AUG 91) 
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'...._R_C_N..'"""ircdby (11JSC214]~ F inS •• Iho IaJj .... 

~b. in .«derto ceueutd daPI Mello be IIIbjed 10 .,..abel U provided in Sedi0l'l2150. O' ....OOA.AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1.	 REGISTRATION NO. r FORM APPROVED 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 2.	 5I-F-oI6 Cust ID 441 OMB NO. 0549-0036 

3.	 HEADQUARTERS RESEARCH FACILITY (Name and Address, FY 2003 as registered with USDA, include zip code) 

CONTINUATION SHEET FOR ANNUAL 
National Institutes ofHealth

REPORT OF RESEARCH FACILITY Deputy Director for Intramural Research 
(TYPE OR PRINn 31 Center Drive, Bldg 31, Room BIC37, MSC 2252 

Bethesda, MD 20892 

~ 

-

... 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APlllS FORM 
7023A) 

A. B.Numberof C. Number of D. Number of animals upon E. Number of animal! upon which teaching, F. 

Animals Covered 
animals being animals upon which e~periments, e~periments, research, surgery or tests were 

bred, which teaching, teaching, raearch, conducted involving accompanying pain or distress 

By The Animal conditioned, or research, surgery or tests were to the animal! and for which the use of appropriate TOTAL NO. 

Welfare Regulations held for use in e~periments or conducted involving anesthetic, analgesic, or tnnquilizing drugs would OF ANIMAlS 
teaching, testing, tests were accompanying pain or have advenely affected the procedura, raults, or 
e~periments, conducted distras to the animals interpretation of the teacbing, research, (Cols. C+ 

12 &lOR 13 OTIIER 
research or involving no and for which appropriate experiments, surgery or tests. (an e~planation of D+E) 

surgery but not pain, distress or anesthetic, analgesic or the procedures producing pain or distress in these 
(List by Species) yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 

purposes. relieving drugs. used. must be attached to this report.) 

12. Goose 0 0 0 0 0 
Duck 0 0 0 0 0 

13. Gerbils 3 0 3 0 3 
Ferrets 0 0 0 0 0 
Cotton Rats 0 135 0 0 135 
SQuirrels 110 1(1 29(1 0 117 
Pigeons 0 25 0 0 25 
Frogs 38 3458 1787 0 5245 
Fish 1150 57283 1686 0 58969 

Other Amphibians 8 0 16 0 16 
Vole 64 0 0 0 0 
Mink 100 15 0 0 15 
Wild Mice 80 15 0 0 15 
Llama 1 0 0 0 0 

Chinchillas 0 0 0 0 0 
ASSURANCE STATEMENTS 

1) ProfesSIOnally acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetiC and tranqUlhzlng drugs prior to, dunng 
And following actual research, teaching, testing, surgery or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painfu I procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (ACUC). A summary of all such e~ceptions is attached to this annual report. In 
addition to identifying the IACUC approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision ofadequate veterinary care and to oversee the adequacy ofother 
aspects ofanimal care and use. 

APlllS FORM 7023A 
(AUG 91) -- 



NIAID 2003 

Column E Explanation Form 

This form is intended as an aid to completing the Cohunn E explanation. Names, addresses, protocols, 

veterinary care programs, and the like, are not required as part ofan explanation. A Cohunn E explanation 

must be written so as to be lDlderstood by lay persons as well as scientists. 

1.	 Registration Number: 51-F-OO16 

2.	 Number ofanimals used under Cohunn E conditions in this study. 

55 

3.	 Species (common name) ofanimals used in this study. 

Hamsters 

4.	 Explain the procedure producing pain and/or distress, including reason(s) for species selected. 

Leishmania) diseases areinajor parasitic diseases of man. The stage of 'the parasite that grows in the 
vertebrate host and causes disease cannot be generated in vitro. It can only be obtained from in vivo 
sources. In nature, most leishmanial species are maintained within animal reservoirs, usuaOy rodents. 
Laboratory mice and hamsters, therefore, are an exceOent source of intraceOular parasites for in vitro 
study and serve as an ideal model to study the immunology of leishmanial disease. The mechanisms by 
which infected macrophages can be activated to kill the parasite will be explored. The number of 
animals proposed for use is the minimum number necessary to obtain statisticaBy meaningful results. 

The hamster is the only laboratory animal that becomes infected with visceral leishmaniasis. There is 
no way to test the action ofvaccines in vitro. The whole animal is required to study complex immune 
responses and the outcome of infection. Information derived from the immune system responses 
being examined cannot be gathered by using ceO culture or computer models. 

5.	 Provide scientific justification why pain and/or distress couId not be relieved. State methods or means 
used to determine that pain and/or distress reliefwouId interfere with test results. 



NIAID 2003 

Visceral Leishmaniasis in hamsters causes bepatomegaly and anemia. The progression of visceral 
infection in hamsters is not associated with any overt pathology or changes in behavior until infection 
is severe, at which time hamsters begin to move slowly and lose their appetite. Infections are expected 
to progress in aU hamsters used until the animals show signs of morbidity. The point of onset of 
morbidity is variable, but generally occurs in the period 6-10 weeks post infection. Disease is 
progressive and affected hamsters wiD have fever and cbills as evidenced by shivering. Without 
intervention, over several weeks, affected bamsten wiD become cache tic, moribund, and eventually 
die. Infected hamsters wiD be closely monitored as soon as signs of morbidity are noted, laboratory 
preparations will ensue, to barvest organs and citrate the parasitic load. Laboratory preparations 
require several work days to complete. In aU cases, hamsters showing signs of morbidity will be 
euthanized within one week of the on.set of morbidity. AD hamsters in a study group are generally 
euthanized within the period between 2 and 4 months post-inoculation. 

Animal care and monitoring procedures wiD foUow the NUl ARAC guidetine, 'Endpoints in ASPs'. 
AD infected animals wiD be monitored dally for appetite, normal level of activity, swelling, pain, and 
ulceration during the course of infection by NIAID ACB personnel and where necessary by the 
individual listed on this proposal performing the experiment. Once animal care or research personnel 
note signs ofpain/distress, animals will be observed twice daily to include weekends and hotidays. 



Column E Explanation Form 

This form is intended as an aid to completing the Column E explanation. Names, addresses, protocols, 

veterinary care programs, and the like, are not required as part of an explanation. A Column E explanation 

must be written so as to be understood by lay persons as well as scientists. 

1. Registration Number: 51-F-0016 

2. Number of animals used under Column E conditions in this study. 

12 naimals under one protocol and 4 animals under another protocol. 

3. Species (common name) of animals used in this study. 

marmoset 

------ --- ------------ -- e procedure producing pain and/or distress, including reason(s) for species selected. 
~'- l{fll~- O~ 

----------  --- 
The purpose of this research is to evaluate using clinical evaluations, MRI and histopathology, the 
proprietary Berlex human CCRS receptor antagonist in the marmoset EAE model in order to 
establish its potential as a novel MS therapeutic. If successful in arresting or altering the EAE 
disease course in the marmoset, this study will then serve as a basis for translational clinical research 
studies in multiple sclerosis patients. CCRS chemokine through the CCR5 receptor is thought to 
mediate the migration and stimulation of macrophages in autoimmune diseases such as MS. At this 
time, there are a limited number of therapies that have been shown to slow the crippling and 
debilitating disease of MS that primarily affects women from age 20-40 years. Despite these new 
treatments MS patients continue to have severe exacerbations of the disease resulting in a decline in 
their neurological function and quality of life. Preliminary treatment strategies in rodents 
occasionally can provide information concerning dose and efficacy, however, non-human primate 
studies provide essential data on dosing and safety that can be used for a clinical trial. 
The marmoset has been chosen for these studies because it is characterized by a relapsing-remitting 
clinical course and by pathologic findings of peri-vascular inflammation, demyelination and 
astrogliosis similar to what is observed clinically in MS patients and is the best available model for 
the human disease. In contrast, the EAE model in cynomologous monkeys does not have relapsing­
remitting episodes to the disease and is hemorrhagic in nature. EAE in rodent models are generally 
progressive and lesions are usually confined to the spinal cord. LDRR has been able to perform in 
vivo MR microscopic imaging in the EAE mouse model at 4.7 Tesla, however, this disease primarily 
occurs in the brain stem and spinal cord which is difficult to image due to size and location. The 
disease in rabbits has a relatively acute course that also has area of necrosis and hemorrhage and 
does not result in demyelinating lesions in the CNS. The disease in guinea pigs is primarily 
edematous and non-demyelinating. The drug we are testing in this study does not have adequate 
homology to rodents to permit a true evaluation of the drug in the SJL mouse EAE model. Berlex 



..
 

-:;loned and expressed the human CCR5 receptor that has 91 % homology with the 
/f results indicate that several compounds have been shown to be ineffective against 

.
~R5 receptor partly because the mouse only shares about 80% homology with the 

,;<5 receptor. For this reason there exists a relative lack of cross reactivity of the human 
'"compounds with the mouse CCR5 receptor and therefore these compounds are too low in 0/' and selectivity to demonstrate efficacy in the EAE SJL mouse model or other rodent 

s. 

! 

0"'" 0Protocol #2 ---- - ------ --- ----- 
.. " The purpose of this research is to evaluate whether magnetically labeled encephalitogenic T-cells can induce 

/ 
/ 

EAE disease in the marmoset and whether these labeled cells can be detected by MRI using at clinically 
relevant field strength of 1.5 Tesla. By detecting the migration of the labeled cells into the brain in vivo, will 

, allow for future studies investigating the effect of new therapies on the disease course and if the T-cell 
trafficking into the brain can be limited. In addition, specific types of T-cells (Thl vs Th2) cells can be labeled 
and using MRI, it can be determined which population of cells modulates the disease. 

The marmoset has been chosen for these studies because it is characterized by a relapsing-remitting clinical 
course and by pathologic findings of peri-vascular inflammation, demyelination and astrogliosis similar to what 
is observed clinically in MS patients and is the best available model for the human disease. In contrast, the 
EAE model in cynomologous monkeys does not have relapsing-remitting episodes to the disease and is 
hemorrhagic in nature. EAE in rodent models are generally progressive and lesions are usually confined to the 
spinal cord. LDRR has been able to perform in vivo MR microscopic imaging in the EAE mouse model at 4.7 
Tesla, however, this disease primarily occurs in the brain stem and spinal cord which is difficult to image due 
to size and location. The disease in rabbits has a relatively acute course that also has area of necrosis and 
hemorrhage and does not result in demyelinating lesions in the eNS. The disease in guinea pigs is primarily 
edematous and non-demyelinating. 

5.	 Provide scientific justification why pain andlor distress could not be relieved. State methods or means 
used to determine that pain andlor distress relief would interfere with test results. 

We are submitting a column E listing for marmosets induced with EAE that may experience distress 
as a result of paresis or paralysis. Animals that have a clinical score of 5 to 10 (paralysis of 
hand&/or foot, paralysis of proximal and distal limb function- monoparesis, paralysis of two limbs­
hemiplegia or paraplegia, paresis of all four limbs- quadriparesis, or paralysis of all four limbs­
quadriplegia) will be listed as column E. The motor, sensory or visual deficits can be temporary or 
chronic depending on the extent of the disease or damage to white matter. The animal's enviroment 
is adapted to facilitate movement about the cage and access to food. Heat lamps or microwaveable 
packs are used for comfort in cases of loss of body heat due to EAE. Fluffy pads are used if the 
animal likes to lie on them. Mild analgesics will be given for lethargy. Special efforts will be taken 
to ensure that animals that have difficulty feeding will receive adequate amounts of food and water 
and that animals that develop neurological symptoms will be housed appropriately to minimize 
pain and distress. If, in the opinion of the attending veterinarian, an animal cannot be properly 
cared for or if the animal reaches euthanasia criteria, then the animal will be euthanized. 
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DATE SIGNED 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct. and complete (7 U.S.C. Section 2143) 

-------------- L OFFICIAL N------- -- -------- ----- --------- ----- ----------------------- -------------- -------- - r Print) 
------------ ---------- - ------------- 
------ --- -------------- --------------- 

This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in ao order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-00A-AN 

UNITF.D STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVED ANIMAL AND PlANT HEALTH INSPECTION SERVICE 51-F-Q016 441 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address. as registered with USDA, 
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

NATIONAL INSTITUTE OF HEALTH (TYPE OR PRINT) 
BLDG. 31. ROOM B1C37. MSC 2252 
9000 ROCKVILLE PIKE Alamogordo Primate Facility 
BETHESDA. MD 20892 
(301) 496-5424 

3.	 REPORTING FACIUTY (Ust all locations where animals were housed or used in actual research, testing. teaching, or eXperimentation, or held for these purposes. Attach additional
 
sheets if necessary.)
 

FACIUTY LOCATIONS(sites) 

See Attached Listing 

Holloman Air Force Base, Alamogordo, NM 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching. F. 
animals being animals upon which experiments. experiments. research. surgery or tests were 

Animals Covered bred. which teaching. teaching. research. conducted involving accompanying pain or distress TOTAl NO. 
By The Animal conditioned, or research. surgery. or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare RegUlations held for use in experiments. or conducted involving anesthetic,analgesic. or tranquilizing drugs would 
teaching, testing. tests were accompanying pain or have adversely affected the procedures, results, or (CoIs. C + 
experiments. conducted distress to the animals interpretation of the teaching, research. D+E) 
research. or involving no and for which appropriate experiments. surgery, or tests. (An explanation of 
surgery but not pain. distress, or anesthetic. analgesic, or the procedures producing pain or distress in these 
yet used for such use of pain­ tranqUilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs - -
5. Cats - -
6. Guinea Pigs - -

'. -
7. Hamsters 

8. Rabbits - -

9_ Non-Human Primates 281 -
- -

10. Sheep 

11. Pigs - -

12. Other Farm Animals - -

13. Other Animals - -

ASSURANCE STATEMENTS 
.. .

1)	 Professionally acceptable standards governing the care. treatment. and use of animals. IOdudlng appropnate use of anesthetic, analgesiC. and tranquiliZIng drugs. pnor to. dunng• 
and following actual research, teaching. testing. surgery, or experimentation were followed by this research faciHty. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A SUJMlary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

------ --- ), which is obsolete	 PART1-HEADQUARTERS 



This report is required by law (7 USC 2143). Failure to repOft according to the regulations can See reverse side for 

I 
Interagency Report Control No 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. al80-DCA-AN 

UNIT:::D STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PlANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 

51-F-0016 
CUSTOMER NO. 

441 FORM APPROVED 
OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address, as registered with USDA. 
indude Zip Code) 

NATIONAL INSTITUTE OF HEALTH 
BLDG. 31. ROOM 81C37. MSC 2252 
9000 ROCKVILLE PIKE 
BETHESDA, MD 20892 
(301) 496-5424 

1 
3. REPORTING FACIUTY (Ust all locations where animals were housed or used in actual research. testing, teaching, or experimentation, or held for these purposes. Attach additional 

sheets if necessary.) 

FACIUTY LOCATIONS(sltes) 

See Attached Usting 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACJUTY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 
Sy The Animal 

Welfare Regulations 

B. Numberof 
animals being 
bred. 
conditioned, or 
held for use in 
teaching, testing. 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which teaching. 
research. 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain-
relieving drugs. 

D. Number of animals upon 
which experiments. 
teaching. research, 
surgery, or tests were 
conducted invoMng 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic. or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results. or 
interpretation of the teaching. research, 
experiments, surgery. or tests. (An explanation of 
the procedures prOducing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAlNO. 
OF ANIMALS 

(Cols. C + 
D+E) 

4. Dogs 42 42 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates 1.4 14 

10. Sheep 

11. Pigs 

12. Other Fann Animals 

13. Other Animals 

ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards governing the care, treatment, and use of aO/mals. indUding appropnate use of anesthetic. analgesiC. and tranqudiZlOg drugs, pnor to. dunng. 
and following actual research, teaching. testing. surgery, or experimenlation were followed by \his research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This faCility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUe-approved exceptions, this summary indudes a brief explanation of the exceptions. as well as the species and numbef of animals affected. 

<&)	 The attending Ye{erinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATU~::r=~ 
NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

------ -- --------- ------ ---------- -------- 

DATE SIGNED 

II/Llol 
APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88). which is obsolete PART1·HEADQUARTERS 

(AUG 91) 
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w.IIIre~ hlldb'web ........ 01 CGnlk:aId irWaIIlIing 
...... 1IMIng. ........ ICCU."""''' or ~......, .........,...... c:oncJudId ~"' .. 1ftiNIs • ......-1d Iw aeec:hing. ,...,-cft. 
.....-d\0Il irMlIWing no -S farwhidl ~ ...........
N'gIfY but no( 1*\. ..... 01 ~~or 
W- UMd for IUdt used" hnquilz;ng dn9... 
~. ~Wgs. used. trUt be .octtedmIIWs t'IfPOrO 

... Dogs 0 28 5 0 

5. e- O 0 36 0 

6. GuInea PIgs 0 0 0 0 

7. Hemssers 0 0 0 0 

8. RatlbiIs 0 3 411 n 
8. NcJn..Human PrlmaIes 59 51 98 0 

10.Sheep 0 0 0 0 

11. PIgs 0 0 0 0 

12. OCher FMn AninBIs 0 0 0 0 

13. OCher Arirnab 

Fraas 0 40 0 0 

4SSt RANCE stATEMEHTS 

F• 
.-dl....-oery or ....... 

ptIft 01 *"­ TOTANO. 
farwtlidl ..uM d ........ OFNAW.S 

~or~dNgsWllUd 
~ ..... OI fCo&C. 

D.E) 
IUfVIfY. « .... (AIt~oI 

..~pt'OduI:ittgpain or ~".... 
anineIs and .. ,....,..1UI:/t d'uQa .... not used 

33 

36 

0 

0 

'D1~AlA 

149 IIJy~ 

n 

0 

0 

4n 

t)	 ""~ " t8I) ~~~ !he cant. ~ Mel use d aI'lIirUs. iIldUding ~~ d 8neS!tleCic. ~ and tranquiIizjng drugs. prior to. cUiaI.
 
Ind ~~,...-ch.~ lBSting. surgery. OIl ~1tIeioI1"" foIowed by" ,...-ctI1Kity.
 

21 Each ~im .s~~ _ CD\SidInd ~ tD peirlf\A~.
 

3) This'" is ~
to.. sandeniI _ ,........ under .. Ad.. Ind I h8s requftd I\at ~ to III ~ rod regulations be specified end ~ by !he
 
~ ftI wigaIcr -.1d ~ by" ntituIionII AniiMI Care Ind Use CcmmitIM (IACUC). A. ..--y~ ... the a~ is .etae:tMcI to thJs annual ,.ott. ~
 

.-on to identifying .. lAO ~~ lhiIllIni'IWY includes • tlrW ~ d !he ~ *5 wei as !he species and number 01 ~ 3ffeded.
 

4)	 The ea.nring .......... tar lhiI ~ facility has ~ Uhority to enN'e the pnMsjon 01 ~ 4erinafy ~ and to ~ 1he adequacy 01 CCh«
 
aspects d ri'naI C8f'e ~ UN.
 

CERTIFICAnOH BY HEADQUARTERS RESEAROf fACIUTY OFfICIAL
 
(Chief Executive OffIcer 01' Legally Responsible institutional official)
 

I certify that the aboYe is true. ccrred.. and ~ (7 U.S.C. 5eetion 2143)
 

--------- -- -------- ----- --------- ----- ~ -------------- ------- --- -------- DATE SIGHED----------------- ~STTTIl11ONA1. 0FI'1C1Al. ---------- --- -------- ------- 
--------------- Directc~- ------------  --------- -------  /()/30/0/- - ------ ~---- ~ 

(R~ YS FOIUIlI..n (Oct IS'. wt\ict-- ~- PART 1 .. HEADQUARTERSAPHIS ~~7023 
(AUG ai- 



• 'This report is required by law (7 USC 2143). Failure 10 report according to the regulations can See reverse side for Interagency Report Control No 
result in an order to cease and desist and 10 be subject to penalties as provided for in Section 2150. additional infonnation. 0180-DOA·AN 

UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. I FORM APPROVED 51-F-0016 441 
OMS NO. 0579-0036 

2.	 HEADQUARTERS RESEARCH FACIUTY (Name and Address. as registered with USDA. 
indude Zip Code) 

NATIONAL INSTITUTE OF HEALTH 
BLDG. 31, ROOM B1C37. MSC 2252 
9000 ROCKVILLE PIKE 
BETHESDA, MD 20892 
(301) 496-5424 

1 
3. REPORTING FACIUTY (List aillocalions where animals were housed or used in actual research, testing. teaching. or experimentation. or held for these purposes. Attach additional 

sheets if necessary.) 

FACIUTY LOCAnONS(sites) 

_S_ee_A_ttac_h_e_d_u_.s_tin_g I--.:..------------------------­_ NHGRI	 '. 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets ;(necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Numberof 
animals being 
bred. 
conditioned. or 
held for use in 
teaching. testing. 
experiments. 
research. or 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which teaching. 
research. 
experiments. or 
tests were 
conducted 
involving no 
pain. distress. or 
use of pain-
relieving drugs. 

D. Number of animals upon 
which experiments. 
teaching, research. 
surgery. or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic. analgesic. or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching. 
experiments. research. surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures. results. or 
interpretation of the teaching. research. 
experiments. surgery. or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAl NO. 
OF ANIMALS 

(Cots. C + 
D+E) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Fann Animals 

13. Other Animals 

Zebrafish 1330 1330 

ASSURANCE STATEMENTS 
...

1)	 ProfesSIOnally acceptable standards governing the care. treatment. and use of animals. Indudmg appropnate use of anesthetic. analgesIC. and tranqUlllzmg drugs. pnor to. dunng, 
and following actual research. teaching. testing, surgery. or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered altematives to painful procedures.. 

3)	 This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standa~ds and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUe-approved exceptions. this summary indudes a brief explanation of the exceptions. as weu as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
 
(Chief Executive Officer or Legally Responsible Institutional official)
 

I certify that the above is true. correct. and complete (7 U.S.C. Section 2143)
 
--- ----------------------- -------------- ------- -- -- ----- --------- ----- ----------------------- --------- IAL (Type or Print) DATE SIGNED 

r 'V··'·" 
~ '.J L~~ 2:~ 1 

PART1-HEADQUARTERS 



1'111. r,..r1. r"lu;nd by I•• (7l'SC !J,U). F.Uu~ ,. rep.r1 ••· 'd'"1 f. It- 'e'lUI.,jaN U" 
....ull ..........er I. ('mY .Dd "cu•••n4 10 be .ubJ"'. ,. pra_le u prevW'" iD s-t.n 2156, 

UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLAI~T HEALTH INSPECTION SERVICE
 

ANNUAL REPORT OF RESEARCH FACILITY
 
(TYPE OR PRINT)
 

s..r~·~rH!ltd4'(or Inlenl~W! Rep.rl Co"I"1 S.. 
.\JMIjtlOn.Jlnf.rm.llOn. otH-[)OA·Al"" 

1.	 REGISTRATION I FORI\1 APPROVED
 
NO. OMB NO. 0549-0036
 

51-F-016 Cust Id 441
 
2.	 HEADQUARTERS RESEARCH FACILITY (Name and 

Address, as registered with USDA. include zip code) 

National Eye Institute 
National Institutes of Health 

3. REPORTING FACILITY (List aU locations where animals were housed or used In actual research, testing, teaching or experimentation, or held for these purposes. 
Attach additional sheets if necessary.) 

FACILITY LorATlONS (S"~I 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FOR.\1 
702JA) 

A. B. Number of C. Number of D. Number of animals upon E. Number of animals upon which teaching, F. 

Animals Covered 
animals being 

bred, 
animals upon 

which teaching, 
which experiments. 
teaching, research, 

experiments, research. surgery or tests were 
conducted involving accompanying pain or distress 

By The Animal 
Welfare Regulations 

conditioned, or 
held for use in 

teaching, testing, 

research, 
experiments or 

tests were 

surgery or tests were 
conducted involving 

accompanying pain or 

to the animalll and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 

TOTAL NO. 
OFANDIALS 

experiments, conducted distress to the animals interpretation of the teaching, research, (CoIs.C+ 
research or involving no and for which appropriate experiments, surgery or tests. (an explanation of D+E) 

surgery but not pain, distress or anesthetic, analgesic or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 

purposes. relievin! drul!s. used. must be attached to this report.) 

4. Dogs 10 0 36 0 36 
5. Cats 0 0 0 0 0 
6. Guinea Pigs 0 S8 0 0 S8 
7. Hamsters 0 0 0 0 0 
8. Rabbits 0 0 211 0 211 
9. Non-buman 18 0 72 0 72 

Primates 
10. Sheep 0 0 0 0 0 
11. Pigs 0 0 0 0 0 
12. Other Farm 0 0 0 0 0 

Animals 

13. Other Animals 0 0 0 0 0 

ASS~RANCESTATEMENTS 

I) Profesionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic and tranquilizing drogs prior to, during and 
following actual research, teaching, testing, surgery or experimentation were foUowed by this research facility. 

2) Eacb principal investigator has considered alternatives to painful procedures. 

J) This fadUty Is adbering to tbe standards and regulations under the Act, and It has reqUired that exceptions to the standards and regularions be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (ACUC). A summary of aU such exceptions is attached to this annual report. In 
addition to IdeDlffying the IACUC approved exceptions, this summary includes a brief explanation of the exceptions, as weD as the species and number of animals affected. 

4) The attending veterinarian for this researcb facUity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequecy of otber aspects 
of animal care and use. 



1 

Inlere»gency Reporl Conlrol No.This 'e-po'l is lequirffl by 100W (7 USC 2143•. FOl"ure 10 Ie-potl ;x:corrJtng 10 the refJublioos can See re-verse side lor 
0180·00A.AN!Buli tn an Otdeo 10 cease and lIesisl and 10 be wbje<:1 10 penallies as p<o"ide-d lor in Seclion 2150. addilional inlor ......lion. 

sheels il necessary.) -	 - - - ­

1).	 PJoIessionally accepIabie $landONds governing lhe caee. healmenl. and use of ani",*- incJuding apporiale use of aneslhelic,. analgesic:. and hanquiJiZing d,ugs. prior JO, during. 
and kIaowing actual reseMch. .eaching. lesling. SUr~. M experimenlalioft wete tcl'1owed by Ihis research tacilily. . 

2). Each principal iiwes';yalor bas considered alI~nalives '0 poMniul p<ocedures.. 

3).	 lhis lacilily is adheting 10 lhe slOMWtards and regublM-S undef lhe Acl. and it hots re<luNed lhal exceplior-s 10 lhe siandards and regulalions be specilied and explained by lhe 
principal iIwesligalor and approved by lhe 1ns1;'ulionDl An;m;),I Care and Use Coenmillee etAcue.. A summat'J' of all such eJicepUons is allached '0 Ihis annual report. 1ft 
ad.Ji.ion '0 identifying lhe IACUC·appt~e.wqpIions,. .his summary includes a brie, explaROJ!ion of lhe ~ions. as well as lhe species and number of ~inWIS attecled. 

..).	 The allendA'9 velerinarioMl Jot" this research Ixili.y ....s OJpprupoiO)le OJUlltorily 10 ens",e lhe provision 01 adequO)le ve'erinary care and 10 oversee Ute iJ(Jequ;x;y of oUIe, aspecls 01 
..,,;'nOtI CiHe ....d use. 

CERTU'ICAT10N UY IIEADQUARTJo;S RF.SEAKCII .·ACJUTY O.·.·ICIAJ. 
(Chie( Jo;xecutive Officer or Legally J(esponsible Institutional Official) 

t r:erhly l\\al 'he O1buve is Ime. r:orrec'. a ..d complele C1 U.S.C SP.clion 2143l 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEAlTH INSPECTJON SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) . 

SI-F-0016 Cust Id 441 
1. REGtSTRATJON NO. I FORM APPROVED 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACJl.1TY {Name and Add,eu. as legislfHed wilh USDA. 
include Zip Code} 

National Heart, Lung and Blood Institute 
Division of Intramural Research 
National Institutes of Health 
9000 Rockville Pike,' Bethesda, MD 20892 

3. REPORnNG FACH,ITY (lisl alilocalions ....he're animals wete ~ or Used "' aclUOJl reseiJfcea, lesliR9. leaching. Of eJlPefimenl~lion.Of held tor lhese purposes. AII~ additional 

--- ------	 .. ­
FACIUTY LOCATIOHS (SilesJ 

National Institutes of Health 
Rpthp~i1~ M1) ?ORQ2 

I REPORT OF ANtMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY sheets iI oelNtach 1I4IicJilitN"" cessaIY Of" use APHIS FORM 70'23AJ .' 

A. 

Animals Covered 
By The Animal 

Wellawe Regulalions 

4. Dogs 

5. Cats 

6. Guinea PiQs 

7. Hamsters 

.8. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pins 

B. Number of 
animals being 
bred. 
c:ondilioned. Of 

held lor use in 
teadling. lesling. 
experimenis. 
reseatch. ow 
surgery bul nol 
yet used au such 
purposes.. 

C Number of 
~upon 

whICh leaching. 
rf!Seatch. 
ex~imenIS.M 

leSIS wete 
conducled 
involving no 
pain. dislress. Of 

use of pain-
relieving drugs. 

D. Number 01 "'N'noaIs "PO" 
which eJlpe.NnenIS. 
1eac1Nng. reseatch. 
s-gery. Of lesls were 
conducled NwoIviAg 
accompanying pain Of 

distress 10 lhe animoals 
and Ioi' which OlpP.oprioale 
aneslhelic. analgesic. or 
tranquilizing drugs wete 

used. 

61 

E. Nvmbes 01 ~ upon which ~ 
experimen.s. researc,," surgery or 1es1S were 
conducled iIwoMng accompanying paiR or dislress 
10 the OM'imaIs aDd lor which lhe use of app-opriate 
~neslJtelic,. analgesic_or lranquili2ing drugS would 
have adversely attecled the procedufes" results. Of 

inlerpre1~lioft 01 the leaching. ,esearch. 
experimeftts, su'gery. or Iesls. IAn ftJIpianaIion cI 
lhe ploc:edu"n producing pain f1' dislTfISS in these 
animals and ,~ nt.sons such dtug$ wMe not used 
musl be aIIeched 10 litis lel'OfO. 

0 

0 

() 

0 

0 

() 

0 

0 

0 

F. 

TOTAl NO. 
OF ANIMALs 

(CotS. C+ 
D+ E) 

61 

0 

16 

0 

156 

lhlt 

86 

97 

4 

12 0 

0 0 0 

1 h () () 

0 0 0 

15615 0 

1 ':l{1 () 1 h/~ 

4 0 86 

O· 0 Q7 

12. Other Farm Animals 

13. Other Animals 

Fish 

I ASSURANCE STATEMENTS 

0 40 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OfFICIAl NAME & TITLE Of C.E.O. OR INSTITUTIONAl. OFFICIAL l1.,pe 01 P"nl) DATE SIGNED 

-------- dAh~ ------------ --- -------- ------- 
------------ ---------- ----- ---------- ----------- 

11/13/01 

APHIS FORM 1023 eReplaces VS FOAM 18·23 eQCT 88). whICh IS obsoIele) 
(AUG 91) 



nUl report I' ~uIRdbyln,(1USC 214JI. F...hll'~ to ft1JOft 1oDCOI"dI1I'; '" dw.rcplatioasc:u 
tuu.ltUI &. ol"Ckf IOc.u.. .addiesU. aDd robe wbJect IOpcIloUfiet uprovukd III~O. 21'D 

LascngCDCY RqJOf1. COIIb'oI No 
OI80~OOA.~AN 

UNITED STATES DEPARTMENT OF AGRICULTURE REGISTRAnON NO. CUSTOMER NO I FORM APPROVED 

ANllvlAL AND PLANT HEALTH INSPECTION SERVICE 51-F-OOI6 441 OMB NO. 0579-0036 

L	 HEADQUARTERS RESEARCH FACILITY (Name and Address, as 
registered with USDA, include zip rode) 

ANNUAL REPORT OF RESEARCH FACILITY NATIONAL INSTITUTE OF HEALTH 

(TYPE OR PRINT) BLDG. 31, ROOM BIC37, MSC 2252 

9000 ROCKVILLE PIKE 

BETHESDA, MD 20892 

(301) -'96-5424 

3. RE PORTING FACILITY (List aliloeations where animals were housed or used in actual research, testing, teaching or experimentation, or held for these purposes. Attach 
additional sheets if necessary.) 

__________________F_A_C_IL_I_T_y_L_T_"_AT_IO_N_S_(S_ites_) 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APillS FORM
 
7023 A)
 

F. 
animals being 

C. Number of D. Number of animals upon E. Number of animals upon which teaching, B. Number ofA. 
animals upon which experiments, experiments, research. surgery or tests were 

. tuching, research,Animals Covered which tuching, conducted involving accompanying pain or distress 
TOTAL NO. 

bred. 
research. surgery or tests were to the animals and for which the use of appropriate 

held for use in 
conditioned, orBy The Animal 

experiments or conducted involving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALS 
Welfare Regulations tests were accompan}ing pain or have adversely affected the procedures, results, or 

experiments. 
teaching, testing, 

conducted distress to the animals interpretation of the teaching, research, (Cols.C+ 
research or D+E) 

surgery but not 
involving no and for which appropriate experiments. surgery or tests. (an explanation of 

pain. distress or anesthetic, analgesic or the procedures producing pain or distress in these 
use of pain­ tranquiliziog drugs were animals and the reason.s such dnJgs were not used yet used for such 

purposes. relievinl! drul!s. must be attached to this report.) used. 

4. Dogs 

5. Cats 

6. Guinea Pigs 22 22 
7. Hamsters 

8. Rabbits 2913 16 
9. Non-human 17737 140 
Primates 

10. Sheep 

1l. Pigs 19 19 
12. Other Farm 

Animal~ 

Goat 

Chickens 

13. Other Animals 

Frogs 52 52 

ASSURANCE STATEMENTS 
, .

I)	 ProfeslonaJ.ly acceptable standards governmg the care, treatment and use ofanimals, mcluding appropnate use of anesthetlC and tr1Inquilizing drugs pnor to, dwing 
An~ following actual research, teaching, testing, surgery or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures, 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regularions be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (ACUC). A summary of aU such exceptions 15 attached to this annual report. In addition to identifYing the 
lACUC approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision ofadequate veterinary care and to oversee the adequecy ofother aspects ofanimal 
care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

(Chief Executive Officer or Legally Responsible Institutional Official) 
I certifY that the above is true. correct and complete (7 U.S.c. Section 2143) 

TURE;;P;F I --------- ------- --------- ---- --------- ----  --- STITUTIONAL OFFICIAL (Type or print)-- ~STITUTIONAL OFFICIAL 
----- --- --------- ------ ~ - ------------ ----------- ------ 

APillS FORM 7023 (Replaces VS FORM 18-23 (OCT 88) which IS obsolete) 
(AUG 91) 

---1 
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result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. ol80-00A-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PlANT HEALTH INSPECTION SERVICE . 

1. REGISTRAnON NO. 
51-F-Q016 

CUSTOMER NO. I 
441 FORM APPROVED 

OMS NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address, as registered I4rittI USDA, 
include Zip Code) 

NAnONALINSTITUTEOF HEALTH 
BlDG. 31. ROOM B1C37. MSC 2252 
0000 ROCKVIlLE PIKE 
BETHESDA. MD 20892 
(301) 496-5424 

1 
3. REPORTING FAC/UTY (Ust all locations where animals were housed or used in aet1Jal reseatd1. testing. teaching, fX experimentation. or held for these purposes. Attach additionaJ 

sheets if necessary.) f-------------------------­FAC/UTY LOCAnONS(Sltes) 

9 
_S_ee_A_tta_C_hed u_.s_tin_ 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FAC/UTY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. 
~ 

Animals Covered 
By The Animal 

WeJfare Regulations 

B. Numberof 
animals being 
bred. 
conditioned. Of 

held for use in 
teaching. testing. 
experiments. 
research. Of 

surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which teaching, 
research. 
experiments. Of 

tests were 
conducted 
involving no 
pain, distress, or 
use of pain-
relieving drugs. 

D. Number of animals upon 
which experiments. 
teaching. research. 
surgery. or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic. analgesic. or 
tranquiUzing drugs were 
used. 

E. Number of animals upon which teaching. 
experiments. research. surgery or tests were 
conduded involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, Of tranquilizing drugs would 
have adversely affeded the procedures. results. or 
interpretation of the teaching. research, 
experiments. surgery. or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this reportJ 

F. 

TOTAl NO. 
OF ANIMALS 

(Cols. C + 
D+E) 

4. Dogs , 

5. Cats 

6. Guinea Pigs 10 10 

7. Hamsters 

8. Rabbits 19 lq 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

Xenopus 220 220 

Bullfrog 20 20 

ASSURANCE STATEMENTS 
.. .

1)	 Professionally acceptable standards gOl/ernlng the care. treatment. and use of animals. Including appropriate use of anesthetic. analgesic, and tranquilIZIng drugs. pnor to. dunng• 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research faCIlity. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This faCIlity is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUe-approved exceptions. this summary includes a brief explanation of the exceptions. as weU as the species and number of animals affected. 

4)	 The attending veterinarian for this research faoTrty has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

------ -------------- 

---- 
----------- 

DATE SIGNED 
I certify that the above is true. correct. and complete (7 U.S.C. Section 2143) 

N------- -- ------- ----- --------- ----- ----------------------- -------------- -------- --- -------- 

--------- --------- ------------ ---------- 
---------- 11/13/01 

PART1-HEADQUARTERS 



'!has ~ lJ~edby lw(1 usc 214) FlIh.reto N!port .aceOl"dlncto the ~gu.iltlons em 
rnuU.lttmordl!rtoeease and .wmtmdto be subJect to p-enaiI.I~ ZI ~lifd lft Sert&on 21 ~O 

UNIT~DSTATESDEPARTMENT OF AGRlCUL11JRE 
ANIMAL AND PLANT HEALTH INSPECTION SERVlCE 

FY'01 
ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

s,e.!"!!",,e"Sesllif[ot' ~<yReportControINo 

AddIllonaJmC~on. OI80·[)QA·AN 

1.	 REGISTRATION NO. I FOR.\I APPROVED 
51-F-0016 Cust Id 441 OMB NO. 0549-0036 

2.	 HEADQUARTERS RESEARCH FACILITY (Name and Address, 
as registered with USDA., include lip code) 

NIHJNIAID 

3. REPORTING FACILITY (List an locations where animals were housed or used in actual research, testing, teaching or experimentation. or held for these purposes. Attach 
additional sheets ifnecessary.) 

FACILITY LjATIONS (S.~) 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets ifne=sary or use APHIS FORM 
7023A) 

A. B.Numberof C.Numberof D. Number of aaimals upoa L Number of aaimals upoa wbidI teac:biDg. F. 

Animab Covered 
aalmaIs beUlr: 

bre4, 
animals upoa 

whkb tead1lDg, 
whkb espertmeats. 
.tead1lDg, research, 

eqlel'imellts. research, surgery or tests were 
conducted lDvolmar: -puytnr: pam or distress 

By The Animal 
Weltare Regulations 

condldooed, or 
bdd for use ID 

teadUng, testing, 

research, 
experiments or 

tests were 

IIIJ'geI'Y or ruts were 
conducted lavolvtDg 
~anyiDr: pam or 

• the aalmaIs aDd for whkb die use of appropriate 
aaestbettc, aaalgeslc, or tr2IIquillrJDr: drugs would 
have adversely atreded the procedures, results, or 

TOTAL NO. 
OF ANIMALS 

nperiments, ClIIIIducted distress. the anfmaIs Iatel'pret2doll of the tead1lDg, research. (Cols.C+ 
resean:bor lDvolvtDr: DO aad for wtakb appropriate experiments, surgery or tests. (aD esplaaadoa of D+E) 

surgery but DOt pam, distress or aaesdIedc; aoaIgeslc or the procedures produdDg pam or distress In these 
yet used for sudl use ofpaio­ tr2IIquillrJDg drugs were animals aDd the reasons sudl drugs were DOt used 

purposes. reUevinll drugl. used. must be att3dted to this report.) 

4. Dogs 0 0 0 0 0 
S. Cats 0 0 0 0 0 
6. Guinea Pigs 10 165 32 0 197 
7. Hamsters 13 467 287 0 754 
8. Rabbits 0 154 0 0 154 
9. Non-human 304 1205 37 0 1242 
Primates 
10. Sheep 0 0 0 0 0 
11. Pigs 0 0 0 0 0 
12. Other Fann -­ -­ - -­ -­
Animals 
Goat 0 1 0 0 1 
Chickens 0 2145 0 0 2145 
13. Other Animals -­ - - - -­
Gerbils 5 22 0 0 22 
Cotton Rats 0 604 0 0 604 
Frogs 0 14 8 0 22 
ASSURANCE STATEMENTS 

..
I)	 Professionally acceptable standards goveoung the care. treatment and use of anunals., Inc1uding appropnate use ofanesthetic and tranquilizing drugs pnor to. during 

and fonowing actual research, teaching. testing, surgery or experimentation were fonowed by this research facility. 

2) Eacl1 principal invcstigator has considered altemativcs to pain.fuI proccdnrcs. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (ACUC). A slllDlDary of aD sudl ucepUoas Is atIadIed • this aaoual report. In addition to identifying the 
tACUC approved exceptions, this summary includes a briefexplanation of the exceptions, as wen as the species and number ofanimals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy ofother aspects ofanimal 
::are and use. 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an 1)(der to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. o180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRfCULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE 51-F-0016 441 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address. as registered with USDA.
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

(TYPE OR PRINT) NATIONAL INSTITUTE OF HEALTH 
BLDG. 31, ROOM B1C37, MSC 2252 
9000 ROCKVILLE PIKE 
BETHESDA. MD 20892 
(301) 496-5424 

3. REPORTING FACIUTY_tList all locations wh~e animals were housed or used in actual research, testil19. teaching. or eXierimentation. or held for these purposes. Attach additional 

1 sheets if necessary.) NIR/NIAID/ROCKY MOUNTAIN LABORATORI~S, Rami ton, Montana 
FACIUTY LOCATIONS(sites) 

See Attached Usting 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Number of F.C. Numberof D. Number of animals upon E. Number of animals upon which teaching. 
animals being animals upon experiments. research. surgery or tests were which experiments. 

TOTAl NO.Animals Covered bred. which teaching. conducted involving accompanying pain or distress teaching. research. 
OF ANIMALS By The Animal conditioned. or research. to the animals and for which the use of appropriatesurgery. or tests were 

held for use in Welfare Regulations experiments. or anesthetic.analgesic. or tranquilizing drugs would conducted involving 
teaching. testing. (Cols.C+tests were accompanying pain or have adversely affected the procedures. results. or 
experiments. D+E)conducted interpretation of the teaching. research, distress to the animals 
research. or involving no experiments. surgery. or tests. (An explanation ofand for which appropriate 
surgery but not pain. distress. or the procedures producing pain or distress in these anesthetic. analgesic. or 
yet used for such use of pain- animals and the resrons such drugs were not usedtranquilizing drugs were 
purposes. relieving drugs. must be attached to this report) used. 

4.	 Dogs 

5.	 Cats 

6.	 Guinea Pigs 14 14 

18289 360 3787.	 Hamsters 

8.	 Rabbits 1737 

9.	 Non-Human Primates 61 

2 2 

11.D¥ Cattle 

10. Sheep 

3 3 

12. Other Farm Animals 

27Mink 93 93 

13. Other Animals 

Microtus (vole) 41 

;cus) 70 62 62~ild Mic~(peromy 

ASSURANCE STATEMENTS 
...

1)	 Professionally acceptable standardS govermng the care. treatment. and use of ammals. Indudrng appropnate use of anesthetiC. analgesiC. and. tranquilIZIng drugs. pnor to. dunng, 
and following actual research. teaching. testing, surgery. or experimentation were foHowed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Ad, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary indudes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 
--------- --------- ---- --------- ----- ----------------------- -------- AL 

~c:;?~ 
NAME & mLE OF C.E.O. OR INSTITUTIONAL OffiCIAL (Type or Print) 

---------- -- -------- ------- 
~fAlfi7~In ----------- --- ------------- ----------- 

~:Z;!D/1 ~ol 

APHIS FORM 7023 {Replaces VS FORM 18-23 (Oct 88), which is obsolete PART1-HEADQUARTERS 
(AUG 91) 



UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRAT10H NO. CUSTOMER NO. I 
ANIMAL AND PlAHT HEAl.TH INSPECTION SERVICE 51-F.{)016 44 f 

Inleragency Report Control No 
0180-00A-AN 

FORM APPROVED 
OUB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Aoa-6SS. 8$ registered with USD" 
indude q, Code) ... 

NAnONAl INSTITUTE OF HEALTH 
BLDG. 31. ROOM B1C37, MSC 2252 
9000 ROCKVillE PIKE 
BETHESDA.MD ~92 
(301) 496-5424 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

J3. REP~nNG FACILITY (list alllocalions where animats were housed or used in actual research, testing. leaching. or experimentation. or t\eId for these purposes. Attach additional 
sheets if necessary.) 

FACJUTY LOCATIOHS(sjes) 

_See_A_tta_ched__L_iS_tin_ 
9 jr----------------------­

REPORT OF ANNALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additionaJ sheets if necessary or us. APHIS FORM 7023A) 

A. B. Numberof C. Numberol D. Number 01 animals upon E. Number of animals upon wtli<:h leaching. F. 
animals being animals upon which experiments. experiments. research. surgery or tests were 

Animals Covered bred. which leaching. leaching. research. conduded inllOlliing accompanying pain or distress TOTAl NO.
Sy The Animal conditioned, or research. surget}', or tests were 10 the animals and ror wtich !he use at appropriate OF ANIMALS 

Welfare Regulations held for use in experiments, or conducted inYCllving anesthelic,analgesic. or tranquilizing dl'Ug$ would 
leaching.lesling. lests were accompan~ngpain 01' have adversely affected the procedures. results. 01' (CoIs.C + 
exp«imenls. conducted disltess 10 the animals D+E)interpretation of the teaching. research. 
research,OI' invoMngno and for which appropriale experiments. surgery. 01' lests. (An explanation 01 

- . -suF9«V b4Jt not pain. distress. or aneslhe6c. analgesic, 01' the (JfOCedu"es producing pain or disJress in these 
yel used (01' SUch use at pain- tranquilizing drugs were animals and the reasons :such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4.	 Dogs 

5.	 Cats 

6.	 Guinea Pigs 

7.	 Hamsters 

8. Rabbits 28262 

9.	 Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Fann Animals 

13. Other Animals 

Fish 11 23212310 

ASSURANCE STATEMENTS 
..

1)	 ProfesslOnaDy acceplable slandards govem&ng ~ care. treatment, and use at 8n11T1a1s, indudmg appropnale use 01 anesthetic. analgeSIC. and tranquiliZIng drugs. poor 10. dunng, 
and (oIIowing actual research. leaching. lesting. surgery. or experimentation were rollowed by Ihis research faaity. 

2)	 Each principal investigator has considered a/lematives to painful procedures. 

3)	 This facility is adhering to the standards and reguJations under the Ad. and it has required that exceptions 10 the standards and regulations be specified and explained by the 
principal investigator and approved by the Inslitutional Animal Care and Use Commillee (IACUC). A summary of .lIlhe exceptions Is attached 10 this annual report. In 
addition to identifying the lACUc-approved exceptions, this summary includes 8 brief explanation aI the exceptions, as well as the species and number of animals affected. 

4t	 The attending veterinarian rOl' this research facitily has appropriate authority 10 ensure the provision of adequale velerinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 
DATE SIGNED 

-- ------- ---- --------- ----- IN~. -------------- ------- IAL NA----- -- -------- ----- -------- ----- ----------------------- ----------- L (Type or Print)-- ------ --------- ------- 
II '1' d I- -- ------------ ----------- ------ ---------- 

PART1-HEAOQUARTERS3 (Oct 88), which Is obsolete--------- --------- ------- 
-------- ----- 



1

. This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an 'order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 

UNttED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRAnONNO. CUSTOMER NO. I 
FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE 51-F-Q016 441 

, 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address. as registered with USDA. 
ANNUAL REPORT OF RESEARCH FACILITY indude Zip Code) 

(TYPE OR PRINT) NATIONAL INSTITUTE OF HEALTH 
BLDG. 31, ROOM B1C37, MSC 2252 
9000 ROCKVILLE PIKE 
BETHESDA, MD 20892 
(301) 496-5424 

3. REPORTING FACIUTY (Ust aI/locations where animals were housed or used in actual research. testing, teaching, or experimentation, or held for these purposes. Attactl additional 
sheets if necessary.) 

FACIUTY lOCATIONS(sites) 

See Attached listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching. 
animals being animals upon which experiments. experiments. research. surgery or lests were 

Animals Covered bred, which teaching. teaching. resean::t1, conducted involving accompany;ng pain or distress 
By The Animal conditioned. or research. surgery. or tests were to the animals and for which the use of appropriate 

Welfare RegUlations held for use in experiments, or conducted invoMng anesthetic,analgesic. or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures. results. or 
experiments, conducted distress to the animals interpretation of the teaching. resean::t1. 
research. or inVolving no and for which appropriate experiments. surgery. or tests. (An explanation of 
surgery but not pain, distress. or anesthetic. analgesic, or the procedtres producing pain or distress in these 
yet used for such use of pain­ tranquirlzing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

F. 

TOTAL NO. 
OF ANIMALS 

(Cols.C+ 
D +E) 

4. Dogs 0 0 n n 
5. Cats 0 0 0 n 
6. Guinea Pigs 0 13 0 13 
7. Hamsters 0 0 0 0 

8. Rabbits 0 18 40 I)R 

9. Non-Human Primates 0 595 31 626 

10. Sheep 0 0 0 0 

11. Pigs 0 0 0 n 
12. Other Farm Animals 0 0 0 0 

13. Other Animals 

KenODUS Laevis 
~en01?US . I-:­ ~ 'ron" r; ~ 1. '{ Rr -:' :: ,-, 

~ 

~ebrafish 
ASSURANCE STATEMENTS 

.:. 

0 

·~O 

0 

1982 

41 

55275 

36 

0 

0 

2018 

41 

51)275 

.. ,
1)	 ProfesSionally acceptable standards governIng the care, treatment, and use of animals, InclUding appropnate use of anesthetic, analgesIC. and tranquIlizing drugs, pnor to. dunng• 

and following actual resean::t1, teaching. testing. surgery, or experimentation were followed by this resean::t1 facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A sunvnary of all the exceptions is attached to this annual report. In 
addition to identifying ttle IACUC-approved exceptions. this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
 
(Chief Executive Officer or Legally Responsible Institutional official)
 

- --------  that the above is true, correct. and complete (7 U.S.C. Section 2143)
 

---- L NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

---- ------- ----------- 
------------ ---------- IGu~- 

APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which ,s obsolete 

(AUG 91) 



This report is required by law (7 USC 2143). Failure 10 report according to the regulations can See reverse side for Inleragency Report Control No 
result in an order 10 cease and desist and to be subject 10 penalties as provided for in Section 2150.. additional information. 018Q-OOA-AN 

UNI,ED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVED ANiMAl AND PLANT HEALTH INSPECTION SERVICE 51-F-0016 441 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address. as registered with USDA, 

ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

(TYPE OR PRINT) NAnONAL INSTITUTE OF HEALTH 
BLDG. 31, ROOM B1C37, MSC 2252 
9000 ROCKVILLE PIKE 
BETHESDA, MD 20892 
(301) 496-5424 

3. REPORTlNG FACIUTY (List all locations where animals were housed or used in actual research, testing, teaching. or experimentation, or held for these purposes. Attach additional 

1 sheets if necessary.) 

FACIUlY lOCATlONS(SJtes) 

See Attached Usting 

NIH/NIDA/IRP Baltimore, Maryland 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching. 
animals being animals upon which experiments. experiments. research. surgery or tests were 

Animals Covered bred. Which teaching. teaching. research. conducted involving accompanying pain or distress 
By The Animal conditioned. or research. surgery. or tests were to the animals and for which the use of appropriate 

Welfare Regulations held for use in experiments. or conducted invoMng anesthetic.analgesic, or tranquilizing drugs would 
teaching. testing, tests were accompanying pain or have adversely affected the procedures. results. or 
experiments, conducted distress to the animals interpretation of the teaching, research. 
research. or involving no and for which appropriate experiments. surgery. or tests. (An explanation of 
surgery but not pain. distress. or anesthetic. analgesic. or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs wet'e not used 
purposes. relieving drugs. used. must be attached to this report) 

F. 

TOTAl NO. 
OF ANIMALS 

(Cols.C+ 
D+E) 

4. Dogs 

5. Cats 

0 
0 

0 
0 

0 
0 

0 
0 

0 
0 

6. Guinea Pigs 0 0 0 0 0 

7. Hamsters 0 0 0 0 0 

8. Rabbits 0 0 0 0 0 

9. Non-Human Primates 40 40 46 0 Rn 
10. Sheep 0 0 0 0 0 

11. Pigs 0 0 0 0 0 

12. Other Farm Animals 

Pigeons 0 6 0 0 6 

13. Other Animals 

Frogs 13 0 26 0 26 

ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards governing the care, treatment, and use of animals, induding appropriate use of anesthetic. analgesic, and tranquilizing drugs. pnor to, dunng. 
and following actual research. teaching. testing. surgery. or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering 10 the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facirrty has appropriate authority 10 ensure the provision of adequate veterinary care and 10 over.;ee the adequacy of other 
aspecb of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

--- I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE -------- ----- ---------------- AL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

~ I-f-'r~ ------- -- --------- ------- ------- 11/7/01 
- ~ ------------ ----------- -------- 

APHIS FORM'7023 -Replaces VS FORM 18-23 (Oct 88), which is obsolete PART 1 - HEADQUARTERS 
(AUG 91) 



care and use. 

(Chief Executive Officer or 
- - ertif 

(Replaces VS FORJo.I 18.23 (OCT 88) which is obsolete) 

n" rq-' II ~'t".-cdb, 1..... (11JSC 21.1]). F.ihaIW 10 rqKIf1..-cDnJUiI 10 lbe A:!,,!.aIOfUc..a SanrYft1Cl.idcror lRlcn IIl:CIIC'}' Rcpurt C...1roJ No 
t"I:MIk I... lWIiII'to~e lAd_1M -.dto hc'WfCIR IOpcn.,lIc. -,-vv/daj I. Sect... 2J~O Addftll.... WanD.uoft OIIO-DOA·AN 

J. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching or experimentation, or held for these purposes. Attach 
additional sheets jfnecessary.) 

r=~~~ F._!\C_IL_I_TY_L_Or-A_T_I_O-N_S_<_si_teS_}	 _ 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Artaeh additional sheets if necessary or use APHIS FORM 
7023A) 

A. B. Number of C. Number of D. Number of animals upon E. Number ofanimab upon which teJlching, F. 

Animals Covered 
animals being animals upon which experiments, experiments, research, surgery or tests were 

bred, which tl!2ching, teaching, research, conducted involving accompanying pain or distress 

By The Animal conditioned, or research, surgery or tests were to the anim.als .and for which the use of appropri.ate TOTAL NO. 

Welfare Regulations 
held for use in experimenlS or conducted involving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALS 

teaching, testing, tests were 2c~ompanying pain or have adversely affected the procedures, results, or 
experiments, conducted distress to the animals interpretation of the teaching, research, (Cols.C + 
research or involving no and for which appropriate experiments, surgery or tests. (an explanation of D+E) 

surgery but not pain, distress or anesthetic, analgesic or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 

purposes. relievin2 drul!s. used. must be atta~hed to this report.) 

4. Dogs 0 0 0 0 0 
5. Cats 0 0 0 0 0 
6. Guinea Pigs 0 6 12 0 18 
7. Hamsters 0 0 0 0 0 
8. Rabbits 0 12 0 0 12 
9. Non-human 20 0 0 0 0 
Prjm!lteo: 

10. Sheep 0 0 0 0 0 
11. Pigs 0 0 0 0 0 
12. Other Fann -­ -­ -­ -­ --
Animllis 
Goat 0 0 0 0 0 
Chickens 0 0 0 0 0 
13. Other Animals -­ -­ -­ -­ -­

I ­ -­ -­ -­ -­
f- ­ - --­ -­ -­ -­ -

Gerbils 0 0 0 0 0 
ASSURANCE STATEMENTS 

...
I) Profeslonally acceptable standards governing the care, treattnent and use of arumals. IRcludtng appropnate use of anesthetic and tranqUIliZIng drugs pnor to, dunng 

And following actual research, tl!2Ching, testing, surgery or experimentation were followed by this resear~h facility. 

2) Each principal investigator has considered alternatives to painful procedures 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regularions be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (ACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
IACUC approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequecy of other aspects of animal 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

Legally Responsible Institutional Official) 
that the above is true, correct and ~om lete 7 V.S.c. Section 2143 

NAME AND TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or print) 

----------- --------------------- 

------------ ----------- ------ ---------- 

UNITED STATES DEPARTMENT OF AGRICULTURE
 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

FY'OI
 
ANNUAL REPORT OF RESEARCH FACILITY
 

NIDCR Veterinary Resources Core 

1.	 REGISTRATION NO. , FORM APPROVED 

51-F-016 OMB NO. 0549-0036 

2.	 HEADQUARTERS RESEARCH FACILITY (Name and Address, 
as registered with USDA, include zip code) 

NIWNIDCR 



__

•This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an Order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 01SG-OOA·AN 

UNIIED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PlANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. 
51-F-oD16 

CUSTOMER NO. I 
441 FORM APPROVED 

OMS NO. OSn-0036 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address. as registered with USDA, 
include Zip Code) 

NATIONAL INSTITUTE OF HEALTH 
BLDG. 31, ROOM B1C37. MSC 2252 
9000 ROCKVILLE PIKE 
BETHESDA. MD 20892 
(301) 496-5424 

IJ. REPORTING FACIUTY (list all locations where animals were housed or used in actual research. testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) I-------------------------­FACIUTY LOCAnONS(sites) 

9 
_S_ee_A_tta_ched U_Sti_.n_ 

REPORT OF ANIMALS useD BY OR UNDER CONTROL OF RESEARCH FACIUTY (Al1ach additional sheets ifnecessary or use APHIS FORM 7023A) 

A. B. Number of C. Numberc:J D. Number of animals upon F.E. Number of animals upon whidl teaching. 
animals being animals upon whidl experirm'lflts. experiments, research. surgery or tests were 

Animals Covered bred. which teactling. teaching. research, TOTAL NO.conducted involving accompanying pain or distress 
By The Animal con<frtioned. or research. surgery, or tests were OF ANIMALSto the animals and for which the use of appropriate 

Welfare Regulations held for use in experiments, or conducted invotving anesthetic,analgesic. or tranquiflZing drugs would 
teaching, testing, accompanying pain or tests were (Cois. C + have adversely affected the procedures. results. or 
experiments. conducted distress to the animals D+E)interpretation of the teaching, research. 
research. or invoMngno and for which appropriate experiments. surgery, or tests. (An explanation of 
surgery but not anesthetic, analge$ic. orpain. distress. or the procedures producing pain or distress in these 
yet used for such use at pain- tranquilizing drugs were animals and the reasons SUC/I drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs 0 0 0 0 0 

5. Cats 0 0 0 0 0 

6. Guinea Pigs n n 
OJ	 "v "-" 

7. Hamsters 0 0 0 0 0 

0 0 248. Rabbits 0 24 

9. Non-Human Primates 0 0 22 0 22 

10. Sheep ()00 0 0 

0 0 011. Pigs 0 0 

12. Other Fann Animals ()0 0 00 

13. Other Animals 

Xenonus 0 0 S7 n r:..7 

Bullfrogs 12 0 0 0 
Dendrobatid frogs 3 0 0 3 

ASSURANCE STATI:MENTS 

1)	 Professionally acceptable standards governing the care. lreatment. and use d ammals. inducfang appropnate use of anesthetiC. analgE!Slc, and tranquiflZlng drugs, pnor to. dunng, 
and following actual research. teaching. testing. surgery. or experimentation were followed by this research facility. 

2) Each principal investigator has considered alterna1Nes to painful procedutes. 

3)	 This faality is adhering to the standards and regulations under the kt. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigalor and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions Is attac::hed to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary indudes 8 brief explanation d the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarfan for this research tacifity has appropriate authority to ensure the prcMsion of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct. and complete (7 U.S.C. Section 2143) 

--------- --------- --------- ---- ----- -------------------- L OFFICIAL NAME & TITLe OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

'--------- ----------------- ----- 
~ -- ------------ 

DATE SIGNED 

/1-6 -0 I 

------- -- ----- ------- --- - ------ ---- FORM 18-23 (Oct 88). which Is obsolete ---- RT 1 - HEADQUARTERS 
-------- --- 



11'115 report ~"~reo oY.1<fW II u;:'v" 1"-'). ralll",., IU I CY"'" ..~y ..." ._ •• _ ._" ••_._ 

rei:l. M. h a , .; .. '1f'( to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. U IOu-vv....-1\N 

UNITED STATES DEPARTMENT OF AGRICULTURf 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVEDANIMAl AND PlANT HEAlTH INSPECTION SERVICE 51-F-D016 441 . OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACIUTY (Name andAddress. as regi$tered With USDA,
,ANNUAL REPORT OF RESEARCH FACILITY JncJude Zip Code) 

(TYPE OR PRINT) NATIONAL INSTfTUTEOF HEALTH '. /ORS/VRP 
BLDG. 31, ROOM B1C37. MSC 2252 
9000 ROCKVILLE PIKE 
BETHESDA. MD 20892 
(301) 496-5424 

3. REPORnNG FACIUTY (Ust all locations where animats were hOUSed or used in actual research, testing, teaching, or experimentation. or held for these purposes. Attach additionalr sheets if necessary.) 

FACIUTY LOCAOOHS(sites) 

_S_ee_A_lta_ched U_sti_ng	 ___	 Ir-

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets ~necessary or use APHIS F<)RM 7023A) 

A. B. ~mberot C. Numberd D. tbnber d animals upon F.E. Number of animals upon which teaching, 
animals being animats upon experiments, research, surgety 0( tests werewhich experiments,

AtlimaIs Q)vered bred, which teaching, leaching, resean::h, conducted InYoIving aecompanying pain or cf/StreS$ TOTAL NO. 
By The Animal condilioned. oc resean:h. to the animals and for which /he use d appropriateSUtget)', or tests were OF ANIMALS 

Welfare Regulations held for use in eJq:)eriments, or conducted involving anesthetic,anaIgesic. or tranquilizing drugs wculd 
teaching, testing, tests were acx:ompan)Vlg pHI Of' .. have adversely affected the procedures, resultS, or (Cols. C + 
experiments, conducted dstre:ss to /he animals interpretation d /he teaching, researctl. D+E) 
research., or invoMngno and for which appropriate experiments, surgery. or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, anaJgesic, or /he prrx;edrn$ producing pain or distress in these 
yet used for SUC;h usedpain­ lranquilizing drugs were animals and the fe3$OtlS such ckugs were ~ used 
purposes. relieWlg drugs. must be attached to this report)used. 

3 54_	 Dogs 5 
15.	 Cats 

576 46.	 Guinea Pigs 4 

7.	 Hamsters 

8.	 Rabbits 

9.	 Non-Human Primates 1 ~13 
10. Sheep 34 

11. Pigs 28 

12. Other Farm Animals 

13. Other Animals 

Goats 4
 
Llama
 1
 

Bovine
 3 
ASSURANCE STATEMENTS 

1)	 ProfessIOnally acceptable standards governing the care, treatment, and use 01 animafs. ildu<fing appropriate use 01 anesthetiC, analgesIC, Md tranquilizing drugs, po« to, during. 
and foGowing actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal nvesligator has considered a1tematives to painful procedures. 

3)	 This fac:llity Is acIlering to the staod~ and regulations under the kt, and it has required lhat exceptions to the standards and regulations be spe<:itied and explained by !he 
principal invesllgator and approved by ite Institutional Animaf Care and Use Committee (tACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to Idef1tifying the IAClIC-epproved exceptions, this summary Indudes • brief' explanation 01 the exceptions, as wei as the spedes and number 0( animals aft"e<:ted• 

.t)	 The attending veterinarian for Ihls research fadl'"l1y has appropriate authority to ensure !he prooAsion 01 adequate veterinary care end to OWfSee the adequacy d OCher 
aspects 0( animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAL 
-------- ------------- Officer or Legally Responsible Institutional official) 

- -------- ----- - bove Is 1nJe. correct, and cornpfete (7 U.S.C. Section 2143) 
NAME & TITLE OF C.E.O. OR INSTfTUTJONAL OFFICIAL (fype or Print) DATE SIGNED 

---------- -------- ~ssociate ---------- V09201i 

------------- ----------  
PART 1 • HEADQUARTERS 

-------------------- --------- 

---- 



This repoct ~ requirood by'laW (f U:)(.; 2143). Failure to repon. ao;orolJ19 lU un. ''-'''1_' ' _ _ " 

n!$~I:t Ir': an'UC:-..r to cease and desist and 10 be subject to penalties as pro..-ided for in Section 2150. add"rtionallnfonnation. 0180-00A-AN 

UNITED STATES DEPARTMENT OF AGRJCUlTURE 1. REGISTRATION NO. CUSTOMER NO. 
FORM APPROVEDANIMAL AND PlANT HEAl.TH INSPECTION SERVICE 51-F-0016 441 

OMB NO. 0579-0036I· 
2. HEADQUARTERS RESEARCH FACIUTY (Name and Adct'e$3, as registered with USDA.

CONTINUATION SHEET FOR ANNUAL REPORT indude z.p Code) 

NAnONAL INSTITUTE OF HEALTHOF RESEARCH FACIUTY 
BLDG. 31, ROOM B1C37, MSC 2252 

(TYPE OR PRINT) 9000 ROCKVIllE PIKE 
BETIiESOA, MO 20892 
(301) 496-5424 

REPORT OF ANIMAlS USED BY OR UNDER CONTROL OF RESEARCH FAC/UTY (Altach additional sheets I necessary or use this form) 

A. B. Numberof C. Numberof E. Number 01 animals upon which teaeNng.D. Number d animaJs upon 
animals being experiments. research. SlI'gefy or tests wereanimals upon which experiments,

Anmals CoYered bred, concluded InvoMng accompanying pain or listresswhich teaching. teaching. research, 
By The Animal c:oncrltiooed. or 10 the animals and tor which the use 01 appropriateresearch. swgery. or tests were 

Welfare Regulatiorls befd for use in anesthetic,analgesic, or lranquiiziog dnJgs wouldexperiments. or conducted i1voMng 
. teaching. testing. have adYersely a/fected the procedtns. resuIls, ortests were accompanying pain or 

experiments. intetpretation d!he teaching, reseatth,conducted disttess to ItIe animals 
research, or experimentS. surgery. or tests. {An explanatbn 01InYOMngno and tor wtlich appropriate 

/he pt'O(:Jedu'e$ producing pain Of' disnss ., theseStM'gefy but not pain, disttess. or aneslhelic, anaJgeslc:. or 
yet used for such animals and the reUOM $UCh ctugs wet'8 not useduse of pain­ tranquiizlng drugs were 
purposes. relieving drugs. used. must be atJ.ached to this report} 

Burro 1 

Horse 1 . 
Chicken 1
 

Turkey.
 1 

Duck 1 

Goose 1 

ASSURANCE STATEMENTS 

/0RS I VRP 

F. 

TOTAl NO. 
OFANlMAl.S 

(Co/s.C+ 
D+E) 

1)	 Profe$$lonally aec:eptabIe standatds governing !he care. treatment. and use d animals. Induding appI'OPffate use d anesthetic. analgesic, and tranqulI'i2ing drugs. prior to. during. 
and foIowing aduaI resean:h, teaching, testing. sc.-gery. or experimentation were folowed by this research facility. 

2) Each princ;ipallnves1igator has considered aItemalives to painfIJ procedures. 

3)	 ThIs faciity Is IdherIng to the standard$ and regufations under the Ad. and It has ,.,qulred that exceptions to 1he standards and regulations be specified and explained by !he 
princ:IpaIlnwstlgator and approwd by1M InstitutioIiaf Animaf Care and Use Committee (lAcue). A. summary of al the exceptions Is attached to IhJs annual report. In 
edcfdion to identifying !he lAet/C-approyed exceptions. this sunvnary Indudes a brief explanation of the exceptions, as wei as !he species and number d animals affected. 

4)	 The attencf.ng Yeterinarlan for this resean:h facility has appropriate authaity to ensure the pI'O'Asion of adequate veterinaty care and to oversee the adequacy 01 other 
aspects 01 animal care and use. 

CERTIFICAnON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
 
(Chief Executive Officer or Legally Responsible Institutional official)
 

I certify that the above Is true, cooect, and complete (7 U.S.C. Section 2143)
 
DATE SIGNED NAME & T1T1.E OF C.E.O. OR INsnrunoNAL OFFICIAL (Type or Print)SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

---------- -------- ------------ ---------- 
---  R~~cQ!:lr~h C:Qr1T;~QC 

PART1-HEAOQUARTERSAPHIS FORM 7023A (Replaces vs FORM 18·23 (Oct 88), which Is obsolete 

(AUG 91) 



-- --------- ---- ----------------------- -------------- 

------------ ---- --------- ------- ------- ---- which is obsolete) 

NOV 30200\
 

T'hi.II report iJII rtl/l.Iired hy 1111w (7 USC 214]). Failun: 10 report uccoromllo tIM regulaliOllll ~n s~o! ~Yme ~idl!l tOr Inh:rugCf\l."Y Rcpoo (.'onlroINo. 
~iNh in .n OI'der to CelUIC Md dPit4: dnd 10 he lNhjeL1 to rcnalU.,. lUI rmvhlc:d in S~C'tinn 21 $0. Adt.iliuMI information. OlllO-OOA·AN 

1. REGISTRATION NO. I FORM APPROVED
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

UNITED STATES DEPARTMENT OF AGRICULTURE 
51-F-016 Cust. ID 441 OMB NO. 0549-0036 

2.	 HEADQUARTERS RESEARCH FACILITY (Name and Address,
FY 2004 as registered with USDA, include zip code) 

National Institutes of Health 
(TYPE OR PRINT) 

ANNUAL REPORT OF RESEARCH FACILITY 
Deputy Director for Intramural Research 
31 Center Drive, Bldg 31, Room BIC37, MSC 2252 
Bethesda, MD 20892 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research. testing, teaching or experimentation, or held for these purposes. Attach 
additional sheets if necessary.) 

FACILITY LOCATIONS (Sites) 

Composite includes: APF, CC, NCI, NEI, NHGRI, NHLBI, NIA, 
NIAAA, NIAID, NIAID (RML), NIAMS, NICHD, NIDA, NIDCD, NIDCR, NIDDK, NIEHS, NIMH, NINDS, ORS, VRC 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APIDS FORM 
7023A) 

A. B. Number of C. Number of D. Number of animals upon E. Number of animals upon which teaching, F. 

Animals Covered 
animals being 

bred, 
animals upon 

which teaching, 
which experiments, 
teaching, research, 

experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 

By The Animal 
Welfare Regulations 

conditioned, or 
held for use in 

teaching, testing, 

research, 
experiments or 

tests were 

surgery or tests were 
conducted involving 

accompanying pain or 

to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have advenely affected the procedures, results, or 

TOTAL NO. 
OF ANIMALS 

experiments, conducted distress to the animals interpretation of the teaching, research, (Cols.C+ 
research or involving no and for which appropriate experiments, surgery or tests. (an explanation of D+E) 

surgery but not pain, distress or anesthetic, analgesic or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drug. were animals and the reasons such drugs were not used 

purposes. relieving drugs. used. must be attached to this report.) 

4. Dogs 18 48 307 0 355 
5. Cats 0 39 18 0 57 
6. Guinea Pigs 7 366 160 1 527 
7. Hamsters 224 874 561 0 1435 
8. Rabbits 7 561 1196 0 1757 
9. Non-human 884 1412 998 23 2433 
Primates 
10. Sheep 0 51 45 0 96 
II. Pigs 123 58 302 0 360 
12. Other Farm -­ -­ -­ -­ --
Animltl~ 

Goats 0 0 0 0 0 
Burro 0 0 0 0 0 
Horses 0 0 0 0 0 
Cattle 0 4 0 0 4 
Chickens 0 1238 1560 0 2798 
Turkeys 0 1 0 0 1 

ASSURANCE STATEMENTS 
...

I) ProfeslOnally acceptable standards governmg the care, treatment and use of amrnaIs, mcludmg appropriate use of anesthetic and tranqUlllzmg dmgs prior to. dUring 
And following actual research. teaching. testing, surgery or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (ACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
IACUC approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number ofanimals affected. 

4)	 The attending veterinarian fur this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy ofother aspects of animal 
care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certif that the above is true, correct and com lete 7 U.S.c. Section 2143 
NAME AND TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or print) DA1SIGNED 
---------- ---- -------------- ------- 
--------- ---------- ---- ------------- ----------- /)1t116~1----------- ----------- -- -------- 



EXPLANATION FOR COLUMN E LISTING
 

This form will be sent to the USDA as part of the NIH Annual Report (USDA VS Form 7023) supporting all Column E 
Listings (procedures considered to produce more than momentary pain or distress without the administration of appropriate 
and adequate anesthetic, analgesic, or tranquilizer drugs. 

Registration Number: 51-F-0016 
leD: NIAID 
Species: Cotton Rats 
Number: 11 

Explain the procedure producing pain/or distress, including reason (s) for species selected. 

Varicella-zoster virus (VZV) causes chickenpox in children, becomes latent in the dorsal root ganglia, and is 
reactivated decades later causing shingles (zoster) in adults. We are trying to develop a small animal model 
to induce reactivation of VZV. We will treat animals (cotton rats or rats) with immunos~ppressive 

medication and then the animals will undergo hyperthermia treatment to induce reactivation. This 
procedure has been successful for reactivation of herpes simplex virus in animals, but has not been tried for 
VZV. 

Animals will be inoculated with VZV Lm., immunosuppressed, and then undergo hyperthermia therapy. 
Hyperthemia treatment will consist of putting the animals in plastic tubes with air holes at the top and 
incubating the tubes in a water bath 43°C for 10 minutes. Thereafter animals will be dried if necessary and 
placed under a heating lamp for 10-30 min (to prevent hypothermia), before being returned to their cages. 
Animals will be observed every 10 minutes during recovery from hyperthermia. If the animal has not 
recovered by 60 minutes, it will be euthanized. 

Cotton rats or rats are chosen because a model has been established for central nervous system infection by 
VZV with latency in these animals 

Provide scientific justification why pain and/or distress could not be relieved. State methods or means used 
to determine that pain and/or distress relief would interfere with test results. 

Anesthesia is not given during hyperthermia since it may reduce the likelihood of survival with 
hyperthermia, and since the established protocols using hyperthermia to induce reactivation of other 
viruses (e.g. Sawtell and Thompson, Journal of Virology 66:2150,1992) do notuse anesthesia during 
hyperthermia. Opioid analagesics may affect the results of the experiment by binding to the receptors on 
neurons and interfere with reactivation of the virus from neurons. Non-steroidal anti-inflammatory drugs 
cannot be used as they may have effects on the immune response to VZV and thus influence reactivation 
from latent infection. 



EXPLANATION FOR COLUMN E LISTING 

This form will be sent to the USDA as part of the NIH Annual Report (USDA VS Form 7023) supporting all Column E 
Listings (procedures considered to produce more than momentary pain or distress without the administration of appropriate 
and adequate anesthetic, analgesic, or tranquilizer drugs. 

Registration Number: 51-F-0016 
leD: NIAID 
Species: Guinea Pigs 
Number: 1 

Explain the procedure producing pain/or distress, including reason (s) for species selected. 

Initial experiments could find that the degree of immunosuppression of guinea pigs with the highest dose 
of the immunosuppressive drugs in the NIH animal facility leads to bacterial infections that are not 
expected from the published data. If adverse effects are observed, further studies will be performed at 
lower doses of immunosuppressive drugs. 

Provide scientific justification why pain and/or distress could not be relieved. State methods or means used 
to detennine that pain and/or distress relief would interfere with test results. 

Unanticipated bacterial superinfection could occur due to differences in the gastrointestinal and 
oropharyngeal flora or differences in airborne bacteria, the usual sources of bacterial infections 
following cyclophosphamide and triamcinolone treatment. In this event, we will need to amend the 
protocol and decrease the dose or duration of immunosuppression. With the desired degree of 
immunosuppression, animals wiJl not become ill from either C. glabratQ or bacterial superinfection. It is 
during this initial period that up to five guinea pigs might become unexpectedly ill. Once their illness is 
noted, euthanasia will be used. Guinea pigs that are killed before the end of the experiment cannot be 
used for determining response to therapy because treatment duration will be truncated. 



EXPLANATION FOR COLUMN E LISTING
 

This fonn will be sent to the USDA as part of the NIH Annual Report (USDA VS Fonn 7023) supporting all Column E 
Listings (procedures considered to produce more than momentary pain or distress without the administration of appropriate 
and adequate anesthetic, analgesic, or tranquilizer drugs. 

Registration Number: 51-F-0016 
leD: NIAID 
Species: Aotus sp 
Number: 21 

Brief description ofproject including reason(s) for species selected: 

Malaria is one of the most important infectious diseases affecting mankind. One third of the world's 
population is at risk of infection with malaria. Over 500 million people are infected each year. Over 2 
million people die and most deaths are in children under five years of age. This parasite is rapidly 
developing resistance to most anti-malarial drugs. An effective vaccine is urgently needed. 

The malaria parasites which infect humans will also infect gorillas, chimpanzees and a limited number of 
New World sub human primates including owl (Aotus) monkeys and squirrel (Saimiri) monkeys. The 
Aotus monkey model has been shown to be the most reasonable and productive for use in studies 
involving the most important human malaria, Plasmodium ja/ciparum. 

Animal models for human malaria vaccine efficacy are an important part of development and testing of 
prototype human malaria vaccines. In part this necessity derives from the fact that in vitro methods 
cannot perfectly or reproducibly duplicate the complex immunologic responses of animals or humans to 
vaccines. Evaluation of malaria parasite antigens as potential vaccines and therapeutic interventions 
requires the use of live animals because we currently lack a reliable in vitro correlate of protection and/or 
sequestration. If we can validate the in vitro models currently under development, then, at least some 
aspects of vaccine development (e.g., to study binding of parasites to adhesion molecules in vitro,) may be 
done in vitro. Ultimately, however, for the foreseeable future formulations destined for human clinical 
trials require testing in animal models. 

Explanation ofunrelieved pain or distress: 

Animals on this study will receive Complete Freund's Adjuvant (CFA). Animals given CFA will likely 
develop granulomatous skin lesions. When these occur, animals will be monitored at least twice a day for 
lethargy, diarrhea, rough hair coat, absence of eating and/or drinking, other clinical signs, and the status 
of the skin lesions. Skin lesions will be kept clipped and cleaned. 

These granulomatous skin lesions may occasionally lead to more serious conditions, such as peritonitis, 
pleuritis or other lesions due to migration of the CFA into body cavities or other areas. In animals that 
develop clinical signs indicative of these possible sequellae, diagnostic testing will be performed to rule out 
anemia, parasitemia or spontaneous disease, all of which are treatable as discussed in Part F. of the ASP. 
If moribundity occurs or serious conditions are diagnosed related to the CFA injections, such as 
peritonitis, these will be treated with appropriate treatments (such as drainage and antibiotics) or the 
animal will be euthanized. 

For immunization-challenge studies in non-human primates, CFA is the gold standard against which all 
other adjuvants must be measured. Vaccine trials at the NIH and in other laboratories have been using 
CFA for decades in the evaluation of malaria vaccine candidates. There is no question that CFA is a less 
than satisfactory adjuvant.. One purpose of the trials that we conduct here at NIH and we collaborate on 
with other investigators at the CDC, is to evaluate alternatives to CFA with the hope of one day removing 
the need for its use in testing vaccine candidates. 



Column E Explanation Form 

This fonn is intended as an aid to completing the Column E explanation. Names, addresses, protocols, 

veterinary care programs, and the like, are not required as part of an explanation. A Column E explanation 

must be written so as to be understood by lay persons as well as scientists. 

1.	 Registration Number: 51-F-0016 

2.	 Nurnber of animals used under Column E conditions in this study. 

two 

3.	 Species (common name) of animals used in this study. 

mannoset 

4.	 Explain the procedure producing pain and/or distress, including reason(s) for species selected. 

The purpose of this research is to evaluate whether magnetically labeled encephalitogenic T-cells can induce 
EAE disease in the mannoset and 'whether these labeled cells can be detected by MRl using at clinically 
relevant field streng1h of 1.5 Tesla. By detecting the migration of the labeled cells into the brain in vivo, will 
allow for future studies investigating the effect of new therapies on the disease course and if the T-cell 
trafficking into the brain can be limited. In addition, specific types of T-cells (Th 1 vs Th2) cells can be labeled 
and using MRJ, it can be determined which population of cells modulates the disease. 
The marmoset has been chosen for these studies because it is characterized by a relapsing-remitting clinical 
course and by pathologic findings of peri-vascufar inflammation, demyelination and astrogliosis similar to what 
is observed clinically in MS patients and is the best available model for the human disease. In contrast, the 
EAE model in cynomologous monkeys does not have relapsing-remitting episodes to the disease and is 
hemorrhagic in nature. EAE in rodent models are generally progressive and lesions are usually confined to the 
spinal cord. LDRR has been able to perform in vivo MR microscopic imaging in the EAE mouse model at 4.7 
Tesla, however, this disease primarily occurs in the brain stem and spinal cord which is difficult to image due 
to size and location. The disease in rabbits has a relatively acute course that also has area of necrosis and 
hemorrhage and does not result in demyelinating lesions in the eNS. The disease in guinea pigs is primarily 
edematous and non-demyelinating. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

We are submitting a column E listing for marmosets induced with EAE that may experience distress as a result 
of paresis or paralysis. Animals that have a clinical score of 5 to 10 (paralysis of hand&/or foot~ paralysis of 
proximal and distal limb function- monoparesis, paralysis of two limbs- hemiplegia or paraplegia, paresis of all 
four lirnbs- quadriparesis, or paralysis of all four limbs- quadriplegia) will be listed as column E. The motor, 
sensory or visual deficits can be temporatry or chronic depending on the extent of the disease or damage to 
white matter. The animals enviroment is adapted to facilitate movement about the cage and access to food. 
Heat lamps or micro\vaveable packs are used for comfort in cases of loss of body heat due to EAE. Fluffy pads 



are used if the animal likes to lie on them. Mild analgesics will be given for lethargy. Special efforts wi]] be 
taken to ensure that animals that have difficulty feeding will receive adequate amounts of food and water and 
that animals that develop neurological symptoms will be housed appropriately to minimize pain and distress. 
1f, in the opinion of the attending veterinarian, an animal cannot be properly cared for or if the animal reaches 
euthanasia criteria, then the animal will be euthanized. 



I 

See attached form for 

,!!Suit in ~n order tc(~se and dehist and t~ be sUbject to penalties as provided for in Section 21! additional information. 
This report is required by law (7 USC 2143) Failure to report according to the regulations can 

--v l' 
UNITED STATES DEPARTMENT OF AGRICULTURE FORM APPROVED 1. CERTIFICATE NUMBER: 51-F-0019 

OMB NO. 0579..()036ANIMAL AND PLANT HEALTH INSPECTION SERVICE 
CUSTOMER NUMBER: 452 

Edgewood Chemical Biological CenterANNUAL REPORT OF RESEARCH FACILITY 
Bldg E3150( TYPE OR PRINT) 
ATTN: AMSRD-ECB-RT-TV 
Aberdeen Proving Ground, MD 21010­

5424 
Telephone: 410-436-8653 

3. REPORTING FACILITY (Ust all locations where animals were housed or used in actual research. testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

FACILITY LOCATIONS ( Sites) - See Atached Usting 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets if necessarY or use APHIS Form 7D23A l 

A. 

Animals Covered 
By The Animal 

welfare Regulations 

4. Dogs 

5. Cats 

6. Guinea Pigs 

B. Number of animal c. 
being bred. 
conditioned. or 
held for use in 
teaching, testing, 
experiments, 
research. or 
surgery but not ye 
used for such 
purposes. 

Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain. 
distress, or use o' 
pain-relieving 
drugs. 

50 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic. or 
tranquilizing drugs were 
used. 

14 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic. analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching. research. experiments. 
surgery, or tests. (An explanation of the procedures 
producing pain or distress in these animals and the rease 
such drugs were not used must be attached to this repor! 

64 

279 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

128 

426 

7. Hamsters 

8. Rabbits 
1 "':\":l 14­

9. Non-human Primates 

10. Sheep 

0 0 60 

93 

88 
390 

60 

162 

753 
480 

11. Pigs 

12. Other Farm Animals 

57 12 

13. Other Animals 

Mice 

Rats 474 191 

Fish 90 0 
I ASSURANCE STATEMENTS 

1) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anestetic. analgesic, and tranquilizing drugs, prior to. during. and following actual resf 
teaching, testing, surgery, or experimentation were followed by this research facllity. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions 10 the standards and regulations be specified end explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary in, 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official ) 

----- ---  

-- -- --------- ----- -------- ----- ----------------------- -------------- -------- ---  -------- DATE SIGNED 

I 

I 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1.	 Registration Number: ---'""'-S_1-..,LE......l-OIoUO.L..I1l....o9t-- _ 

8(mice)/88(rats)/SO(rabbits)/60(pigs)/64(guinea pigs)
2.	 Number - of animals used in this study. 

3.	 Species (common namefice/rats/rabbits/Pi9s/guinea B~~mimals used in the study. 

4.	 Explain the procedure producing pain and/or distress. 

Eight (8) mice, eighty-eight (88) rats, fifty (50) rabbits, sixty (60) mini-pigs, and sixty-four 
(64) guinea pigs were used to test militarily unique compounds via the inhalation and oral
 
route to establish relative importance of exposure concentration and duration on the
 
probability of toxic and lethal responses. Historically, in studies designed to generate lethal
 
dose-response curves, it has been assumed that apprOXimately half of the exposed animals
 
would be expected to die and that this level of response may potentially be associated with
 
pain, discomfort, and/or distress.
 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

For these studies, the use of anesthetic/analgesic drugs during exposure may compromise
 
the results of the proposed studies due to the fact that this class of compound may alter
 
the respiratory minute volume and thus the dose of test compound that the animal
 
receives. In addition, the expression of toxic signs may be altered by such treatment.
 
Clement and Coperman (1984) suggest that chemical agent-induced convulsion and death
 
are not necessarily associated with pain. Clement and Coperman (1984) have reported that
 
Soman and Sarin induce a long-lasting naloxone-reversible analgesia in mice, which was
 
not due to physical incapacitation.
 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency	 CFR _ 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1.	 Registration Number:, --'5oL.1_-.L.E-....3000UolO~1...L.9 _ 

2.	 Number__2_2_9_C_ra_b_b_it_s)_1_8_S_C_m_ic_e_)_._of animals used in this study. 

3.	 Species (common name) rabbits I mice of animals used in the study. 

4.	 Explain the procedure producing pain and/or distress. 

Two hundred twenty-nine (229) rabbits and eighty-five (85) mice were tested with 
preViously untested chemicals of military interest. The materials were tested 
intravenously in mice and both intravenously and dermally in rabbits. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

Animals that either died or suffered convulsive seizures during the test - these 
severe toxic signs could not be alleviated so that accurate test data could be 
collected. The data collected were important for several reasons: 1) to establish 
the toxicological profile of the chemical; 2) establish data to be used for human 
estimates; 3) establish data from which therapY/phophylaxix could be established; 
and 4) data would be included in material safety data sheets as a warning to 
potential users or in support to chemical staff in case of accidential exposures. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency	 CFR. _ 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1.	 Registration Number: E-QO19---'S.....,1_-........................... _ 

39O2.	 Number __ of animals used in this study. 

3.	 Species (common name) __--+<fi~s......h--_-of animals used in the study. 

4.	 Explain the procedure producing pain and/or distress. 

Three hundred ninety (390) fish were exposed to 48-hour static (no water
 
Changes) range-finding toxicity tests.
 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

Operculum movement is impaired with anesthetics, nullifying one of the
 
experimental endpoints. Impairing the animal with an anesthetic may increase
 
the effects of the toxicity challenge. Distress and pain are difficult, if not
 
impossible, to judge with aquatic species due to the inability to observe vital
 
signs that are readily obvious in terrestrials.
 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency	 CFR. _ 



tl U LUU"NU V 

"quired by law (I usc 214]~ Flil"", 10 "I""t ...onIinllo the "gulltio...... Sccrevme!Qde(. Int""lcncy Report C...1rol No. 
re.'lU1t in UI ordorto ceuoand <te.iII and to be IUbjcetto penalliu .. provided-in Sc~tion 11'0. Additiollilinfonnaeioa. OIID-OOA·AN 

UNITED STAlES DEPARlMENT OF AGRICULTURE 1. REGISTRATION NO. I FORM APPROVED
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 2.	 51-F-OI6 Cust.ID 441 OMB NO. 0549-0036 

3.	 HEADQUARTERS RESEARCH FACILITY (Name and Address, 
FY2004 as registered with USDA, include zip code) 

CONTINUATION SHEET FOR ANNUAL 
National Institutes of Health 

REPORT OF RESEARCH FACILITY Deputy Director for Intramural Research 
(TYPE OR PRIN1) 31 Center Drive, Bldg 31, Room BIC37, MSC 2252 

Bethesda, MD 20892 

1) ProfesSIOnally acceptable standards governmg the care, treatment and use of ammals, mcludmg appropnate use of anesthetic and tranqulllzmg drugs pnor to, dunng 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additionalsheets if necessary or use APHIS FORM 
7023A) 

A. B.Numberof C. Number of D. Number of animals upon E. Number of animals upon which teaching, F. 

Animals Covered 
animals being animals upon which experiments, experiments, research, surgery or tests were 

bred, which teaching, teaching, research, conducted involving accompanying pain or distress 

By The Animal conditioned, or research, surgery or tests were to the animals and for which the use of appropriate TOTAL NO. 

Welfare Regulations held for use in experiments or conducted involving anesthetic, aualgesic, or tranquilizing drugs would OF ANIMALS 
teaching, testing, tests were accompanying pain or have advenely affected the procedures, results, or 

experiments, conducted distress to the animals interpretation of the teaching. research, (Cols. C+ 

12 &lOR 13 OTIIER 
research or involving no and for which appropriate experiments, surgery or tests. (an explanation of D+E) 

surgery but not pain, distress or anesthetic, analgesic or the procedures producing pain or distress in these 
(List by Species) yet used for such use of pain- tranquilizing drugs were animals and the reasons such drup were not used 

purposes. relieving drugs. used. must be attached to this report.) 

12. Goose 0 0 0 0 0 
Duck 0 0 0 0 0 

13. Gerbils 8 0 0 0 0 
Ferrets 0 0 0 0 0 
Cotton Rats 0 0 227 11 238 
SQuirrels 110 16 29n 0 11? 
Pigeons 0 8 0 0 8 
Frogs 0 0 0 0 2550 
Fish 0 0 0 0 50224 

Other Amphibians 0 0 0 0 95 
Vole 9 0 0 0 0 
Mink 0 85 0 0 85 
Wild Mice 29 0 0 0 0 
Llama 1 ,/ 0 0 0 0 

Chinchillas 0 0 29 0 29 
ASSURANCE STATEMENTS 

... 
And following actual research, teaching, testing, surgery or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (ACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifYing the IACUC approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision ofadequate veterinary care and to oversee the adequacy ofother 
aspects ofanimal care and use. 

APmSFORM 
(AUG 91) 

DATE SIGNED 

III~S It. 



• Th~ report is r~quired by law (7 usc 2143).1 Failure to report according to the regulations can see reverse side for Interagency Report Control No 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-00A-ANIUNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 
51-F-D021 

CUSTOMER NO. 
728 

FORM APPROVED 
OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address; as registered with USDA, 
include Zip Code) 

UNITED STATES ARMY MEDICAL RESEARCH 
BLDG. 1425 FT. DETRICK 
FREDERICK, MD 21702 

1
3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching. or experimentation, or held for these purposes. Attach additional 

sheets if necessary.) 

FACILITY LOCATIONS(sites) 

INSTITUTE OF INFECTIOUS DISEASE 
FREDERICK, MD 21702 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Numberof D. Number of animals upon C. Numberof E. Number of animals upon which teaching, F. 
animals being animals upon which experiments. experiments, research, surgery or tests were 
bred,Animals Covered which teaching, teaching. research, conducted involving accompanying pain or distress TOTAL NO. 

By The Animal conditioned, or research, surgery. or tests were to the animals and for which the use of appropriate OF ANIMALS 
Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranqUilizing drugs would 

teaching, testing. accompanying pain or tests were have adversely affected the procedures, results, or (Cols. C + 
experiments, distress to the animals conducted interpretation of the teaching, research, D+ E) 
research, or involving no and for which appropriate experiments, surgery. or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this reporl) 

4.	 Dogs 

5.	 Cats 

2516.	 Guinea Pigs 618 157 913 1321 

1317.	 Hamsters 720 629 1480 

378.	 Rabbits 176 292 505 

9.	 Non-Human Primates 57 208 158 166 532 

10. Sheep 35 35 

11. Pigs 

12. Other Farm Animals 

Goats 101 101 

13. Other Animals 

ASSURANCE STATEMENTS 

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropnate use of anesthetic, analgesic, and tranquilizing drugs, prior to, dUring, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regUlations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUe). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

------ --- ----------- ----------- ----- ------- 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

------ --- ----------- ----------- ----- ------- 

DATE SIGNED 

10/19/2004 

APHIS FORM 7023 (Replaces VS FORM 18·23 (Oct 88), which is obsolete ------------ EADQUARTERS 
(AUG 91) 

------  
-j 



· Thi1 report is required by law (7 usc 2143): Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional infonnation. 01 BO-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. 
FORM APPROVEDANIMAL AND PLANT HEALTH INSPECTION SERVICE 51·F-Q021 728 OMB NO. 0579-0036I 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
Include Zip Code)CONTINUATION SHEET FOR ANNUAL REPORT 

UNITED STATES ARMY MEDICAL RESEARCHOF RESEARCH FACILITY 
BLDG. 1425 FT. DETRICK 

(TYPE OR PRINT) FREDERICK, MD 21702 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 

A. B. Numberof D. Number of animals uponC. Numberof E. Number of animals upon which teaching, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred, teaching, research,which t~ching, conducted involving accompanying pain or distress TOTAL NO. 
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or h~ve adversely affected the procedures, results, or (Cols. C + 
experiments, . distress to the animals interpretation of the teaching, research,conducted D+E) 
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain. distress, or anesthetic, analgesic, or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

Horses 25 

ASSURANCE STATEMENTS 

1)	 ProfeSSionally acceptable standards governing the care, treatment, and use of ammals, including appropnate use of anesthetic, analgesic, and tranquilizing drugs, pnor to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUe). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary indudes a Met explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. . 

CER1·IFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

------ --- ----------- ----------- ----- ------- 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

------ --- ----------- ----------- ----- ------- 

DATE SIGNED 

10/19/2004 

APHIS FORM 7023A (Replaces VS FORM 18-23 (Oct 88), which is obsolete PART1-HEADQUARTERS 
(AUG 91) 

2 
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UNITED STATES DEPARTMENT OF AGRICULTURE .«. I ANIMAL AND PLANT HEALTH INSPECTION SERVICE - .ft''!if:.e	 (APHIS) 
The f;.~ns We Care 

\, 

Instructions	 Submit F.orm, 7023A 

FY2004 APHIS FORM 7023A Submission 

as proVI e or In cMn 

This report is required by law (7 USC 2143). Failure to report according to the 
regulations can result in an order to cease and desist and to be subject to penalties 

'd d ~ . Se' 2150 

See below for 
additional information. 

Interagency Report Control No 
0180-DOA-AN 

FORM APPROVED 
AGRICULTURE 

UNITED STATES DEPARTMENT OF 1.	 Registration No: 
51-F-0021 /728 OMB NO. 0579-0036 

ANIMAL AND PLANT HEALTH INSPECTION 
SERVICE 2.	 Headquarters Research Facility (Name and Address, 

as registered with USDA, include Zip Code): 
ANNUAL REPORT OF RESEARCH FACILITY UNITED STATES ARMY MEDICAL RESEARCH 

(TYPE OR PRINT) BLDG. 1425 FT. DETRICK 
FREDERICK, MD 21702 
T: (301) 619-4708 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY Vie\NCQlumn
 
Oefinitions
 

I A II B II C II D	 E II F I 
112. Other Farm Animals ill 10 1101 10 10
 
IGoats
 II II 1c:J 
12. Other Farm Animals .=II 15	 10 10 

IHorses I[J
rselect One' 10 10 10illl 10 

12 

II I	 
I[J 

0rselect One'	 10 10 10illl 10 

II 

II

II I 
0Il'select One' 10 10 10 

I illl 10 

II II I 
rselect One'	 0 10 10 10illl 1	

I[JII II 
rselect One'	 10 10 10 10311 II	 I[J 

101"Select One'	 10 10illl 10 
II 

II II	 I[J 
II*se,ect One*	 010 10	 10illl 10	 I/I	 II 

" 
https://webOl.aphis.usda.gov/AC/APHISACWeb2.nsf/AC/APHISACWeb2.nsf/Review/... 11/15/2004 



Page 1 of4 
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DEC e2. 200\ 

UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLANT HEAL TH INSPECTION SERVICE
~,;..Jnimal 

r~re	 (APHIS) 
The A.,ns We Care 

Instructions	 Checklist Submit Form 7023 

FY2004 APHIS FORM 7023 Submission 

This report is required by law (7 USC 2143). Failure to report according to the See below for Interagency Report Control No 
regulations can result in an order to cease and desist and to be subject to penalties additional information. 0180·00A-AN 
as provided for in Section 2150. 

UNITED STATES DEPARTMENT OF 1. Registration No: 
AGRICULTURE 51-F-0021 I 728 

ANIMAL AND PLANT HEALTH INSPECTION 
SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) BLDG. 1425 FT. DETRICK 

FREDERICK, MD 21702 
T: (301)619-4708 

3. Reporting Facility (List all locations where animals were housed or used in actual research, testing, 
teaching, or experimentation, or held for these purposes. Please verify that all Sites are listed below. To list 
additional Sites, select the link below.) 

I FACILITY LOCATIONS (sites) Ust Adc::litional Site~ 

3a. INSTITUTE OF INFECTIOUS DISEASE 

1 

3b 
VETERINARY MEDICAL DIVISION 
BLDG. 1425 FT. DETRICK 
FREDERICK, MD 21702 

13c. 113d. 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ViewColullln 
Definitions 

I A B II C I D 

14. Dogs 10 I 10 10 /0 

15. Cats 10 10 10 10 

16. Guinea Pigs I 1618 1251 1157 1913I 
17. Hamsters II 10 1131 1720 1629 

18. Rabbits II 10 1176 /37 1292 

9. Non-Human 157 208 1158 11661Primates 

110. Sheep 10 135 10 10 

111. Pigs 10 10 10II 10 

112. Other Farm Use APHIS Form 7023A 

FORM APPROVED 
OMB NO. 0579-0036 

2.	 Headquarters Research Facility (Name and Address, 
as registered with USDA, include Zip Code): 
UNITED STATES ARMY MEDICAL RESEARCH 

E II F 

0 

II 0 

" 
1321 

II 

I 1480 

505 

532 

I 35 

II 0 

I 

I 
I 

I 
I 
I 
I 
I 
I 
I 
I 
I 

"	 --- 
https:llwebOl.aphis.usda.gov/AC/APHISACWeb2.nsfiAC/APHISACWeb2.nsf/Review/6... 11/15/2004 



·	 .. 
APHIS Form 7023 Column E Explanation 

This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1. Registration Number: 51-F-0021 

2/3. Species (common name) & Number of animals used in this study: 

Guinea Pigs (913) Hamsters (629) 
Rabbits (292) Non-Human Primates (166) 

4. Explain the procedure producing pain and/or distress. 

The mission of the United States Army Institute of Infectious Diseases is to perform studies on the pathogenesis, 
diagnosis, prophylaxis, treatment and epidemiology of infectious diseases for medical defense against potential biological 
threat agents and naturally occurring infectious agents and toxins of military importance that require special containment. 
The animals listed in column E have all been used in some aspect of these studies. The rational and justification for the 
use of animals in each of the studies performed in support of the institute's mission have been closely scrutinized by the 
IACUC and the Institute's leadership. The nature of most infectious diseases and toxins studied at USAMRIID involves a 
clinical course, which includes some degree of discomfort (e.g. fever, myalgia, etc.). 

5.	 Provide scientific justi'fication why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

The retardation or relief of clinical signs with pain relieVing or anesthetic drugs result in inaccurate experimental data 
because these drugs interfere with certain clinical and immunological responses to biological agents by the test animal, 
and subsequent analysis of those responses. All studies that result in unalleviated pain or distress to experimental 
animals require scientific justification, in writing, explaining in detail, why the use of pain relieving drugs is not appropriate 
and how it would interfere with the scientific goals of the study. Each of these protocols is evaluated on a case-by-case 
basis by the IACUC. 

6.	 What, if any, federal regUlations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency: N/A	 CFR: 



Optional Column. B Bxplcmcation J'OJ:m 

1.	 Registration Number: Sl-F-02l / 728 

2.	 Humber 166 of animals used in chi. study. 

3.	 Species (common name) ~on-human Primates of animals used in this etudy. 

4.	 Explain the procedure producing pain and/or distress. 

Nonhuman primates used in research at the United States Army Meaical 
Researoh Institute of Intectious Diseases and reported in Column ~ 

experienced pain and/or distress due to one of the following 
circumstances: 

a.	 Use on a pathogenesis study in which they were infected by 
parenteral injection or aerosol exposure to a CDC Select Agent or 
other high hazard agent (bacterial or viral infectious agents) and 
allowed to develop the disease. 

o.	 Use on a vaccine study in which they were vaccinated against a COC 
Select Agent or other high hazard agent {bacterial or viral 
infectious agents or biological toxins} and sUbsequently exposed by 
parenteral injection or aerosol exposure to the infectious agent or 
toxin. Animals that were used in control groups experienced pain 
and/or distress when they developed the disease as di~ any animals 
in which the vaccine was not completely efficacious in preventing 
the infection or intoxication. 

c.	 Use on a therapeutic study in which animals were treated with a 
drug either before or after exposure to a CDC Select agent or other 
high hazard agent (bacterial or viral infectious agents) by 
parenceral injection or aerosol exposure. Animals that were used 
in control groupe experienced pain and/or distress when they 
developed the disease as did any animals in which the drug was not 
completely efficacious in preventing or treating the infection. 

s. Provide scientific justifioation why pain andlor distress could not be 
relieved. State methoda or mean8 used to aetermine that pain and/or 
distress relief WQuld interfere wi~h test results. (For Federally mandated 
testing, see question 6 below) 

The retardation or relief of clinical signs with pain relieving or 
anesthetic drugs result in inaccurate experimental data because these 
4rugs interfere with certain clinical and immunological responses to 
biological agents by the test animal, an~ subsequent analysis of those 
responses. All studies that result in unalleviated pain or distress to 
experimental animals require scientific justification, in writing, 
explaining in detail why the use of pain relieving drugs is not 
appropriate and how it would interfere with the scientifio goals of the 
study. Each of these protoco15 is evaluated on a case by ease basis by 
the IACUC. 

l 

6. What. if any, federal regulations require this procedure? Cite the 
agency. the Code of Federal RegUlations (CPR) title number and the 
specific section number (e.g., APHIS, 9 CFR 113.102) 

Agency ---.;N;.;./~A;,;",.. -	 CFR til/A 

-, 
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Optional Column E Explanation Por.m 

1.	 Registration NWnber: Sl-F-021 / 728 

2.	 Number 913 of animals used in this study, 
----~---------

3.	 Specie. {common name} Guinea Pigs of animals used in this study. 

4.	 Bxplain the procedure producing pain and/or distress. 

Guinea pigs used in research at the United States Army Medical Research 
Institute of Infectious Diseases and reported in Column S experienced 
pain and/or distress due to one ot the following circumstances: 

A.	 Use on a pathogenesis study in which they were infected by 
parenteral injection or aerosol exposure to a CDC Select Agent or 
other high hazard agent (bacterial or viral infectious agents) and 
allowed to develop the disease. 

b.	 Use on a vaccine study in which they were vaccinated against a CDC 
Select Agent or other high hazara agent (bacterial cr viral 
infectious agents or biological toxins) and subsequentlY exposed by 
parenteral injection or aerosol exposure to the infectious agent or 
toxin. Animals that were used in control groups experienced pain 
and/or distress when they developed the disease as did any animals 
in which the vaccine was not completely efficacious in preventing 
the infection or intoxication. 

c.	 Use on a therapeutic study in which animals were treated with a 
drug either before or after exposure to a CDC Select agent or other 
high hazard agent (bacterial or viral infectious agents) cy 
parenteral injection or aerosol exposure. Animals that were used 
in control groups experienced pain and/or distress when they 
developed the disease as did any animals in which the drug was not 
completely efficaoious in preveneing or treating the infection. 

5. Provide scientific justifiQBtion why pain ana/or distress could not be 
relieved. State methods or means used to determine that pain and/or 
distress relief would iD~erf.re with test results. (For Federally mandated 
testing, see question 6 below) 

The retardation or relief of clinical signs with pain relieving or 
anesthetic drugs result in inaccurate experimental data because these 
drugs interfere with certain clinical and immunological responses to 
biological agents by the test animal, and subsequent analysis of those 
responses. All studies that result in unalleviated pain or distress to 
experimental animals require scientific justification, in writing, 
explaining in detail, why the use of pain relieving drugs is net 
appropriate and how it would interfere with the scientific goals of the 
study. Each of these protocols is evaluated on a case hy case basis by 
the IAClJC. 

6. What, if any, federal regulations require this procedure? Cite the 
agency, the Code of Federal Regulations (CPR) title number and the 
specifiC .action number (e.g., APHIS, 9 CPR 113.102) 

Agency	 ..;.N-I...,A----------- CFR N/A 

-\ 
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Optional Column E Explanation Form 

1. Registration Number; 

629 

3. Specie. (common name) 

4. Explain the procedure 

of 

-021 / 728 

imals used in this study. 

of animals u••d in tb1s study. 

and/or distress. 

Hamsters used in research at the United States Army Medical Research 
Institute of Intectious Diseases a reported in Column E experienced 
pain and/or distress due to one of the following circumetances: 

a.	 Use on a pathogenesis study in which they were infected by 
parenteral injection or aeroso exposure to a CDC Select Agent or 
other high hazard agent (bacte ial or viral infectious agents) and 
allowed to develop the disease. 

b.	 Use on a vaccine study in whic they were vaccinated against a CDC 
Select Agent or other high haz rd agent (bacterial or viral 
infectious agents) and subsequ ntly exposed by parenteral injection 
or aerosol exposure to the inf ctious agent. Animals that were 
used in control groups experie ced pain and/or distress when they 
developed the disease as did a y animals in which the vaccine was 
not completely efficacious in reventing the infection. 

c.	 Use on a therapeutic study in hich animals were treated with a 
drug either before or after ex 05ure to a CDC Select agent or other 
high hazard agent (bacterial c viral infectious agents) by 
parenteral injection or aerO$O exposure. Animals that were used 
in control groups experienced ain and/or distress when they 
developed the disease as did a y animals in which the drug was not 
completely @fficaoious in prev nting or treating the infection. 

5. Provide ecientifi~ justifioation w y pain and/or distress could not b. 
relieved. State methods or means use to deter.mine that pain and/or 
distress relief would interfere with teet results. (For Federally mandated 
testing, see question b below) 

The retardation or relief of clinical signs with pain relieving or 
anesthetic drugs result in inaccurat experimeneal data because these 
drugs interfere with cer~ain clinica and immunological responses to 
biological agents by the test animal, and subsequent analysis of those 
responses. All seudies that result 'n unalleviated pain or distress to 
experimental animals require scienti ic justification, in writing, 
explaining in detail, why the use of pain relieving arugs is not 
appropriate and how it would interte e with the scientific goals of the 
study. Each of these protocols is e aluated on a case by case basis by 
the IACUC. 

6. What. if any, federal regulations require thiB procedure? Cite the 
agency, the Code of Federal Regulati DS (CPR) title number and the 
specific section number (e.g., APHIS 9 CPR 113.102) 

Agency .......;.N~/...;;;.A~ -.....,-- erR	 N/A
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Optional Column B Bxplanation Por.m 

1. Registration Number:	 5l-~'-021 I 728 

292 

J.	 Species (common name) Rabbits of animals usea in this study. 

4.	 Explain the proced.ure producing pain and/or distress. 

Rabbits used in research at the United Seatee Army Medical Research 
Institute of Infecciou$ Diseases and reported in Column E experienced 
pain and/or distress due to one of the following circumstances: 

a.	 Use on a pathogenesis study in which they were infected by 
parenteral injection or aerosol exposure to a CDC Select Agent or 
other high hazard agent (Dacterial or viral infectious agents> and 
allowed to develop the disease. 

b.	 Use on a vaccine study in which they were vaccinated against a CDC 
Seleot Agent or other high hazard agent (bacterial or viral 
infectious agents) and SUbsequently exposed by parenteral injection 
or aerosol exposure to the infectious agent. Animals that were 
usea in control groups experienced pain and/or distress when they 
developed the disease as did aDy animals in which the vaccine was 
not completely efficacious in preventing the infection. 

c.	 Use on a the~apeutic study in which animals were treated with a 
drug either before or after exposure to a CDC Select agent or other 
high hazard agent (bacterial or viral infectious agents) by 
parenteral injection or aerosol exposure. Animals that were used 
in control groups experienced pain and/or distress when they 
developed the disease as did any animals in which the drug was not 
completely efficacious in preventing or treating the infection. 

5. Provide scientific justification why pain and/or distress could net be 
relieved. State methods or ••ana used to de~ermdne that pain and/or 
distress relief would interfere with test result•• (For Federally mandated 
testing, see question 6 below) 

The retardation or relief of clinical signs with pain relieving or 
anesthetic drugs result in inaccurate experimental data because these 
drugs interfere with certain clinical and immunological responses to 
Diological agents by the test animal, and subsequent analysis of those 
responses. All studies that result in unalleviated pain or distress to 
experimental animals require scientific justification, in writing, 
explaining in detail, why the use of pain relieving drugs is not 
appropriate and how it would interfere with the scientific goals of the 
study. Each of these protocols is evaluated on a case by case basis by 
the IACUC. 

6. What, if any, federal regulations require this procedure? Cite the 
agency, tbe Code of Federal Regulations (erR) title number and tbe 
specific section number (e.g.~ APHIS, 9 eFR 113.102) 

Agency --=N:.:;/:..;;A~-	 _ C1"R H/A 

OJ 
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UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLANT HEAL TH INSPECTION SERVICE
 .i.- nimal

;r--"'Tlre (APHIS) 

'. 

FY2004 APHIS Form 7023 Column E Explanation 

This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official 
form and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not 
required as part of an explanation. A Column E explanation must be written so as to be understood by lay 
persons as well as scientists. 

1. Registration Number: 51-F-0021 /728 

2. Species (common name) of animals used in the 
study: 
(check all that apply for this explanation) 

P" Guinea Pigs 

P" Hamsters 

P" Rabbits 

P" Non-Human Primates 

3. Number of animals used in this study: (Generated By System) 

4.Explain the procedure producing pain and/or distress. 
The mission of the United States Army Institute of Infectious Diseases is to • 
perform studies on the pathogenesis, diagnosis, prophylaxis, treatment and 
epidemiology of infectious diseases for medical defense against potential 
biological threat agents and naturally occurring infectious agents and toxins 
of military importance that require special containment. The animals listed in 
column E have all been used in some aspect of these studies. The rational and 
justification for the use of animals in each of the studies performed in 
support of the institute's mission have been closely scrutinized by the IACUC 
and the Institute's leadership. The nature of most infectious diseases and 
toxins studied at USAMRIID inVOlves a clinical course, which includes some ~ 

5.Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 
The retardation or relief of clinical signs with pain relieving or anesthetic 
drugs result in inaccurate experimental data because these drugs interfere with 
certain clinical and immunological responses to biological agents by the test 
animal, and subsequent analysis of those responses. All studies that result in 
unalleviated pain or distress to experimental animals require scientific 
justification, in writing, explaining in detail, why the use of pain relieving 
drugs is not appropriate and how it would interfere with the scientific goals 
of the study. Each of these protocols is evaluated on a case-by-case basis by 
the IACUC. 

6.What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) 
title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

https://web01.aphis.llsda.gov/AC/APHISACWeb2.nsf/AC/APHISACWeb2.nsfIReview/2". 11/15/2004 
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(APHIS) 

I 

rage;:: 1 U1 1 

FY2004 APHIS Form 7023 Submission As,urance Statements and Signature Submission 

UNITED STATES DEPA~TMENT OF AGRICULTURE 
ANIMAL AND PLANT HE~LTH INSPECTION SERVICE 

I 
IRegistration No: 

Headquarters Research Facility: 

I 
IASSURANCE STATEMENTS 

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, 
and tranquilizing drugs, prior to, during, and following actual res~arch, teaching, testing, surgery, or experimentation were followed by this 
research facility. 

2) Each principal investigator has considered alternatives to painfJI procedures.

3) This facility is adhering to the standards and regulations under t~e Act, and it has required that exceptions to the standards and regulations 
be specified and explained by the principal investigator and ap~roved by the Institutional Animal Care and Use Committee (IACUe). A 
summary of all the exceptions Is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary 
Includes a brief explanation of the exceptions, as well as the sP~cies and number of animals affected. 

4) The attending veterinarian for this research facility has appropri~te authority to ensure the provision of adequate veterinary care and to 
oversee the adequacy of other aspects of animal care and use. I 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Leg~lIy Responsible Institutional official) 

I certify that the above is true, corre~t, and complete (7 U.S.C. Section 2143) 

Signature of C.E.O. or Institutional 
Official 
I------ --- ----------- ----------- ----- ------- 

I 
ANNUAL REPORT QF RESEARCH FACILITY 

I I 
1151-F-00211 /728 I 
UNITED pTATES ARMY MEDICAL RESEARCH 
BLDG. 1125 FT. DETRICK 
FREDE~ICK, MD 21702 
T: (301) ~19~4708 

I II 
I Ii 

i 

I 
I 
! 

! 

Name 4Title of C.E.O. or Institutional Official Date Signed: 
I 10/19/2004 

------ -------------- ----------- ----- ------- - 

I 
j 

Submit 

https://webOl.aphis.usda.gov/AC/APHISACWeb2.nsf/AC/APHISACWeb2.nsf/Review/8,.. 11/15/2004 
I 



SUMY~RY OF IACUC APPROVED EXCEPTIONS: 

Brief Description of Exception 

Deviation of sanitization procedures 
as outlined in the AWA. Animals are in 
a BL3 and BL4 biocontainment area that 
does not allow routine cage sanitizing 
in the cagewash facility at the required 
two week inteval due to safety concerns 
and logistical constraints. Cages are 
sanitized in place until it is no longer 
possible to adequately·clean them by hand 
at which time they are replaced with 
mechanically sanitized cages. 

Species of Animal Number of Animal 

Nonhuman Primate 288 

Rabbits 246 

Guinea Pigs 983 



- - --- '''''' - -

addit~ inlormatiu1:.. If II lOI80.00A.AN 

FACILnv LOCATIONS (Sites) • 

12709 Twinbrook ParkwaO; Office of Science ,..,
and Technology; HFZ-I0 ; Rockville, MD 208,9 

r REPORT Of ANIMALS USED BY OR UNOER CONTROL Of RESEARCH FACILITY IAnacll a..li.litioIliJI sheels it.,lecessCiry or use APHIS FORM 7023A) 

-r-- ---,----- -I ---. ,. _ •. _,' • _.'."""- ,.., 1......._".~"'"""'UI'.~ ,0,""" '-a'- _
 

result In an Ofder to cease and desist and 10 be sulJiect 10 pe~a"jes as ~ovided lor in Section 2150. 

UNITED STATES DEPARTMENT Of AGRICULTlJRE 
ANIMAL AND PLANT HEAlTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PR1NTl _ . 

11 
1 

1:3'0 ~:2 00 1 ReV D 

I. REGiSTRATION NO. 

51-F-023 # 630 I FORM APPROVED 
OMB NO. 0579-{)036 

2. HEADOUARTERS RESEARCH FACIUTY (Name and Address. as registered with USDA, 
include Zip Code) 

MPN-4, HFV-4 
Center for Veterinary Medicine 
Food and Administration 
7519 Standish Place; Rockville, MD 20855 

1 

3. REPORTING FACILITY Ilist all locations where animals were housed Of used in actual restlarch. testing, leaching. or experimentation. or held lor these purposes. Allach additional 
sheels ilnec~S<)ry.) 

Animals Covered 
By The Animal 

WeI'are Regulations 

B. Numbet o' 
animals being 
bred, 
conditioned, Of 
held lor use in 
teaching, lesling. 
experiments. 
research, Of 
surgery but not 
yet used IOf such 
purposes. 

C 

0 

human PrimatesNon-

Other Farm Animals 

, 

A. 

4. Doqs 

5. Cats 

6. Guinea PiQS 

7. Hamsters 

8. Rabbits 

9. 

10. Sheep 

11. Pios 

12. 

13. Othcr Animals 

ASSURANCE STATEMEtfJS 

E.	 Numbe, 01 animals upon whic;h t~hing.D. Number 01 a",rnals UJ.IQlINumber 01 
animals upon which experiments, 
which teaching. leaching, research, 
reseatch, surgery. or tesls were 
experimenls, Of conducted involving
tesls were accompanying pain or 
conducted distress to the animals 
invo'ving 110 and 'Of which appropria,e
pain. distress, Of anesthetic. analgesic. or 
use~o' pain· tranquilizing drugs were 
relieving drugs. used. 

0 

-

6 

experiments, research, surgery or tests were 
conducled involving accompclOying pain or distress 
to the animals and IOf which the use 01 aPP'0priale 
anes'helic. ana'gesic~or Iranquilizing drugs would 
have adversely altecled Ihe procedures, results. or 
interpretation o' the teaching. research. 
experiments, surgery, Of tests. (An eJCplanation 01 
the procedure$ producing pain or di$tress in these 
animals and 'he reasons $uch drugs were not used 
mU$1 be anached to this reporl). 

0 

f. 

TOTAL NO.
 
OF ANtMALs
 

(Cols_ C+ 
o + E) 

6 

1)	 Pru'esslonally act.:eptable st..ndards governing the care. tre..hnent. OIn4.1 use 01 animOiIs. includi"g approriate lise 01 anesthe'ic. analgesic. and tranquiliLing drugs, prior to, duri"g. 
and 'ollowing ac'ual research, teaching. testing. surgery, or experimentation were lollowed by this research lacility. Yes. 

2). Each principal investigatUf has considered alternatives to painlu' procedures. Yes. 
:I).	 This I<x;ility is adhe,ing to the standards and regtrt..liofls under the Act.....d it has required I~t exceptions 10 lhe st....dards and regutalions be spe<:itie.J ..nd explai..ed by the 

principat investiga'Uf and approved by the Instilution..1Ani""'1 Care and Use Commillee IIACUC). A summary o' all sU<:h exceplions is allach~ 10 this annual report. In 
..ddition to identl'ying the tACUC·..ppt'oved exceplions. 'his sUlllmary includes a bfie. elCpl..nalion of 'he exceptions, as well as the species and numbe, 01 anin....ls <Iltected. 

Yes, no exceptions to·re~ort... . . . . 
4)	 The a".~"ding vete,inar.wu 'Of Ihis rl:!se..rch 'adti'y has apprOpll<lte au,horlty 10 ensure the prUVlSlOn 0' a<.Iequate veteron<lry care ..nd to ove,see the .Jdetlu;x;y ut o'her asp(~cts 0' 

anllna' c.ne and lise. xes. . 

CEItTIJt'ICATION BY IJEADQUARTJo;S RESEARCII FACILITY OJo'Jo'ICIAJ. 
(Chief ElCecutive Officer or Legally Itesponsible Institutional Official) 

I (;t!rlt'y thai 'he above is tr,w.. (:offet;l. <Iud t.:olllplct~ (7 USC $4:-;110" 2143) 

;'GNA--------- ---- --------- ----- ----------------------- ------------- NAME & TITLE OF C.E.O. OR INSTITUTIONAL OfFICIAL (1tpe 01 PfllIl) 

--------- --- ----------- 
----------- -------- --- ---------- ----- TecbnolQ

OATE SIGNED 

~Y 11/28/0 

,PHIS FOAM 7023 (Rep'aces Vs FORM 18-23 IOCT 88). ~hlCh IS obsolele ) 
(AUG 91) 

PART 1 - HEAOOUARTEAS 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180·DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE 51-F-Q026 12782 OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACIlITY (Name and Address, as registered with USDA, 
include Zip Code) ANNUAL REPORT OF RESEARCH FACILITY 

CENTER FOR VETERINARY MEDICINE(TYPE OR PRINT) 
7500 STANDISH PLACE 
ROCKV1LLE. MD 20855 12-05-2001 RCVD 
(301) 827-4172 

3. REPORTING FACIUTY (Ust aI/locations where animals were housed or used in actual research, testing, teaching. or experimentation. or held for these purposes. Attach additional 

1 sheets if necessary.) 

FACIlITY LOCAnoNS(sites) 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIlITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching, F. 
animals being animals upon which experiments. experiments, research, surgery or tests were 

Animals Covered bred. which teaching, teaching, research. conducted invoMng accompanying pain or distress TOTAL NO. 
By The Animal conditioned. or research. surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use in experiments, or conducted involving anesthetic.analgesic. or tranquilizing drugs would 
teaching, testing. tests were accompanying pain or have adversely affected the procedures, results. or (Cols.C + 
experiments, conducted distress to the animals interpretation of the teaching. research. D+E) 
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain. distress. or anesthetic, analgesic. or the procedtres producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs J.f~ Jlt-. 
5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates 

10. Sheep 3J..! 
11. Pigs lIl~ bg 
12. Other Fann Animals 

PC)'-\ i::. V' '" :<~'D 3 ~o 35'"0 
13. Other Animals 

C~-\:t"-~ JV :5 3 
I~' h 3 q~ JJ37J 1:2 A?. ,$ . 

ASSURANCE STATEMENTS 
...

1)	 ProfessJOOally acceptable standards governing the care, treatment. and use of aOlmals, Including appropnate use of anesthetic. analgesIC, and tranquIlizing drugs, pnor to. dunng, 
and following actual research. teaching, testing. surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principai ;nvestigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research faafity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true. correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSmUTIONAl OFFICIAL 

~blL -- ---- -- 

--------- -- ------- ----- --------- ----- ----------------------- ---------- ------- -- -------- 

------- Y"~:J. ""'~, A<.-I-~~~ ---- --- ---- --- 

~ - '~~OIL-~ ~ (~M. 4~ -- ------ --------- 

DATE SIGNED 

"/21/"1 
PART1-HEAOQUARTERSAPHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88). which is obsolete 

(AUG 91) 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITlE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

---------  ---------- 
------- 

DATE SIGNED 

11-1'- -01 

ThiS rr.port IS required I law (7 USC 2143). Failure to report according to the regulations can :- \~ See reverse side for Interagency KepOI1 1..0mrOl NOI 

r'tsu" III an order 'I) ceo e and desIst and to be sUbject to penallres as provided for In Section 21 SO. : additional infoonalion. 0180-DOA·ANIUNIl J STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. 
ANiMAL AND PLANT HEALTH INSPECTION SERVICE 55-F-0001 962 FORM APPROVED 

OMB NO. 0579-{)036 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address. as registered WIth USDA. 
include Zip Code) 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
NATIONAL HEALTH & ENVIRONMENTAL 

RESEARCH LAB (MAIL DROP 51) 
RESEARCH TRIANGLE PA. NC 27711 
(919) 541-2281 

IJ. REPORTING FACIUTY (llst all locations where animals were housed or used in actual research. testing, teaching. or experimentation. or held for these purposes. Attach additional 
sheets if necessary.) . 

FACILITY LOCAnONS(sites) 

See Attached Listing 

11-23 -;;>nn7 D .... ",", 
""LIREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Number of C. Numberof D. Number of animals upon E. Number of animals upon which teaching. 
animals being animals upon which experiments. experiments. research, surgery or tests were 

Animals Covered bred, which teaching, teaching. research, conducted involving accompanying pain or distress 
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate 

Welfare Regulations held for use in experiments, or conducted involving anesthetic.analgesic, or tranquilizing drugs would 
teaching. testing. tests were accompanying pain or have adversely affected the procedures. results, or 
experiments. conducted distress to the animals interpretation of the teaching. research. 
research. or involving no and for which appropriate experiments, surgery. or tests. (An explanation of 
surgery but not pain. distress. or anesthetic. analgesic, or the procedures prOducing pain or distress in lhese 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs None 6 None None 

5. Cats None None None None 

6. Guinea Pigs None None 93 None 

7. Hamsters None 133 None None __.4,_ 

8. Rabbits None 23 None None 

9. Non-Human Primates None None None None 

10. Sheep None None None None 

11. Pigs None None None None 

12. Other Farm Animals None None None None 

13. Other Animals None None None None 

ASSURANCE STATEMENTS 

F. 

TOTAL NO. 
OF ANIMALS 

(COIs. C + 
D+E) 

6 

0 

93 

133 

23 

0 

0 

0 

0 

0 

1) Professionally acceptable standards goveming the care, treatment, and use of animals. including appropnate use of anesthetiC. analgesic. and tranqUiliZIng drugs. pnor to. dunng. 
and following actual research, teaching, testing. surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to.painful procedures. 

3)	 this facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regUlations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

PART1-HEAOQUARTERS 



APHIS Form 7023 Site List 

T,le following sites have been reported by the facility. 

Registration Number: 55-F-0001 
Customer Number: 962 
Facility: U.S. ENVIRONMENTAL PROTECTION AGENCY 

NATIONAL HEALTH &ENVIRONMENTAL 
RESEARCH LAB (MAIL DROP 51) 

RESEARCH TRIANGLE PA, NC 27711 
(919) 541-2281 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
NATIONAL HEALTH &ENVIRONMENTAL 

RESEARCH LAB (MAIL DROP 51) 
RESEARCH TRIANGLE PA, NC 27711 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
suit in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA.AN 

.,....;.::------:-~~~~~~~~~~~----~~~=~~::__-~=~~_r-------_UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVED 

OMS NO. 0579-0036 
ANil~.AL AND PLANT HEALTH INSPECTION SERVICE	 55-F-D007 955 

2. HEAOQUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA. 
include Zip Code) 

SPECIAL OPP MEDICAL TRAINING BN 
ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 
BLDG 5-3845 
KEDENBURG RD 
FORT BRAGG, NC 28310-5200 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research. testing. teaching, or experimentation. or held for these purposes. Attach additional 

1 sheets if necessary.) 

FACILITY LOCATIONS(sites) 

US ARMY, ADAMS 
FORT BRAGG. NC 28310·5200 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Numberof 
animals being 
bred, 
conditioned, or 
held for use in 
teaching. testing. 
experiments. 
research. or 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which teaching, 
research, 
experiments. or 
tests were 
conducted 
involving no 
pain. distress, or 
use of pain-
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research. 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic. or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research. surgery or tests were 
conducted inVOlving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic. or tranquilizing drugs would 
have adversely affected the procedures, results. or 
interpretation of the teaching. research. 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such dfllgS were not used 
must be attached to this report) 

F. 

TOTAL NO. 
OF ANIMALS 

(Cols. C + 
D+E) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 500 500 

9. Non-Human Primates 

10. Sheep 2 2 

11. Pigs 63 63 

12. Other Farm Animals 

Goats 1629 1629 

13. Other Animals 

ASSURANCE STATEMENTS 
...

1)	 Professionally acceptable standards governing the care, treatment, and use of ammals. Including appropnate use of anesthetIC, analgeSIC. and tranqUlllzmg drugs, pnor to, dunng, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regUlations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions. this summary includes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research faciJily has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

----- --- ----------- ------- ----- ------- --- ------- --------------------- 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

----- --- ----------- ------- ----- ------- --- ------- --------------------- 

DATE SIGNED 

11/29/2001 

APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which is obsolete PART 1 • HEADQUARTERS 

(AUG 91) 



F7 SCThIS report is required by law ( U 2143). allure to report according to the regulations can See reverse side for Interagency Report Con~rol No 
.;:esult in an order to cease and desist and to be subject 10 penalties as provided for in Section 2150. additional information. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. 

IANi~,;AL AND PLANT HEALTH INSPECTION SERVICE 55-F~007 955 FORM APPROVED 
OMS NO. 0579-0035 

CONTINUATION SHEET FOR ANNUAL REPORT 
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 

Include ZiP Code) 

OF RESEARCH FACILITY SPECIAL OPP MEDICAL TRAINING BN 

(TYPE OR PRINT) 
BLDG 5-3845 

KEDENBURG RD 

FORT BRAGG, NC 28310-5200 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this fonn,) 

A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching. F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred, which teaChing, teaChing, research, conducted involving accompanying pain or distress TOTAL NO. 
Sy The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaChing. testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cols. C + 
experiments. conducted distress to the animals interpretation of the teaching, research, D+E) 
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain, distress. or anesthetic. analgesic, or the procedures producing pain Or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

Chickens 500 500 

ASSURANCEST~TEMENTS 

1) ProfeSSionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching. testing, surgery. or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions. this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct. and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

----- --- ----------- ------- ----- ------- --- ------- --------------------- ----- --- ----------- ------- ----- ------- --- ------- --------------------- 11/29/2001 

APHIS FORM 7023A (Replaces VS FORM 18·23 (Oct 88). which is obsolete PART1·HEADQUARTERS 
(AUG 91) 



I 

I 
This reJ)ort is required by law (7 USC 2143). Failure to report according to the regulations JAN 22 20Meattachedfonnfor Interagency Report Control No.; can "!editional infonnatlon 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 
1. CERnFiCATE NUMBER: 

CUSTOMER NUMBER: 

57-F-QOO3 

948 

FORM APPROVED 
OMS NO. 0579~36 

ANNUAL REPORT OF RESEARCH FACILITY 
( TYPE OR PRINT) 

Dept Clinical Investigation 
DWight David Eisenhower Arnc 
Fort Gordon, GA 30905 

Telephone: (999) -999-9999 

3. REPORTING FACIUlY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

Bldg. 38705, DDEAMC FT GordOIFACILJTY LOCATIONS (Sites) :-SeeAtachedListing 

I RF-PORT OF ANIMAL~ l J~ED BY OR IJNDER CONTROl. OF REl;EARCH FACILITY { Atblch additional sheets If necessarY or use APHIS Form 7023A \ I 

I ASSURANCE STATEMENTS I 
1) Professionally acceptable standards goveming the care, treatment. and use of animals, induding appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, dunng, and followmg 

actual research, teactling. testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered altematives to painful procedures. 

A. B. Number of c. Number of D. Number of animals E. Number of animals upon which teaching, F. 
animals being animals upon upon which experiments, research, surgery or tests were 
bred, which teaching, experiments. teaching, conducted involving accompanying pain or distress 

TOTAL NUMBER Animals Covered conditioned, or research, research, surgery, or to the animals and for which the use of appropriate
By The Animal held for use In experiments. or tests were conducted anesthetic, analgesic. or tranquilizing drugs would 

OF ANIMALS 

Welfare RegUlations teaching, tests were involving have adversely affected the procedures. results. or 
testing, conducted accompanying pain or interpretation of the teaching, research, experiments. ( COLUMNS 
experiments. Involving no distress to the animals surgery, or tests. (An explanation of the procedures C+D+E) 
research, or pain, distress, or and for which producing pain or distress in these animals and the 
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached 10 

relieving drugs. 

I0 
I 

4. Dogs 0 0 0 I 0 
5. Cats 0 0 I 0 0 I 0 
6. Guinea Pigs 0 0 I 0 0 I 0 
7. Hamsters 

0 0 0 0 0 
8. Rabbits I 

I 
2 0 21 0 21 

9. Non-human Primate 0 0 0 0 I 0 
10. Sheep 0 0 0 0 0 
11. Pigs 0 0 1 7 0 17 

12. Other Farm Animals 0 0 0 0 0 

13. Other Animals 
~ 

I 

1 

3)	 This facility is adhering to the standards and regUlations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by th~ principal
 
investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the
 
IACUC-approved excep~ns, this summary indudes a brief explanation of the exceplfons, as well as the species and number of animals affected.
 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 

CERnFICAnON BY HEADQUARTERS RESEARCH FACILllY OFFICIAL 

( Chief Executive Officer or Legally Responsible Instittltional Official) 

SZ:1/h1/~~OFAC"L 
--------- --- ------- ----- --------- ----- ----------------------- -------------- -------- -- -- rint 

-------- --- - ----------------- ------- ----- 

- j~- - ---------------- ---------- 

DATE SIGNED 

01-1 6-0 

APHIS FORM 7023 {Replaces VS FORM 18-23 (OCT 88), which is obsolete. 

(AUG 91 ) 



1 

"";:lICJ,JVlt '''' I'='-tYllCV uy IdW \1 U.;:Jl." t,1".)J. ~alJure to repon accorclng to the regulations can See reverse side for Interagency KepOrt (.;ontrol No 
result In an order to cease and desist and to be sUbject to penalties as provided for in Section 2150. additional information. 0180..QOA-AN 

....----LUii:NiiiITrEE:cDi!Sr,T':4A:;:TEESS"'EDiEEPPAAiRR'TfiM:iiEfrN~T~onF~AG~Ri1'ICi:uilLTiTUiiiR~E=------T.,.IR;;E~G::';I;;ST:;:;RA;;-:-:T;:;IO;:;uN-::N;;:O;-.---;C:;U;;;S::;T~O::M~E'::'R"':'N:::O:""-'I-------------' 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 57-F-Q004 947 FORM APPROVED 

OMB NO. 0579-OO36 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA.ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 
CTR. FOR DISEASE CNTl. & PREV. 
1600 CLIFTON ROAD, NE MSG-28 
ATLANTA. GA 30333 

(TYPE OR PRINT) 

(404) 639-1320 
3.	 REPORTING FACILITY (List all locations where animals were housed or u.Sed in actual research, lesting. teaching, or experimentation. or held for these purposes. Attach additional
 

sheets if necessary.) .
 

FACILITY LOCATJONS(sltes) 

. ,,~N ISH; Mora.antown, WV LO)U),~ . Cham'blee R~sear:ch Ani1llal'. Section ~ . ' 
J)vBD, Foothills Campus,; Ft. Collins; CO _~052~ ~ 4)70 Buford HWy, Bg. 15~ Chamblee, GA ;"..3034L, 

Clifton Road Research Animal Section' (Lawrenceville Research' Animal Section') '. 
) .•600 Clifton Rd NE, Bg 6/1~J Atlanta,Gk~033.r! 602 Webb Gin HouseRd, Lawrenceville,'·GA!i.004~: 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

F.A. B. Number of C. Number of D. Numeer of animals upon E. Number of animals upon which teaching, 
animals being animals upon which experiments, experiments, research. surgery or tests were
 

Animals Covered
 TOTAL NO. 
By The Animal 

bred, which teaching. teaching, research, conducted involving accompanying pain or distress 
conditioned, or research. surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use in expenments, or conducted involving anesthetic.analgesic, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures, resuks, or (Coil. C + 
experiments, conducted distress to the animals interpretation of the teaching. research. O+E) 
research, or involving no and for which appropriate experiments. surgery, or tests. (An explanation of 
surgery cut not pain. distress. or anesthetic, analgesic, or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs, used. must be attached to this reporT) 

0 28 0	 0 284.	 Dogs 

0 0 0	 0 05.	 Cats 

6.	 Guinea Pigs 0 0 758	 15 773 

13 0 165	 0 1657.	 Hamsters 

I 
8.	 Rabbits 9 46 178	 47 271 

9.	 Non-Human Primates 37 4 704	 55 763 

0 0 0	 0 010. Sheep 

0 0 0	 0 011. Pigs 

12. Other Farm Animals 

Cows 0 0 4	 0 4 

13. Other Animals 

Baboons 2 0 0	 0 0I 
Chimpanzees 0 0 21 I 0 21 

Ferrets 66 82 221	 42 345I 
ASSURANCE STATEA ENTS I 

.1)	 ProfeSSionally xeptable standards govemlng the cate. treatment, and use of animals. Indudong appropnate use of anestheuc, analgesIC. and tranqUiliZing drugs. pnor to. dunng. 
and following a al research, teaching. testing, surgery. or experimentation were folloWed by this research facility. 

o painful pr~ures.2)	 Each principal in estigator has considered allema . Jlas 
3) This facitity is ad ering to the standards and regulatio", under the ~ and it has required Ihat exceptions to the standards and regulations be specified and explained by the 

f.nimal care a d Use Committee (IACUC). A summary of allttle exceptions is attached to this annual report. In- ..-"~"' ..",.-".. "....-1­ ~is summary IndudeS a brief explanation of the exceptions. as well as the species and number of animals affected. addition to iden' 'ng the IACUC·approved exceptions. 

ppropriate au~ority to ensure the provision of adequate veterinary care and to oversee the adequacy of other
 
aspectS of anim I care and use.
 

4)	 The allending v erinarian for this research facility rJas 

CERTIFI( ATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
',. (Chief Epeecutive Officer or Legally Responsible Institutional official) 

r' I celt' fy that the above is true, correct. and complete (7 U.S.C. Section 2143) 

~tr.N"'TIJRF;OF~'" 0. OF? I""STITUTIONAL OFFIC I'l j.~NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type ~r Print) 

D~rz) , I' II 21 u)
'. I 

.1 of 
; r--- ­

AP IS FORM 7023 (Replace5'~S FORM 18-21 lbat.sSl. which is obsolete PART1-HEADQUARTERS 

/I~ /.,
{" - .. 
I~'I 

I 



This repOrt i" required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an order to cease and desist and to be subject to pen ~ltiE!s as provided for in Section 2150. additional information. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRI ULTURE 1. REGISTRATION NO. CUSTOMER NO. I FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTIQI\ SERVICE 57-F-D004 947 
OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
CONTINUATION SHEET FOR A~ NUAL REPORT include Zip Code) 

OF RESEARCH FACI 
(TYPE OR PRINT) 

lTV CTR. FOR DISEASE CNTL. & PREVo 
1600 CLIFTON ROAD, NE MSG-28 
ATlANTA, GA 30333 
(404) 639-1 320 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RES ~ARCH FACILITY (Attach additional sheets if necessary or use this form.) 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 
conditioned. or 
held for use in 
teaching, testing. 
experiments. 
research. or 
surgery but not 
yet used for such 
purposes. 

C. umber of 
nimals upon 
hich teaching. 

esearch, 
xperiments, or 
sts were 

onducted 
i volving no 
ain, distress, or 
se of pain­
~lieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research. 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the.animals 
and for which appropriate 
anesthetic, analgesic. or 
tranquilizing drugs were 
used. . 

E. Number of animals upon which teaching. 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results. or 
interpretation of the teaching. research, 
experiments, surgery. or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 
OF ANIMALS 

(Cols. C + 
D+E) 

Gerbils 15 0 5 0 5 

Goats 0 0 2 0 2 

Horse 0 2 0 0 2 

Mongoose 0 1 11 4 16 

Mouse ,White Foot ed 0 24 132 0 156 

Mouse, Meadow 0 0 20 0 20 

Mouse, pine 7 0 28 10 38 

Raccoon 0 12 8 0 20 

Rat, Cotton 14 24 64 8 96 

Skunk 12 0 0 0 0 

ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards goveming the care. trel ment. and use of animals, including appropriate use of anesthetic. analgesic. and tranquilizing drugs. prior to, during. 
and following actual research. teaching. testing. surgery, or xperimentation were followed by this research facility. 

2)	 Each principal investigator has considered altematives to pa hful procedures. 

3)	 This facility is adhering to the standards and regulations und r the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Anim I Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions. this ummary includes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appr priate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICAT ON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Exec~tive Officer or Legally Responsible Institutional official) 

./1 ' I certify th t the above is true, correct, and complete (7 U.S.C. Section 2143) 

'SIGNAtllRE,OFfC.E.o.\OR INS"r1TUTIONAL OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (TvDe or Pnnt) 
. I 

I i~ J ~I~-
PART1-HEAOQUARTERS(Replaces ~S FORM 18-2~'JbGtJ.lU. which is obsoleteAP~.I.-- ------- 7023A 

(~JG ----- 



November 20, 2001 

Centers for Disease Control and Prevention 
Atlanta, Georgia- Registration number 57-F-0004 

Column E explanations for USDA, APffiS form 7023: 

The research protocols on two of the ferrets (#1010) and four of the mongoose (#1140) reported 
in column E were all part of ongoing rabies studies. Anesthetics and/or analgesics were used for 
routine veterinary procedures as needed. The animals were challenged with a live rabies virus to 
detennine the efficacy of the vaccine, the virulence of the virus, or the pathophysiology of the 
disease in that species. Those which developed clinical signs of rabies were euthanized to prevent 
progression of disease past the point of confirmed diagnosis. Most animals were actually in pain 
category D, but because a few animals died acutely from the disease they were placed in category 
E. 

The 40 ferrets reported on protocol # 1077 were used in studies involving H5Nl influenza viruses. 
Infection of humans with H5Nl viruses resulted in a 33% mortality rate. If the ferret is to be a 
useful model for infection with these viruses, it is important to detennine if it reacts similarly when 
infected. Based on serological studies, where some unexpected deaths were observed in H5Nl 
virus infected ferrets, we expect that 10 - 30% of animals may develop severe disease and/or 
death from infection of higWy pathogenic avian H5 viruses. Any animals that were found in a 
moribund state (near death and are not expected to recover), were euthanized. 

Six of the primates on protocol # 1186 were used in malaria studies for which the immunogenicity 
and efficacy of potential vaccines were tested using Freund's adjuvant. 

One rabbit on protocol # 1089 was used to obtain hyperimmune serum to schistosomiasis using 
Freund's adjuvant. The serum produced will be compared to other hyperimmune serum 
produced with other adjuvants. 

Forty-six rabbits were used on protocol #1190 for the production of hyperimmune serum against 
smallpox. Four of these rabbits received Freund's adjuvant. The remainder were inoculated with 
smallpox vaccine viruses to produce the immune serum. Because of the nature of the pox lesions 
and the Freund's lesions, all of these animals were placed in category E. Analgesics were 
administered as necessary. 

Twenty nonhuman primates (#1188) and six nonhuman primates (#1195) were used for safety 
studies of new smallpox vaccines being developed. Anesthetics and analgesics were used as 
necessary. None of the animals were reported with problems secondary to the studies but because 
these studies were being conducted at contract facilities and because there was a potential for 
encephalitis secondary to the studies, we placed all animals in category E. 



Twenty-three nonhuman primates were used in studies of pathog~nicityof the smallpox virus. 
Appropriate anesthetics and analgesic were used for procedures dl1ring the study. When animals 
met the criteria for "terminally ill" (such as: progressive state of qepression, recumbency, 
inappropriate responses to external stimuli, forced abdominal resp~ration and dyspnia) they were 
humanely euthanized. 

Eight cotton rats (#1167) and 10 pine mice (#1169) were used in pathogenic studies ofRickettsia 
rickettsii. Most of the animals in these studies did not show c1inic~l illness and were reported in 
pain category D. However, since these animals did exhibit signs of serious disease, they were 
reported in category E. 

Fifteen guinea pigs (#1126) were utilized to study the pathogenesis ofMycobacterium ulcerans. 
Though these animals were treated with appropriate analgesics as :needed, they were placed in 
category E due to the nature of the agent and disease progression.: 



1 

I 

See below for Interagency Report Control No This report is required by law (7 USC 2143). Failure to report according to the 
regulations can result in an order to cease and desist and to be subject to penalties additional information. 0180-DOA-AN 

as provided for in Section 2150. 

CERTIFICA.. TE NUMBER:I UNITED STATES DEPARTMENT OF AGRICULTURE .	 r- FORM APPROVED---i. 
I ANIMAL AND PLANT HEALTH INSPECTION SERVICE ~~~1g~~R NUMBER: 947 I OMS NO. 0579-0036r
-------------------~--.._--_._-_._._-.-.~--_._ ..._---~ .._._--_.. ( 

ANNUAL REPORT OF RESEARCH FACILITY 

Centers for Disease Control and Prevention
 
Atlanta, GA; Ft. Collins, CO; Morgantown, WV
 

Centers for Disease Control and Prevention 
1600 Clifton Road NE 
Mailstop C-17 
Atlanta, GA 30333 PEG 01 200. 
Telephone (404)639-2462 

~~~~~~~~~~~~~:~i~.-.~i~~~~J 

~EPORT OF ANIMALS USED BY ~~B~::::r:~::~La~F:~::::~:~~I~~Y (Atta:.hNaud~:~::i::J::;sl::::essa:.o~uu:::Po:l:n~:::O:::~h~Ch teaC~j;g~~-~.----.-~~I 
being bred, which teaching, which experiments, experiments, research, surgery or tests were i 
conditioned, or held research, . teaching, research, surgery, conducted Involving accompanying pain or . I 

Animals Covered By The Animal for use In teaching, experiments, or tests. or tests were conducted distress to the animals and fO.r which the use of TOTAL No. OF I 
Welfare Regulations testing, were conducted Involving accompanying appropriate anesthetIc, analgesic, or ANIMALS I 

experiments, Involving no pain, pain or distress to the tranquilizing drugs would have adversely I 
research, or surgery • distress, or use of animals and for which affected the procedures, results, or , (Cols. C + 0 + E) 1 
but not yet used for pain-relieving drugs. appropriate anesthetic, Interpretation of the teaching, research, I 
such purposes. analgesic, or tranquilizing experiments, surgery, or tests. (An explanation I 

drugs were used. of the procedures producing pain or dIstress In f 

these animals and the reasons such drugs were I 
not used must be attached to thIs report.) i 

14. Dogs' '., "'1 24 !	 34. I o· ." "-r---34~----10---,
r5:-C~ts---"--''''-' ---''r-----O-"-'-C---q---.["--..-.-_.~.-.-._- r--...--.-"'.-..-.-.-.----()-.---.- -.-- -..--~: - -:-.. [··..··-· ..---4-..--..·..·..··.. , 
1·6·:··(3·:u·i:n·e·a·:··p·j·gs···..· ··..··1 · ··· ···..6···········..····..·············1····..-·..·..···············"5·4 ·· ···············:··1····················..······ ····'7'1'4 r'" ······..··..·····..0·..···········..··· ········1····..··········..7·6·8···············..··1 

17. Hamsters I 57 lor . 637 r 198 r---S35 --I 
18. Rabbits ..T---22-__- -1 ....4 ' C}18 . . f--..- - - - ~--.~ .--------·~T-·--·3~6---··· ..-1 
~~i~~~~uman------- [--51-------r----o-------r-------S61--:-----r--------------70------r--73T--1 
110. Sheep-·------r----o--..--i--o--.. f 0 l-------..-·o-..·--~--r()---I 
fD ~~ig5~-~--·- ...- .. 9 L9 [-=--1~-"-~ 1 .. .._-·.... ,.....---....•1 "--"0---'''--......--·.._·..·--[...._·--19·-··..·[E_=r-F'arm--- ----------------UseAPHISForm7023A --------------------------- I 

~cSt~~~n}n,al~ -	 .... ". I
I	 -----1 
,................ .. _ _ "'	 - - ~~.~.~.~~~.~..~ ~.!..~!.~.~ ..~.~.~~ -- "' "' -......... : 1
 

I 1) Professionally acceptable standards governing the care, treatment, and use of animals, inclUding appropriate use of anesthetic, analgesi·~~.. ~·~d 

I
!.' 

tranquilizing drugs, prior to, during, and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regUlations be specified ! 
and explained by the principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the i 

exceptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of I, 

the exceptions, as well as the species and number of animals affected.
 
4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the
 

ade uac of other as ects of animal care and use.
 

r- CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OF'i="iciAi~ .... ".--...- '''''' 
(Chief Executive Officer or Legally Responsible Institutional official)

! I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

lgnature of C.E.O. or Institutl~nal.Offlcial IN~~e -- ------ ---- --------- --- ---------------- offic~"-'fD;teSig·;;e-cJ:"---·""··! 

-------- --- --------- ----- -------- ---------- :,: 
----- - --------- ------------ ----------- 111/30/2004r~. ~ - ~~ --------- ------- --- ----------- I. _.. __,..J 
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This 'repo~"is"'re'q'uired b'y la~ (7 USC 21'4'3j':"'F'~i1u~~ to report according ta""the See' ·be·iow··fo·r········· Interagency Report Control No .... "'1 

regulations can result in an order to cease and desist and to be subject to penalties additional information. 0180-DOA-AN I 
as provided for in Section 2150. I 

~~~:~ASJ~;~~~TE~~~~~~~NTSg~~~~~~~~~~E 11·~;_~~~~~~:t __-[--63~~-~.p~~~~~~-··-11
 
.._ _. _.......................................•.•.........................•......................................................................................................·····················································1,
f2. Headquarters Research Facility (Name and Address, as registered II 

with USDA, include Zip Code): IIANNUAL REPORT OF RESEARCH FACILITY
 
(TYPE OR PRINT)
 Centers for Disease Control and Prevention II 

1600 Clifton Road NE II 
Mailstop C-17 II 
Atlanta, GA 30333 II 
Telephone (404)639-2462 . . . . II

• ._._____	 _ . . • _.._.. ._.__.__._._....1! 

~EPO~OFAMM~SUSEDBYORUNDE~ONTRO(~F~SE~CHF~~~/~"~ff~~~a~~u~-I 
A.	 _.--- r'I B. Number of animals -- [Uumber of up;n--'D. Number of animals upon E. Number of anImals upon-";;~h t;achlng, .-.......-.- 1=-:--·-···_-···-......-- ..···1
 

beIng bred, which teaching, which experiments, experiments, research, surgery or tests were
 
conditioned, or held research, teaching, research, surgery, conducted Involving accompanying pain or I
 

Animals Covered By The for use In teaching, experiments, or tests or tests were conducted distress to the animals and for which the use of TOTAL No. OF ,IAnimal Welfare Regulations testing, experiments, were conducted Involving accompanying appropriate anesthetic, analgesic, or tranquiliZing ANIMALS III research. or surgery Involving no pain, pain or distress to the drugs would have adversely affected the 
! but not yet used for distress, or use of animals and for which procedures, resUlts, or Interpretation of the (Cols. C + 0 + E) 

such purposes. pain-relieving drugs.	 appropriate anesthetic, teaching, research, experiments, surgery, or I ! 
analgesic, or tranqulllzing tests. (An explanatIon of the procedures I 

:	 drugs were used. producing paIn or distress In these animals and ,	 I the reasons such drugs were not used must beI attached to this report.) "I 

~r=:-~~~=·~F~~;E~··EE=~==~F;=±=~~:h~=1
 
i6~:~:~fi'a ---1- --. ~ -=-F 6 -- +_.. -".__ ~8 J •--6 -~~-ll
 
I~~;;:~~··_···-:--~[·::-~-----:F:::-·---f---··---~-·_~----	 F··~~·---·IF~·:~f~-::-::~F~~:~-:~~·---~:r·~·-~----·_----_·_-

[Cow r--- 0 I 0 I 98 T---... -·-·-------'---0·--.----.----: r·"--·98-··-"--l 

ID~(;k I 0 I 0 .. I 42' -,' "" 0 ~ I 42 

fFerret-·-- r---- 256 r 0 .r----·..··139 r- 22 ·-·--..-·..--.. ,----161·-·..­

1<30at I . .. q . . .Co I 51 I 0 --151--. 
IGopher ·1--0-..-'r-- 0 I 2 r-- 0 --..····r-----"2---·-·­

rHorse ----.........--.... - 1'..........·_ ......---0-·, .. I 2 C-' 317 I 0 ---.----r-- 319 ­

r---------·-----·--·-----ASSURANCE STATE-ME·NTS---·----·..--·-· ·..--..··-·..···..·-·..-· - _-.._ - ..-._ -..- -- . 
• _ __.._._. •••••••••••••••••••••••~••••,	 __ _ ••• _ ••••••_._•••_._••••_ •••••••__••••••••••••••••••••••••• _ _ _ •• _ •••••••••••• _ M•••• _ ••••_ ~ •••••~ _ _ •••••••••_ _ •••••••••••••••••~ •••••••••••••••••_ ~ ••••~ ••_..... • ••••••••••••••••••••• 

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and 
tranquilizing drugs, prior to, dUring, and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painfUl procedures. 

3)	 This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified 
and explained by the principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the 
exceptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of 
the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the prOVision of adequate veterinary care and to oversee the
 
adequacy ofoth.er~sPElc;t~ ()f l3~i~l3~~rean~'::'~El:
-----..._- CERTIFICATION'---'--B-Y-H-E-A-O--Q-U-A-R-T-E-R--S-R-E-S-EARCH FACILiTY OFFICIAL.--...._..·_·..·..·_-..-·_·..__..·__·..·..···..· 

(Chief Executive Officer or legally Responsible Institutional official)
 
I certifythat the above islrue,correct, and complete (7U.S.~. Section 2143)
 r-. 

Signature of C.E.O. or Institutional Official	 lName & Title of C.E.O. or Institutional O'-ffi-'c-j-al----·----....·-.. lOate-S'igneet:
--- ,~... -- ---- I------- --- --------- ----- -------- ---------- 

11/30/2004~.~ ,l~~ IActi~:~~~~~e~~i~:eral 
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This"re~ort"'i5're'qu'ired'by'Taw(i'usc 2143}. Failu~e to report a'ccording to the·······S·ee···below··for "'j'nte'ra'gency Report Control No'" "'!
 
regulations can result in an order to cease and desist and to be subject to penalties additional infonnation. 0180-DOA-AN I
 
as provided for in Section 2150. - ---.._ -_..~.- __ _ - - _. r..- -_ - - -- ':
 
-UNITEDSTATESO-EPARTMENT"OF-AGRlCiJ"LTU'RE"-[1:-Registration No: ,FORM APPROVED !!
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 57-F-0004/ 947 ,OMS NO. 0579-0036 Ii
I. 

r2~""Head'tl'u'art'ers'''Res'ea'rch'''Fac'i'lity'''iName'''a n'd'Address:"'~'s"regjsie'red i i
 
ANNUAL REPORT OF RESEARCH FACILITY 

Centers for Disease Control and Prevention II
 
1600 Clifton Road NE 1\
 

Mailstop C-17 II
 
Atlanta, GA 30333 !I
 

with USDA, include lip Code): iI
 
(TYPE OR PRINT) 

Telephone (404)639-2462	 ! i
 
! .. .... .. ================ ..__...._..._._..._......_._J i
 
[REPORT OF ANIMALS USED BY ORUNDER CONTROL OF RESEARCH FACILrTV "(Attach additional sheets if nece;·sa;y..o;·us~ ..ihi;·..f~;;;:r ..-~·.. I
 
-,;;:-.-.....------..---fB. Number of anl;;;;i;- rc:-Numb~of up;':'''-- fli Nu~b~~-~fi;;(.:;:;~I~pon .... E. Numbe;;;; anl~;is up;;~ wh~h·t;.;;hlng:·..-·.._· .... ·....·F·:......_·-·_..........·......_....-I
 

I being bred, I which teaching, which experiments, experiments, research, surgery or tests were I
 
conditioned, or held I research, teaching, research, surgery, conducted Involving accompanying pain or I
II
 

Animals Covered By The for use In teaching, I experiments, or tests or tests were conducted distress to the animals and for which the use of TOTAL No. OF !
 

Animal Welfare Regulations I testing, experIments, were conducted Involving accompanying appropriate anesthetic, analgesic, or ANIMALS !
 
research, or surgery Involving no pain, pain or distress to the tranquilizing drugs would have adversely I
 

I but not yet used for I distress, or use of animals and for which affected the procedures, results, or Interpretation (Cols. C + 0 + E)
 
i such purposes. pain-relieving drugs. appropriate anesthetic, of the teaching, research, experiments, surgery, I

I analgesic, or tranqUilizing or tests. (An explanation of the procedures ,
 , i I drugs were used. producing pain or distress In these animals and I
 

I,	 I .. .. . . .' ... .. ~~a';,~S;~:t~~:':e:::'j were not used must be I
 
[.JerbOa-"~··-~·-"~"'--r-"-' -'·O--·~~I--0-----I'"---·_--3-··--_	 ..--·1..····_·'I"-.--_·_-O..-_·-·-~· ..··..····_··...·!-··_..·_·:3-·-...·

~~::~O~::se -~---%--.-+-1~1 -~ ::-=F----~--=~t~--=I
 
fDeerMouse . 10 "I' 2354 r .3710 ... r--.. .. 0 . ... "r-ao~'1 
roorMouse...---.~ [-_·_..0·...-·_·_··/··".._--......0---·--··-·- r-....··_·-·_·__...·22 --.--r----..--.---0-..---·--...----r..·........·-22-·...·-.....·-·,j 

E~:~;p~r------ r--0-------:/-------2T -----36------- --------- -6---- ------ 59--1 

lPinon Mouse 'I 0 I 451 I 1128 I 0 --r 1579 I
 
r~~~ns~POcket I 0 r--.-{1-L 9 I 0	 r-w - I 
rPyg;ny~Mouse- -- r-- ~(c~---~ [~="D""~-I-- __="""20~ ~__-[-------------0---------1--- 20----1 
IRock Mouse 'I 0 I 0 I 1! 0 -1"----1---"--1 

ISilky'pocket r 0 1'55 r 0 I 0 1"-""'- 155-"--1'
 
IMouse I .
 
r---.~-~-...--...-.--~ ..--.~-..	 . ASSURANCE STATEMENTS ..' .....--.~= ..~~=~- ...-.-..--...-..-.:j 

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and I
 
tranquilizing drugs, prior to, during, and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. I
 

3}	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regUlations be specified i
!
 

and explained by the principal investigator and approved by the Institutional Animal Care and Use Committee {IACUC}. A summary of all the I
 
exceptIons is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of I
 
the exceptions, as well as the species and number of animals affected. I
 

2} Each principal investigator has considered alternatives to painfUl procedures. !
 

4} The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the . 
adequacy of other aspects of animal care and use. 

r--·-..--·..---··..·---·-------·..----- ---..---------..---------.-.-----.- --.-.--"- -- -" - " ~.."-,............... ..." __ ,,-_ . 
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
 

(Chief Executive Officer or Legally Responsible Institutional official)


I I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) !
 

~:~mu~=3f;f;!~~i~f~iJ::~~n~~.~c~ ~~~:::~:~1
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lThi~"~ep~'~"i~"'~e'q~i~ed"'by"i'~~"('-'USC"2'14'3):"'F'~i'iu'~e"to"'~e'port'a'cco~~ii'n'g"to"the'".................. See below for Interagency Report Control No \
 

regulations can result in an order to cease and desist and to be subject to penalties additional information. 0180-DOA-AN 

a:~5:l::~"i~i~~~~~~~~~NTs~~~~~~~~~~~EEF~;-W~~~~~~~r. -[~~.p~~%~;-'-] I 
..: _ __ ········································,1
f2. Headquarters Research Facility (Name and Address, as registered II 

with USDA, include Zip Code): IIANNUAL REPORT OF RESEARCH FACILITY 
Centers for Disease Control and Prevention II(TYPE OR PRINT) 
1600 Clifton Road NE 1\ 

Mailstop C-17 II 
Atlanta, GA 30333 II 
Telephone (404)639-2462 II 

1__..;......_ - '-' _- - __ _ •• -::.:.=:::....__..:===:::__..==..._::.1 
JREPORT"OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) I 
A. -------------. rB.'Numb-;"Of;';i~-[C:'Ni:;~fupon ---r'Numberof anlm;ls up;~- E. Number of animals LiPon ;hi~ tea~hi~g,_-·--· ..- ..· F. ------ ­ ... ---I 

I being bred. I which teaching, which experiments, experiments, research, surgery or tests were , 
i conditioned, or held research, teaching, research, surgery, conducted Involving accompanying pain or I' 

Animals Covered By The II for use In teaching, experiments, or tests or tests were conducted distress to the animals and for which the use of TOTAL No. OF 
Animal Welfare Regulations	 testing, experiments, were conducted Involving accompanying appropriate anesthetic, analgesic, or ANIMALS 

research, or surgery I Involving no pain, pain or distress to the tranquilizing drugs would have adversely I 
but not yet used for distress, or use of anImals and for which affected the procedures, reSUlts, or Interpretation (Cols. C + 0 + E) I

I such purposes. I pain-relieving drugs. appropriate anesthetic, of the teaching, research, experiments, surgery, 'I' 

I I analgesIc, or tranquilizing or tests. (An explanation of the procedures .I! i drugs were used. producing pain or distress In these animals and ! 
i the reasons such drugs were not used must be

I. I I	 attached to this report) 
rspineY·Mo~s~e-·-·-·-~,--------0 r------o-··-·-~ 1----.------.5..-.:---.--.-.--r-·--··---···..··-·-·-·o..-· ..·-----..··..-..·-·-·-..·-···..·...-.--... 1"'-......·..-·..5-···..-..-··-·-..· 

':X~~~:n Harvest I.... ..[ 13 I	 1.. . o. .-rsa-I0 ..	 .45 

1':X~~~:n Jumpglng 1-.-.-0--.. ~[ 1 r-.. -.-.--o-.-T---~~-o----r-1--"1 
~:t:~iooied-"-I--' -- 6- --- - T-912----"r '---'iS34----T-- -- -.. - ---'0' .. -" '.. --1 2446 .... , 

~~:ng Pocket I '0 r 1 1 0 -~r	 0 -~---1--1-11 

IOpossum i 0 r- 0 I 6 r 0 ..T~-"~6~--' 
~;~COtt0ntaH-~-[---~-o---..--'[-----5_..__-- r----~~o-- ..-----'[--------0----------1---"5---1 
fRacc;o(m lor- 7 I 21 I 9 --r--..37-·...._·:·/ 
lSlack Rat	 0 I 0 .1 .3 I . 0 I 3 I ron Rat	 0 [" .. :sSUR1NCE ST:TEMENTr--.. ··-··'-~~I 

1)	 Professionally acceptable standards governing the care, treatment, and use of animals, inclUding appropriate use of anesthetic, analgesic, and I 
tranquiliZing drugs, prior to, during, and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified 
and explained by the principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the 
exceptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of 
the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the 
adequacy of other aspects of animal care and use. ._...._ ...__._ ......__.__. 1 r-
 CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL !
 

(Chief Executive Officer or Legally Responsible Institutional official) I
 
.. .... .... I certify that theabo~eistrue,correct, and complete (7 U.S.C. Section 2143) ,
 

ISI9~AR:ro~~--~~t~~~~~~&~:~~:HI-Offlcial ,--_--.--~"~[:::~I
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Tuesday, November 30, 2004 

Centers for Disease Control and Prevention 
Atlanta, Georgia 

Registration Number: 57-F-0004 

Facility Locations (Sites) 

1.	 NIOSH, Morgantown, WV 26505 

2.	 DVBD, Foothills Campus, Ft. Collins, CO 80522 

3.	 Clifton Road Research Animal Section
 
1600 Clifton Rd NE, Bldg 6 & 15, Atlanta, GA 30333
 

4.	 Chamblee Research Animal Section
 
4770 Buford Highway, Bldg 15, Chamblee, GA 30341
 

5.	 Lawrenceville Research Animal Section
 
602 Webb Gin House Rd., Lawrenceville, GA 30045
 

CDC Atlanta, Georgia 

Registration Number: 57-F-0004 

Facility Locations - Page 1 of 1 
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Tuesday, November 30, 2004 

Centers for Disease Control and Prevention 
Atlanta, Georgia 

Registration Number: 57-F-0004 

Column E Explanations for USDA, APHIS form 7023: 

HAMSTER 

--------------------- - 138 hamsters, Pain Class III 
Agent: Rabies virus 
Objective: The Syrian hamster is a recognized animal model useful in the study of rabies 
post-exposure. Thus, several parameters of Mabs, including efficacy against relevant 
street strains, with or without vaccine, varying doses, and Mab combinations with 
different specificities, will be investigated in this animal model. 
Explanation of Class III Pain: It is assumed that nearly all the control animals and some 
of the treated experimental group animals will succumb to rabies. At the first definite 
sign of rabies, the animals will be euthanized. 

--------------------- - 60 hamsters 
Agent: Hemorrhagic fever viruses. 
Objective: Assess whether the hemorrhagic fever arenaviruses cause disease that is 
clinically and pathologically similar to human arenanviral hemorrhagic fevers. Assess 
the phenotypic significance of the genetic differences among hemorrhagic fever virus 
species. 
Explanation of Class III Pain: The proposed work is a pilot study. It is expected that 
some of the viral strains will be highly virulent and others will be apathogenic. It is also 
expected that severe clinical disease in the experimental animals will be peracute. All 
animals will be monitored closely by experienced personnel. Animals that develop 
severe illness or that become moribund will be euthanized immediate in order to 
minimize their suffering. 

CDC Atlanta, Georgia 

Registration Number: 57-F-0004 

Explanations - Page 1 of 4 



RABBIT 

------------------------- - 6 rabbits 
-------- --------------- - usarium, Rhizopus, Mucor spp, opportunistic molds 
Objective: Blood, urine, and bronchoalveolar lavage fluid from rabbits infected with 
species of Aspergillus, Fusaruim, Rhizopus, Mucor, or other opportunistic molds will be 
used as a source of antigens for the development of tests to diagnose opportunistic 
filamentous fungal diseases in humans. These fluids, as well as tissue specimens obtained 
at necropsy, will also be used as targets for the development of DNA probes to diagnose 
disease. Rabbits will also be used to produce polyclonal antiserum against components 
from killed fungal cells to be used in diagnostic tests 
Explanation of Class III Pain: Infection may cause pulmonary abscesses and abscesses 
in the liver and spleen. The infection period is short (less than one week) and animals are 
euthanized before infection is allowed to result in clinical signs other than fever, moist 
nose, and decreased activity. It is not feasible to administer analgesics since this could 
interfere with the necessary disease process and lessen production of test antigens by 
animals. Water and food will be administered ad libidum to reduce stress and anesthetics 
will be used prior to any inoculations or recovery ofblood from the central ear artery. 

---------------------  - 28 rabbits, Pain Class III 
Agent: Bacillus anthracis 
Objective: Determine efficacy of Anthrax Immune Globulin (AIG) to prevent the 
development of disease from inhalational anthrax in rabbits. The objective is to test AIG 
as a future adjunct to therapy for persons ill from inhalational anthrax. 
Explanation of Class III Pain: It is assumed that 83 percent of the AIG treated animals 
will survive and suffer no pain. It is also assumed that all of the non-treated (control) 
animals will suffer unalleviated pain or distress. Since respiratory failure may be one of 
the potential causes of death in aerosolized anthrax, analgesics and tranquilizers will not 
be used to alleviate distress as they also act as respiratory depressants that could 
potentiate the lethal effects of B. anthracis. All animal observed to be in a state of 
morbidity will be anesthetized and euthanized. 

NON-HUMAN PRIMATE 

I I74ASHMONX-A2 - 38 rhesus macaque 
Agent: Bacillus anthracis 
Objective: Conduct a vaccine dosage range study to evaluate the immunological 
response curves elicited by different concentrations ofAnthrax Vaccine, Adsorbed 
(AVA) in rhesus monkeys. Evaluate various immunological parameters prior to and 
subsequent to vaccination and challenge that may re.trospectively be correlated to 
appropriate surrogate markers of protection. Overall objective is to produce data to FDA 
to modify current vaccination regimen and route of injection to reduce number of 
vaccinations and reactions. 

CDC Atlanta, Georgia 

Registration Number: 57-F-0004 

Explanations - Page 2 of 4 



Explanation of Class III Pain: Since respiratory failure may be one of the potential 
causes of death in aerosolized anthrax, analgesics and tranquilizers will not be used to 
alleviate distress as they also act as respiratory depressants that could potentiate the lethal 
effects of B. anthracis. All animal observed to be in a state of morbidity will be 
anesthetized and euthanized. 

------------------------- l-32 rhesus macaque 
Agent: Bacillus anthracis 
Objective: Use vaccination of rhesus monkeys with subsequent aerosol anthrax spore 
challenge to detennine the relationship between immune response to Anthrax Vaccine, 
Adsorbed (AVA) and outcome after challenge. AVA is currently the only vaccine 
licensed in the USA for protection against human anthrax. This study will be used to 
detennine the probability of protection from anthrax challenge for human AVA vaccines. 
Explanation of Class III Pain: It is assumed that 24 percent of the animals suffer pain or 
distress. Since respiratory failure may be one of the potential causes of death in 
aerosolized anthrax, analgesics and tranquilizers will not be used to alleviate distress as 
they also act as respiratory depressants that could potentiate the lethal effects of B. 
anthracis. All animal observed to be in a state of morbidity will be anesthetized and 
euthanized. 

BAT 

------------------------- - 9 bats 
Agent: Rabies virus 
Objective: The objective of the initial study is to evaluate the effectiveness of an 
experimental rabies post-exposure protocol previously applied to the colony of captive 
bats (E. fuscus) in providing immunity against a known lethal rabies virus challenge. 
Explanation of Class III Pain: It is assumed that all the control bats and possibly a few 
of the vaccinates will succumb to rabies; to minimize suffering, the animals will be 
sedated and euthanized at the time that compatible rabies signs are observed. 

FERRET 

------------------------  - 22 ferrets
 
--------- ---------- ---- an, Swine influenza viruses
 
Objective: To further study the differences between human, avian and swine viruses,
 
especially on the spread of virus to multiple systemic organs including the brain.
 
Evaluate virulence ofnewly isolated viruses that have the potential to infect mammals.
 
All work is at BSL 3 containment level.
 
Explanation of Class III Pain: I 

CDC Atlanta, Georgia 

Registration NUlTlber: 57-F-0004 
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MONGOOSE 

------------------------- - 12 mongoose 
Agent: Rabies virus 
Objective: Our objectives are to determine the basic safety, immunogenicity, potency, 
and efficacy of commercial and experimental rabies vaccines per os or in vaccine-laden 
baits. 
Explanation of Class III Pain: It is assumed that nearly all the control animals and some 
of the treated experimental group animals will succumb to rabies. Animals will be 
euthanized at the first definite sign of rabies. 

RACCOON 

------------------------- - 9 raccoons 
Agent: Rabies virus 
Objective: The objective of the initial study is to evaluate the effectiveness of an 
experimental oral vaccine in providing immunity to a known lethal rabies street virus of 
raccoon origin. 
Explanation of Class III Pain: It is assumed that nqarly all the control animals and some 
of the treated experimental group animals will succumb to rabies. At the first definite 
sign of rabies, the animals will be euthanized. 

CDC Atlanta, Georgia 

Registration Number: 57-F-0004 
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Tuesday, November 30, 2004 

Centers for Disease Control and Prevention 
Atlanta, Georgia 

Registration Number: 57-F-0004 

Exceptions to Regulations and Standards: 

During the reporting period, the following vatiance to the Animal Welfare Act was 
granted by the CDC - Atlanta Institutional Animal Care and Use Committee: 

1.	 Regarding cage size for a Chimpanzee - An issue brought forth for IACUC 
consideration is that there are several chimpanzees that are larger than 50 
kilograms and need a larger volume of space than the current enclosures allow 
(not in compliance with the AWA requirements of 25.1 sq ft. for apes over 25 kg). 
The Animal Resources Branch is implementing a policy that 50 kilograms is the 
largest a chimpanzee can be before they are transferred to another facility. Dr. 
Gale Galland is requesting a varianceifor one year for two chimpanzees at 48kg 
and 55kg as they are getting ready to pe put on a study. One is currently under 
the limit, but will be past the threshold during the course of the study. The 
committee voted as a quorum (6 in faVor, 0 opposed, 1 abstain) to approved the 
variance at the March 10, 2004 IACUC meeting. The animals will be relocated 
after one year. 
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ammals being anllnals upon h ch' expe . Is experlmenls. r searll:h. surgery Or tests were 

Animals Covered bred. which leaching, ~ I h] mnen h' conducled inv IVlngl accompanying pain or distress 
By The Animal conditioned. or research. eac ~ng. r~se~rc • 10 Ihe animals~nd Ibr which Ihe use 01 appropriate 

Welfare Regulalions held leir use In experlmenls. or ~~~~j:;e~ il~:O~V::e anesthellc. an ,geslf' or IranquihzlOg drugs woukl 
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TOTAL NO. 
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(Coil. C + 
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I I 

6~ 
.. 

6 Guinea Pias 0 0 607 II 669 

7 Hamsters 14 0 b13 I lSa 701I 
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, 
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I 
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,k. I 
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I 

Chimpanzees 0 0 24 
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ASsURANCE STATEMENTS 
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November 28, 2000 

Centers for Disease Control and Prevention 
Atlanta, Georgia - Registration Number 57-F-0004 

Column E explanations for USDA, APHIS form 7023: 

The research protocols on 10 of the nonhuman primates (#909), 16 dogs 
(#896), 16 ferrets (#1010), 4 skunks (#968), 12 raccoons (#970), and 
188 hamsters (#912) reported in column E were all part of ongoing' 
rabies studies. Anesthetics and/or analgesics were used for routine 
veterinary procedures as needed. The animals were challenged with a 
live rabies virus to determine the efficacy of the vaccine or the 
virulence of the virus. Those which developed clinical signs of 
rabies were euthanized to prevent progression of disease past the 
point of confirmed diagnosis. Most animals were actually in pain 
category D, but because a few animals died acutely from the disease 
they were placed in category E. 

Eight nonhuman primates (#974, #1112) were utilized in Ebola 
pathogenesis and DNA vaccine 'efficacy studies. Forty-six guinea pigs 
(#1064,#1114) were utilized to study the pathogenesis of Lyssavirus 
and Nipah virus. Eight nonhuman primates (#1129) were used in 
variola virus research to study pathogenicity and assess drug and 
vaccine efficacy. Due to the nature of these agents and disease. 
progression, these animals were placed in category E. As disease 
progressed and animals became moribund, they are euthanized. 
Additionally, six rabbits (#1109) were used in variola virus research 
for which antibodies were developed using Freund's adjuvant. 

Eighteen nonhuman primates (#1056, #1059) were used in malaria 
studies for which the immunogenicity and efficacy of potential 
vaccines were tested using Freund's 'adjuvant. 

Six rabbits (#1091) were used in fungal studies to produce antigens 
for PCR/ELISA-based diagnostic tests. Due to the short infection 
period (one week or less), animals demonstrating clinical signs were 
euthanized to prevent disease progression. One rabbit (#1089) was 
used in schistomsomiasis research for which anti-idiotypic antibodies 
were developed using Freund's adjuvant. 

Sixteen guinea pigs (#1126) were utilized to study the pathogenesis 
of Mycobacterium ulcerans. Though these animals were treated with 
appropriate analgesics as needed, they were placed in category E due 
the nature of the agent and disease progression. 



Page 2 - Column E explanations (cont'd) 

During the reporting period, one variance was granted by the Atlanta 
Animal Care and Use Committee regarding cage size. Female rabbits 
weighing about 2 kilograms were ordered for a variola antibody 
production study which was performed in the Biosafety Level (BSL) IV 
facility. The study was to last approximately 2 months and the 
concern of the investigator was that the animals could potentially 
reach the 4 kilogram weight limit for the 3.0 cage size in the BSL 
IV. The variance was granted to allow the animals to remain in these 
cages until the expected end of the study even if they exceeded the 
weight limit. 
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I 

I	 I 

I REPORT OF ANIMALS USeD BY DR UNDER CONTROL OF RESEARCH FACILITY I Attach additional sheets If neces.arv or use APHIS Form 7023A 1I 

A B. Number of C. Number of D. Number of animalj E. NUn'Oer of animals upon which leaching. F. 
animals being animals upon upon which experiments. '~earch. surgery or lests were 
bred. which leaching, experiments. leac (g. conducted inv 'ling accompanying pain or distress TOTAL NUMBERAnimals Covered conditioned. or research. research. surgery. or to Ihe animals~nd for which thlt use at appropriallt

By The Animal held for USIt in : experiments, or tests were conducled anesthetic. an IgesiC. or tranqUilizing drugs would 
OF ANIMALS 

Welfare Regulation, leaching. tesls were involving J have adverseli~ affected \tie procedures, results. or 
testing. conducted accompanying pai or inlerpretati~lf the teaching. research. experimenlS. (COLUMNS 
experiments. involving no dislress 10 lhe anltls surgety, or tis. (An explanalion of the procedures C+D+E) 
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. relieving drugs. 

4. Dogs 0 0 4 
I 

I 0 4 
i 

5. Cats 0 0 0 
I 

0 0 

6. Guinea Pigs 
0 42 886 28 956 

7. Hamsters 41 0 361 I 156 517 

8. Rabbits 
I 

i 
28 86 246 0 332 

9. Non-human Primate 104 60 995 63 1118 
10. Sheep 

0 0 0 I 0 0 
11. Pigs I 

0 0 16 I I 0 16 
12. Other Farm Animals 

I 

I 

I 

13. Other Animals 
I I 

I 

,at 43 14 3 I 0 17i 

0 0 5 
I 

I 0 5:ow I , 

'erret 65 0 203 I 12 215 
I ASSURANCE STATEMENTS 

I I ...1)	 ProfeulOnally acceptabla slandards governIng the cara. treatment, and use at animals, Including IpptORriata use of anestslic. 81\algeslej and lranqulfrzmg drugs. prior to. dunng. end follOWing 
actual researcl'1, teeching. tesling. surgery. or experlmentalion were followed by this re.earch facility. I, I 

2)	 Each principal investigator has considered altemalives to painful procedures. I1 

3)	 Thi. facility is adhering to the standard. and regulations uncler !he Act. and it has reqUired that excepliorts to the standard. and regUlatits be specified and explained by the principal 
investigalor and approved by the Instilutional Animal Care and Usa Committee (IACUC~ A summary of ~1/ such exceptIons', att41the to this annual report. In eddilion 10 identifying Ihe 
IACUC-approved 8Jlceptions. this summary includes a brief explenation of the exceptions. SI well as lhe Ispecie. and number at animals Heded. 

4J	 The altenellng veterinarian for \tIis research facility has appropriale authority to ensure 111. provi.iOn of .bequate veterinary car. and to olarae.the adequacy of other aspect. of animal care and 

CERTIFICATION BY HEADQUARTERS R~SEARCHFACILITY OFFI IAL 
( Chief Executive Officer or Legally Respqnsible Institutional Official)	 

DATE SIGNED 

I 
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Animols Covered bred, which leachinO. 'e;)ch'"9. rese"/c;h. 
cone uCled involYlng accompanying pam or dislress 
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Fields StudY (Wild 0 0 163 0 163 
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Gerbil 16 0 9 0 9 

Goat I 0 1 3 0 4 

Horse 0 0 2 0 2 

Mongoose 33 0 11 0 11 

Deer Mouse 0 0 543 0 543 

Grasshopper Mouse 0 0 4 0 4 

..... HSD NIHS Mouse 0 0 1474 0 1474 

Pine Mouse 0 0 40 0 40 

- CFW Mouse 0 0 203 0 203 

Various Mice 0 600 1200 0 1800 

Prairie Dog 0 0 18 0 18 

Blacktail Rabbit 0 0 1 0 1 

Raccoon 0 0 8 16 24 

Cotton Rat 0 0 56 0 56 

Mexican Woodrat 0 0 52 0 52 

Skunk 0 0 5 0 5,-
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Column E Explanations for USDA. APHIS form 7023: 
·1 i 
, I 

- -------- ---------  - 8 ferrets, Pain Class ill-I 
Agent: Avian H9N2 viruses and pathoge~iclH5Nl virus 
Objective: Establish a model system to bp Jsed to evaluate potential vaccine strategies 
for pandemic influenza. 1 : , 

Explanation of Class III Pain: Infectionlo~fe1Tetswith highly pathogenic H5Nl viruses 
may cause severe morbidity, including nehrdlogical symptoms and occasionally, death. 
Animals are monitored daily and will be ~ut~anized should neurological symptoms be 

;.. 
observed.. !I 

-------------------- - 4 ferrets, Pain Class ml-! 
Agent: Human wild-type H3N2 virus andlH~Nl virus 

• Objective: Develop ferret model to study Ilth+ molecular basis of influenza virus 
transmission at BSL 3+ containment. I I 

Explanation of Class III Pain: Infection ofiferrets with highly pathogenic H5NI viroses 
may cause severe morbidity, including neJro~ogical symptoms and occasionally, death. 
Animals are monitored daily and will be ehtllanized should neurological symptoms be 
observed. I 

------ -------------- - 28 guinea pigs, Pain Cl~s~ ill-
--------  ---------- -iloviruses (4 species of Eb01a virus and 1 strain of Marburg virus) 
Objective: To assess the protection inducJd in guinea pigs to the structural glycoprotein 
ofEbola virus (Zaire speci~s), which contJin~ insertions of various combination of 
filovirus mucin-like regions. Identify potedti411y important immunogens that will lead to 
a protective vaccine effective against all fdrnts of filovirus disease. 
Explanation of Class III Pain: Unprotec~bdlanimals(control) will likely die ofa severe 
filovirus infection, but protected animals s~o¥ld show little or no disease. Since this is a 
vaccine study, animals cannot be given clr'qgsi.to relieve pain or distress without 
compromising results. 

t
I I

I 

. I I 

--------------------- -156 hamsters, Pain Cla~s im_ 
Agent: Rabies virus 
Objective': Investigate several post-exposu e .,arameters ofMabs (Monoclonal 
antibodies), including efficacy against rele I arlt street strains, with or without vaccine 
varying doses, and Mab combinations with different specificities. I 

Explanation of Class III Pain: It is assumed I that nearly all the control animals and some 
of the treated experimental group animals tid succumb to rabies. Animals will be 
euthanized at the first definite sign ofrabie$. I 

I \ 
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I 1 

I i 
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I 

I 

- ------------------- - 24 Non-human plates. Pain Class ill ­
Agent: Plasmodiumfalciparum FVO abd Malayan Camp strains 
Objective: Immunization trial (using ti.-o forms ofrMS-lp42 and three adjuvants) testing 
for 1) efficacy and immunogenicity, 2) induction of protective immunity, 3) parallel 
vaccinations, and 4) comparability of dhta between immunization trials in Aotus 
nancymai and clinical trial immunizati n in humans using the same adjuvants, schedules, 
and clinical grade cGMP antigens. 
Explanation of Class III Pain: Use 0 Complete Freund's Adjuvant 

--------------------- - 6 Non-human prim tes, Pain Class ill -
Agent: Plasmodiumfalciparum Vietn Oak Knoll, Uganda pal Alto & Indochine I 
strains I 

Objective: Validate S. B. bo/iviensis as an immunizations trial model equal to A. 
nancymai. Evaluate the immunogenici and efficacy of milk derived rMSP-I p42 in 
comparison to the known efficacy of th' s rMSP-lp42 in Aotus nancymai when 
adjuvanted with RCA in protecting agal st high density parasitemia from the FVO strain 
of P. falicparum. 1_ 
Explanation of Class III Pain: Use offreund's Adjuvant 

--------------------- - 32 Non-human pri ates, Pain Class ill ­

--------  -------- --- rus
 
Objective: Evaluate the Immunogenici ,safety, and efficacy ofdifferent rabies 
vaccines, and purified, heat-treated ERI ,and varius Mabs (murine, chimeric, human, 
and recombinant) in conjunction with r hies vaccine, as a potential replacement for 
HRIG, in squirrel monkeys during vacci ation against several variants of lethal street 
rabies virus. 
Explanation of Class III Pa.in: It is ass ed that nearly all the control animals and 
possibly a few of the vaccinates will succumb to rabies. Animals will be euthanized when 

. two compatible signs ofrabies are obsered. 

--------------------- - 1 Non-human primaie, Pain Class ill-
------ -- ----------- aris procyonis I 

Objective: To generate large quantities bfdiagnostic assay reagents (sera and infected 
tissues) to study the pathological effects of infection, and describe the pattern of disease. 
Explanation of Class TIl Pain: Baylis caris procyonis cause visceral larva migrans and 
cerebrospinal parasitosis in infected h ans, The severity and progression ofeNS 
disease depends on the number ofB. p~ cyonis larvae entering the brain. An estimated 5­
7% of larvae will invade the brain. In hans, recognized B. procyon is infection has 
typically caused fatal disease or severe sbquellae. Signs ofCNS disease may appear as 
early as 2-4 weeks post infection. TypicJI signs in human infections include sudden 
lethargy, loss 'Of muscle coordinationt de reased head control, torticollis, ataxia, and 
nystagmus, progressing to stupor, extens r rigidity or hypotoniat coma and death. 

-------- -----------  - 16 Raccoons, Pain CI s ill ­
Agent: Rabies virus 

CDC Atlanta, Georgia 

Registration Number: 57-F-0004 

Page 2 of3 



Objective: To evaluate the effectiveness of SAF2 in a bait, as well as the comparative 
efficacy of various experimental oral vaccines in raccoons in providing protection against 
a challenge with lethal street rabies virus ofraccoon origin. 

.	 Explanation of Class III Pain: It is assumed that nearly all the control animals and 
possibly a few ofthe vaccinates will succumb to rabies. To minimize suffering, the 
animals will be euthanized at the time that definite rabies signs are observed. 

CDC Atlanta, Georgia 

Registration Number: 57-F-0004 
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, This report i:. required by law (7 USC 2143). Failure to report according to the regUlatiJs can See reverse side for Interagency Report Control No 

result In an order to cease and desist and to be subject to penalties as provided for in ~~ction 2150 additional information o180-DOA-AN
"':----­

UNITED STATES DEPARTMENT OF AGRICULTURE J 1. REGISTRATION NO. ,CUSTOMER NO. I
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE	 57-F-D004 947 FORM APPROVED 

OMS NO. 0579-6036
 

CTR. FOR DISEASE CNTL. & PREVo 
1600 CLIFTON ROAD, NE MSG-28
 
ATLANTA, GA 30333
 
(404) 639-1320
 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual esearch, testing, teaching, or experimentation, or held for these purposes. Attach additional 
1 sheets if necessary.)
 

FACILIIrv LOCATIONS(sites)
 
T 

..- .- _: '." N1U::;.H, Morgantown, WV 26505 J Chamblee Research Animal Section
 
DVBD, Foothills Campus, Ft. Collins, CO 10522 4770 Buford Hwy, Bg. 15, Chamblee, GA 3034 1
 

I
Clifton Road Research Animal Section Lawrenceville Research Animal Section 
I


1600 Clifton Rd NE, Bg 6/15, Atlanta,GA 3q333 602 Webb Gin House Rd, Lawrenceville, GA 30
 
REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attaph additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Numberof C. Numberof F.D. Number of animals upon E. Number of animals upon which teaching, 
animals being animals upon experiments, research, surgery or tests were rehich experiments, 

Animals Covered bred, TOTAL NO.which teaching, conducted involving accompanying pain or distress eaching, research, 
conditioned, orBy The Animal OF ANIMALS 

Welfare Regulations 
research, to the animals and for which the use of appropriate ~Urgery, or tests were 

held for use in experiments, or anesthetic,analgesic, or tranquilizing drugs would onducted involving 
teaching, testing, (Cols, C + tests were have adversely affected the procedures, results, or ~ccOmpanYing pain or 
experiments, 0+ E)conducted interpretation of the teaching, research, istress to the animals 
research, or involving no experiments. surgery, or tests. (An explanation of~nd for which appropriate 
surgery but not pain, distress, or the procedures producing pain or distress in these anesthetic, analgesic, or 
yet used for such use of pain- animals and the reasons such drugs were nat usedlranquilizing drugs were 
purposes. relieving drugs. must be attached to this report) I~sed. 

0 28
4.	 Dogs 0 0 28

I
 

0 0 0 0 05.	 Cats 
I
 
I
 

6.	 Guinea Pigs 0 0 I 758
 15
 773
 

13
 0 165
 0 165
7.	 Hamsters 
I
 

8.	 Rabbits 46
9
 ! 178
 47
 271
 

9.	 Non-Human Primates I
4
37
 704
 55
 763
 

0 0 0 010. Sheep 0 

0 0 0 0 011. Pigs 

12. Other Farm Animals 

COWS 0 0 0 4
! 4
 
I
 

13. Other Animals 

2
~aboons 0 0 0 0 

thimpanzees 00 21
 0 21
 

Ferrets 66
 82
 221
 42
 345
 
I
 

ASSURANCE STATEMENTS
 
...

.1)	 Professionally acceptable standards governing the care, treatment, and use of anImals, including appropriate use of anesthetic, analgesic, and tranqUlllzmg drugs, pnor to, dunng, 
and following actual research, teaching, testing, surgery, or experimentation were fOljlOWed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. I
 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal eare and Use Commiliee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensuJe the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQtRTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or egally Responsible Institutional official) 

I certify that the above is true, rrect, and complete (7 U.S.C. Section 2143) 

----------------------- --------- --------- -- -------- ----- --------- ----- ----------------------- -------------- -------- --  Print) 
- ------- --- --------- ----- -------- ---------- 

~, -------- ----- ------------ ----------- 
------------- ----------- ---- ----------- 

1/ Zt] u) 

PART 1 - HEADQUARTERS 

------- 
--- 
-- 



This report i;, required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180·DOA·AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 57-F-Q004 947 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
CONTINUATION SHEET FOR ANNUAL REPORT include Zip Code) 

CTR. FOR DISEASE CNTL. & PREVoOF RESEARCH FACILITY 
1600 CLIFTON ROAD, NE 

(TYPE OR PRINT) ATLANTA, GA 30333 
(404) 639-1320 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 

A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching, 
animals being animals upon which experiments. experiments. research. surgery or tests were 

Animals Covered bred, which teaching. teaching. research, conducted involving accompanying pain or distress 
Sy The Animal conditioned, or research. surgery, or tests were to the animals and for which the use of appropriate 

Welfare Regulations held for use in experiments, or conducted involving anesthetic.analgesic. or tranquilizing drugs would 
teaching, testing. tests were accompanying pain or have adversely affected the procedures, results, or 
experiments. conducted distress to the animals interpretation of the teaching, research. 
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic. or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

Gerbils 15 0 5 0 

Goats 0 0 2 0 

Horse 0 2 0 0 

Mongoose 0 1 11 4 

Mouse,White Foot ed 0 24 132 0 

Mouse, Meadow 0 0 20 0 

Mouse, pine 7 0 28 10 

Raccoon 0 12 8 0 

Rat, Cotton 14 24 64 8 

Skunk 12 0 0 0 

ASSURANCE STATEMENTS 
... 

I FORM APPROVED 
OMS NO. 0579-0036 

MSG-28 

F. 

TOTAL NO. 
OF ANIMALS 

(CoIs. C + 
D+E) 

5 

2 

2 

16 

156 

20 

38 

20 

96 

0 

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropnate use of anesthetiC, analgesic, and tranqUIlIZing drugs, pnor to. durrng, 
and following actual research. teaching, testing, surgery, or experimentation were followed by this research ~acility. 

2)	 Each principal investigator has considered alternatives to painful procedures. : 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions t6 the standards and regUlations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summ ry of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the ex plions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adeq ate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESE RCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsi Ie Institutional official) 

I certify that the above is true, correct, and complet (7 U.S.C. Section 2143) 

------------------ -------------- --------- -- --------- ----- --------- ----- ----------------------- -------------- -------  or Print)
------- --- -------- --- ------- --------- 
----------- --------- ---------- 
------------ -------- - ---- ---------- 

DATiSIGN 0 

JI(11 If; , 
PART1-HEADQUARTERS 



November 20, 2001 

Centers for Disease Control and Prevention 
Atlanta, Georgia - Registration number 57-F-0004 

Column E explanations for USDA, APHIS form 7023: 

The research protocols on two of the ferrets (#1010) and four of the mongoose (#1140) reported 
in column E were all part of ongoing rabies studies. Anesthetics and/or analgesics were used for 
routine veterinary procedures as needed. The animals were challenged with a live rabies virus to 
determine the efficacy of the vaccine, the virulence of th~ virus, or the pathophysiology of the 
disease in that species. Those which developed clinical signs of rabies were euthanized to prevent 
progression of disease past the point of confirmed diagnosis. Most animals were actually in pain 
category D, but because a few animals died acutely from the disease they were placed in category 
E. 

The 40 ferrets reported on protocol #1077 were used in studies involving H5Nl influenza viruses. 
Infection of humans with H5Nl viruses resulted in a 33% mortality rate. If the ferret is to be a 
useful model for infection with these viruses, it is important to determine if it reacts similarly when 
infected. Based on serological studies, where some unexpected deaths were observed in H5Nl 
virus infected ferrets, we expect that 10 - 30% of animals may develop severe disease and/or 
death from infection ofhighly pathogenic avian H5 viruses. Any animals that were found in a 
moribund state (near death and are not expected to recover), were euthanized. 

Six of the primates on protocol # 1186 were used in malaria studies for which the immunogenicity 
and efficacy ofpotential vaccines were tested using Freund's adjuvant. 

One rabbit on protocol #1089 was used to obtain hyperimmune serum to schistosomiasis using 
Freund's adjuvant. The serum produced will be compared to other hyperimmune serum 
produced with other adjuvants. 

Forty-six rabbits were used on protocol #1190 for the production of hyperimmune serum against 
smallpox. Four of these rabbits received Freund's adjuvant. The remainder were inoculated with 
smallpox vaccine viruses to produce the immune serum. Because of the nature of the pox lesions 
and the Freund's lesions, all of these animals were placed in category E. Analgesics were 
administered as necessary. 

Twenty nonhuman primates (#1188) and six nonhuman primates (#1195) were used for safety 
studies of new smallpox vaccines being developed. Anesthetics and analgesics were used as 
necessary. None of the animals were reported with problems secondary to the studies but because 
these studies were being conducted at contract facilities and because there was a potential for 
encephalitis secondary to the studies, we placed all animals in category E. 



Twenty-three nonhuman primates were used in studies of pathogenicity of the smallpox virus. 
Appropriate anesthetics and analgesic were used for procedures during the study. When animals 
met the criteria for "terminally ill" (such as: progressive state of depression, recumbency, 
inappropriate responses to external stimuli, forced abdominal respiration and dyspnia) they were 
humanely euthanized. 

Eight cotton rats (#1167) and 10 pine mice (#1169) were used in pathogenic studies ofRickettsia 
rickettsii. Most of the animals in these studies did not show clinical illness and were reported in 
pain category D. However, since these animals did exhibit signs of serious disease, they were 
reported in category E. 

Fifteen guinea pigs (#1126) were utilized to study the pathogenesis ofMycobacterium ulcerans. 
Though these animals were treated with appropriate analgesics as needed, they were placed in 
category E due to the nature of the agent and disease progression. 
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....•. ~,.~.. '.. '''''IUII<::IJ oy law (( U::iC 2143). Failure 10 report according to the regulations can See reverse side (or 

I 
Interagency Report Control Noresullin an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180·00A-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. ANIMAL AND PLANT HEALTH INSPECTION SERVICE 57-F-Q005 946 FORM APPROVED 
OMS NO. OS79~036 

2. HEADQUARTERS RESEARCH FAC/UTY (Name and Address, as registered With USDAANNUAL REPORT OF RESEARCH FACILITY include Zip COde)'	 . 

ARS-USDA RB RUSSELL AG.RES.CTR (TYPE OR PRINT) 
P.O. BOX 5677. 950 COLLEGE STA 

12-10-2001 RCVD ATHENS. GA 30613 
(999) 999-9999 

3. REPORTING FACILITY (List aI/locations w/'Iere animals were housed or used in actual researcl'l. testing. teaching. or experimentation. or held for these purposes. Attacn additional
 
sheets if necessary.)
 

FACILITY LOCATIONS(sites) 

_S_e_e_A_tta_c_he_d_Li_st_in_g I~---.;.-------------------------

REPORT OF ANIMALS USeD BY OR UNDER CONTROL OF RESEARCH FAC/UTY (AttaCh additional sheets if necessary or use APHIS FORM 7D23A ) 
A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Numberof 
animals being 
bred, 
conditioned. or 
held (or use in 
teaching, testing, 
experiments. 
research. or 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which teaching. 
research. 
experiments. or 
tests were 
conducted 
inllOlving no 
pain. distress. or 
use of pain-
relieving drugs. 

D. Number of animals upon 
which experiments. 
teaching. research. 
surgery. or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic. analgesic. or 
tranquiliZing drugs were 
used. 

E. Number of aOimals upon which teaCl'ling. 
experiments. research, surgety or tests were 
conducted involving accompanying pain or distress 
to the animals and for whiCh the use of appropnate 
anesthetic.analgesiC. or tranqUIliZing drugs wouid 
/'lave adversely affected the procedures. results. or 
interpretation of the teaching. research. 
experiments. surgery. or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 
OF ANIMALS 

(Cols. C + 
D+E) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates 

10. Sheep 

11. Pigs 39 39 

12. Other Farm Animals 3779 377q 

13. Other Animals 

RATS 54 35 - 89 

MICE 20 32 52 

ASSURANCE STATEMENTS 
. .

1) Professionally acceptable standards governing the care. treatment. and use of animals. InclUding appropnate use of anesthetIc. analgeSIC, and tranQUllizmg drugs. pnor to. dunng. 
and following aetlJal research. teacl'ling. testing. surgery. or experimentation were followed by this research facility. 

21	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal eare and Use Committee (IACUC). A summslY of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC·approved exceptions. this summary includes a brief,explanation of the exceptions. as well as the species and numbet of animals affected. 

4)	 The anending veterinarian for this research facility has appropriate aulhority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

Jt,/~tJ11 
P AR1' " - HEA.OQUAR1'ERS 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

- --- ify that the above is true. correct. and complete (7 U.S.C. Section 2143) 
- -- DATE SIGNED 

t\9\o\\~ tQR~ '\\1~ 
(AUG 91) 



.. . , Thit.:eport is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-00A-AN 

"""",:",---,j UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 71-F-0002 1431 FORM APPROVED 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

3. REPORTING FACILITY (List all locations whe're animals were housed or used in actual research, testing, teaching, 
sheets if necessary.) 

FDAINCTR 
OFFICE OF RESEARCH SERVICES 
3900 NCTR DR 
JEFFERSON, AR 72079 
~43-7949 

perimentation, or held for these purposes. Attach additional 

FACILITY LOCATlONS(sites) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

B. NumberofA. C. Numberof D. Number of animals upon E. Number of animals upon which teachin,;/, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred, which t~aching, conducted involving accompanying pain or distress teaching, research, TOTAL NO. 
conditioned, orBy The Animal research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 
held for use in Welfare Regulations experiments, or conducted invoMng anesthetic,analgesic, or tranquilizing drugs would 
teaching, testing, accompanying p:Jin or have adversely affected the procedures, results, ortests were (CoIs. C+ 
experiments, conducted distress to the animals interpretation of the teaching, research, O+E) 
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic. or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs 

5.	 Cats 

6.	 Guinea Pigs 

7. Hamsters 

8.	 Rabbits 16 16 / G 
rJV 

9.	 Non-Human Primates 5622 A~ 
10. Sheep 

11. Pigs 

~{12. Other Farm Animals 
--- -- 

--- ~~~I--- 13. Other Animals --- --- -  - - -- - 

-- --- -- --- - -- -- 

----- Hl'~'rr 
~~ 

~. ~~ -j ',' -. _._-~~.~ -- 
f 1ij r~'2~-:L.2.-._._._"."" 

;ASSURANCE STATEMENTS r in Ii 
1)	 Professio~allY acceptable standards. govemi.ng the care, treatment, and ~se of animals, including appropriat~ ~~, 6fianestfjB,rna!!es":"o aril'ct~anqUilizi~dru9~. prior to, during, 

and follOWing actual research, teaching, testing, surgery, or experimentation were followed by thiS researchfaClht'V:'L 5 L. Uu! " ;"'.~J i 
2) Each principal investigator has considered altematives to painful procedures. ! 

"_ I I 
3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions tp the standckk[lt~~.~E7~~O?).S@~,liP~<fIEle.bnd eXp'!ained by the 

principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the e~,C?~p~lil':'~!~' ~t\ediothis annu~ mport. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the ex~we~pedes(an8Aumber of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to overseethe adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY .OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

.. I certify that the above is true, correct, and complete [l U.S.C. Section 2143) 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED -------------------------- ----------- --- ---------------- ------- 
/6 ...~~-()I----------- -------- 

APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which;s obsolete PART1·HEADQUARTERS 
(AUG 91) 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-ANIUNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 
72-F-0004 

CUSTOMER NO. 
1385 FORM APPROVED 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

NAT'L HANSEN'S DISEASE 
1770 PHYSICIANS PARK DR 
BATON ROUGE, LA 70816 

REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS(sltes) 

GWLHDC 
CARVILLE, LA 70894 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. B. Number of C. Number of D. Number of animals upon E. Number of animals upon which teaching, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO. 
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cols. C + 
experiments, conducted distress to the animals interpretation of the teaching, research, D + E) 
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4.	 Dogs 

5.	 Cats 

6.	 Guinea Pigs 

7. Hamsters 

8.	 Rabbits 

9. Non-Human Primates 

: 10. Sheep ! , !
c-·--------------1---------i----------t-------------t--------------------!--------i 

11. Pigs 

12. Other Farm Animals
 

Armadillos
 50 200 200 

13. Other Animals 

ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic. and tranquilizing drugs, prior to, during, 
and following actual research, teaching, lesting, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Gare and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IAGUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

----------- --- ----------- ----------- 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

----------- --- ----------- ----------- 

DATE SIGNED 

11/09/2001 

APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which is obsolete PART 1 - HEADQUARTERS 
(AUG 91) 



APHIS Form 7023 Additional Reported Sites 

The following additional sites have been reported by the facility. The reported sites have not been verified by APHIS and 
have been provided by the facility solely for completeness of the APHIS Form 7023 Annual Reporting submission. 

Registration Number: 72-F-0004 
Customer Number: 1385 
Facility: NAT'L HANSEN'S DISEASE 

1770 PHYSICIANS PARK DR 
BATON ROUGE, LA 70816 

This is the only site housing animals: 
Laboratory Research Branch 
National Hansen's Disease Programs @ LSU-SVM 
Skip Bertman Drive 
Baton Rouge, LA 70803 
Tel: 225-578-9861 



This report is required by law [1 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180·DOA·AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. 
81-F-0002 

CUSTOMER NO. r 
1293 FORM APPROVED 

OMS NO. 0579-00313 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code) 

USDA, ARS 

ROUTE 1, BOX 2021 
MILES CITY, MT 59663 

REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY lOCATIONS(sites) 

FORT KEOGH LIVESTOCK 

MILES CITY, MT 59663 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Number of C. Number of D. Number of animals upon E. Number of animals upon which teaching, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO. 
Sy The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANiMALS 

Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cols. C + 
experiments, conducted distress to the animals interpretation of the teaching, research, D+'E)
researCh, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic, or Ihe procedures producing pain or distress in Ihese 
yet used for such use of pain. tranquilizing drugs were animals and Ihe reasons such drugs were not used 
purposes. relieving drugs. used. must be aI/ached 10 Ihis report) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 
, 

9. Non-Human Primates 

I 10. Sheep I I 

1~. Pigs I I 

12. Other Farm Animals 

I 

Cattle 2368 37 I 2405 

13. Other Animals I 

I 

I 
ASSURANCE STATEMENTS 

- ..
1) Professionally acceptable standards governing the care, treatment, and use of animals, Including appropriate use of anesthetiC, analgeSIC, and tranqUIliZing drugs, pnor to, dUring, 

and following actual researCh, teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painfUl procedures. 

3)	 This facility is adhenng to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 
SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

----------- ---- --------- 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

----------- ---- --------- --------- ------------- ---------- 

DATE SIGNED 

12/03/2001 

APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which is obsolete PART1·HEADQUARTERS 
(AUG 91) 



This report is required by law (7 USC 2143). Failure to report according to the regulations can see reverse side for Interagency Report Control No 
r(.ult in -sn order to cease and dealst and to be subject to penalties as provided for in section 2150. additional information. 0180-DOA-ANIUNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL. AND PlANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 
82-F..QOO2 1203 FORM APPROVED 

OMS NO. 0579-<)036 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address. 8S registered with USDA, 
include Zip Code) 

USDA. AGRIC. RES. SERVo 
HC 62. BOX 2010 
DUBOIS. 10 83423 

13. REPORTING FACILITY (Ust alliocstions where animals were housed or used In actual research. testing, teaching, or experimentation. or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS(.s) 

U, S. SHEEP EXPERIMENT STATION 
DUBOIS, 10 83423 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FAClurY (Attach additional sheets I neceuary or use APHIS FORM 7023A) 

A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching. F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animala Covered bred. which teaching, conducted inVOlving accompanying pain or distress TOTAL NO.teaching, research. 
By The Animal conditioned, or research. surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use in experiments. or conducted Involving anesthetic.analgesic, or tranquilizing drugs would 
teaching, testing. tests were accompanying pain or have advenlely affected the procedures, results. or (Cols.C + 
experiments. conducted interpretation of the teaching. research,distress to the animals D+E)
research, or inVOlving no and for which appropriate experiments. surgery, or tests. (An explanatiOn of 
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress In these 
yet used for such use of pain- tranquilizing drugs were animBls and the reasons such drugs were not uSed 
purposes. relieving drugs. used. must be attached 10 this report) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates 

10. Sheep 32·lS2~1~ 38 333582 

11. Pigs 

12. Other Fann Animals 

13. Other Animals 

ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards governmg the care, treatment, and use of animals, Indudmg appropriate use of anesthetic, analgesic, and tranquilizing drugs, pnor to, during, 
and following aewal research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) FlIIr.h rrinr.iJ'lElI invlIlKti!JEltl)f hfl$ r:.I)n'Jidered alternatives to painful procedures. 

3)	 this facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A ..,mm.ry of all the exceptions is attached to this annual report. In 
addition to identifying the IACUc..approvec:t exceptions. this summary includes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL. 
(Chief executive OffIcer or Legally Responsible Institutional official) 

I certify that the above is true, correct. and complete (7 U.S.C. Section 2143) 
SIGNATURE OF C.E.O. OR INSnTUnONAL OFFICiAL 

------ --------- --- 

NAME & nTLE OF C.E.O. OR INSnTUTIONAL OFFICIAL (Type or PrjntJ 

---- ------- --------- ------------- ---------------------- 

DATE SIGNED 

09/30/2003 

APHIS FORM 7023 (Replec..VS FORM 18-23 (Oct 88), which is obsolete PART 1 • HEADQUARTERS 
(AUG 91) 



APHIS Form 7023 Column E Explanation 

This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1.	 Registration Number: 82-F-Q002 

2/3. Species (common name) & Number of animals used in this study: 

Sheep (38) 

4.	 Explain the procedure producing pain and/or distress. 

Restraint stress was used to determine whether rams with different libido classifications responded differently to 
adrenal-cortical activation. Restraint stress, compared with minimal stress, was imposed on high libido, low libido, and 
asexual rams in a 2 x 3 factorial experiment: stress and ram classification were main effects. To induce restraint stress, 
rams were haltered in separate pens and laid on their side with legs tied for 1 h. The front and hind legs were tied 
separately with only enough rope tension to prevent the rams from injuring themselves when they struggled. For minimal 
stress (as opposed to restraint stress), rams were haltered, tethered, and left in their home pens. Jugular blood was 
collected at various time point and was subsequently analyzed cortisol and testosterone. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

Due to the objective of the trial, "determine the effect of stress on corticoids and testosterone in mature rams with no 
libido, low libido and high libido", some degree of stress was required in order to induce a potential alteration in stress and 
reproductive honnone profiles. Following the stressor periods, rams were immediately returned to a non-stress 
environment (e.g., free movement, social interaction). No attempts were made to relieve targeted and preplanned 
stressor treatments; this would only negate the treatment effect being tested. However. immediate relief from 
non-planned stressors (e.g., thrashing about) was administered when required. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title
 
number and the specific section number (e.g., APHIS, 9 CFR 113.102):
 

Agency:	 CFR: 



1. Registration Number: 82-F-0002/1203 

2/3. Species (common name) & Number of animals used in this study: 

Sheep (38) 

4. Explain the procedure producing pain andlor distress. 

Restraint stress was used to determine whether rams with different libido classifications responded differently to 
adrenal-cortical activation. Restraint stress, compared with minimal stress, was imposed on high libido, low libido, and 
asexual rams in a 2 x3 factorial experiment: stress and ram classification were main effects. To induce restraint stress, 
rams were haltered in separate pens and laid on their side with legs tied for 1 h. The front and hind legs were tied 
separately with only enough rope tension to prevent the rams from injuring themselves when they struggled. For minimal 
stress (as opposed to restraint stress), rams were haltered, tethered, and left in their home pens. JugUlar blood was 
collected at various time point and was subsequently analyzed cortisol and testosterone. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
. that pain andlor distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

Due to the objective of the trial, "determine the effect of stress on corticoids and testosterone in mature rams with no 
libido, low libido and high libido", some degree of stress was required in order to induce a potential alteration in stress and 
reproductive hormone profiles. Following the stressor periods, rams were immediately returned to a non-stress 
environment (e.g., free movement, social interaction). No attempts were made to relieve targeted and preplanned 
stressor treatments; this would only negate the treatment effect being tested. However, immediate relief from 
non-planned stressors (e.g., thrashing about) was administered when required. 

: 6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency:	 CFR: 

I Approval Status: 
Approved/Disapproved By: 
Date: 

, Disapproved Reason: 

---------------------------'--"---"--," ­



This r~pcrt is ~equired by law (? US!;:' 21 -43) Faiiure to report 'according to the regulations C2n
 
result In an oroer to "cezse and desist anG 10 b~ sU~ject 10 penalli~s as provided f01 in Section 2150~
,6 

UNI7;:;:) STAT;S OE?AP.7M=NJO~AG?UCULiURE 
..4.N1MAL AND ?!,.A.N7 H='''LTH 1t\'SPECTION S=:=tVI:::::~ 

FORM APPR.OVED 
OMS NO. 0579..0036 

2. H::"tOQUART:RS ;t:::S=A~CH F"AClLI7Y (""~me 3nd Addr~s$, 2$ registered with USDA 
inc:iudt Zi;J Code) , " 

ANNUAL REPORT OF RESEA.RCH FACIUTY 
(TYPE OR PRINT) 

USDA,APHIS,WS,NWRC 
4101 LAPORTE AVE. 
FT. COLLINS, CO 80521 

3. RS?ORTING FAC1U"i"'( ri..i~t lll110eations where animals 'Were hous~d or vsed in aCllntl resellrc:n, testing. t.ulchin,. or lnC?erirnent.llltiCll1f'~J;ldfor thcs-e purpose.s. Attac:h 2dditio~1 
.$heels tf rlC::ea-sary.) , (, lJ,­

FACIUT'YLOCAT/ONS (Sites) 

./
 
IKE?'ORT Ol=' ANIMALS US~O BY OR U"-'OER CONTROL OF R~S=ARCHFAOU"tY (Ana::h addilicinar$~!.sIf necessary or use A?HIS FORM ~O:i3A) 

A. IS.Number of i C. Number of I C_ toJumber ol'anirr.81s-upon Eo Number of anirnal$ upon """hic:h laa;hing
I animal& being e;lCpe.rlment$.. reS'e.ar=h, .$Vf"pcry, ortests '""'ere
......hieh e>e.pcrjrT"lents.
At'timatl; Cove:rc:::! conducted irrvolvinS? aeeompanying pili" or di.t:~S's~red. r :~:I;c~::;. I 1e:::=h::'lI~. :es£ar-e"J.. 

conditioned. 0'1' loth., animals and Ic~","hic.'" the usc 0~~pprol=>ri8le'By:rheAnimill research., surgery, or tests ...,ere IOTAi...NO 
held forus-e in llnesthetic. anal~esic, or- t%'3nquili%ing drugs wouldWelfare Regulations: experiments, or conducled in'VOlvin; OF'ANIMALStcaching. testing, h;rwe llover.sely affected the procedure•• results, or 
c)Cperimcnts, 

tests """-'ere ac:otnpanying pain or 
interpreta1ion of the 1caching. resellreh, 

rese'8rch.. or 
ciistres: l.O"1t)e animalseonducted 

experiments, surgery, or lests. fCt.n .r~n.tion of 'in"'Olving no and for """"'ich ap;>l"Dpriate (Cols. c­
the pro&:.edLJte.s producinC psin or disrt'"*&& in 'lhO$esurgery but not pam. dislrccs.. Ol .nt.theli.:, analgesi:, or D+1O")

yet uud for ateh .niin.J~ .ndr~ reason: :tu::h dfV9S ~re nor us-eduse ofpain~ tr-snquiii:ing drvgs ""'ere 
"'U$t be Bne:;n.d to this report) "pUrposes r.lieving orugs.. used 

4. Docs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 24 34 o o 34 
. 9. Non-human Primates I 

10. Sheep 

11_ Pigs 

12. Other Farm Animals 

Goats 21 23 o 23 
13 Other Animals 

'Coyotes 28 77 16 35 128 

Norwa'y Rats o 7 I o o 7 

·Deer Mice 18 24 o o 24 

1} i='rofes.sionallyaecepable s-:andards .Qovemlng l!'le care, treatme:'ll.• and use of antrnalS inclUding appropna1e \t~ of ~ne$thet'c:, analpcsie, and tranquilIZIng dru9S-. :>nor '0, oU:'ing 
and foliO'oMng aotual research, le.acl'"Jing, lestin;. surgery, or e'xperimentafion -ere folJ(TtooVed by th:s resear:eh fa:ijity 

2) Ea,ch principal investi~a'orhas eonslde-re.d altematives to ~ainful proeedura.t, 

3) ,his f»Quty is" Ildhering 10 'Q'le standards and reg1Jlat.icns uncie:-.the Aet, and it has "equlr~ tnat ekceptton~ to \hoe .standarc~ and re,Qulatio:''1$ be speclr.e::! and expl.ined ~ the
 
princ:ipal irwestis;ator and Bpproved by the tnstitutiot'lal Animal Care and Usc. Committee (lACUC). A summaryc1' all S.Uc::h exceptio~s is a~ach.d 1<1 this :annual r.po,........ I!"
 
addition t:, identifying the IACUC~ap~ovedC'X'eeptlans, this summary. in::tUCSes a brief exl:llana'Uon Qf the exce;:»tions:. as ~II as the s~=ies Oind "um~r rif animals a"~::\ed.
 

") 'j"'he ilue:ndin,g veterinarianfor this re:se:i!rch facility h... Ili'pre~:ale authorily 10 ens:ure lh~ p~iskm of adequate vele:inllry care and to over':S'Ce the .dequa~ of o1her .$pe~ of 
anit':".al caore an:::! \/Se. 

C=RTIFICATION 5Y HSADQUARTSi'<S R.ESEAR.CH FACILITY O;::;:ICIAL 

(Chief Executive officer or Legally Responsible I~stjtutional Offici,,/) 
Ic.rtlly that Ine above is t",., comc~ and complete (7 U.S.C. Secfion 2143). 

APHIS FORhA 7023 

---------- --- ---------- ------------ 

(AUG ';1) 

NOV 4 

SIGNA-TUM.: Of' CEO OR lNSTtTUTIQN'-"L OFFICIAl. 

.~. 



TO,ALNO 

OF Ar-J1MA1.S 

(Cols:. c-
D"E) 

E. NU!Tlber of animals Llj:lon 'W!'\ic*'l t~ac:hing . 

experiments. research. surgery. or lesls ........ere 

CondUCle:d involving accompanying paif"l or dis:tre$s 
to 1he animals and fOo"'"'Whi:h 1he use. of appropriate 
anesme1ic. analoc$ie, er tranquili~ing dru~s """OUld 

h.ve aovef'sely affected 1he procedurel, results. or 
interpretation of 1he teaChing. research., 
experiments. S'uroery. ortesls. fO,/"I .>tpJliuJ.tioJ'J of 
the procedures- producing p.in or distre.s:$ in tho~ 
.,,;m.l$ line lh~ reason$. sueI'I drugs were not u~ed 

must be .r:.ached to this report; 

D. Number efanimals upon 
which experil":"lents.. 

teaching. research. 
surgery. or '8SU- .....ere 
conducte.d involving 
accompanying pain or 

distress te \he animals 
and for whi!:h appropriate. 
anes.thelie., analpesie:. or 
tf"Bn~uilr.rrng dru~ _ere I 

used I 

C. Number 0( 

animals upon 

'lNhich tcachlng, 
rese-arch, 
experimen~. Or'" 

teste \Ao'8:re 

cenducted 
involv;ng no 

pain. dist~. 01 

use ef pain­
rcfieving oru~s. 

S.Nur:"'\oerof 
animals being 

bred. 
conditioned. or 
held for usc in 
leaching. testing, 

experime nts. 
re.sear::h. cr 
surgery but not 
)'!!t used for such 

PU~:tses 

Animals CO"'cred 

By The Anima 
Welfare ~e"ulation$ 

~2.·&JOR '3. Olher 
(Us! by spe!;ies) 

A. 

Se~ feVerse side fOi 
additiol"lal iniom'.&lion 0180·DOA-AN 

Tnis repoitis f!!qu.ir'eo by l2W fi USC 2"1,(3) Failure to repoii. 2c=orciir'l~ to ~ne regul,1ions :.an Inter.gency Report. Conlrol No 
result io an orderto cease and desist and to be sUbject 10 pen21lties 2S. provid-ed for in S~ction .2150 

UNIT=O Si'A7E.S DE?.AR"'iM=:Ni OF A~RICUlTURi t. REGIS7RJ...'TIO,,' NO. FORM A?Pi='{OV=!:l
ANUv.AL AND ?LA,.,..,. .MEA!.."'iH lNS?~C710N S;~VIC.~ 

OMS: NO. C579~003684-F-0001 
2. HEADQUARTERS R='SEAKCH ::ACILIlY (N:ilme and Addrus, 2.5 r~9ister'!!;d 'With USDA 

ioe-Iude Zip Cede) 

USDA,APHIS,WS,NWRCCONilNUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 4101 LAPORTE AVE.

(TYPE OR PRINT) 
FT. COLLINS, CO· 80521 

R.=~O~T OF ANIMALS USEO BY OR UNOE~ CONi"ROL OF RESEARCH FACIUTY (Attaeh addilional shee~ jf necessary Dr t:sc Ai='H1S FORM 7023A) 

Grbund Sauirrels I 0 
FoX Squirrels I O· 

Skunks 0 

Ra ccoons I 0 
Mountain Beaver 19 
stream Beaver 1 9 I 
White Tail Deer 13 

90Bla ~:t: Tail Deer ..... 

Voles I 60 

Porcupine I 3 

.Pocket Gophers 5 

Mangoose I 0 

I 
j 

I
 
I
 
I
 

., I 
tASSUAANCE. S7AT:M=:NTS 

I ':lO () n 

13
33 

I 67

37
22 

,. 15

57 

I 0 

'0 

0

6 

':In I 

13 I 0 I 0
 

33 I 0 I 0
 

67 I 0 0
 
32 I 0
 5
 
22 I 0 I 0
 
15 I 0 0
 

57 I 0 I 0
 

0 I 0
 0 
-., 

0 I 0 I 0 I 
. ,.

0 0 0
 

6 I 0
 0 I 
I I 

.1 I 
I 
I 
I I 
I I J 

1) !=ITOf~S$j~nallyae::c;:>t.ble~1anoards governing Jhe ca~, treatment. and t:$~ of animals'includin,g apj)TO~rlate use of anes.fhetio. analgesic. and tranqui11:ring drugs. prier Ie, during­
. and follewing actual research. teacning. testing. surgery. or experirnen:alien 'Were fellowed by this l"esearch faciiity. 

3) 7his faomty is adnering 10 the stander.l;!s and regulations unde:" the Aet.. and it has re~uired that exceptions \0 the s~endard$ and regulations be spcciftec! and e'JCt)lained by the 
principal inve$t~atorand approved by the lns1ilulienal Anlmal Care ..nd Use Commitlee (lACUC). A summary-ot all such exceptions i~ anached 10 this. annuall'tpor:. tn 
addition to identifying the IACUC-ap?!"'Oved excepUons. tn;s .sUlT'l~ry ineludes a brief explal'\a1ion of tM exce~1ions, liS "'-'en as the spe:ie.s .nd number ef .~imats Jl'f'feClcd. 

4) 'lhe attending vete.rinaria:n fe:"" Ih~ re$~arch faCility hes ap;:>rOj:lriale a~herity to er.'lS\1l'e the provision 01 .de~u.'e veterinary ::are and to OV$rsee tM adequaey of othe" as~c:s of 
animal ca~ an~ use. . 

C::RTIFICATJON 8Y HEOADaUART=RS RES~RCH FACILITY OF:=/CIAl.. . 

(Chief Exeeutive Offiee. or l..egally Responsible Institutio....al Official) 
Jc.Miiy In.t In. ,boy. is iru!. corre:~ .nd complete (7 U.S.C. Se=iion 2'43). 

slG!"J}.:rU~E OF c=.o O~ I~S7iTU710NAL Or:-::\CIAL; NAro.:= & TlTL: OF CEO O~ IN$7ii"VTIONA!. O:-FICIAL(Ty;>e- or Pri"t; [);,.i='SIGN=O 

---------- --- ------------ ---------- 
Vrll/d~--- ~ -- ---   APHIS FO~M 7023A 

(AUG 91) 

NOV 4 2004 



Column E Explanation 

1,. Registration Number: 

2. Number of animals used in this study: 35 

3. Species (common name) of animals used in study: Canis /atrans (coyote) 

4. Explain procedure producing pain and/or distress: 

Animals were fed or gavaged with suspensions containing mixtures of caffeine and 
theobromine to evaiuate the pot~ntial of these substances as selective predacides. 
Dose vs. Response (percent mortality) curves for thr$e mixtures (13: 1 (theo:caf), 5: 1 
(theo:caf), 100% theo) are being constructed from the toxicity testing data. 

5. Provide justification why pain or distress could not be relieved. State method or 
means used to determine that pain and/or distress relief would interfere with test results. 

QA-1064 "Development of a Natural, Safe and Effective Plant Based Predator Toxicant" 
was designed to evaluate the potential of methylxanthines (theobromine, caffeine) as a 
selective predator toxicant. With experimental toxicants, it is difficult to predict pain or 
distress experienced by the animals dosed. Administration of other substances . 
(analgesics, etc..) prior to symptoms of intoxication might confound the pharmacological 
action of the methyxanthine test substances and lead to erroneous conclusions and 
ideally would be avoided until necessary. Although listed as a Category E study, the 
protocol'permitted the attending veterinarian to administer analgesics, anesthetics 
and/or euthanasia in instances where the animals were determined to be in pain or 
distress. 

6. What, if any federal regulations require this procedure? 

~gency: none CFR: none 



Column E explanation for QA 1118 

Registration Number: 84-F-0001 
Number of animals used: 5 
Species (common name): Mountain Beaver 

Several attempts have been made to reduce damage by decreasing mountain beaver (Aplodontia 
rufa) populations through the use of conibear-traps. This type of lethal control is becoming politically less 
popular, as indicated by the passage of Initiative 713 in 2000 (RCW 77.15 section 3) which banned the 
use of all body gripping traps in the state of Washington.. Therefore, alternative 'tools to conibear traps for 
reducing mountain beaver populations may be desirable. At present there are no toxicant registered for 
use to control mountain beaver. k previous study ------ ------ showed that chlorophacinone was the only 
underground bait that was 100% effective and readily consumed by mountain beaver. LiphaTech 
currently holds a chlorophacinone label in the form of paraffinized pellets. These pellets are delivered in 
bags to prevent weather damage. Another recent study ------ -------  conducted in the Olympia Field 
Station habitat pens, showed that mountain beaver cached bags. Using LiphaTech's delivery system 
might reduce primary hazards as mountain beaver can cache baits inside their nests. 

, I 

Ten mountain beaver served as subjects. Animals were given a minimum of 2-4 weeks to adapt 
to pen and burrow system. After adaptation period was over, the bait was placed in a trash can (761) in 
each of the pens. Each container has a 10cm diameter hole at the bottom to allow access and to mimic the 
rodent's natural burrow system. Five ofthe animals received a 12 oz bag of 0.005% chlorophacinone, 
while the other 5 animals were used as control and given no bait only bags with plain oats. Bait 
formulation for each treatment was presented as paraffmized pellets. The status of animals was 
monitored at 2-hour intervals for the first 6 hours, then again every 24 hour for the next 28 days. As 
administering sedatives or analgesics could affect the toxicity of the chlorophacinone baits, no drugs were 
administered until acute toxicity was imminent. Animals were frequently monitored to minimize any 
potential suffering until the completion of the study. Any animal that demonstrated severe symptoms 
(e.g., convulsions, c~matose) ofpoisoning were euthanatized immediately. 

This is a preliminary study to determine if the LiphaTech product might be applicable to a field 
application. EPA regulations require that for final registration of a product that 70% efficacy with death 
as an end point be demonstrated. Since this data will support registration we therefore followed EPA 
regulations with a few modifications to account for a different species (John A. Macan, Standard rat 
anticoagulant place pack dry bait laboratory methods, Guideline #1.217). 
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Locations where animals in this report were used and/or housed: 

USDA, APHIS, WS, NWRC 
4101 LaPorte Avenue 
Fort Collins, CO 80521 

USDA, APHIS, WS, NWRC 
Olympia Field Station 
9730-B Lathrop Industrial Drive SW 
Olympia, WA 98512 

USDA, APHIS, WS, NWRC 
Logan Field Station 
4200 S 600 E 
Cache County Road 
Millville, UT 84326 

USDA, APHIS, WS, NWRC 
Hawaii Field Station 
PO Box 10880 
Hilo, HI 96721 

United States Department of Agriculture 
Animal and Plant Health Inspection Service 

Safeguarding American Agriculture NDV- L 2C.iU4 
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)}lis report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result ini3r, order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRAnON NO. CUSTOMER NO. I 
FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE 84-F-0001 1209 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as regIstered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

(TYPE OR PRINT) USDA, APHIS, WS, NWRC 

4101 LA PORTE AVENUE 

FORT COLLINS, CO 80521 
(970) 266·6000 

REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATlONS(sltes) 

See Attached Listing 

x 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

B. Number of C. Number of E. Number of animals upon which teaching, F.A. D. Number of anim<lls upon 
animals being animals upon experiments, research, surgery or tests were which experime'lts, 
bred,Animals Covered which teaching, conducted involving accompanying pain or distress teaching, research, TOTAL NO. 
conditioned, or Sy The Animal to the animals and for which the use .of appropriateresearct" surgery, or tests were OF ANIMALS 
held for use inWelfare Regulations experiments, or anesthetic, analgesic, or tranquilizing drugs would conducted involving 
teaching. testing, tests \Nere have adversely affected the procedures, resuits, or accompanying pain or (Cois. C + 
experiments, conducted interpretation of the teaching, research, distress to the animals D + E) 
research, or involving no experiments, surgery, or tests. (An explanation ofand for which appropriate 
surgery but not pain, distress, or Ihe procedures producing pain or distress in these anesthetic, analgesic, or 
yet used for sl,Jch use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this reporlj 

4.	 Dogs 

5.	 Cats 

6.	 Guinea Pigs 

7.	 Hamsters 

8.	 Rabbits I 32 32 
9.	 Non-Human Primates 

1 

10. Sheep 

11. Pigs I 
12. Other Farm Animals 

13. Other Animals 

70 70NORWAY RATS 
84 13223 4RCOYOTES 

g68 88POCKET GOPHERS I 
ASSURANCE STATEMENTS 

...
1)	 Professionally ac:::eptable standards governing the care, treatment, and use of animals, Including appropriate use of anesthetiC, analgeSIC, and tranqulhZlng drugs, r.: lor to, dUring, 

and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the Elxceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

DATE SIGNEDNAME --- TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL -------- --- ------- SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

--- --------- ----- --- ------------ ---------------- - --------- ~j.~ I~t?~/ 
APHIS FORM 7023 (Replaces VS FORM 18·23 (Oct 88). which is obsolete PART 1 - HEADQUARTERS 

(AUG 91) 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
,-esult in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRAnON NO. CUSTOMER NO. 
FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE 84-F-0001 1209 

OMS NO. 0579-0036I 
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,

CONTINUATION SHEET FOR ANNUAL REPORT include Zip Code) 

USDA, APHIS, WS, NWRCOF RESEARCH FACILITY 
4101 LA PORTEAVENUE 

(TYPE OR PRINT) FORT COLLINS, CO 80521 

(970) 266-6000 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 

A. B. Numberof C. Number of D. Number of animals upon E. Number of animals upon which teaching, 
animals being animals upon which experiments, experiments, research, surgery or te·:;ts were 

Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress 
Sy The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate 

Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or 
experiments, conducted distress to the animals interpretation of the teaching, research, 
research, or involving no and for which appropriate experiments, surgery, or tests. (An ex.planation of 
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

HOUSE MICE g 
VOLES 97 
FIELD MICE 64 
BLACK~TAlLED DEER 29 34 
V~HITE-TATI ED DEE R 14 3 
MOIINTATN REAVER 36 9 
PORCUPINE 2 
WEASEL 7 
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, 

I , 
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I 
ASSURANCE STATEMENTS 

... 

F. 

TOTAL NO. 
OF ANIMALS 

(Cols. C'" 
D'" E) 

34 
3 
9 

7 

1)	 Professionally acceptable standards governing the care, treatment, and use of ammals, Including appropnate use of anesthetic, analgesIc, and tranqUilizing drugs, pnor to, dUring, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IAGUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exCeptions, as well as the species and number of ani;nals affected. 

4)	 The attending veterinarian for this research facility has appropriate 3IJthority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and usa. 

APHIS FORM 7023A 
(AUG 91) 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

~J.~ - - ------- --- -- --- -- ---- -- ----- -------- - --- ----- --- -- ----- t~ - --- --- --- ----- I ;jo2/tJ/ 
(Replaces VS FORM 18-23 (Oct 88). which is obsolete PART1-HEADQUARTERS 



Subject: Explanation for Animals Listed in Column E. 

Registration No. 84-F-OOOI 

Pocket Gophers (88) 

This study pef!llitted observations and measures of activities (predation, secondary 
poisoning) that ·occur naturally or which may occur post an operational baiting program. 
Weasels naturally prey on pocket gophers and may be subject to secondary hazards posed 
by strychnine baiting implemented to reduce pocket gopher populations. The only 
possible means to determine whether strychnine poisoned pocket gophers pose a 
secondary hazard to weasels is to observe weasel interactions with strychnine poisoned 
pocket gophers. Specifically, whether weasels will kill and subsequently ingest pocket 
gophers that are behaviorally and physiologically impaired due to strychnine toxicosis. 

Three test regimes were used during the study: 1) weasel response when they encounter 
non strychnine poisoned pocket gophers; 2) weasel response when they encounter 
gophers that have been poisoned with strychnine; and 3) weasel response to 5 and 10 day 
old carcasses of pocket gophers that died from strychnine poisoning. Pocket gophers died 
from strychnine treatments. Interactions between predators and prey species were likely 
to induce pain and were fatal to th.e prey. 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE 84-F-0009 1214 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
include Zip Code)	 .ANNUAL REPORT OF RESEARCH FACILITY 

DEPT. OF AIRFORCE(TfPE OR PRINT) 
DEPT. OF BIOLOGY 

AIR FORCE ACADEMY, CO 80840-5000 

REPORTING FACILITY (List al/ locations where animals were housed or used in actual research. testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS(sltes) 

U. S, AIRFORCE ACADEMY 

AIR FORCE ACADEMY, CO 80840-5000 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

B.	 Number of C. Number of A. O. Number of animals upon E. Number of animals upon which teaching, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 
bred,AnimalS Covered Which teaching, teaChing, research, cQnducted involving accompanying pain or distress TOTAL NO. 
conditioned, or By The Animal research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 
held for use inWelfare Regulations expenments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaching, testing, tests were have adversely affected the procedures, results, or accompanying pain or (Cols. C + 
experiments, conducted distress to the animals interpretation of the teaching, research, D + E) 
research, or involving no experiments, surgery, or tests. (An explanation ofand for which appropriate 
surgery but not pain, distress, or the procedures producing pain or distress in these anesthetic, analgesic, or 
yet used for such use of pain- animals and the reasons such drugs were not usedtranquilizing drugs were 
purposes. relieving drugs. used. must be attached to this report) 

4.	 Dogs 

5.	 Cats 

6.	 Guinea Pigs 

7.	 Hamsters 

8.	 Rabbits 

9.	 Non-Human Primates 

10. Sheep j 

11. Pigs I 

12. Other Farm Animals I 
12 12chickens 

13. Other Animals 

meadow voles 41 41I 

ASSURANCE STATEMENTS 

1)	 ProfeSSionally acceptable standards governing the care, treatment, and use or ammals, InclUding appropnate use of anesthetiC, analgeSIC, and tranqUiliZIng drugs, pnor to, dunng, 
and following actual research, teaching, testing, surgery, or experimentation were fol/owed by this research facility. 

2)	 Eacl1 principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regUlations be specified and explained by t,"le 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or' Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U,S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

------ ---- --- -------- 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

---------- --- --------- ---------------- --------- ----------------------- -------------- 

DATE SIGNED 

11/29/2001 

APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which is obsolete PART 1 - HEADQUARTERS 
(AUG 91) 
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UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOM ER NO. I 
FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE 87-F-0001 1210 
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(	 -/ 7-cJ2.. 
This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 

2. HEADQUARTERS RESEARCH FACILJTY (Name and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

(TYPE OR PRINT) USDA-ARS-POISIONOUS PLANT RESEARCH LAB 
1150 EAST 1400 NORTH 

LOGAN, UT 84321 
(801) 752-2941 

REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILJTY LOCATIONS(sdes) 

See Attached Listing USDA ARS PPRL USDA ARS PPRL 
1150 EAST 1400 NORTH 8462 N. HWY 91 
LOGAN UT 84341 RICHMOND UT 84333 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

B.	 Number ofA. C. Number of E. Number of animals upon which teaching, D.	 Number of animals upon 
animals being animals upon experiments, research, surgery or tests were which experiments, 
bred,Animals Covered which teaching, conducted involving accompanying rai;, or distress teaching, research, 
conditioned, or Sy The Animal research, to the animals and for which the use of appropriate surgery, or tests were 
held for use inWelfare Regulations experiments, or anesthetic,analgesic, or tranquilizing drugs would conducted involving 
teaching, testing, lests were have adversely affected the procedures, results, or accompanying pain or 
experiments, conducted distress to the animals interpretation of the teaching, research, 
researcl" or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain, distress, or the procedures producing pain or distress in these anesthetic, analgesic, or 
yet used for such use of pain- animals and tile reasons such drugs were not usedtranquilizing drugs were 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs 

5.	 Cats 2 

6.	 Guinea Pigs 

7.	 Hamsters 90 

8. Rabbits 

9.	 Non-Human Primates I 

10. Sheep I 
11. Pigs 

12. Other Farm Animals 

I 

13. Other Animals ( Dee r ) 10 
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TOTAL NO, 
OF ANIMALS 
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1)	 Professio~ally acceptable standards govemlng the care, treatment, and use of animals, inclUding appropriate u~e of anesthetiC, analgesIc, :an~ ,tr~. ~,qUIIiZI~ dl],!gs, pn0r, to'-?,U~'9!l' 
and follOWing actual research, teaching, testing, surgery, or expenmentatlon were followed by thiS research facility. : i I! ! f LJC 1 - : ~ ;Ju i 

2)	 Each principal investigator has considered altematives to painful procedures. : ". '._' 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations; be spetifiedand~exPlained by the . 
principal investigator and approved by the Institutional Animal Care and Use Committee (IAGUG). A summary of all the exceptions is attached to th~s:annual,report.• ln. 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of anirT1als"affE!cte~c:.:.. .. ,. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to overse8ih6-adeq~cy ;'i-oU;-;-­
aspects of animal care and use. 
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DATE SIGNED 
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This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. 
ANIMAL AND PLANT HEALTH INSPECTION SERViCE ,91-F-0001 1207 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
CONTINUATION SHEET FOR ANNUAL REPORT include Zip Code) 

NATIONAL MARINE MAMMALS LABS.OF RESEARCH FACILITY 
7600 SAND PTWAY, NOAA BLDG. 32

(TYPE OR PRINT) SEATTLE, WA 98115 

(206) 526-4048 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 

B. Number ofA. C. Numberof D. Number of animals upon E. Number of animals upon which teaching, 
animals being animals upon which experiments, experiments, research, surgery or tests were 
bred,Animals Covered which teaching, conducted involving accompanying pain or distress teaching, research, 
conditioned, or Sy The Animal research, surgery, or tests were to the animals and for which the use of appropriate 
held for use inWelfare Regulations experiments, or anesthetic,analgesic, or tranquilizing drugs would conducted involving 
teaching, testing, tests were have adversely affected the procedures, reSUlts, oraccompanying pain or 
experiments, conducted interpretation of the teaching, research, distress to the animals 
research, or involving no and for which appropriate experiments, surgery, or tests. 
surgery but not pain, distress, or the procedures producing pain or distress in these anesthetic, analgesic, or 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must bp. attached to this report) 
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ASSURANCE STATEMENTS 

FORM APPROVED 
OMS NO. 057~036 

F. 

TOTAL NO. 
OF ANIMALS 

(Cols. C + 
0+ E) 

(An explanalin1 of 

ft;f1. r 
.1 }ftJ

'-­

SO 
1­

... 
1)	 Professionally acceptable standards governing the care, treatment, and use of animals, including appropnate use of anesthetic, analgeSIC, and tranquilizIng drugs, pnor to, dunng, 

and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painfUl procedures. 

J)	 This'facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
 
(Chief Executive Officer or Legally Responsible Institutional official)
 

, certify that the above is true, correct, and complete (7 U.S.C. Section 2143)
 

DATE SIGNEDSIGNATURE OF --------- ----- ----------------------- ----------- L NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

---- j~i· --- ,~-h 

I' 
-,I 

oNOV 

PART 1 - HEADQUARTERS APHIS FORM 7023A 
(AUG 91) 



FACILITY LOCATIONS 

The reported animals were captured and restrained for various tagging or instrumentation studies 
and health monitoring studies in various remote field locations including: eastern Aleutian Islands, 
Alaska; western Gulf of Alaska, San Miguel Island, California; Puget Sound, Washington; Cook 
Inlet, Alaska; Rogue Reef, Oregon 

COLUMN "D" & "E" EXPLANATION 

Registration Number: 91-FOOO 1 
Customer Number 1207 

During the reporting period, the National Marine Mammal Laboratory used hot branding to make 
individual markings on 566 California sea lions, 50 harbor seals and 462 Steller sea lions-. This 
procedure is accompanied by minor pain and distress which is in some cases addressed with 
drugs. 

Using current methodology, the hot branding procedure takes 1 to 2 minutes. The time and 
condition of restraint for weighing, measuring, tagging and sampling are as follows: 

Steller sea lions are restrained with gas anesthesia, with holding time of up to 15 minutes for 
animals which are blood sampled as part of health screening (approximately 20 % of animals 
handled) and for the remaining 80% of animals handling times are about 5 minutes with branding 
taking about 1 minute. 

. California sea lion pups are handled ·with physical restraint, holding time is about 5 minutes for 
each animal, with branding requiring about 1 minute. California sea lion adult males are held 
with physical restraint using a squeeze cage for sampling and branding. 'Holding time is 
approximately 10 minutes per animal, with branding taking about 1 minute. 

Harbor seals are physical restrained with handling times of about 5 minutes for each animal, and
 
branding takes an average of 1 minute.
 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE 91-F-0001 1207 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

NATIONAL MARINE MAMMALS LABS. 
7600 SAND PTWAY, NOAA BLDG. 32 

SEATTLE, WA 98115 

(TYPE OR PRINT) 

(206) 526-4048 

REPORTING FACILITY (list all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY lOCATIONS(sltes) 

See Attached L~ &C~~ 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

B.	 NumberofA. C.	 Numberof F.D. Number of animals upon E. Number of animals upon which teaching, 
animals being animals upon experiments, research, surgery or tests were which experiments, 
bred,Animals Covered which teaching, conducted involving accompanying pain or distress teaching, research, TOTAL NO. 
conditioned, or Sy The Animal research, to the animals and for which the use of appropriatesurgery, or tests were OF ANIMALS 
held for use inWelfare Regulations experiments, or conducted involving anesthetic, analgesic, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cols. C + 
experiments, conducted distress to the animals interpretation of the teaching, research, 0+ E) 
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

-
4. Dogs 

5.	 Cats 

6.	 Guinea Pigs 

7. Hamsters 

8. Rabbits 

9.	 Non-Human Primates 

10. Sheep
 

I


I 11. Pigs I 
12. Other Farm Animals 

I 

13. Other Animals 

5~5:l~\~s!~ \l 0".(s,~ 
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ASSURANCE STATEMENTS 

..
1)	 Professionally acceptable standards governing the care, treatment, and use of animals, Including appropnate use of anesthet!c, analgeSIC, and tranquiliZing drugs, pnor to, dunng, 

and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete rT U.S.C. Section 2143) 

N------- -- --------- ----- --------- ----- ---------------- NAL OFFICIAL (Type or Print) DATE SIGNEDSIGN------------ oZT'61Af~ 
I(-I!-U/--- -- - ;Xr~c ---- 
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This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE 91-F-0002 1212 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
indude Zip Code)	 ,ANNUAL REPORT OF RESEARCH FACILITY 

DEPT. OF CLINICAL INVESTIGATIONS(TYPE OR PRINT) 
COMMANDER, MADIGAN ARMY MEDICAL CTR. 
DEPARTMENT OF CLINICAL INVESTIGATION 
TACOMA, WA 98431 

REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS(sltes) 

DEPT. OF CLINICAL INVESTIGATIONS 

TACOMA, WA 98431 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

E'l. Number of C. Number of A. D. Number of animals upon E. Number of animals upon which teaching, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 
bred,Animals Covered which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO. 
conditioned, or By The Animal research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 
held for use inWelfare Regulations experiments, or conducted involving anesthetic, analgesic, or tranquilizing drugs would 
teaching, testing, tests were have adversely affected the procedures, results, or accompanying pain or (Cols. C + 
experiments, conducted distress to the animals interpretation of the teaching, research, D + E) 
research, or involving no and for which appropriate experiments. surgery, or tests. (An explanation of 
surgery but not pain, distress, or the procedures producing pain or distress in these anesthetic, analgesic, or 
yet used for such use of pain- animals and the reasons such drugs were not used tranquilizing drugs were 
purposes. relieving drugs. used. must be attached to this report) 

4.	 Dogs 

5.	 Cats 

6.	 Guinea Pigs 

7.	 Hamsters 

8. Rabbits 5 5 

9. Non-Human Primates 

10. Sheep 

I 11. Pigs 66 

12. Other Farm Animals I 
25Goat I 25 

13. Other Animals
 

Ferret
 99 

4242Rat 

31
 

ASSURANCE STATEMENTS
 

Mouse 31 

1)	 ProfeSSionally acceptable standards governing the care, treatment, and use of animals, Including appropnate use of anesthetiC, analgeSIC. and tranqUiliZing drugs, prior to, dUring, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of otner 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

------- --- ------- ----------- ------ ------- 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

------- --- ------- Col~nel, ------ -------- ------------------ --------- 

DATE SIGNED 

11/21/2001 

APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which is obsolete PART1-HEADQUARTERS 

(AUG 91) 



resuilin an Order to cease ana aeSISl ana to be sUbject to penalties as provided for in Section 2150. additional infonnalion. 01'8O=DOA~ANV~'''' '-u,'u UI;:v'-?t?, ~)~.; 
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. , 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE FORM APPROVED91-F-0007 1213 , OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDAANNUAL REPORT OF RESEARCH FACILITY indude lipCode),	 ' 

USDNARS/ANIMAL DISEASE RESEARCH UNIT 
337 BUSTAD HALL 

WASHINGTON STATE UNIVERSITY 

PULLMAN, WA 99164 

(TfPE OR PRINT) 

(509) 335-6029 

REPORTING FACILITY (List all locations where animals were housed or used in actual research, tesllng, teaching, or experimentation, or held for these purposes. Attach additionai 
sheets if necessary.) 

FACILITY LOCA TI ON S(Sites) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional she€ts if necessary or use APHIS FORM 7023A) 

A. B. Number of C. Number of D. Number of animals upon E. Number of animals upon which teaching, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Mimals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO. 
By The Mimal conditioned, or research, surgery. or tests were to the animals and for which the use 'of appropriate OF ANIMALS 

Wetfare Regulations held for use in experiments, -Jr conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures. results, or (Cols. C + 
experiments, conducted distress to the animals interpretation of the teaching, research, D + E) 
research, or involving no and for which appropriate experiments, surgefY, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic, or the p'rocedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasans such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters I 

8. Rabbits 11 11 

I 9. Non-Human Primates 

241 
I 

10. Sheep 
~ I 241...J 

I 11. Pigs 

12. Other Farm Animals 

~~oats 20 20 
( 
13. Other Animals 

L-Cattle 27 53 53 

~l ~orses 18 3 ..-,.•.. ­ 3 
-­ , 

.... 
;! ' I 

-
, 

I i 
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1)	 Professionally acceptable standards governing the care, treatment, and use of animals, inclUding appropriate use of anesthetic; ~arg~sic, ana~quili ' ~rugs:-prior to, during 
Iand follOWing actual researcll, teaet1lng, testing, surgery, or experimentation were followed by thiS res~arch facility. I I " ,L; __.-t:rr1aT . . ..J' III 

2) Each pnnclpal Investigator has conSidered alternatives to painful procedures.	 j L----~:- ~"--:-; .'7 --;-::~ I 
t t...~ liSSA. ~,~r:;~, ~,-~iJ' '""'II..J~lI 

3)	 thiS facility IS adhering to the standards and regulatlorls under the Act, and It has reqUired that exceptions to the standards and egulati0r')s e'e seecIT!.ed -ar.d"~xPlaIl1ep by the IJpnnclpal Investigator and approved by the Institutional Mlmal Care and Use Committee (IACUC). A summary of all the exc~p ~E!.et1d.:trIls'.anmh~r-epOfi:-! 
addition to Identifying the IACUe-approved exceptions, thiS summa.")' Includes a brief explanaCion of the exceptions, as well a5-tl:le.speCles.and number_oLa...Q!!!l~I~ ~<:t~ 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary C<lre and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete \l U.S.C. Section 2143) 

S---------------- ----- ------- ----- ----------------------- -- FFICIAL 

O~o_Dn_ 
NAME & TITLE OF C,E.O. OR INSTITUTIONAL OFFICIAL (Type or Pri17t) 

----- ------------ ----------- --------- 

DATE SIGNED 

11/26/01 

APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which is obsolete PART 1 - HEADQUARTERS 
(AUG 91) 



APHIS Form 7023 Site List 

'It 

The following sites have been reported by the facility. 

Registration Number: 91-F-0007 
Customer Number: 1213 
Facility: USDNARS/ANIMAL DISEASE RESEARCH UNIT 

337 BUSTAD HALL 
WASHINGTON STATE UNIVERSITY 
PULLMAN, WA 99164 
(509) 335-6029 

USDNARS/ANIMAL DISEASE RESEARCH UNIT 
337 BUSTAD HALL 
WASHINGTON STATE UNIVERSITY 
PULLMAN, WA 99164 



"-.-L/ r iJ j­

This report is required by law (7 USC 2143). Failure to report according to the reguladons can See reverse side for Laris Interagency Report Contr.oll'jo 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN I / / /8/
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ANIMAL AND PLANT HEALTH INSPECTION SERVICE 92-F-0004 1262 FORM APPROVED 

OMS NO. 0579-0036 

2. HEADqUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

(TYPE OR PRINT) USDA - FORESTRY AND RANGE SCIENCES LAB 
1401 GEKELER LANE 
LA GRANDE, OR 97850 
(541) 963-7122 

REPORTlNG FACILITY (list alilocatians where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY lOCATlONS(stles) 

See Attached Listing 

Starkey Experimental Forest and Range 

REPORT OF ANIMALS USED BY OR UNDER. CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. E. Number of animals upon which teaching, B. Number of C. Numberof 
animals being animals upon 
bred, which teaching, 
conditioned, or research, 
held for use in experiments, or 
teaching, testing, tests were 
experiments, conducted 
research, or involving no 
surgery but not pain, distress, or 
yet used for such use of pain-
purposes. relieving drugs. 

13. Other Animals 

Wild Mule Deer 68 

Wild Elk 566 

Tame Elk 

F. 
which experiments, 

D. Number of animals Llpon 
experiments, research, surgery or tests were
 

Animals Covered
 conducted involving accompanying pain or distress TOTAL NO. 
By The Animal 

teaching, research, 
to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations 
surgery, or tests were 

anesthetic,analgesic, or tranquilizing drugs would 
accompanying pain or 
conducted involving 

have adversely affected the procedures, results, or (Co/s. C + 
distress to the animals interpretation of the teaching, research, 0+ E) 
and for which appropriate experiments, surgery, or tests. (An explanation of 
anesthetic, analgesic, or the procedures producing pain or distress in these 

animals and the reasons such drugs were not used tranquilizing drugs were 
must be attached to this report) used. 

4.	 Dogs 

5.	 Cats 
I 

6. Guinea Pigs 

7. Hamsters 

8.	 Rabbits 

9. Non-Human Primates 

I 10. Sheep 

11. Pigs 

12. Other Farm Animals 

68 

0 

0- 0 0 

566 

48 

00 

.- 620 _. .. ­14 0 .--­ , ­

ASSURANCE STATEMENTS bl.i-6 ,.1 i ~ c : " i i
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I" ~ 

... - ..,'..- -,-...... 
1)	 Professionally acceptable standards governing the care, treatment, and use of animals, inclUding appropriate use of anesthetic, analgeSIC, and ·tranqUlllzlng"drugs, PrlO~ tOI dynng,
 

and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. !:
 Iii iI 
2) Each principal investigator has considered alternatives to painful procedures.	 n C(' 1 2 2nrn \l !J ) 
3)	 This facility is a.dhering to the standards and regulations under the Act, and it has required that exceptions to the standards and~E?gUI~tio~J be\lpec~e~and'"M15Uined b~ \
 

pnncipallnvestlgator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions IS attached to thiS annual report In
 
addition to identifying the IACUC-approved exceptions, this summary includes a bri':!f explanation of the exceptions, as well as the s~eCies and number of a~imal§..afulded. \
 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate vetennary pare and to 8'&r)'~~ .itiet~t£~fa'c~biAo~r
 
aspects of animal care and use. . 1 SACRA.!I EN fO, C .,J
 

DATE SIGNED 

CERT1F1CATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

------------------ ---- FICIAL N------- -- --------- ----- --------- ----- ----------------------- -------------- -------- --- --- int) 

--------  -------- --------- --------- ------- 

18-23 (Oct 88), which is obsolete	 PART 1 - HEADQUARTERS 



APHIS Form' 7023 Site List 
1'"."'/' 

The following sites have been reported by the facility. 

Registration Number: 92-F-0004 
Customer Number: 1262 
Facility: USDA - FORESTRY AND RANGE SCIENCES LAB 

1401 GEKELER LANE 
LA GRANDE, OR 97850 
(541) 963-7122 

STARKEY DEER & ELK RES. & DEV. 
1401 GEKELER LANE 
LA GRANDE, OR 97850 

-, '~_ .....:::.--~~ __ 'J JL., ! i'i ; i 
. .,,'\ I Ii t: !1!: ,1
; 1! t i . J' 
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This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control N9 _ . 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN WflS 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVED 

OMB NO. 0579-0036 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 93-F-0001 1198 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY incJude Zip Code) 

LAWRENCE BERKELEY NATIONAL LABORAtORY(7YPE OR PRINT) 
1 CYCLOTRON ROAD, BLDG. 74 

BERKELEY,CA 94720 

(510) 486-5221 

REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teacl1ing, or experimentation, or held for these purpl'lses. Attadl additional 
sheets if necessary.) 

FACILITY LOCATIONS(sltes) 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. B. Number of C. Number of O. Number of animals upon E. Number of animals upon whietl teadling, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred, whidl teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO. 
Sy The Animal conditioned, or research, surgery, or tests were to the animals and for whietl the use of appropriate OF ANIMALS 

Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tr<mquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cols. C + 
experiments, conducted distress to the animals interpretation of the teaetling, research, 0+ E) 
:-esearc.'1, or i~vGlving n~ anc ~:::;r 'Alhic.'1 =~p:-:::pr:at~ ex;::e:-:ments, sur;sry. ~i tas~. (An expfar;at/cr: ::;{ 
surgery but not pain,'distress, or anesthetic, analgesic, or the procedures producing pain or distress in these 
yet us9d for such use of pain- tranquilizing drugs were animals and tbe reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs (J ( ?3 9 
5. Cats 0 
6. Guinea Pigs 0 
7. Hamsters 0 
8. Rabbits 0 q '3 \ ~-l() 

9. Non-Human Primates 0 
10. Sheep () 

11. Pigs (') I 

12. Other Farm Animals 0 

13. Other Animals () 

._­ .. - ....~ 

ASSURANCE STATEMENTS t 
...

1)	 ProfeSSIonally acceptable standards governing the care, treatment, and use of animals, Including appropnate use of anesthetiC, analgeslc"and tranqUilIZing drugs, prior to, dunng, 
and following actual research, teaetling, testing, surgery, or experimentation were followed by this research facility. ,-·i: ' 

2)	 Eaetl principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Ad, and it has r~quired that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision if. adequate veterinary care-anc{ to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

-- (Chief Executive Officer or Legally Responsible Institutional official) 
-- -- I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIG---------- ~.E ~"( ~P'Y'J2:NAl OFFICIAL 
-- 

DATE SIGNED NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

------ ---- ---------- --------- ----------- ---- -------------- /(116/MOl 
APHI-- FO~O ---- (Replaces VS FORM 18-23 (Oct 88), which Is obsolete PART 1 - HEADQUARTERS 

(AUG 91) 

-- 



LJriThis report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for v S Interagency Report Control No 
result in ar, order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE 93-F-0005 1199 

OMB NO. 0579..0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

SPAWARSYSCEN 
D35 BJOSCIENCES DIVISION 
53560 HULL STREET (619) 553-5252 
SAN DIEGO CA 92152 

(TYPE OR PRINT) 

REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary,) 

FACILITY LOCATIONS(sltes) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. 

Animals Covered
 
By The Animal
 

V';eITare Reguiaiions
 

4. Dogs 

5. Cats 

6_ Guinea Pigs 

7. Hpmsters 

IB. Number of C. Number of ID. Number of animals upon E. Number of animals upon which teaching, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were
 
bred, which teaching, teaching, research, conducted involving accompanying pain or distress
 TOTAL NO, 
conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 
heid for use in experiments, or . conducted invoiving anesthetic.anaigesic. or tranquiiizing drugs would 
teaching, lesting, tests were accompanying pain or have adversely affected the procedures, results, or (Cols. C. 
experiments, conducted distress to the animals interpretation of the teaching, researCh, D + E) 
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in tllese 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were ~t useo 
purposes. relieving drugs, used. must be attacheo to this report) 

Distribution limited to U.S. Gevernment agencies only. 

Adml nl stratl lIe/ operatl ona I use b Nov U'I. Uther requests tor tl 1 S 

document sha 1	 be referred to the Commanding Officer, Space and Naval 

Warfare Syst~ms Center, San DiEgO, CA 92152-5001. 
Professional v	 acceptable stancards qoverninq the care, treatme t and use 
of animals, ~ncluding appropricte use of anesthetic, analgesic nd 
tranquilizing drugs are a primcry component of the veterinary c re program. 

I 8, Rabbits I The lnstitut onal Animal Care <nd 
rp"p.::lrrh nr",..,-("\r()l" anri fnlmrl ~hAm 

Utilization Committee reviewe 
rn hI" in rnmnlii=lnrp with all 

all 

animal welfa e regulations.
9. Non-Human Primates 

10. Sheep ! 
11. Pigs I 
12. Other Farm Animals 

13. Other Animals 

White Whales 

Dolphins o 30 

Sea Li ons o 2 
ASSURANCE STATEMENTS 

. - -- ,---...---- ._-------:::. .. ..,:.::\ 
1,- '~'\ 

I 
, 

; 

;	 ~! 

i I 

\	 

:;::'~.:..'.:;'''',;..'':......-----­"':" ':- .. ) 

o ,~LI----------·-O 

30o	 o 
2o	 o 

1)	 ProfessIonally acceptable standards governing the care, treatment, and use of animals, Indudlng appropnate use of anesthetiC, analgesIc, and tranquilizing drugs, pnor to, dunng, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered altematives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of ail the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

-- 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICI""~'--­
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete rr U.S.C. Section 2143) 

--- STITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

------------- -- --------- ------- ----- 
--------------- ----------- ------- --------- ----------- ----------- 

DATE SIGNED 

)J/;;1,b1 
PART1-HEADQUARTERS 



F C.E.O. OR INSTITUTIONAL OFFICIAL 

This rs?Ort is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for 
laris Interagency Report Control No 

result in an arder to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 

-_'::'--;---""iUii:N:i7IT;:;E::;D::;"QsTTA;:::TnE:;S~DnE~pO:AMR~Tr.M::;;E::;N~Trr>Oi:F-::iA7G:"i:R;j'iIC::;U"iiL"iT=i"UiCR;CE~------171.-;;R~EG~IS::;:T:;:;RA";'=;:TI;-;::O:-:N;-;N:7:0~.----;:::CT;Uc:-S:;=TO~M-;:E';;R~N';';O:;-.-Ir--------------. 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 93-F-0006 1200 FORM APPROVED 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITI (Name and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

(TYPE OR PRINT) NASA 
ANIMAL CARE FACILl1Y 

MAll STOP 261-1 

MOFFETT FIELD, CA 94035 

(415) 604-5000 

REPORTING FACILITY (list all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATlONS(slfes) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. B. Number of C. Number of D. Number of animals upon E. Number of animals upon which teaching, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO. 
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or havG adversely affected the procedures, results. or (Cols. C + 
exoeriments, conducted distress to the animals interpretation of the t.eaching, research, D + E) 
research, or involving no and for which appropriate experiments. surgery, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic. analsesic. or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used.	 must be attached to this report) 

4. Dogs 

5.	 Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits ~5	 Iii II I 

9.	 Non-Human Primates <is 3 
10. Sheep I 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

e.-h \n c.h \\ \. e.-~ 

ASSURANCE STATEMENTS 

12 

,-+._--_...._. '-.­
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... I 
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1)	 Professionally acceptable standards governing the care, treatment, and use of animals, Including approprrate use of anesthe!jcJ .analgeslc.~ and~~anqt;!ilizlng drugs, prlflr to, durrng, 

and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. Sr\ C;~.:\ \.~ E~; iU. Lrl ~ 

2)	 Each principal investigator has considered alternatives to painful procedures. .------.- ­

3)	 This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of ot;1'!r 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143). 

DATE SIGNEDNAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

/lJ-I')-o 
(Replaces VS FORM 18-23 (Oct 88), which is obsolete	 PART 1 • HEADQUARTERS 



APHIS Form 7023 Site List 

The following sites have been reported by the facility. 

Registration Number: 93-F-0006 
Customer Number: 1200 
Facility: NASA 

ANIMAL CARE FACILITY 
MAIL STOP 261-1 
MOFFEIT FIELD, CA 94035 
(41 5) 604-5000 

AMES RESEARCH FACILITY 
ANIMAL CARE FACILITY 
MOFFEIT FIELD, CA 94035 

----.._---... --.~...-. __.------,._--. 
: 1'.' 



~is repor{l~ required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No laris 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. , 
FORM APPROVED AN IMAL AND PLANT HEALTH INSPECTION SERVICE 93-F-0008 1202 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

NAVAL MEDICAL CTR SAN DIEGO(TYPE OR PRINT) 
STE 5, DIV, OF ANIMAL RESOURCES 
34800 BOB WILSON DRIVE 
SAN DIEGO, CA 92134 
(619) 532-6944 

REPORTING FACILllY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes, Attach additional 
sheets if necessary.) 

FACILllY LOCATIONS(sites) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILllY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Number of C. Number of D. Number of animals upon E. Number of animals upon which teaCiling, 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress 
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate 

Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or 
experiments, conducted distress to the animals interpretation of the teaching, research, 
researCh, or involving no and for which appropriate experiments, surgery, or tests, (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were fie I used 
purposes, relieving drugs. used. must be attached to this report) 

F. 

TOTAL NO, 
OF ANIMALS 

(Cols. C + 
0+ E) 

4. Dogs 

5. Cats 1n 1 n 

6, Guinea Pigs 6 147 1/,7 

7, Hamsters 

I 3, Rabbits 7 24 I 3S S9 

9. Non-Human Primates 

10. Sheep 

I 11. Pigs 10 
I 

154 
I 

154 

12. Other Farm Animals 

13. Other Animals 

Chinchilla 25 39 63 102 

ASSURANCE STATEMENTS 

.... -" '0 -
~ 

_. 

--~.-..... '-'- ­ . ---­ p ~ " 

1)	 Professionally acceptable standards governing the care, treatment, and use of animals, Including appropriate use of anesthetiC, analgesIc, and tranqUllrzlng drugs, pnor to, dunng, 
and following actual research, teaching, testing, surgery, or expenmentation were followed by this research facility. NOV 23,_ 

2)	 Each principal investigator has considered alternatives to painful procedures. 

J)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual' report. In 
addition to identifying the IACUC-approved exceptions, this summary includ6s a brief explanation of the exceptions, as well as the specie~ and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to-oversee-the'adequacy-ofother---­
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and comple- ------- -- ----- -------- 

DATE SIGNED 

PART 1 - HEADQUARTERS 

-- --- --------- 
------------- 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL --------- -- --------- ----- --------- -- --------- --- --- -- -- -------- -------- --- -------  

-- \e.t\ 
APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which is obsolete 

(AUG 91) 



APHIS Form 7023 Site List 

The following sites have been reported by the facility. 

Registration Number: 93-F-0008 
Customer Number: 1202 
Facility: NAVAL MEDICAL CTR SAN DIEGO 

STE 5, DIV. OF ANIMAL RESOURCES 
34800 BOB WILSON DRIVE 
SAN DIEGO, CA 92134 
(619) 532-6944 

DIVISION OF ANIMAL RESOURCE 
34800 BOB WILSON DRIVE 
SAN DIEGO, CA 92134 

'.7 3 ;1nnlN,O\/V L.ulj! 

.,"' .... ,,---.- "_. .'_')_!" ···~.··I~~_..i 

'J, : ".~-' 

. .~ <."" ~ - . ,.1. (:;~ 
--_.:.-~------ .-~-----
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Column E Explanation 

Registration Number: Certificate Number 93-F-008, Customer Number 1202 

Number and Species of Animals: 63 Chinchillas 

Explanation of Procedure Causing Possible Distress: Individual housing in an unfamiliar 
environment and exposure of chinchillas to 4kHz octave band noise at 105 dB sound pressure 
level for a duration of 6 hours. This procedure is considered non-painful but may induce 
distress. This exposure induces cochlear hair cell loss and a significant hearing threshold shift. 
This model is utilized to test various means to protect against cochlear hair cell loss and to 
potentially reverse cochlear hair cell loss. 

Scientific Justification for Unrelieved Potential Distress: The potential distress of individual 
housing in an unfamiliar environment is being relieved through a habituation procedure for our 
experimental animals. This leaves the actual noise exposure as our only unrelieved potential for 
distress as defined by the AWA. Alleviation of this potential distress through the use of 
anesthetics or analgesics is scientifically contraindicated for the following reasons. 

General Considerations 

a. Generalized anesthesia for a six hour duration would be medically contraindicated 
and in itself leads to a painful and distressful recovery period. 

b. Animal models without anesthesia mimics human subjects under noise exposure 
better than the anesthetized animal. 

c. Noise exposure should try to replicate the re::l v/or1d as much as possible; we 
typically are not exposed to noise in the drugged state. The administration of drugs to 
sound exposed animal's effects several important aspects of sound transduction in the 
inner ear and electrophysiological measurements of inner ear function. Because these 
confounded results from drugged animals can not be extended to human models, 
these drugged models are not used in hearing research. In the course of the Medline 
literature review going back over 20 years some 5500 abstracts involving loud sound 
exposure only about a dozen utilized anesthetized animals and in those cases the 
focus of the studies was to investigate the effects of those drugs on cochlear 
electrophysiological measurements. 

d. Noise exposures in nonnal animals always result in significant variations in threshold 
shifts. These variations may result from a variety of factors overactive middle ear 
muscles, efferent feedback, state of the animal. Now there may be evidence that a 
drugged animal gives larger and more consistent thresholds shifts because of the 
elimination of the aforementioned variables. 1 

Specific Considerations 

a. Sodium pento-barbital has been shown to have a significant effe~tQn.Jo.tal.middle 

ear impedance and on the shape of the tympanograms.2 If-\ i~ :'~~-' i: '_ 
j! .. 1 ~ I ._ ..~_.' _ • __ ~ .... ;-' •• 

NOV 23 - ; 

~. 
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1 



Column E Explanation cont. 

b.	 The use of ketamine causes significant increases in distortion-product otoacoustic 
emissions. This result indicates that tonic activity levels in the cochlear efferents 
are reduced by the anesthetic effects which, could lead to greater damage due to 
loud sound exposure. 3,4 

c.	 Isoflurane significantly attenuates auditory steady state response(which is a 
response of the brain to auditory stimuli) in a dose dependants matter. 5 

References 
1) Popelar, 1., et al. Effect of noise on auditory evoked responses in awake guinea pigs. Hearing 

Research. 26(3):239-47, 1987 
2) Eames, B.L., et al. The role of the middle ear in acoustic trauma from impulses. 

Laryngoscope. 85(9): 1582-92, 1975 
3) Harel, N. et al. The effects of anesthesia on otoacoustic emissions. Hearing Research. 110(1­

2):25-33 
4)	 Puel, Jean-Luc, et al. Perspectives in inner ear pharmacology and clinical 

applications. In Cochlear pharmacology and noise trauma. Eds. D. Prasher and B. 
Canlon. NRN Publications. London; 1998 

5)	 Plourde, G., et al. The effect of isoflurane on the steady state response and on consciousness 
in human volunteers. Anesthesiology. 89(4):844-51, 1998 
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This report is required by law (7 USC 2143). Failure to report according to \he regulations can See reverse side for Interagency Report eoQfrof No 
result in'sn order to cease end desist and to be subject to penalties as provided for in Section 2150. additional infotmation. 0180-o0A-ANI .5 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRAnON NO. CUSTOMER NO. 
FORM APPROVED ANIMAl AND PlANT HEALTH INSPECTION SERVICE 93-F~007 1201 

OMS NO; 0579-0036 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address, as registered with USDA 
include Zip Code)	 ,ANNUAL REPORT OF RESEARCH FACILITY 

USDA, AGRICULTURAL RESEARCH SERVICE (TYPE OR PRINT) 
800 BUCHANAN STREET 
ALBANY, CA 94710 
(510) 559-5600 

I
J. REPORTING FACIUTY (list alf locations where animals were housed or used in actual research, lesting, teaching, or experimentation, or held for these purpoSl!s. Attach additional 

sheets if necessary.) 

FACIUTY LOCAnONS(sites) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FAC1UTY (Mach additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Number of C. Numberof D. Number of animals upon E. Number of animals upon which teaching, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Cove.red bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAl NO, 
By The Animal conditioned, or research, surgery, or tests wera to the animals and for whichlhe use of appropriate OF ANIMALS 

Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or trailquilizing drugs would 
teaching, testing, lests were accompanying pain or have adversely affected the procedures, results, or (Cols. C + 
experiments, conducted distress to \he animals interpretation of the teaching, research, 0+ E) 
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs 0 0 0 0 0 

5. Cats 0 0 0 0 0 

6. Guinea Pigs 0 0 0 0 0 

7. Hamsters 0 209 0 0 209 

8. Rabbits 0 3 0 0 3 

9. Non-Human Primates I 0 0 0 0 0 

10. Sheep 
I 0 0 0 0 I 0 

11. Pigs 0 0 0 0 0 

12. other Farm Animals 

chicken 0 141 ,0 0 141 

13. Other Animals 

I ~...... ----~-_ . ._--~ ---' 
: 

'. 

~ ,,~ "f 
" 

'- '-' 

ASSURANCE STATEMENTS I 
" .

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropnate use of anesthetIC. ,analgeSIC, an4.1I'lS'I\qI.1I1~ dru~rfP:r to, dunng, 
and following actual research, teaching, lesting, surgery, or experimentation were followed by this researctt facility. : I 'iU V LIt.LJ 01 

2l	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has reqUired that exceptions \0 the standards and,' regulations, be specified and explained by the 
principal investigator and approved by \he Institutional Animal Care and Use Committee (IACUC). A sunmary of all the exceptions is att'ached to this annual report In 
additio!1 to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the.speciss_~,I)d.QU~.~r.~~~~'-:ff'::::'d" 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(C' xecutive Officer or Legally Responsible Institutional official) 

PART1-HEAOQUARTERS 

I certify that the above is true, correct. and complete (7 U.S.C. Section 2143) 

-------- ------ CIAL --------- -- --------- ----- --------- ---- ----------------------- -------------- -------- --- -------- 

------ --- --------- -------- ----------- --------- 
DATE SIGNED 



---------- 
---------------- 

'This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report ConttaJ N~ 
result in >::n order to cease ana desist and to be subject to penalties as provided for in Section 2150. additional information. 0i80-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE 93-F-0022 1204 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILlTY (Nama and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY induda Zip Code) 

(TYPE OR PRINT) 60TH MEDICAL GROUP (AMC), MOSS/SGSE 
101 BODIN CIRCLE 
TRAVIS AFB, CA 94535 

REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, leaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS(Sltes) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or usa APHIS FORM 7023A ) 

B. NumberofA. C. Number of D. Number of animals upon E. Number of animals upon which teaching, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were
 

Animals Covered
 bred, which teaching, leaching, research, conducted involving accompanying pain or distress TOTAL NO. 
Sy The Animal conditioned. or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare RegUlations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the prcx:edures, results, or (Cols. C + 
experiments, conduc':ed distress to the animals interpretation of the teaching, research, D+E) 
research. or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4.	 Dogs 

5. Cats
 

,6. Guinea Pigs
 

7. Hamsters 

8. Rabbits 

I 9. Non-Human Primates 

I
I 

I

I I 
!I

10. Sheeo . " 

414111. Pigs	 6I 
12. Other Farm Animals 

Goats 8 18 18 

13. Other Animals 

Ferrets 10 10 

ASSURANCE STATEMENTS 
...

1)	 Professionally acceptable standards govern,ng the care, treatment, and use of animals, Including appropnate use of anesthetiC, analgeslC~ .anq tran,qulllzlng drugs, pnor to, dunng, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research faality. j\l U V L I 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has reqUired that exceptions to the standards and regulations tie specified and explained by the 
principal investigatqr and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of al/ the exceptions Is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation 01 the exceptions, as wel~ as th_e~~~~s~n.d.n.umb~r..?fa~imals_a~ected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
 
(Chief Executive Officer or Legally Resp~nsible Institutional official)
 

I certify that the above is true, correct, and complete (1 U.S.C. Section 2143)
 

DATE SIGNED SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

---- ------------ ----------- --------- ------ 
------ ---------- -------- 

PART1·HEAOQUARTERS 



--

I

This report Is requlred bY laW (T usc 2143). Fai1ure to report acx:orc!lnQ to the ragu1afuns can See reverse side for Laris 
result., an Ofder to cease a;nd desist and to be cubject to penaJtJes as provided for" Section 2150. sddrtionaJ l1fonnatloo.. 

UNITED STATES DEPARTMENT OF AGRICULTURE. 1. REGISTRATION NO. CUSTOMER NO. I 
ANIMAL AND PLANT HEALTH INSPECTlON SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

95-F-Q001 1205 FORM APPROVED 
?MB NO. 0579-0036' 

2.	 HEADQUARTERS RESEARCH FAClUTY (Name and Address, as ~isteredwith USDA, 
IncJudeZipCode) TripIer Army Medical Center 

ATTN: MCHK-CI (MAJ Goodwin) 
TripIer AMC, HI 96859-5000 
(808) 41)-6709 

J.	 REPORTING FAClUTY (Ust aU locations w11ere animals were housed or used in actual research, lesting, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessaty.) 

FACIUTY LOCATlONS(sites) 

See Attached Usting 

REPORT OF ANIMALS USEe BY OR UNDER CONTROL OF RESEARCH FAClUlY (Attach additional sheets if necessaty or use APHlS FORM 7023A) 

B. NumberofA. E. Number of animals upon wtlich teaching, F•.C. Numbefof D. Number of animals upon 
animals being experiments, research, St.Jrg«yor tests werewtlich experiments, animals upon 
bred,Animals C<lvered conduded involving accompanying pain or distresswhk:h teaching, teaching, research. TOTAL NO. 

Sy The Animal cond"rtioned, or to !he animals and for wtlich the use of appropriatesurgery, or tests were OF ANIMALSresearch. 
Welfare Regulations held for use In anesthetic,analge.sic, or lranquili:zirtg drugs wouldconduded (wolvingexperiments, or 

teactling, testing, have adversely affected the procedures, results, oraccompanying pain ortests were (cors. C + 
experiments, intElfPl"Eltation of the teaching, research, dIStress to the animals conducted 0+ E) 
research, or experiments, surgery, 0( tests. (An explanation ofnvolving no and for whk:h appropciate 
stsge('y but not the p:ocedures producing pain or distress in thesepain, dIStreSS, or anesthetic, analgesic, or 
yet used for suc:h animals and the reasons such drugs were not useduse of pain- tranquilizing drugs were 
purposes. must be attached to this repcxt) relieving drugs. used. 

-4.	 Dogs 

S.	 Cats 

1 31 40906.	 Guinea Pigs 

7.	 Hamsters 

8.	 Rabbits I 
19. Non-Human Primates 

10. Sheep 

0 420 42 011. Pigs 

12. Other Farm Animals 

Goats 120 0 12 0 

13. Other Animals 

Ferrets 0 0 0 55 
.. _--------t.l.. 

i-:: :: \'1/'; ;-:J T­

-11
i!.- :G ii'! i< i r 

.~, "_.,,, "_J -_...... ~-... __ ..~~ ~ 1
 

ASSURANCE STA~.J.(ENTS "\ I i; ! i
 
1) ?~icnaily ao::eplable standards governing the care, treatment, and use 0( animals, Ildud"lOQ appropriate use of anesthetic, analgesic, and tranquirlZinQ dnJo$, prior to: du;ing, 

and following actual research, teacl1irvJ. testing, st.Jrgery, 0( experimentation wet'e followed by this research fadlity, .. -.~-/. ; 

2)	 Eadl pmdpal iwestic;lator has considered alternatives to painful procedures. , . 

J)	 This fadlity is adhemg to the litaodards and regtJlatioos I.Xlder the Ad, and it has required that exceptions to the standards and reguiatjons be ~.~'~,~'t>Ythe ! 
principal mastigator and ~ by the InstitutionaJ Animal Care and Use Committee (lACUC). A summary of all the exceptions Is attached to this annual ~port. In j 
adcfrtion to identifyiniJ the lACUC-approved exceptions, !his summary I1dudes a brief eJqJlanation of the exceptions, as wea as the species and number of anrnals.affactad..­

.. )	 The attencfll1Q 'w'eterinarian for this research facility has appropriate authority to llOSlXe the provision of adequate veterinary care and to oversee the adequacy of other 
aspects 0( animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above Is true, correct. and complete (l U.S.C. Section 2143) ------- ---- -------- --- ----------------------- --------- N------- -- --------- ----- --------- ----- ----------------------- -------------- -------- --- -------- 
----- -------- --- --------- 
---------------- --------- ------- ---------- -------- 

DATE SIGNED 

PART 1 - HEADQUARTERS 



APHI? Form 7023 Site List 

The following sites have been reported by the facility. 

Registration Number: 95-F-001 
Customer Number: 1205 
Facility: TripIer Army Medical Center 

MCHK-CI (ATTN: MAl Goodwin) 
TripIer AMC, HI 96859-5000 
(808) 433-6709 

Department of Clinical Investigation 
MCHK-CI (ATTN: MAl Goodwin) 
Tripier AMC, HI 96869-5000 



----------------

Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form· and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1.	 Registration Number:__9_5_-_F_-_0_0_1 _ 

2.	 Number 9 of animals used in this study. 

3.	 Species (common name) guinea pigs of animals used in the study. 

4.	 Explain the procedure producing pain and/or distress. 

Starting at one to two days of age, neonatal guinea pigs are exposed to an 
atmosphere of 100% oxygen or 95% oxygen and 20 ppm nitric oxide for up to 
five days. Exposure to hyperoxia alone often produces respiratory distress 
after three to five days of exposure. Exposure to the combination of 
hyperoxia and nitric oxide may also result in respiratory distress. It 
should be noted that an early endpoint is used in this study: the guinea 
pigs are euthanized as soon as they progress beyond mild respiratory 
distress to develop cyanosis, lethargy, pallor, or an abnormal resting 
posture. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

The development of lung injury was a parameter being studied. Relief of any 
respiratory distress would have required removal from the altered atmosphere 
or anesthesia and intubation, both of which would have confounded the natural 
course of the pulmonary effects of hyperoxia and the potential mediating 
effects of nitric oxide. Furthermore, intubation and mechanical ventilation 
would potentially introduce barotrauma as a confounding source of lung 
injury. Literature searches failed to reveal an alternative to the use of 
animals to measure the whole animal physiological functions of interest. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations
 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102):
 

Agency	 CFR _ 

---".	 ---­• ,:: l.:,",; 1,-...· --....,~!
1	 I ~. I !~-; ; ..., r' : I I 

;;-~----.·_Ci-LL'Li iII ii 
,; ''-'" "I' j I 

',i, •• ' ,!. N! iV : a :)1 ;\''')j .i i J ! II,'_0. . •..1 i:-.vJy ;: / 
i~1 

L.-_ J.USDA. AfHI~ REA~AC 
SAC2A!',iEN roo CA 1 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an order to cease and desist and to be sUbject to penalties as provided for in Section 2150. additional information. 0180-DOA-ANIUNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 
12-R-D003 

CUSTOMER NO. 
167 FORM APPROVED 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

UNIVERSITY OF NEW HAMPSHIRE 
UNIVERSITY OF NEW HAMPSHIRE 
THOMPSON HALL 
DURHAM, NH 03824 

1 
3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 

sheets if necessary.) 

FACILITY LOCATIONS(sites) 

UNIVERSITY OF NEW HAMPSHIRE 
DURHAM, NH 03824 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Numberof C. Number of D. Number of animals upon E. Number of animals upon which teaching, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO. 
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cols.C + 
experiments, conducted distress to the animals interpretation of the teaching, research, D+E) 
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic, or the procedures prodUcing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 65 65 

8. Rabbits 2 2 

9. Non-Human Primates 

10. Sheep 

11. Pigs 79 52 52 

12. Other Farm Animals 

13. Other Animals 

Whitetail Deer 16 16 

ASSURANCE STATEMENTS 
., .

1)	 Professionally acceptable standards governing the care, treatment, and use of aOimals, including appropnate use of anesthetiC, analgeSIC, and tranqUiliZing drugs, pnor to, dUring, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

------- --- -------- -------- 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

------- --- -------- --------- ------ ------------- ---- ------------- ----- --------- ---------- 

DATE SIGNED 

11/18/2004 

APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which is obsolete PART1-HEADQUARTERS 
(AUG 91) 



APHIS Form 1023 Additional Reported Sites 

The following additional sites have been reported by the facility. The reported sites have not been verified by APHIS and 
have been provided by the facility solely for completeness of the APHIS Form 7023 Annual Reporting submission. 

Registration Number: 12-R-0003 
Customer Number: 167 
Facility: UNIVERSITY OF NEW HAMPSHIRE 

UNIVERSITY OF NEW HAMPSHIRE 
THOMPSON HALL 
DURHAM, NH 03824 

Animal & Nutritional Sciences ----------- ------ -------- 
Burley Dermeritt Farm -------------------------- 
Brentwood Fram Site 007 
Lee, NH 03824 
Naimal Resources Office ----------- ------ -------- 
Rudman Hall --------------------------- 
Human Nutrition Center Isolation Building Site 0101 
Durham, NH 03824 



ANNUAL REPORT OF RESEARCH FACILITY 
(addendum to report submitted electronically on 

11/18/2004) 

1. REGISTRATION NO. 

12-R-0003 

2. HEADQUARTERS RESEARCH FACILITY 

University of New Hampshire 
Office of Sponsored Research 
107 Service Building 
Durham, NH 03824 

Status: Active 

REPORT OF IACUC-APPROVED EXCEPTION 

UNH IACUC PROTOCOL NUMBER: 010701 

ORIGINAL APPROVAL DATE: August 7, 2001 

PROTOCOL CLOSURE DATE: July 21,2004 

SPECIES: Whitetail Deer 

ANIMAL NUMBERS (for exception): 4 

DESCRIPTI·ON:
 

The animals were fasted for 48 hours for metabolic testing. Water was available ad lib, and the animals were
 
monitored during the fast by the University of New Hampshire Animal Resources Office.
 

This protocol was reviewed and approved by the University of New Hampshire Animal Care and Use Committee.
 

This report is submitted in compliance with USDA reqUired procedure.
 



1~':··"'.Jq·_·rd.'I ~l:~ ... l-,r: ~ ... ,d.:r~-,; ~..:"St:t! r~\{ersc ~Jdt~ lor 
o1~U·DOA.ANaddll,unoll IIllurrroiJI,on 

UNITED STATES OEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

t. REGISTRATION NO. I FORM APPROVED':' 'V 
OMS NO 057~'0036\ 

--=. ­

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

2. HEADQUARTERS 
include Zip Code) 14-R-Q009, Cust Id 105 

                                   M.o.~~               b~   ~c:      

BOSTON UNIVERSITY MEDICAL SCHOOL 

80E.CONCORDSTREET 

BOSTON, MA 02118 

.'-!..s.!JA. 

(sec. 4.1tc:u:.L,d) 

1 
3. R~PORTING FACILllY (List all locations where arumaIs were housed or used in actual researCh, lesting. teachmg, or experimental ion, or held tor these purposes. Allach addllional 

sheets il necessary) 

FACILITY LOCATIONS (Siles) 

8ostol'\ Ul\;ve\"s;;1-y Me.d~C4c.l c.el.\~ev-

Lah Animal Sc\evt(e CeW\+-ev -=too Alb4"'V b+Yz.-e+ 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach alfiuitlOllal sheets ill1ccessilry or use APHIS FORM 7023A.) 

A. B. Number 01 E.	 Number 01 animals upon which leaching,C Number 01 D. NUlnber 01 amlnats upon F.
animals being expenments, research, surgery or lests wereanimClIs upon . which experiments,
bred, conduCled involving accompanying pain or dislressAnimals Covered which leaching. leachieg, research, . 
conditioned. or 10 the ilnimals and lor which the use of appropriateBy The Animal research, TOTAL NO, surgery, or tests were
held lor use in aneslhetic. analgesic, or tranquilizing drugs wouldWelfare Regulations experiments. or OF ANIMALsconducled involving
teaching. lesling, have adversely allecled Ihe procedures, reSUIIS. orlesls were accompanying pain or 
experiments, inlerprelalion of the teaching, research,conducted dislress 10 Ihe animClls 
research. or experimenls, surgery, or tesls. (An explanation ofInvolving no (Cols. C ...and lor which appropriale 
surgery bUI nor the procedures producing pain or distress ;n thesepain, dislress, or D ... E)anesthelic, analgesic, or 
yet used lor such animals and the reasons such drugs were not useduse ot pain­ lraflquilizing drugs were 
purposes. must be attached to this report). relieving drugs. used. 

(j)rf; (/;4. Dogs ct eS 
5. Cats d as 14 /4c/J 
6. Guinea Pigs 108 /0805 d> 05 

(J)7. Hamsters rtJ0 aJR 
L{2L)8. Rabbits J1- g :2 LftOriJ 0 

(/)<f;9. Non-human Primates 6:;0~O3~ 

(j; (/J (f)10. Sheep 0 a5 
1 1. Pios 22­ 0Co=Z &4 

¢ ¢ ¢ / 

12. Other Farm Animals 0 d. 
poi K~ 10 +h eY'MS 4(pO d; 4q g3~LiDO 

(j)"(/j If13. Other Animals Fervet.s 0 '-J 
Og~Y\'\ \ce. 12.)lP2Cf 5'45'15:2.44 J~ri> 

'("(l1-S 20'1 {P'lu,9-=1\1"1­ r/J /'1 14~ 

c h;V\ c,\.,., \\ A. S ;;1.5"(jJ 2'15:2:400 
I ASSURANCE STATEMENTS 

t)	 Prolessioflally acceptable slandards governing Ihe care, Irealmenl, and use 01 animals. including approriille lise of anesthelic. analgesic, and tranquiliZing drugs, prior 10. dunng. 
and lollowing aclual research, 'eaching, lesling. surgery, or elCperimenlalion were lollowed by this reseilf(;h facility. 

2). Each prinCipal ilwesligalor has t.:ollsldered allernalives 10 pi.llnlol procedures. 

3),	 This l<Jdllly i~ adhering 10 Ihe sl<Jndards and regulaliolls under the Ac•. alld il has reqUired Ihal elCceplions 10 Ihe stalldards and regulalions be specllied and explained by Ihe 
prmClpal invesligalor and approved by Ihe Insliluliunal Animul Care and Use Cummillee (IACUC), A summary o. aU such exceptions is attached to this annual report. In 
addition 10 identifying Ihe IACUC'i1pproved excepliolls••hls summary includes <I briet expiallCl.ion 01 Ihe exceptiuns, as well as Ihe species and number 01 animuls allecled 

4)	 The allendlllg velerlllarliJlI lor Ihls reseiJrch faCility has iJPlllUprlale aulhorlty 10 enSUTe Ihe prOVision 01 oldequale velerlllary cilre <Jnd 10 oversee Ihe a<Jequacy 01 olher aspecls 01 

ali/lOaI COlre alld lise. 

CERTI1"ICATION BY IlEADQUARTJt;S RESEARCH "'ACILITY OI"Jt'ICIAL 
(Chief Executive Officer or Legally Responsible In~tjt.utional Official> 

I c:erllly 1holl Ihe i1DUVt! is trUl!, C:lIlfe<;I, iJlId cOlllplclt! (7 USC 5m:llon 2t43) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTION,AL OFFICIAL (Type or Prlllt) 

-- r-a.~ --- --- --- ------------ -- --- 
---- ------- ~W\4 -- --- ------ 

----------- U't'\~\)e -- ---- Mecl~ca.1 -------- u.~ 

DATE SIGNED 

APHIS FORM 7023 (R~pli:l(.es VS FOAM 18-23 (OCT 88). which IS obsol<:le ) 

(AUG 91) 



This repo'1 is required by law (7 USC 2143). t-allu'", '''' ,,,''v,, -- _
 
result in an order to cease and deslsi and 10 be subject to penalties as provided for in Section 21 ~U.
 OU'YI~IV' '\.•• 

UNITED ~'TATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVEDANIMAL AND PLANT HEALTH INSPECTION SERVICE 14-R-Q036 515: 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA 
ANNUAL REPORT OF RESEARCH FACILITY include Zip Cede) • 

(TYPE OR PRINT) UNIVERSllY OF MASSACHUSETTS AT AMHERST 
ANIMAL CARE OFFICE, GRAD. SCH. 
512 GOODELL BUILDING 
AMHERST, MA 01003 
(413) 545.{)666 

3. REPORTING FACIUTY (Ust all locations wtlere animals were housed or used in actual research. testing, leaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS(sitesj 

, 

g 
_S_e_e_A_tt_a_c_h_ed_L_is_ti_n Ir-----------------------------­

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets ff necessary or use APHIS FORM 7023A) 

B. NumberofA. C. Numberof D. Number o( animals upon F.E. Number of animals upon wtlichteaching, 
animals being animals upon which ekperimenls, ekperimenls, research. surgery or tests were 
bred,Animals Covered Which leaching, teaching, research, conducted invol'o1ng accompanying pain or distress TOTAL NO. 
conditioned. orBy The Animal research, surgery, or tests were to Ihe animals and (or wtlidl the use of appropriate OFANtMALS 
held for use in ekperiments. orWelfare Regulations conducted invoj'o1ng anesthetic.analgesic. or tranqui/jzing drugs would 
teadling, testing, tests were accompanying pain or have adversely affected the procedures. results, or (Cols. C + 
experiments, conducted distress 10 the animals interpretation o( the teaching, research, o +E) 
research, or invoMng no and for which appropriate ekperiments, surgery, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic. analgesic, or the procedures producing pain or distress in these 
yet used (or such use of pain· tranquilizing drugs were animals and the reasans such drugs were nat used 
purposes. relie'o1ng drugs. used. must be attached to this report) 

4. Dogs 0 0 0 0 0 

5. Cats 0 0 a 00 

6. Guinea Pigs 0 0 0 0 0 

7. Hamsters ,Syrian 248 36 758 0 1042 

8. Rabbits 0 6 88 0 94 

9. Non-Human Primates 0 8 a 0 8 

10. Sheep a 0 0 0 0 

0 011. Pigs 0 0 0 

12. Other Fann Animals 

Horses a 0 16 0 16 
CATTLE 1 2 1 a 4 

13. Other Animals 

Hamster, Siberian 399 0 79 0 478 

Voles, Prarie 1?()()600 100 ClOO 0 

Voles, Pine 30 a 0 0 30 
ASSURANCE STATEMENTS 

...
1)	 Professionally acceptable standards governIng the care, treatment. and use of animals. Includlllg appropnate use o( anesthetiC, analgesic, and tranquilIZing drugs. pnor 10, dunng, 

and following actual research, teaching, testing. surgery. or experimentation were followed by this research faciftty. 

2) Each principal investigator has considered alternatives 10 pain(ul procedures. 

3)	 This facility is adhering to the standards and regulations under the Act. and it has required that ekceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUe). A summary at all the exceptions Is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions. this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

41	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy o( other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SI~NA;:O~;ritdt~~
N------- -- -------- ----- --------- ----- ----------------------- ------ ICIAL (Type or Print) 

-------------- --- ----------- 
-  -------------- -------------------- 

DATE SIGNED 

'/IJ~/o, 
APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which Is obsolete PART1·HEADQUARTERS 

(AUG 91) 



1) ProfessIOnally acceptable standards governmg the care. treatment. and use of animals. ,ndUdmg appropnate use of anesthetIC. analgesic, and tranqulllZJng drugs. pnor to. dunng• 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. IANIMAL AND PLANT HEALTH INSPECTION SERVICE 14-R-{)()36 ! 515 FORM APPROVED 
OMS NO. 0579-)036 

CONTINUATION SHEET FOR ANNUAL REPORT 
2. HEADQUARTERS RESEARCH FACILITY (Name and Addross. as registered with USDA 

include Zip Code) 

OF RESEARCH FACILITY UNIVERSITY OF MASSACHUSETTS AT AMHERST 

(TYPE OR PRINT) 
ANIMAL CARE OFFICE. GRAD. SCH. 
512 GOODELL BUILDING 
AMHERST. MA 01003 
(413) 545-0666 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach addnional sheets ff necessary or use this form.) 

A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching. F. 
animals being animals upon which experiments. experiments. research. surgery or tests were 

Animals Covered bred. which teaching. teaching. researdl. conducted involving accompanying pain or distress TOTAL NO. 
By The Animal conditioned. or research. surgery. or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use in experiments. or conducted involving anesthetic.analgesic, or tranqUilizing drugs would 
teaching. testing. tests were accompanying pain or have adversely affected the procedures. results. or (Cols. C + 
experiments. conducted distress to the animals interpretation of the teaching. researd1. D +E) 
research. or involving no and for which appropriate experiments. surgery. or tests. (An explanation of 
surgery but not pain. distress. or anesthetic. analgesic. Ot the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. Used. must be attached to this report) 

Gerbils 15 0 54 0 nq 

Beaver 0 0 30 0 30 

White tail deer 0 0 27 0 27 

Virginia Opossu il 0 30 0 0 30 
FISHING CATS: 

Darwin's Fox 0 25 0 0 25 
Grey Fox 0 19 0 0 19 
Red-back vole 0 4 0 n "­
Deer mouse 0 1 0 0 1 

ASSURANCE STATEMENTS 
.. . 

and following actual research. teaching. testing. surgery. or experimentation were followed by this researdl facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act. and it has required that exceptions 10 the standards and regulations be specified and explained by the 
principal investigator and approved by the InstitutiOnal Animal care and Use Committee (IACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions. this summary indudes a brief explanation d the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian fOt this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERl"lFfCATfON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or legally Responsible Institutional official) 

I certify that the above is true. correct. and complete (7 U.S.C. Section 2143) 
DATE SIGNED 

I { I,,; Tie/ 
SIG---- --------- ----- --------- ----- ----------------------- -------------- N------- -- -------- ----- --------- ----- ----------------------- --------- IAL (Type orPrint) 

- --- ------------- --- ----------- 
~~ -------------- -------------------- 

(Replaces VS FORM 18-23 (Oct 88). which Is obsolete	 PART 1 • HEADQUARTERSAPHIS FORM 7023A 
(AUG 91) 



Summary of Exceptions to the Regulations and Standards
 
Specified and Explained by the Principal Investigator and Approved by the IACUC
 

1.	 In a study involving Syrian hamsters, the researcher submitted a memorandum of 
explanation to the IACUC regarding a change in the cleaning schedule for cages in which 
his hamsters are housed for particular studies approved previously by the IACUC. This 
relates to 9 CFR, Ch. 1, Part 3, Subpart B, 3.31,a. This matter was discussed and 
approved by the IACUC on August 20, 2001. The measure is supported by a policy 
statement of the Society for the Research on Biological Rhythms which appeared in the 
Journal of Biological Rhythms, Vol, 8, pp. 97-106 (1993) which outlines and explains 
modifications of normal observance, cleanliness/sanitation, and food and water provision 
procedures for rodents in circadian rhythm studies. The change involved delaying cage 
cleaning because the stimulus of the cleaning process (new cage, fresh bedding) disrupts 
free running activity levels developed during the study. These activity levels must be 
measured over several weeks in the same (unchanged) cage environment. It was agreed 
that the researcher will monitor closely the cages during these particular studies to insure 
the environments of the hamsters and mice will be satisfactory as possible until the data 
collections are completed. Such observations must be conducted under very dim red 
illumination. It was agreed by the IACUC and the Director of Animal Care that inactive 
animals will be visually checked to make sure they are not ill or in distress. Healthy mice 
and hamsters run many revolutions on a wheel each night, and computer records 
indicating robust activity are considered adequate verification of each animal's well 
being. A total of 120 hamsters and 80 knockout (graft recipient) mice were assigned to 
these studies, but the studies are perfonned on groups of 12-26 hamsters and 12-36 mice 
at a time. 

2.	 On April 30, 2001, the IACUC approved a request from a researcher to make his own 
sodium pentobarbital solutions because the solutions were not commercially available at 
the time. Preparation was in accord with the Animal Care Director's message of April 
20, 2001. The researcher expects that his surgical mortality rate will remain insignificant, 
<5%. The preparation at the bench is as follows: 
•	 The solution must be prepared (and used) aseptically/sterilely as any material 

administered to any animal must be. 
•	 Prepare as sterile filtered (0.2 micron) into a sterile vial with sterile stopper. 
•	 Label as thoroughly as possible in order to minimize any confusion. Include the fact 

that it was prepared sterilely by the lab for use in animals, date of preparation, initials 
of preparer, and concentration. 

•	 "Outcomes" are that the material is effective as an anesthetic agent (or in some cases 
for euthanasia), so in that regard, surgicaVpost-op/nursing/euthanasia records and all 
necessary notations reflecting the monitoring of the animals will provide evidence 
that the material is effective and safe. 

•	 Store all controlled substances in locked cabinets with limited access by lab 
personnel. 

•	 Maintain all records documenting acquisition of starting material, preparation, and 
use as for any controlled substance. 



- 

I 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official) 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

See attached form for Interagency Report Contro- ---- - b I (USC 1 3) F . d' I the regu allons can NOV 2 42004Th'IS report Is required y aw 7 24 allure to report aceor Ing 0 
addltionallnlormation. ------ rEl$Ult in ~n orti<!r to cease and desist and to be subject to penalties as provided for in Section 21! 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

FACILITY LOCATIONS ( Sites) - See Atached Listing 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY I Attach additional sheets If necessarY or use APHIS Form 7023A I 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments. 
research, or 
surgery but not y. 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress. or use ry 
pain-rellevlng 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranqulliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanation of the procedures 
producing pain or distress In these animals and the rease 
such drugs were not used must be attached to this repori 

0 
~ 

() 

0 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 

C+D+E) 

4-Itf 

t ­
0 
2~ 

4. Dogs 

5. Cats 

("} 

1'\ 

('J 

0 

Llq 
2­

6. Guinea Pigs 0 0 0 
7. Hamsters 0 0 22­
8. Rabbits () L3 t12 0 

0 
0 
Q 

1'65 
0 

Q 

l'2.!l­
~ 

9. Non-human Primates CJ 0 0 
10. Sheep D 0 0 
11. Pigs 

" (') l~c.I 
12. Other Farm Animals 

0 0 fA 0 

13. Other Animals 

I ASSURANCE STATEMENTS I 
1)	 Professionally acceptabie standards goveming the care. treatment. and use of animals, including appropriate use of anestetic, anelgesic, and tranquilizlng drugs, prior to, during, and following actual reSE 

teaching, testing, surgery. or experimentalion were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be speCified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached 10 thl. annual report. In addition to identifying the IACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the proviSion of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

, UNITED STATES DEPARTMENT OF AGRICULTURE 

: ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
( TYPE OR PRINT) 

FORM APPROVED 1.	 CERTIFICATE NUMBER: 14-R-0082 
OMS NO. 057g·0036 

CUSTOMER NUMBER: 140 

Tufts- New England Medical Center, Inc. 
171 Harrison Avenue, Neme #112 
Boston, MA 02111 

Telephone: (617) -636-5615 

1 ·23 (OCT 88), which is obsolete.) 

I 



Tufts University Health Sciences campus and Tufts-New England Medical Center 
locations approved for animal use (unregulated species included in location report) 

Centralized Housing Facilities
 
Stearns-Arnold
 

Ziskind
 

Satellite Housing Facilities
 
Tupper
 

75 Kneeland
 

Research Laboratories
 
M&V
 

South Cove
 
Steams-Arnold
 

Tupper
 
Ziskind
 
Jaharis
 

75 Kneeland
 



This report isrequired by law (7 USC 2143). Failure to report according to the regulations can Interagency Report CorArol No.: NOV 2 620D4see.~ttac~edform.for 
addItional mformatlon. result in an order to cease and desist and to be subject to penalties as provided for in section 21! 

UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. CERTIFICATE NUMBER: 

CUSTOMER NUMBER: 

14-R-0096 

146 

FORM APPROVED 
OMB NO. 0579-0036 

Me Lean Hospital Corporation 
115 Mill Street 
Belmont, MA 02478 

Telephone: (617) -855-2000 

3. REPORTING FACILITY (Ust all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) I 
FACILITY LOCATIONS (Sites) - 5eeAtached Usting 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY t Attach additional sheets if necessarY or use APHIS Form 7023A \ I 
A. 

Animals Covered 
By The Animal 

Welfare RegulatIons 

B. Number of animal C. Number of 
being bred, animals upon 
conditioned, or which teaching, 

held for use in research, 

teaChing, testing, experiments. or 

experiments, teSts were 

research, or conducted 

surgery but not yE involving no pain, 
used for such distress. or use 0 

purposes. pain-relieving 
drugs. 

D. Number of animals upon 
which experiments. 
teaching, research, 
surgery. or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic. analgesic, or 
tranquiliZing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wt1 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures. res 
or interpretation of the teaching, research, experiments. 
surgery, or tests. (An explanation of the procedures 
producing pain or distress in these animals and the rease 
such drugs were not used must be attached to this repor1 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

,9. Non-human Primates 139 139 
10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

I ASSURANCE STATEMENTS 

1) ProfeSSionally acceptable standards governing the care, treatment, and use of animals. including appropriate use of anestetic. analgesic, and tranquilizing drugs, prior to. during. and following actual reSE 
teaching. testing, surgery. or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print J DATE SIGNED 

------ --- ------------ 1/.21· 2()1I '1 

I 



The following is a list of Animal Care Facility locations on the McLean Hospital
 
Corporation campus:
 

Mailman Research Center (MRC) Animal Care Facility: MRC, Ground Floor
 

The Alcohol and Drug Abuse Research Center (ADARC) Primate Facility: Oaks I and II.
 

The Alcohol and Drug Abuse Research Center (ADARC) Small Animal Facility: Oaks IV.
 



This report Is·;equlred by law ( 7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No. 
rasult in an order to cea"" And desist and tn be sUbiAct to DAnaltles as nrovlded for In Section 215n Arlrlitinnallnformation. 01 RO-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 14-R-0128 FORM APPROVED 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036 CUSTOMER NUMBER: 156 I 

2. HEADQUARTERS RESEARCH FACILITY 

Harvard University 
Faculty of Arts &Sciences .DEC 01 .,24 University HallANNUAL REPORT OF RESEARCH FACILITY . ~'OD#Cambridge, MA 02138(TYPE OR PRINT) 
Telephone: 617-496-3992 

REPORTING FACILITY (List all locations where animals were housed or used In actual research. testing. teaching, or experimentation. or held for these 
purposes. Attach additionel sheets if necessary.) 

FACILITY LOCATIONS (Sit••) - See Attached Listing. 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets Ifnecessary or use APHIS FORM 7023A.) 

A. B. Numberot C. Number of D. Numbe", of animals E. Number of animals upon wIllch teechlng.
anlmlls being animals upon upon which experiments. experiments, research, surgery or tesls were 

Anlmall Covered bred. which leeching teaching, research, conducted Involving accompanying pain or 
By The Animal condhloned, or research, surgery, or tests were distress to the animals and for wIllch Ihe use of 

Welfare Regulations hald for use In experiments or conductad InvoMng appropriate anesthetic, analgesic. or 
leaching, lests were accompanying pain or lranqullling dNgS would haYe advel1l8/y 
lesting, conductad dlslrass to the animals aflectad the procadures, results. or 
experimentsl InvoMng no and for wIlleh appropriate Interpretadon of the teaching. research, 
research, or paln, dlstross, anesthedc, analgesic. or experlmants. surgery, or tests. (An explenatlon 
surgery but not or usa 01 pain tranqUilizing dNgs ware or the prJJC6dures producing pain or dfslressln 
yet used lor relleYlng used. these animals and the reasons such drogs 
such purposes. drugs. were not used musl be al/eciled to this repott.) 

4. Dogs 0 0 0 0 

5. Cats 0 0 0 0 

6. Guinea Pigs 0 0 0 0 

7. Hamsters 0 0 0 0 

8. Rabbits 1 0 4 0 

9. Non-human Primates 0 35 0 0 

10. Sheep 0 0 16 0 

11. Pigs 0 0 8 0 

" "'. '"s, , -to ,-,' \1-,,"j " ,­
><12. Other Farm Animals l' , 

" 

Goats 18 2 7 0 
. . :1 , 

13. Other Animals 

Bats 0 48 5 0 

I ASSURANCE STATEMENTS 

F. 

TOTAL NO. 
OF ANIMALS 

(Col•. C + 
D+E) 

0 

0 

0 

0 

4 

35 

16 

8 

,', '<-co'; ,,>., 
9 

. " ',' 
53 

1,	 Professionally acceptable standards governing the cara. treatment. and use of animals. including appropriate use of anesthetic, analgesic. and tranquilizing drugs. prior to, 
during. and following actual research. teaching, testing, surgery, or experimentation were followed by this research facility. 

2.	 Each principal investigator has considered altematives to painful procedures. 
3.	 This facility is adhering to the standards and reguletlons under the Act. and It has required that excaptions to the standards and regulations be specified and explained by the 

principal Investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report, In 
addition to Identifying the IACUC-approved exceptions, this summary Includes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4.	 The attending veterinarian for this research fecllity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects 
of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(ChiefExecutive Officer or Legally Responsible Institutional Official) 
I certify that the above is true. correct. and complete (7 U,S.C. Section 2143). 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME" TITLE OF C.E.O. OR INSTITUTIONAl OFFICIAL DATE SIGNED 

------- --- ------- 
--------- --- -------- ------- 
------------- ----------------- 11/23/0'­

----- ----------- -------------- 



UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 14-R-0128 FORM APPROVED 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036 CUSTOMER NUMBER: 156 I
 

2.	 HEADQUARTERS RESEARCH FACILITY 

Harvard University CONTINUA"nON SHEET FOR ANNUAL REPORT 
Faculty of Arts & Sciences

OF RESEARCH FACILITY 24 University Hall 
(TYPE OR PRINn Cambridge. MA 02138 

Telephone: 617-496-3992 

IREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACI~ITY (Attach additional sheets if necessary or use APHIS FORM 7023A.) 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

-------------------­
12. &IOR 13. Other 

(Ust by Species) 

B. Number of 
animals being 
bred, 
conditioned, or 
held for use In 
teaching, 
testing, 
experiments, 
research, or 
surgery but not 
yet used for 
such purposes. 

C. Number of 
animals upon 
which teaching 
research, 
experiments or 
tests were 
conducted 
Involving no 
pain, distress, 
or use of pain 
relieving 
drugs. 

D. Numbe~ of animals 
upon which experiments, 
teaching, research, 
surgery, or tests were 
conducted Involving 
accOmpanying pain or 
dlst~ss to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or 
distress to the animals and for which the use of 
appropriate anesthetic, analgesic, or 
tranquilizing drugs would have adversely 
affected the procedures, results, or 
InterpretatIon of the teaching, research, 
experiments, surgery. or tests. (An explanation 
of the procedures producing pain or distress in 
these animals and the reasons such drugs 
were not used must be attached to this report.) 

F. 

TOTAL NO. 
OF ANIMALS 

(Cois. C + 
D+E) 

13. Other ... continued 

Birds (wild caught) 2 0 11 0 11 

Chinchillas 1 0 0 0 0 

Emus 0 0 15 0 15 

Ferret, European 1 0 0 0 0 

Guinea fowl 0 0 8 0 8 

Hedgehog, African 1 0 0 0 0 

Opossum 1 0 0 1 1 

Owl, screech 1 0 0 0 0 

Tinamous 0 0 1 0 1 

Wallabies 0 0 2 0 2 

I ASSURANCE STATEMENTS 

1.	 Professionally acceptable standards governing the care, treatment, and use of animals, InclUding appropriate use of anesthetic, analgesic, and tranquiliZing drugs, prior to, 
during, and follOWing actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2.	 Each principal investigator has considered alternatives to painfUl procedures. 

3.	 This facility is adhering to the standards and regulations under the Ad, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4.	 The attending veterinarian for this research facility has appropriate authority to ensure the prOVision of adequate veterinary care and to oversee the adequacy of other aspects 
of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certify that the above is true, corred, and complete (7 U.S.C. Section 2143). 

SIGNATURE OF C.E.O. OR INSTITU,.IONAL OFFICIAL 

~i,~/ov--

--------- -- --------- ----- --------- ----- ----------------------- ---- FICIAL 
--------- --- -------- ------- 
------------- ----------------- 
----------- -------------- - ----------- --- ------ -- ------------ 

DATE SIGNED 

11/23/04 



Explanation for Opossum Appearina in Cateaory E: 

On Friday, 25 June 2004, one of the animals, an opossum, used only for display/teaching purposes in the Harvard 
Museum of Natural History, was discovered dead in her cage. Sometime during the previous night apparently she had 
made a hole in her sleep towel and asphyxiated herself. Obviously she died without the assistance of pain relieving 
drugs. The animals used in this program (among them the above listed chinchilla, ferret, hedgehog, rabbit, and 
replacement opossum) are cared for under research animal standards but are treated as pets; the teaching program staff 
was devastated by the nature of her loss. This incident was reported to our USDA inspector- ---- ------- ---------- shortly 
thereafter. ---- --------- consulted with the regional office and informed Harvard that we had fulfilled our 
responsibilities in reporting the death but that no further action was required; it was categorized as an accident. To 
prevent a repeat of the above described event, the Museum staff now carefully inspects all sleep towels before 
dispensing them to assure there are no tears or worn areas. 



I 

This report is-requi;'ed by law (7 USC 2143). Failure to report according to the regulations can NOV 2 920D4:ee attached form for Interagency Report Control No.: ~ 
result in an order to cease and desist and to be subject to penalties as provided for in Section 21'	 additional information 

3. REPORTING FACILITY (List alilocalions where animals were housed or used in actual rese~rch, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary) 

FACILITY LOCATIONS (Sites) -' See Atached Listing 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY I Attach additional sheets if necessary or use APHIS Form 7023A l	 I 

I ASSURANCE STATEMENTS I 
... 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, lesting, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use O' 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanation of the procedures 
producing pain or distress in these animals and the rease 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

5. Cats 

6. Guinea Pigs 
164 196 3flO 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

1)	 Professionally acceptable standards governing the care, treatment, and use of ammals, Including appropnate use of anestetlc, analgesIc, and tranqUiliZing drugs, pnor to, dUring, and follOWing actual reSE 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to thIs annual report. In addition to identifying the IACUC-approved exceptions, this summary inc 
brief explanation of the exceptions. as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

UNITED STATES DEPARTMENT OF AGRICULTURE
 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

ANNUAL REPORT OF RESEARCH FACILITY 
( TYPE OR PRINT) 

1. CERTIFICATE NUMBER: 

CUSTOMER NUMBER: 

14-R-0150 

10717 

FORM APPROVED 
OMS NO. 0579-0036 

Alkermes Inc 
88 Sidney St 
Cambridge, MA· 02139 

Telephone: (617) -494-0171 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
 

( Chief Executive Officer or Legally Responsible Institutional Official)
 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

-------- --- ----------- -----------  --- -- 
- 3 (OCT 88), which is obsolete.) 



Attachment A 

Explanation re guinea pigs not receiving anaesthesia or analgesia (Column E) 

Animals not receiving anaesthesia or analges-- ------ used in a citric acid induced cough 
procedure under Alkermes IACUC protocol --------- "Antitussive and bronchorelaxant 
effects of local anesthetics and bronchodilators alone and in combination, in guinea pigs." 
The actual citric acid challenges that evoke cough have never been conducted under 
anesthesia, either in our laboratory or in the reported literature. The two primary reasons 
for this are: 1) In order to mimic the clinical setting, where volunteers for studies remain 
conscious during tussigenic challenges, as closely as possible and 2) Afferent impulses 
triggering cough appear to be mediated through at least two subtypes of airway sensory 
fibers, A8 "cough receptors," and slowly-conducting C fibers. While a number of stimuli 
known to evoke cough in humans and guinea pigs (e.g., capsaicin, bradykinin, S02) 
appear to selectively activate C fibers, these agents fail to produce a cough in an 
anesthetized guinea pig (reviewed in Canning, Pulm Pharm & Ther, 2002). This means 
the cough in anesthetized guinea pigs is driven entirely by the "cough receptors." While 
this setting could be informative when investigating the role of the "cough receptors," it 
does not reflect the normal physiology of cough. 
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UNITED STATES DEPARTMENT OF AGRICULTURE
 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

See attached form for Interagency Report con~ 
additional Information. 

FORM APPROVED 1.	 CERTIFICATE NUMBER: 14-R-0162 
OMB NO. 0579·0036 

CUSTOMER NUMBER: 17008 

Nucryst Pharmaceuticals 
50 Audubon Rd 
Suite B 
Wakefield, MA 01880 

Telephone: (781) -246-6053 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) I 
FACILITY LOCATIONS (Sites) - See Atached listing 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessarY or use APHIS Form 7023A ) I 
A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not yE 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress. or use O' 

pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic. analgesic, or 
tranqUilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanation of the procedures 
producing pain or distress in these animals and the reaSl 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

5. Cats 

6. Guinea Pigs 
456 456 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

I ASSURANCE STATEMENTS I 
1) ProfeSSionally acceptable standards governing the care, treatment. and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to. during, and following actual reSE 

teaching, testing, surgery. or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the IACUe-approved exceptions, this summary inl 
brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally R:sponsible Institutional Official) 

NAME & TITLE OF C.E.O. OR INSTlnJTIONAL OFFICIAL (Type or Print) 

------ -- ------------- ------ ------ 
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January 6, 2005 

Elizabeth Goldentyer, DVM
 
Regional Director, Animal Care
 
USDA-APHIS Eastern Regional Office
 
920 Main Campus Drive
 
Suite 200, Unit 3040
 
Raleigh, NC 27606-5210
 
Ph. 919-716-5532
 

Subject:	 Annual Report of Research Facility for 1 Oct 2003 through 30 Sept 2004
 
USDA Registration # 14-R-0162
 

Dear Dr.Goldentyer: 

We are providing the following explanation in regards to our annual statistical report of animal 
research activities at NUCRYST Pharmaceuticals. The use of guinea pigs reported in USDA Category 
C (minimal, momentary, or no animal pain &/or distress) is explained by the sequence of events 
outlined in the following sections. 

•	 Protocol -- --------- was reviewed and approved by the NUCRYST IACUC on 10 August 04. lbis 
protocol involved guinea pig skin sensitization at 4 sites on the back using dinitro-chlorobenzene 
(DNCB) and subsequent topical treatment of skin lesions with our proprietary compounds containing 
nanocrystalline silver. The guinea pigs proposed for use in the protocol were categorized in USDA 
Category D due to the provision ofanesthesia for skin biopsies during the resolution phase of the 
skin lesions. 

•	 As the study progressed, the need for skin biopsies during the study was replaced by post-mortem 
collectio-- -- ------ s. Thus, the proposed anesthesia was not utilized. 

•	 Protocol -- --------- was reviewed by the USDA during an inspection on 13 July 2004. Although there 
were no guinea pigs on study at the time ofthis inspection, the inspector indicated that animals had 
had severe skin lesions ----- ----- analgesics had not been administered. The USDA inspector 
indicated that protocol -- --------- needed to be re-reviewed b-- ---- --- CUC before 27 July 04. The 
USDA inspector also indicated that the guinea pigs used in -- --------- during the period of the 
previous annual report (2002-03) needed to be re-categorized in USDA Category E. 
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P H ARM ACE UTI CAL S 

•	 In confonnance to the USDA inspector's request, the NUCRYST IACUC convened a meeting --- --- 
July 2004 to discuss the level ofpain/distress associated with the use ofguinea pigs in protocol -- --- 
------ All IACUC members but one were in attendance. There was extensive discussion of the nature 
of the skin lesions, the possible side-effects of analgesic agents, and the integrity of the scientific 
value of the studies. The Principal Investigator- ---- ------- had prepared a pr--------- ---- t study to test 
the efficacy and side-effects ofanalgesia in the skin lesion model. Based on ---- -------  previous 
discussions with the Attending Veterinarian, the analgesic agent buprenorphine was proposed as the 
analgesic agent of choice due to its potency and duration ofaction. The IACUC voted (with the ---- 
------ abstaining) in favor ofhaving the Principal Investigator conduct a pilot study that included 
groups of guinea pigs both with and without analgesic treatment. The animals would be closely 
monitored during the study to assess any beneficial or adverse effects of the analgesic treatment. The 
IACUC also agreed that the guinea pigs reported on the previous annual report to USDA would be 
re-categorized into USDA Category E in compliance with the USDA inspector's request. 

•	 The pilot study to test the effects of analgesic treatment on guinea pigs in the skin sensitization model 
was conducted 24 August through 8 September 04. Buprenorphine was administered at 0.04 mg/kg 
SC bid to guinea pigs in the analgesic treatment groups starting on day 11 (skin lesion initiation) until 
day 16 (euthanasia at conclusion of study). Data were collected and analyzed. 

•	 On 1 October 2004, the IACUC met to review the results of the pilot study that included the use of 
buprenorphine as an analgesic for guinea pigs with skin lesions. Based on the review ofthe data 
collected (see appended materials) during the pilot project, the following conclusions were reached: 

o	 There were no statistically significant differences in weight gain for guinea pigs with and without 
buprenorphine treatment. However, the guinea pigs that received buprenorphine had 
consistently lower body weights than animals that did not receive analgesic. 

o	 Guinea pigs that received buprenorphine at 0.04 mg/kg bid were noted to be dull and lethargic. 
Their behavior was notably different from animals that did not receive the analgesic. 

o	 There were no statistically significant differences in lesion scores for guinea pigs with and 
without buprenorphine treatment. However, the lesion erythema and edema scores for guinea 
pigs that received analgesic were consistently lower than scores for animals that did not receive 
analgesic. 

o	 There was concern based on published literature presented to the IACUC (see appended 
materials) that buprenorphine had anti-inflammatory effects that could effect the scientific 
outcome ofthe skin lesion model and the subsequent testing ofNUCRYST's proprietary 
therapeutic compounds. Although buprenorphine was considered the best analgesic drug 
candidate for the purposes of this study in part based on its minimal anti-inflammatory action, 
subsequent closer examination of the scientific literature indicated that buprenorphine does have 
immuno-modulatory properties. 

The use ofbuprenorphine as an analgesic agent was deemed non-beneficial and perhaps even 
detrimental for the animals in this project. The use ofacetaminophen was discussed but dismissed 
due to its limited potency, possible hepatotoxicity, short duration ofaction, and unknown mechanism 
ofaction. The substitution ofnon-steroidal anti-inflammatory agents (aspirin, ibuprofen, ketoprofen, 
etc.) was considered contrary to the goals of the study, since these agents have significant effects on 
the inflammatory process that is being evaluated. 
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In order to better understand the symptoms experienced by the guinea pigs u------ ---------- ----------  
the IACUC ofNUCRYST Pharmaceuticals has sought the expert opinion of ---- -------- ------  a 
board-certified dermatologis-- --- ---- human corre----- --- ---- skin lesions that are produced in 
guinea pigs used in protocol ---------- As noted by ---- ------- in his analysis (see appended letter), 
the skin lesions produced by DNCB application to guinea pigs correlate roughly with the human 
skin condition known as acute contact hypersensitivity that occurs in individuals allergic to poison 
ivy. According to ---- ------- patients that have this condition (with a severity similar to that of 
guinea pigs of grade 3 or grade 4) typically present to the clinic complaining of itching, or 
occasionally of a stinging sensation, but seldom r------ ----- due to these skin lesions. The 
standard treatment for such patients, according to ---- ------- is treatment with anti-itch or anti­
pruritic agents. Analgesics are generally not given to these patients. Ifwe are to extrapolate from 
this evaluation, it is likely that while the animals are probably experiencing some degree of 
itching or stinging, they are probably not experiencing pain. Based on the clinical condition of 
animals in all previous studies and the evide---- ----- cted in the pilot study, the IACUC voted to 
categorize the use ofguinea pigs in protocol -- --------  in USDA Category C. ---- ------ abstained 
from voting. The annual report to USDA for animal use during 2003-04 included the use of788 
guinea pigs in USDA Category C in compliance with the decision ofthe NUCRYST 
Pharmaceuticals IACUC. 

All of the IACUC actions noted above have become part of the official institutional records and are 
available for inspection at NUCRYST. 

NUCRYST Pharmaceuticals is providing the information outlined above to better explain both the process 
and the rationale used by the IACUC in the assessment ofanimal pain/distress in protocol # 02-001. 
Please contact me at 781-246-6044 or ---------------------------- ifany additional explanation regarding our 
2003-2004 report is required. 

Sincerely, 

------- - --  -]"4,1- 2''',,",
------- ---------- 
---------- -------- -------------- -------------------- 

Enclosures: 
•	 Copy of NUCRYST's An----- -------- --- --- DA for 03-04 
•	 Letter from dermatologist ---- -------- ------ on nature of skin lesion pain/distress 
•	 Synopsis of literature searches performed on non-mammalian alternatives to the use ofguinea pig and on the compatibility ofopioids and 

inflammatory research. 
•	 Sample data from pilot studies on the impact ofbuprenorphine on guinea pig model ofcontact dermatitis 
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Synopses of literature searches performed for Contact Dermatitis Study 

Several literature searches were performed, both using the Pubmed search engine that 
queries the Medline database of the National Library of Medicine. Searches were 
performed 13-19 August 2004, and covered literature dating from nlid-1960s to the 
present (that is, the entire scope of the Medline database). 

The first literature search was intended to determine whether previous research had 
discovered an in vitro alternative to the use of animals in the study of contact dermatitis. 
In order to be a viable alternative to in vivo contact dermatitis, an in vitro model should 
have the following characteristics: i) it should allow an assessment of the concerted 
action of all cell types that are likely to be involved in contact dermatitis, including but 
not limited to epithelium, macrophages, neutrophils, lymphocytes, and dendritic cells 
(Langerhans cells); ii) it should persist and/or develop in a chronic fashion that mimics 
the persistent nature of in vivo contact dermatitis; and iii) it should provide sonle method 
for accounting for the interplay between immunological, hormonal, and neural 
contributions to contact dermatitis. There are no reports available on in vitro or non­
mammalian in vivo models of allergic contact dermatitis that meet all of these criteria, as 
determined by the following literature searches: 

A search performed on 13 August, 2004 using the following sets of search parameters 
yielded the results described to the right of each set ofparameters: 
Search Parameters Results 

non-animal models for allergic 
contact dermatitis 

none 

anti-inflammatory activity in in 
vitro models of allergic contact 
dermatitis 

Four results. One of these articles reviews the results 
of studies done using a pig and rodent models (Stuetz 
A, et aI., Semin Cutan Med Surg. 2001. 20(4):233-41), 
two others report results obtained using rodent models 
(Imming P, et ai. Inflamm Res. 2001. 50(7):371-4; 
Zunic M, et ai. J Invest Dermatoi. 1998. 111(1):77­
82), and one reports in vitro studies done with cloned 
T cells, and with T cell-, dendritic cell-, and mast cell 
lines (Grassberger M, et ai. Br J Dermatol. 1999. 
141(2):264-73). Thus, only one of these articles 
reports exclusively in vitro studies. Additionally, the 
data fronl this one in vitro study are difficult to 
extrapolate to the context of intact, live skin. 



A search perfonned on 18 August, 2004 using the following sets of search parameters 
yielded the results described to the right of each set of parameters: 
Search Parameters 
[til searches for keyword 
within title 

Results 

Reptilian AND contact AND 
dennatitis 

none 

reptile AND contact[ti] AND 
dennatitis[ti] 

none 

insect AND contact[ti] AND 
dennatitis[ti] 

22 results. All pertaining to contact dennatitis in 
humans, mostly CAUSED BY insects 

amphibian AND contact[ti] 
AND dem1atitis[ti] 

1 result, pertaining to contact dermatitis in a human 
CAUSED BY toad venom (venenum bufonis) 

vitro[ti] AND contact[ti] AND 
dermatitis[ti] 

10 results total. One article of interest (Fraginals R, et 
al. Arch Dennatol Res. 1990.282(7): 455-8.) 
compared mouse ear thickness readings (in vivo) to in 
vitro lymphocyte proliferation assays. Correlation was 
good for all but one allergen, but this study included 
only the contribution by cells of lymphoid lineage. 
While useful for studYing the nature of allergic 
sensitization, this model would not be suitable for 
studying the entire inflammatory process or the 
efficacy of anti-inflammatory compounds. 

Given the limitations of in vitro testing methods, and the lack of a suitable non­
mammalian animal model, it is apparent that the use of a mammalian animal model will 
be necessary. Animals used for this purpose may suffer pain or distress due to the 
experimentally induced dennatitis. Therefore, animals will be provided with an 
analgesic, assuming that an analgesic drug and a dosing regiment can be identified which 
will not interfere with the nonnal course of the disease being studied. Since contact 
dennatitis is an inflammatory disease, it will be imperative that the analgesic used 
possesses little or no intrinsic anti-inflammatory properties. To begin to investigate the 
known anti-inflammatory properties of analgesics, and to predict their likely effect on our 
guinea pig model of contact dennatitis, a second literature search was canied out. 



A search performed on 19 August, 2004 using the following sets of search parameters 
. ld d th lt d 'b d t th 'ht f h t f tYle e e resu s escn e 0 eng o eac se 0 parame ers: 

Search Parameters 
[til searches for keyword 
within title 
analgesic[ti] AND contact[ti] 
AND dermatitis[ti] 

Results 

Two results, both pertaining to contact dermatits 
CAUSED BY analgesics 

buprenorphine[ti] AND 
contact[ti] AND dermatitis[ti] 

none 

none 

One result: Elliott JC, et al. J Invest Dermatol. 2003. 
121(5):1053-9. The report contains data that show 
contact dermatitis is modulated in vivo by mu-opioids 
morphine, etorphine, and buprenorphine. This effect 
is more pronounced in female animals than in male 
animals. 

buprenorphine AND contact[ti] 
AND dermatitis[ti] 
buprenorphine AND contact 
AND dermatitis 

Data reported in the last article cited (Elliott, JC, 2003) would seem to contraindicate the 
use of opioids in animal models of contact dermatitis. Addition contraindication for the 
use of such analgesics can be found in reports published over the past ten years (Van 
Loveren H, et al. Lab Anim. 1994.28(4):355-63; Volker D, et al. Lab Anim. 2000. 
34(4):423-9; Carrigan KA, et al. Int Immunopharmacol. 2004. 4(3):419-28). 
Collectively, these articles report experimental data suggesting that immune function can 
be altered by an anti-inflammatory activity that is intrinsic to some opioids. However, it 
is still possible that the results of these previous studies may not extend to the guinea pig 
model of contact dermatitis that we are employing. Therefore, we intend to pursue a 
series ofpilot experiments designed to ascertain whether buprenorphine would have 
confounding effects ifused in our model of contact dermatitis, If the results of these pilot 
studies indicate that analgesics can be used without conlpromising the validity of our 
experiments, than we will provide our animal subjects with analgesics throughout future 
experiments. 



USDA!Appendix 

Summary of the Experiment: 

Aim: To check if analgesics (Buprenorphine) interfere in the Allergic Contact 
Dermatitis experimental conditions. 

Treatment groups: 

Animals: Guinea pig (Hartley strain), sex: female.
 
Allergic contact dennatitis was induced by sensitizing and challenging with 50/0
 
dinitrochlorobenzene (DNCB). One day after the challenge, the animals were evaluated
 
for the presence of clinical development of dennatitis and divided into groups of 12
 
animals. The animals were treated with test creams once daily for five days
 
Number :( n = 12/group; 8 animals provided with analgesic and 4 without analgesic)
 
Analgesic used in this study: Buprenorphine (Buprenex) (0.04n1g1kg body weight;
 
twice/day)
 

Groups: 
1. Placebo 
2. No treatment 
3. 1.0% cream 

RESULTS: 

Role of analgesic on reduction of dermatitis: 
Eight animals in each group were provided with analgesic (Buprenorphine) twice a day 
and four animals were not provided with analgesic. 
All the animals treated with analgesic looked lethargic, compared to animals without 
analgesic. In the placebo and no treatment groups, there was slight difference in reduction 
of erythema between two groups (Figure 1 A, B). Reduction of erythema was better in 
the group of animals provided with analgesic than the group not provided with analgesic. 
However this difference was not statistically significant. 
In the group treated with our test compound (1 % cream), there was slight difference in 
the reduction of erythema in between analgesic and non-analgesic groups (Figure 2). In 
the group treated with 1% cream, the difference was not statistically significant (Figure 2) 



Figure 1 
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Role of analgesics on changes in body weight of animals: 

Animals in all the groups slightly reduced body weight after one day of induction of 
dermatitis and gradually the body weight was increased there after. There was no 
statistically significant difference in daily body weight of animals in the analgesic and 
non-analgesic groups (Figure 3, A, B, C). 
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Conclusion: 
The above results demonstrated that there is no statistically significant difference in 
reduction of dennatitis when using analgesic. However there is a decrease in the mean 
erythema and edema scores in the control groups that were given analgesic. It is believed 
that the analgesic may interfere in the pathogenesis of allergic contact dermatitis in this 
model. 
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;;I).	 Th.,. ':acil'IY ill. ,jIcstOCfIfrl) '0 Itlill !:llHlG"'cts "'loG '$,Ii•• ioIJ$ ...Ide. ffle ~" lJ'l(S II I....~ .ltCluir(la 'hu' I!IIC1:fllloo» 10 It,. "AndMdA lind ,eg"~l'ons t't' ii~""" u..CI ftX"""I"'~ by IItt! 
Pft/M:'PlIll if\..et;Ii{,t.'Hur .lId aplI,ove<lby Ill" .1\4;1111'10\' An'IJlal C;,i'II-b.ld ~ Calli"""" CIACUCI. A Jummlo'Y ot." sue" e.ce.J)liO'\$ is :l1I~"ect 10 thle .n~ll"et>Ol1. It, 
1I1S1Joljgn 1(1 idenlilyitog t/lt.' IACtJC·oa'IPI(/"~d t!'~t.t!"liOtI UIIlI- $UK"•...-y ialt:judd ~ b,;ef (lIIFriu.I,,'iua'I 01 11,* r.xt~IIf"lS, •• ""e" if; Iltll Sf\ftl:;"s <and flumt!c:, \)1 A'11tl1tdil atl4fr.lr.'Ct 

.f)	 1nl: .'".:1....'.'9 ytINPi<I''OI1l l<.n .1'1:' t~t'.n laliltily IIjll i1~,...npt ...l. olIVIMlrl'y 10 e,f!l«t1n ..... vtUyr.o.lI'" 01 <')IIcqlloilrG vete'll'I'lly Co/'ll ;ond fU C1Vf'1'oM IJI• .o'Iclt~".o'ICy ql oU..t :a"t)t;CI~ QI 
:0...... :.1 o:..te a.,d 1I11i. 
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(Chief J;:ICC;UtivC Office" or Leuully Rc~,)On$iblc Inst.is.utiul\al Official)
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ANlllIAl A~O pl.AN'fltEAl TH 'HS,CC11ON SE:RVICs 

, ~\[n\!. 2,,8 
.,f' 

ANNUAL REPORT OF RESEARCH FACtUlY 
(TYPE OR PRINT) 

: 3028865177 
NO\.'. 27 2000 12: 32A1 Pi 

1o\,efllgfltl:V PI\;,"'Ht ...u.......• .•"
 
Sell' '~~'!le ii,oe 'Of OI.a·OO....·AN
o1lJdllia..~' inlOr""'"Gn. 

" REC/S'fAAflON No.. . 
.'21-R- 0106 

..::..........:~;...;...~-~~-~~~~!lP-~
 

Astra Arcus. USA, Inc 
P.O. Box 20890 
Rochester, NY 14602' 

iU 

---------------- --- --------- ---- --------------------- ------------- 

~.d:;k- 
NAME & rlTl.1: 0" <:.&.0. Oft ,N&'I'rTUTIONAL OFfICIAl (/~I'I! \)' Pt,,,t) 

APHIS FORM ~O~J 

iAUG 91/ 



Reaistration Number 21-R-OI06 
Astra Arcus USA, Inc. 
P.O. Box 20890 
Rochester, NY 14602 

The principal behind the procedure is tbat inescapable e~posore to an aversive s1iJnulus., such &.Ii 

e1eetrie shock, later impain animals' ability to learn to e!cape or avoid prescJ1bttioD of that llversive 
stimulus when DJtlple opportunity to do so is provided. Such impairment is thought to model aspects 
or major depression in humans, and is considered one of the most valid BDimsl models of the 
disorder. All currently w;elul antidepressant drugs have some efracacy in the model, administration 
of which following exposure to the inescapable aversive stimulus reverses the impairment in J~ruing 

to avoid or escape the stimulus. Analgesic or-tranqullizine drugs would intafere with the effect or 
administration of the aversive stimulus.. and thus Dot allow for the accurate determination of efficacy 
of the candidate ontidepressant. The use of tbis procedure is currently the best predictor of clinical 
efficacy in humans, and is usually reserved for amdJdate drugs that are being cODsidered for cJiDil-al 
testing. 



This re-vort Is reo:'ireq b:.law (7 USC 2143). Failure to report according to the regulallons can	 See attached form for Interagency Report Control No.: 
additional information result in aR. order to cease and desist and to be sUbject to penalties as provided for In Section 21' 

);,­

,. 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 21-R-0173 FORM APPROVED 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036 

CUSTOMER NUMBER: 6799 

Liberty Research Inc 
NOV o8200+ANNUAL REPORT OF RESEARCH FACILITY P.O. Box 107 

(TYPE OR PRINT) State Route 17c 
Waverly, NY 14892 

Telephone: (607) -565-8131 

3. REPORTING FACILITY (Ust aillocalions where animals were housed or used In actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) I 
FACILITY LOCATIONS (sltes) - See Atached Usting 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY I Attach additional sheets if necessarY or use APHIS Form 7023A )	 I 

1)	 Professionally acceptable standards governing the care, treatrtJent, and use of ammals, including appropriate use of anestetlc, analgesic, and tranquillzmg drugs, prior to, dunng, and follOWing actual rase 
teaching, testing, surgery, or experimentation were followed b~ this research facility. . . 

A. B. Number of animal C. Number of D. Number of animals upon E. Number of animals upon which teaching, experiments, F. 
being bred, animals upon which experiments, research, surgery or tests were .conducted Involving 
canditioned, or which teaching, teaching, research, accompanying pain or~istress to the animals and for wh 

TOTAL NUMBERAnimals Covered held for use in research, surgery, or tests were the use of appropriate 'anesthetic, analgesic. or tranquillz 
By The Animal teaching, testing, experiments, or conducted Involving drugs would have adversely affected the procedures, res OF ANIMALS 

Welfare Regulations experiments, tests were accompanying pain or or Interpretation of the teaching, research, experiments, 
research, or conducted distress to the animals an surgery, or tests. (An explanation of the procedures (COLUMNS 
sUlgery but not ye involving no pain, for which appropriate producing pain or distress In these animals and the reas< ·C+D+E)
used for such dlstrelss, or use a anesthetic, analgesic, or such drugs WlI"8 not used must be attached to this repori 
purposes. pain-relieving tranquilizing drugs were 

dru9~. used. 

4. Dogs 
I 

0 ~7a 14? 28 544 
I 

5. Cats 0 76~ 206 93 1060 
6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 
: 

, 

13. Other Animals 

I ASSURANCE STATEMENTS I I 
.. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 this facility is adhering to the standards and re9ulations unde~ the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal Investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such excepUons Is attached to this annual report. In addition to identifying the IACUC-Spproved exceptions, !his summary 1m 
brief explanation of the exceptions, as well as the species and !number of animals affected. . 

!	 • 

4) The attending veterinarian for this research facility has appropHate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of ammal care and use. 
! 

CERTIFICAllON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chi~f Executive Officer or Legally Responsible Institutional Official) 

--- DATESIGI\IEDNAME &TITlE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type orPrint ) 
 

Sl~~ 11/9'/1c~~ 
APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), ~Ich IS obsolete.) 

(AUG91 ) 



Column E Explanation 

This form is intended as an aid to completing the Column Eexplanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like are not required as part of an 
explanation. AColumn Eexplanation must be written so as to be understood by lay persons as well as scienlJsts. 

1.	 Registration Number: __""""'-----=2:....:..1_-..:...,:R:....---=0;..:..17:..=3:......- _ 

2.	 Number 93 of animals used in this study. 

3.	 Species (common name) _....:::..ca~t'--- of animals used in the study. 

4.	 Explain the procedure producing pain and/or distress. 

The clinical symptoms and signs of: Feline Rhinotracheitis-Calici-Panleukopenia-Chlamydia Psittaci Virus. 

5,	 Provide ascientific justification why pain and or distress could not be relieve. State methods or means used 
to determine that pain and/or distress relief would interfere with test results, (For Federally mandated 
testing, see Item 6 below) 

9CFR Subchapter ESection 113.203, 113.210, and 113,211 outline the requirements needed to license a 
product such as that being tested in this study. Clinical disease must be allowed to develop to prove the potency 
of the challenge virus, which in turn proves the efficiency of the vaccine. 

6,	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specified section number (e.g., AHPIS, 9CFR 113,102): 

Agency_----:...::AP~H.:.:.::IS:.....- __-=-9___,__-CFR 113.203, 113.210, 113,211 



Column E Explanation 

This form is intended as an aid to completing the Column Eexplanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like are not required as part of an 
explanation. AColumn Eexplanation must be written so as to be understood by lay persons as well as scientists. 

1.	 Registration Number: --=2:..:..1_-..;..;R;.....-...;:O~17.;...;:3~ _ 

2.	 Number 28 of animals used in this study. 

3.	 Species (common name) _..;;;.do~g of animals used in the study. 

4.	 Explain the procedure producing pain and/or distress. 

The clinical symptoms and signs of Canine Distemper, Canine Adenovirus, Canine Parainfluenza and Canine 
Parvovirus viruses. 

5.	 Provide ascientific justification why pain and or distress could not be relieve. State methods or means used 
to determine that pain and/or distress relief would interfere with test results. (For Federally mandated 
testing, see Item 6 below) 

9CFR Subchapter ESection 113.305, 113.306, 113.316 and 113.317 outline the requirements needed to 
license aproduct such as that being tested in this study. Clinical disease must be allowed to develop to prove 
the potency of the challenge virus, which in turn proves the efficiency of the vaccine. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) tiDe number and the specified section number (e.g., AHPIS, 9 CFR 113.102): 

Agency_......:AP~H~IS __--=9__CFR 113.305, 113.306, 113.316, 113.317 



IrgrepanIlI'8qUlIIICUIYIIW\1 U:i 2'43). FllluretoreportlCCClfdlngtolhlregulltlansC8n Nl) V .1 tJ LUU' SMlltachtdfonnfor 
result in II'l order to eeae lind d8llat Md to be suo;ect to penaltlea • pnMded for in Section 211 1IddiIIonIl1nform8tlon. 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PlANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NIJIER: 22-R-OQ06 
CUSTOMER MJM8ER: 169 

FORM APPROVeD 
OUB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 
( TYPE OR PRINT ) 

Ortho Phannaceutical Corporation 
Johnson & Johnson Phannaceutical Rsrch & Dev Lie 
POBox 300 Route 202 South 
Raritan, NJ 08869 

Telephone: (908) -7Q4.431 0 

FACILITY LOCATIONS ( S1te1) • See Ar.ched Usling 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY I Atl8Ch .teI1tIo....hHts If IMICHUI'V or UM APHIS Form 7023A 1 

A 

Anima" Covered 
By The AnllMl 

Welfare RegulMiona 

B. Number d animal 
being brlid. 
conditioned. or 
held for use in 
teaching, testing. 
experiments, 
research, or 
surgery but not yE 

used for such 
pulJlOS8S. 

c. Numbercrl 
enlrnalsupon 
which teaching. 
research. 
experiments, or 
tests were 
conducted 
invalving no pain. 
distress. or use a 
paln-rellevlng 
drugs. 

D. NurI'IMr d anImIIII upon 
which experiments. 
tMChing. research. 
surgery. or tests WMt 
conducted involving 
accompanying pain or 
distress to the ."Imals an 
for which appropriate 
anesthellc, analgesic. or 
tranquilizing drugs were 
used. 

E. IbIbIrd ........... upon wtJIch teIIcIJlng. 8JlPIfImIn... 
resewch. SUrgiry or t_were conducted Involving 
8CCXlIYlPMylng 1*" or distress to the animels and for wh 
the use d appropriate anesthellc, analgesic, or tnlnquiliz 
drugs wauld haW! 8dverIely affected the procedures. res 
or Inlerpretatlon d the tNChlng. research. experiments, 
surgery, or tesIs. (All .an.tion d the procedures 
producing PIin or distress in ttlelIe animel8 and the reasc 
such dtugs were not used must be attached to this report 

F. 

TOTAL NUMBEF 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 
1Rh. ?O? 139 207 "I. ~ 

5. Cats 
0 0 0 0 n 

6. Guinea Pigs 0 51 1256 0 1 t:\() 7 
7. Hamsters 

() () 607 293 onn 
8. Rabbits 

J. n lh.7 0 1 I . .., 

9. Non-human Primates 
1 J. n "n 17 

... 
&..'7 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

f ASSURANCE STATEMENTS I 
1) Professionally acceptable standards gCMlming the care, treatment. and use of animals, including appropnate use of anestellc. analgesic, and tranquiliZing drugs, prior to. during. and follOWing actual r8SE 

teaching. testing, surgery. or uperimentation were followed by this research facility. 

2) eae:tl prinCipal investigator has conSidered alternatives to painful procedurw. 

3) This facility is adhering to the standards and regulatiOns under the Ad, and It has required that exceptions to the standardS and regulalions be specified and explained by the pnnCipallnvestigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summarr 01 all sudI ne:-ptloIW .. -..cMd to II.- ....... report. In ac:Idition to identifying the IACUCapproved exceptions. thiS summary inc 
brief 8JlPlanation of the exceptions. as well as the species and number d ammals sffec:led. 

4) The attending veterinarian for this research facility has appn)priate authority to ensure the provision of adequate veterinary care and to oversee /f1e adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive 0fIic:er or Legally Responsible Institutional Official ) 

--------- -- -------- ----- --------- ----- ----------------------- -------------- --------- -- ---- - -------- ------- ED 

--------  --- ------------ ------------ -------- ----- 

------------- --- ----------------- -------------------- 

---------- --- ---------- 



ATTACHMENT 1 

USDA ANNUAL REPORT (2003-20041
 

Registration #: 22-R- 0006
 

Animals Listed in Category E 

During the reporting period, Johnson & Johnson Pharmaceutical Research & 
Development, L.L.C Institutional Animal Care and Use Committee (IACUC) 
approved the use of animals in Category E as follows: 

SPECIES NUMBER PROCEDURElJUS1"IFICATION 
Dogs 207 Single and repeat dose 

PharmacokineticfToxicoiogy 
Non-Human Primates 17 studies as part of the 

Preclinical package submitted 
to the FDA for review and 
eventual drug approval. In 
these studies, animals may 
occasionally show mild emesis 
and short-term loss of 
appetite. It is important to 
determine if these clinical 
signs are reversible, as is 
often the case. Opioid 
analgesics alter GI motility and 
would be contraindicated. 
1,2,3 

Hamsters 293 Studies are used for 
evaluating anti-inflammatory 
compounds. Dorsal sub­
cutaneous air pouch and paw 
edema models are utilized. 
1 

1 Administration of anesthetics, analgesics or tranquilizing drugs must be withheld so as not to invalidate 
the evaluation of test compounds. 

2 Preclinical toxicology and drug metabolism/pharmacokinetic studies are required in nonhuman species by 
the Food and Drug Administration, Good Laboratory Practice Regulations - CFR 21, Part 58 (Code of 
Conduct)". 

3 Spied, L.H., Lunley, C.E. and S.R. Walker. "Harmonization of Guidelines for Toxicity Testing of 
Pharmaceuticals by 1992." Regulatory Toxicology and Pharmacology. Vol 12, pp 179-211 (1990). 



Attachment 2 

USDA ANNUAL REPORT (2003-2004) 

Registration #: 22-R- 0006 

The following animals, included in. this report, were reported on previous USDA Reports 
under License: 22-R-0006. 

SPECIES CATEGORYB CATEGORYC CATEGORY 0 CATEGORYE 
DOGS 16 27 130 40 
GUINEA PIGS 0 0 235 0 
RABBITS 4 0 59 0 
NON-HUMAN 
PRIMATES 

14 0 45 15 



I 

this report is required by law (7 USC 2143). Failure to report according to the regulations can NOV 2 6 2003 See attached form for Interagency Report Con~ 
p;;suli in anCII'der to·cease and desist and to be subject to penalties as proVided for in Section 21 ~ additional information. 

UNITED STATES DEPARTMENT OF AGRICULTURE FORM APPROVED 1.	 CERTIFICATE NUMBER: 22-R-0036 
OMB NO. 0579-0036 

CUSTOMER NUMBER: 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

181 

Schering Corporation 
ANNUAL REPORT OF RESEARCH FACILITY Schering-Plough Research Inst. 

( TYPE OR PRINT) 2015 Galloping Hill Road 
Kenilworth, NJ 07033 

Telephone: (908) -298-4000 

3. REPORTING FACIUTY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

FACILITY LOCATIONS ( Sites) - See Atached Listing
 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A )
 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, conditioned, 
or held for use in 
teaching. testing. 
experiments, 
research, or 
surgery but not yE 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments. or 
tests were 
conducted 
involVing no pain. 
distress. or use 01 
pain-relieVing 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research. 
surgery, or tests were 
conducted involVing 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching. experiments, 
research, surgery or tests were conducted involVing 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, 
results, or interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of the 
procedures producing pain or distress in these animals a 
the reasons such drugs were not used must be attached 
this report ). 

F. 

TOTAL NUMBER 
OF ANIMALS 

(COLUMNS 
C+D+E) 

4. Dogs 
0 94 151 3 248 

5. Cats 0 0 27 I 0 27 
6. Guinea Pigs .' 0 4381 2435 0 6816 
7. Hamsters 0 0 110 0 "110 
8. Rabbits 0 615 352 11 978 
9. Non-human Primates 

95 470 413 8 891 
10. Sheep 0 0 0 0 0 
11. Pigs 0 0 0 0 0 
12. other Farm Animals 0 0 0 0 0 

13. Other Animals 

Gerbils 0 48 4272 0 4320 

I ASSURANCE STATEMENTS 

...
1)	 Professionally acceptable standards goveming the care, treatment, and use of animals. includIng appropnate use of anestetlc, analgeSIC, and tranquilIZIng drugs, pnor to, during, and follOWIng actual reSE 

teaching, testing, SlJrgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered altematives to painful procedures. 

3)	 This facinty is adhering to the standards and regulations under the Ad, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptIons Is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this SlJmmary iO( 
brief explanation of the exceptions, as well as the spacies and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official) 

~G~CE~~aAl NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

------- --------- ------ 

( Type or Print) DATE SIGNED 

(1/,-*) 
APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), whIch IS obsolete.) 

(AUG 91 ) 

I 

I 



CustOmer to and Site Address: Site 1 

, 10:181 
Telephone2000 Galloping Hill Rd 
(908)298-4000 Kenilworth, NJ 07033
 

County: Union
 



Customer 1.0 and Site Address: Site 2 

10:181 

POBox 32 Route 94 Telephone 

Lafayette, NJ 07848 (973)940-4100 

County: Sussex 



Registration Number: 22-R-0036 

November 22, 2003 

Elizabeth Goldentyer, DVM 
UNITED STATES DEPARTMENT OF AGRICULTURE 
Animal and Plan Health Inspection Service 
Regulatory Enforcement and Animal Care 
Eastern Region Office 
920 Main Campus Drive 
Suite 200 
Raleigh, NC 27606 

Dear Dr. Goldentyer: 

Listed below are comments to accompany the annual report of research facilities for site 
number 1. 

The environmental enrichment program has exceptions for social housing for nonhuman 
primates. Twenty-three rhesus monkeys are housed separately due to special study 
requirements for controlling and monitoring food consumption as part of the research 
projects. Twenty cynomolgus monkeys were housed separately for brief periods (1-2 days) 
while participating in telemetric monitoring studies. All the animals are included in all the 
other aspects of the environmental enrichment program. The protocols with the exemption 
are approved by the IACUC and reviewed during the semi-annual program review. 

One exception to the canine exercise program is to be reported and involved eight animals. 
It involved the use of special canine metabolism cages for drug metabolism studies or urine 
collection studies. The canine metabolism cages provide greater than 1000/0, but less than 
2000/0 of required space for exercise. The period of time in the cages vary with the test 
compound and study. Most of the studies lasted for 24 hours and the longest lasted for 42 
days. Positive human interaction is greatly increased during this period. The protocols with 
the exemption are approved by the IACUC and reviewed during the semi-annual program 
review. 

Listed below are comments to accompany the annual report of research facilities for site 
Number 2. 

A. Summary of exceptions to the regulations and standards: 

There were some exemptions to the pair-housing requirement of our IACUC approved program 
for the psychological well-being of non-human primates. Most exemptions were for 
approximately two weeks in duration. A total of five hundred and forty-four non-human primates 
were exempted from social housing for reasons which include: acclimation and health 
assessment during the beginning of the quarantine period, establishing suitable cage mates and 
preparing social caging. 



1 

ThiS repr-II IS reQlJlle(J t"y IdW (I U::>l", I"'~, r",II\1JC IV It:'pUII cJl..l..Uf\.. I1I~ IV ':.1 _ •• - -_.. ....., f 
UIOU·UU.... ·ANre;ul' .. Lin order 10 CC.1se illld lJesl~t ilfI(l 10 be suuJecl 10 penallJes as pruvlded lor ill Section ~ t50 addllJol.i11 inloflniJllon. 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

OUR 1\11", 0579.0036I 
2. HEADQU	 d wrlh USDA,22-R-0115, Cust Id 714include Z 

GEOFFREY R ROBBINS
 
CQSOMOPOLITAN SAFETY EVALUATION, INC.
 

..... 
ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) P.O. BOX 71 
LAFAYEllE, NJ 07848 

3. REPORTING FACILITY (List alllocalionS where animals were housed or used in aclual res~arch, tesling, teaching. or·experimenlalion. or held lor these purposes. Attach additional 
sheets illlecessary.) 

FACILITY LOCATIONS (Sites) 

33A Broad Street, Branchville, N.J. 07826 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (ANach aciitliffOflal sheets if necesSllfV or use APHIS FORM 702M) . 
A. 

Animals Covered 
By The Animal 

Wellare Regulalions 

B. Number or 
animals being 
bred, 
condit ioned, or 
held lor use in 
teaching, testing. 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 

C Number 01 
animals upon 
which teaching, 
research, 
experiments, or 
leslS were 
conducted 
involving no 
pam, distress, or 
use 0' pain-
relieving drugs. 

4. Dogs 

62 

5. Cats 

6. Guinea Pias 

7. Hamsters 

588. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pins 

12. Other Farm Animals 

, 3. Other Animals 

D. Number 01 illlImals upon 
which experiments. 
leaching, research, 
surgery, or tests were 
conducted invulving 
accompanymg pain or 
distress to the animals 
and lor whrch appropriate 
aneslhelic. analgesic. or 
tranquilizing drugs were 
used. 

E. Number 01 animals upon which teaching. 
experiments, research, surgery or tests were 
conducted involving accompilnying pain or distress 
10 Ihe animals and lor which Ihe use 01 appropriate 
anesthetic, analgesic. or tranquilizing drugs wOlold 
have adversely allecled Ihe procedures. results, or 
interpretation 01 the teaching, research, 
experiments, surgery, or lests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO. 
OF ANIMALs 

(Cols. C+ 
0+ E) 

0 

0 

0 0 62 

0 

0 23 I 81 

0 

0 

0 

0 

I ASSURANCE STATEMENTS 

1)	 Prolessionally acceptable standards governmg the care, treatment. and use 01 animals, IIlcludmg ilpprOllate use ot anesthellc. analgesic, and tranqUIlizing drugs, prior to. during, 
and lollowing actua' research. teaching, tes'ing. surgery. or experimentation were lollowed by this research lacility. 

2).	 Eilch prillcipal invesligalor has considered alternatives to pal/llul procedures. 

3).	 This Iilcihty is adt.ering to the slandards and regula'iuns under the Act, and it has required that exceptions to the slandards and regula lions be specilied ilnd explained by the 
prrnclpat investigator and approved uy the Inslitlltionill Animal Care and Use Commitlee (IACUC). A summary 01 all such exceptions is attached to this annual report. In 
addilion to identilying the IACUC'ilpproved exceplions, Ihls SUlllmary includes a briel explilnation 01 the exceptions, as well as the species and number 01 anhndls affected. 

4)	 The attending veterinLirlWI tor this research lal:llity has apprupriate uuthority to ensUie the pruvision ut ildequate veterinary care and 10 oversee the adequacy 01 other aspt.'cts ur 
alllllwi care and use. 

CERTU'ICATION BY IIEAJ>QUART..;S RESEARCH t'ACII.I1'Y O ..' ....CIAJ. 
(Chief Executive Officer or Legally Responsible Institutional Oflicial> 

I t:erllly that the abuve is tlllft, t:urret;l. illld cCJIIlplete (7 USC 5el:tlon 2t43). 

DATE SIGNEDNAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or PrmVSIG~TURE---- ------------------------- 
----------- ---- ---------- 
-------- ---------- 9~'r~. 

APHIS FORM 702P (Rt:!plaLes VS FORM 18-23 (OCT tl8). which IS obsol~le ) 

(AUG 91) 



Optional Column E Explanation Form 

This fonn is intended as an aid to completing the Column E explanation: It is !lQt an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are 
not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1. Registration Number: 2..;.,2_-_R_-.....;0..;;;;1;,,;;;;1~5 _ 

2. Number 2_3 ofanimalsused in this Hudf. year. 

3. Species (common name) R_·a_b_b.;;;.i...;;..t ofanimals used in this ~ year. 

4. Explain the procedure producing pain and/or distress. 
Primary (Acute) Eye Irritation. The test substance (0.1 ml) is placed in 
the cul-de-sac next to the inner canthus and the eye is held closed for 
one second. By regulation the eye is not washed for 24·hours unless there 
is severe distress. Vocalization or severe struggling on application would 
be signs indicative of pain, but these signs were not seen in these 
studies. 

s. Provide scientific justification why pain and/or distress could not be 
relieved. State methods or means used to determine tbat pain and/or distress 
relief would interfere with test results. (For Federally mandated testing, see 
question 6 below) 

Rabbits usually do not show signs of severe pain or distress early in 
the studies. The protocol provides for the possible use of local 
anesthetic. Later (>5 days) on keratoconus and/or perforation are 
rega~ded as being distressing and any affected animals immediately 
underwent euthanasia. 

6. What, if any, federal regulations require this procedure? Cite the agency, 
the Code of Federal Regulations (CFR) title number and the specific section 
number (e.g., APHIS, 9 CFR 113.102): 

Agency E_PA_O_P_P_TS CFR 8..;;;.,,;7;....;;O;..;..~2..;.40,;;.,O~ _ 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control--- 
result in an order to cease and desist and to be sUbject to penalties as provided for in Section 2150. additional information. 0180-DOA-ANIUNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 
22-R-Q133 

CUSTOMER NO. 
406 FORM APPROVED 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

PUBLIC HEALTH RESEARCH INSTITUTE 
225 WARREN STREET 
NEWARK, NJ 07103 
(973) 972-9150 

1
3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 

sheets if necessary.) 

FACILITY LOCATIONS(sites) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. 

Animals Covered 
By The Animal 

Welfare RegUlations 

B. Numberof 
animals being 
bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of paln­
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to thIs report) 

F. 

TOTAL NO. 
OF ANIMALS 

(Cols. C + 
D+E) 

4. Dogs 0 0 b 0 0 

5. Cats 0 0 0 0 0 

6. Guinea Pigs 0 0 0 0 0 

7. Hamsters 0 0 0 0 0 

8. Rabbits 0 1 57 0 58 

9. Non-Human Primates 0 0 0 0 0 

10. Sheep 0 0 0 0 0 

11. Pigs 0 0 0 0 0 

12. Other Farm Animals 
0 0 0 0 0 

13. Other Animals 0 0 0 0 0 

ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards governing the care, treatment, and use of ammals, including appropnate use of anesthetIC, analgesiC, and tranquiliZing drugs, prior to, during, 
and follOWing actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regUlations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal Investigator and approved by the Institutional Animal care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
 
(Chief Executive Officer or Legally Responsible Institutional official)
 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143)
 

----- ----------------------- -------------- --------- -- --------- ----- --------- ----- -------------------- L OFFICIAL (Type or Print)

---- ----- ----- -------- ---- ------------ 
--- ~ -----------  

APHIS FORM 7023 (Replaces VS FORM 18·23 (Oct 88). which is obsolete	 PART 1- HE 
(AUG 91) 



I 

.' This report'is required by law (7 USC 2143). Failure to report according to the regulations can See attached form for Interagency Report contrI ,N0V2 620D4 
result in an order to cease and desist and to be subject to penalties as provided for in Section 21' additional information 

UNITED STATES DEPARTMENT OF AGRICULTURE FORM APPROVED 1. CERTIFICATE NUMBER: 23-R-0033 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036 

CUSTOMER NUMBER: 337 

Childrens Hospital Of Philadelphia 
ANNUAL REPORT OF RESEARCH FACILITY Joseph Stokes Jr Res Inst 

( TYPE OR PRINT) 3516 Civic Center Blvd. 
Philadelphia, PA 19104 

Telephone: (215) -590-3800 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

FACILITY LOCATIONS ( Sites) • See Atached Listing 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessaN or use APHIS Form 7023A \ 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheep 

B. Number of animal C. Number of 
being bred, animals upon 
conditioned, or which teaching, 
held for use in research, 
teaching, testing, experiments, or 
experiments, tests were 
research, or conducted 
surgery but not ye involving no pain, 
used for such distress, or use o' 
purposes. pain-relieving 

drugs. 

0 0 

0 0 

0 30 

0 0 

0 50 

0 0 

0 0 

0 69 

0 0 

0 0 
0 0 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

0 

0 

0 

0 

90 

0 

9 

57 

0 

0 
0 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanation of the procedures 
producing pain or distress in these animals and the reasc 
such drugs were not used must be attached to this report 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 
0 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

0 

0 

30 

0 

140 

0 

9 

126 

0 

0 
0 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

Ferrets 

II ASSURANCE STATEMENTS 

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual reSE 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC), A summary of all such exceptions Is attached to this annual report. tn addition to identifying the IACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official) 

SIGNATURE OF C.E.O- ---------- - ------------- 
APHIS FORM 7023 ~'.""~'lI!8-23 IOCT 88), wh<h ;s _a1..) 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print ) 

-------- --------- ------ - ----------- --------- 
DATE SIGNED 

IIIJ3\0'f 

(AUG91 ) 



Registration #23-R-0033 

The IACUC has approved protocols that require multiple survival surgeries: 

Procedure (or monitoring these activities: 
All multiple major survival surgery protocols in large animals are monitored by the 
Veterinary Technicians who ensure that all records on these animals are maintained in the 
Laboratory Animal Facility (LAF). These individuals check on all of the animals every 
day in the LAF. For the mouse protocols the monitoring of these animals is by the 
investigators and their teams. All LAF staff monitor animals during the course of their 
daily activities and any aninlals in need of care are brought to the attention of the 
Attending Veterinarian and/or the Veterinary Technicians. Monitoring plans are 
developed on a protocol by protocol basis. 

Protocols approved/or ntultiple survival surgeries: 
a) A protocol is approved to evaluate the effects of correction of partial bladder 

obstruction in rabbits (03-289). In the first surgery, a suture is placed around the 
urethra while a catheter is in place. Between two and ten weeks later, a second 
midline incision is performed and the suture that restricts the urethra is removed and a 
small biopsy of the bladder is performed. Animals are then monitored for voiding 
patterns and/or sacrificed for analyses of molecular correlates of recovery. 

b) A protocol is approved to study thymic T cell development in the context of different 
MHC haplotypes using mice (01-362). In this study, the thymus is removed during 
the first surgical procedure. Two weeks later the animal undergoes a second surgery 
to receive the thymus from a different haplotype. 

c) A protocol is approved to study voiding patterns in normal mice and in a mouse 
deleted of SERCA (a gene implicated in bladder obstruction responsiveness) after 
partial bladder obstruction (02-408). In the first surgery, a suture is placed around the 
urethra while a small needle is in place. Two to four weeks later, the abdomen is 
opened again and a small piece ofpolyethylene tubing is placed into the dome of the 
bladder. After closure of the surgical site, the bladder and abdominal catheters are 
attached to pressure transducers to evaluate bladder function in the awake animal. 
The animal is then euthanized after no longer than 60 minutes, and tissues are 
harvested for molecular analyses. 

d)	 A protocol to develop an animal model of spina bifida and evaluate strategies for in 
utero correction is approved in sheep (01-414). At 75 days gestation, a surgical 
procedure is performed to create the myelonleningocoele defect (spina bifida). At 
100 days gestation, a second surgical procedure is performed to correct the defect in 
some of the animals. At 135-138 days gestation, the animals are delivered by 
caesarean section. After up to three days, the lambs are euthanized and tissues are 
harvested for evaluation. 

e)	 A protocol is approved to determine if growth factor expression from an adenoviral 
vector facilitates wound healing and prevents scar formation (02-451). In this 
protocol, a small (2 x 2 mm) wound to the cricoid is performed in an adult rabbit. 
Two weeks later the incision is reopened and an adenoviral vector that should 
expresses TGFB3 applied to the wound site. After up to three weeks, the animal is 
euthanized for analysis of healing and transgene expression. 



Registration #23-R-0033 

t)	 A protocol is approved to repeatedly harvest oocytes from xenopus (03-470). The 
investigator is approved to remove oocytes up to five total times from xenopus with at 
least one nlonth wait between each surgical procedure. 

g)	 A protocol is approved to study techniques to deternline if it is possible to 
maintain/lengthen blood vessels in culture and then implant them back into the same 
pig to determine if the vessels are viable (03-490). In the first surgery a segment of 
the carotid artery is replaced with a segment of the saphenous vein. After 
maintaining the carotid artery in culture for nine days, it is replaced back into the 
animal. The patency of the vessel is assessed using a Doppler flow probe two weeks 
later, and then the animal is euthanized in a terminal surgical procedure after one 
month to harvest and evaluate the grafts. 

h) A protocol is approved to simulate cyanosis and then study the effects of deep 
hypothermic circulatory arrest in a pig model (02-583). In the first surgery a side-to­
side anastomosis is created through a 3-4cm lateral incision through the chest to 
manifest a Sa02 of 75-85%. Seven days later, the animal undergoes deep 
hypothermic (18 C) circulatory arrest after bypass for 90 minutes. After re-warming, 
the animal is allowed to recover. Seven days later the animal is euthanized in a 
terminal anesthetic procedure and the brains are harvested for analyses. 

i) A protocol is approved to create a left-sided diaphragmatic hernia in fetal sheep at 
approximately 65 days of gestation and determine if tracheal occlusion combined 
with maternal administration of glucocorticoids can be used to correct the defect (02­
616). At approximately 110 days of gestation, the trachea on the same animal is 
occluded. At 138-140 days of gestation, the lambs are partially delivered by C­
section. After a series of blood flow and pulmonary function tests lasting 
approximately two hours, the lamb is euthanized. 

j)	 A protocol is approved to test the efficacy of anti-tumor drugs in mice by replacing 
mini osmotic pumps once or possibly twice (03-643). In the first surgery, the pump is 
placed either subcutaneously or intraperitoneally depending on the bioavailability of 
the drug. In a subgroup of animals, the pumps are replaced at two weeks. They are 
also approved to perform a second replacement of the pumps two weeks later. 

k)	 A protocol is approved to study the effects of tracheal occlusion for the treatment of 
the effects of diaphragmatic hernia using a fetal sheep model (03-652). At 
approximately 65 days of gestation, a left-sided diaphragmatic hernia is created. At 
approximately 110 days of gestation, a tracheal occlusion is performed and at 130 
days gestation the tracheal occlusion is released. At approximately 138-140 days 
gestation, the lambs are partially delivered. A series of tests of fluid absorption are 
made and within three hours the lambs and the ewes are euthanized. 

1)	 A protocol is approved to study pulmonary hypertension observed in a sheep model 
of congenital diaphragmatic hernia (03-653). At approximately 65 days of gestation, 
a left-sided diaphragmatic hernia is created. At approximately 139 days of gestation, 
the lamb is delivered by C-section and the ewe with any unmanipulated lambs are 
euthanized. The lamb with the surgically introduced diaphragmatic hernia is kept 
continuously sedated and the responsiveness of the pulmonary system to 
pharmacologic agents is evaluated. (This is reported as multiple survival surgeries 
because the fetus undergoes two manipulations). 

2 



Registration #23-R-0033 

m)	 A protocol is approved to study the impact of corticotrophin releasing factor (CRF) 
system on bladder function in rats with partial bladder obstruction (04-684). In the 
first surgical procedure, a suture is placed around the urethra with a needle in place. 
At various times after the obstruction (1, 2, or 6 weeks), catheters are implanted to 
monitor bladder function and in some cases to administer (CRF) agonists or 
antagonists intrathecally. The animal is allowed to recover and bladder function is 
monitored in anilnals that receive the CRF agents. 

3
 



Registration #23-R-0033 

The IACUC has approved two exceptions on animal space provisions: 
1.	 The size of cages for sheep is slightly less (18 sq. ft.) than the size identified in the 

Guide (20 sq. ft.). This decision was based on the recommendation of the Attending 
Veterinarian and the LAF Manager. These individuals had polled other institutions 
who indicated that, in their experience, sheep are able to stand, tum around, and lie 
down in this size cage. The cage size was adopted by the IACUC at its' May 12, 
1997 meeting. Since we adopted the use of this size cage, we have observed no 
evidence of unusual or abnormal behaviors associated with this cage. 

2.	 A subcommittee of the IACUC met on December 2, 2002 to observe swine that were 
larger than 100 kg, but smaller than 200 kg in weight. These anilnals were being 
housed in 24 sq. ft. of space. The Guide calls for 24 sq. ft. for 100 kg swine and 48 
sq. ft. for up to 200 kg swine. The subcommittee recommended that swine up to 200 
kg in weight could be housed in 24 sq. ft. because they were able to stand around and 
lie down in apparent comfort. The cage size was adopted by the IACUC at its' 
December 9, 2002 meeting. Since we adopted the use of this size cage, we have 
observed no evidence of unusual or abnormal behaviors associated with this cage. 

4
 



Registration #23-R-0033
 

Food or Fluid Restriction
 
Experimental situations that require food and/or fluid restriction:
 

T,itle of Experiment Justification Species Length of Restriction 

1. Functional Outcomes of 
Myelomeningocoele Repairs in Utero (01­
414) 

2. Cardiac Valvuloplasty in Fetal Sheep 
(02-604) 

3. Tracheal Occlusion for Diaphragmatic 
Hernia (02-616) 

4. Lung Liquid Reabsorption Following 
Prenatal Tracheal Occlusion (03-652) 

5. Manipulation of Pulmonary Vascular 
Resistance in Congenital Diaphragmatic 
Hernia (03-653) 

6. Fetal Cardiac Therapy (04-697) 

Prevention of 
vomiting and 
aspiration of stomach 
contents during 
anesthetic induction of 
pregnant sheep. 

Sheep Food withheld for 48 
hours prior to surgery with 
unrestricted access to 
water. 

Variables that are monitored to ensure animal health during the restricted period. 
When sheep are fasted for 48 hours, a form is placed on the cage where urine/fecal output 
is noted daily. If a decrease in fecal or urine output is noted, a Veterinary Technician is 
notified. 

Steps taken to ensure adequate nutrition/hydration during the restricted period. 
The sheep are allowed free access to water at all times. We have not observed 
detrimental effects in the sheep from food restriction, and have a low rate of 
complications with survival sheep fetal surgeries. 

5
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-rh's report is 'r q' db 1:0 (7 US"" 2143) " Ing e regu a Ions can	 I I CII ''Y "",o'Y" ~w""7I e U1re y",w Fal ure a repo rt-accord' ta th I r	 II1\C'''l:t'"" result i'l an' order to ceaSe and desist and to be subjectta- penalties as provided for in Section 21! additional information.
 

UNITED STATES DEPARTMENT OF AGRICULTURE
 FORM APPROVED 1.	 CERTIFICATE NUMBER: 23-R-0068 
OMS NO, 0579-0036ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

CUSTOMER NUMBER: 344 
~ 

.	 Saint Vincent College NOV 
ANNUAL REPORT OFRESEARCH FACILITY 300 Fraser Purchase Rd. o1200# 

( TYPE OR PRINT) Latrobe, PA 15650 

Telephone: (724) -539-9761 

3. REPORTING "'ACILITY (List alilocalions where <'nimals were housed or used il'1 actual rescarGh testing, or eXflelimentation, or held for these purposes, Attach additional sheels if necessary ) 

FACILITY LOCM IONS ( Sites) - See Atached Listing Life Science Research Lab Saint Vincent College 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarY or use APHIS Form 7023A \ 

Co- Number of B. Number of animal D. Number of animals upon A. E. Number of animals upon which leaching. experiments, F. 
animals upon which experiments, being bred. research, surgery or tests were conducted involving 
which leaching, teaching, research, conditioned, or accompanying pain or distress to the animals and for wh 

TOTAL NUMBER Animals Covered research,held for use in surgery, or tests were the use of appropriate anesthetic, analgesic, or tranquiliz 
OF ANIMALSexperiments, or By The Animal conducted involving teaching. testing, drugs would have adversely affected the procedures, res 

Welfare Regulations tests were accompanying pain or experiments, or interpretation of the teaching, research..experiments,
 
( COLUMNS
 conductedresearch, or distress to the animals an surgery, or tests. (An explanation of the procedures 

involving no pain, surgery but not ye for which appropriate producing pain or distress in these animals and the rease
 C+D+E)

distress, or use O'used for such anesthetic, analgesic, or such drugs were not used must be attached to this repon 
pain-relievingpurposes. \T'anquilizlng drugs were 
drugs. used. 

4.	 Dogs 

5.	 Cats 
_.._---­----_. 

6.	 Guinea Pigs 

-"- ­

7.	 Hamsters 

8.	 Rabbits 
----_._­-

9.	 Non-humar Primates 

10. Sheep 

11. Pigs 

12, Other Farm Animals 
._­--1­
'. ­

13. Other Animals 

. ­-
squirrels 8 
-~-- L----­
rats 59 114 114-_._.---- ­
mice I 32 22 

ASSURANCE STATEMENTS see attached (3 naaes) 
1)	 Professio'1ally acceptable standards governing the care, treatment, and use of animals, inCI'Jd:ng appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, dUring, and following actual re~ 

teaching, testing, surgery, or experimentation were followed by this research facUity. 

2)	 E...ch princiOal inwstigator has considered aUen;atives to "ainful procedures. 

3)	 This facility is adhering to the standards ~nd reg!llations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investlgalor and a 
Institutional Animal Care and Use Committee (IACuC). A summary of all such exceptions fs attached to this annual report. In addition to identifying the IACUC-approved exceptions, tilis sllr!'mary in 
brief explanation of the ~xceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official ) 

-
~;::~'TUwJ:Q 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

-------- --- ------- -----------  

( Type or Print ) DATE SIGNED 

ID/Z,l/c 
AJ'HISFO~ (Replar,s VS FORM 18-23 (OCT 88), ,vhich is (;bso'ete,~ 

----------- - 

-



UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE 
OMS NO. 0579·Q036

~ I 
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 

include Zip Code) 

CONTINUATION SHEET FOR ANNUAL REPORT
 
OF RESEj\RCH FACILITY
 

( TYPE OR PRINT) 

LREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (AHach adit#ffional sheets If necessary or use this form.) 

A. 

Animals Covered 
By The Animal 

Wellare Regulallons 

-----------------~ 

12. &lOR 13 Other 
(Ust by species) 

B. Number 01 
animals being 
bred, 
conditioned, ur 
held Jor use in 
leaching, testing, 
ftXperiments, 
research, or 
surgery but not 
vel userj lor such 
purposes. 

C Number 01 
animals upen 
which leaching, 
research, 
experimenls or 
lesls w~re 

conduct eo 
involving no 
pam, dislress, or 
use 0.1 pain 
relieving d~'4Js. 

-

-

D.	 Number 01 animals upon 
which experiments, 
teaching, research, 
suryery, or tests were 
conducted involving 
accompanYing pain or 
di:;lress to Ihe animals 
and lor which appropriate 
anestlTelic, analgesic, or 
tranquiliZing drugs were 
used. 

E. Number 01 animals upon which leaching, 
experiments, research, surgery or tests were 
conducled involving accompanying pain or distress 
to the animals and lor which Ihe use 01 appropriate 
anesthelic. analgesic, or Iranquilizing drugs would 
have adversely aUected the procedures, results, or 
interpretation 01 ItTe leaching, research, 
experiments, surgery, or lests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not IIsed 
must be aHached to this report). 

F 

T01Al NO. 
OF ANIMAls 

(Cols. C ... 
o + E) 

-

IASSURANCE STATEMENTS see attached 

1).	 Prolessionally acceptable stiAndards governing the ca,e, treillment, and use of animals, including approria'e use 01 aJles,hetic, analgesic, and Ir<:lOlquilizing drugs, prior !o, UIJ.lIl1J, 
and lollowiny aClual research. teaching, testing, surgery, or e)(~rimenlation wer", lollowed by Ihis research 'acility. 

2).	 Each principal investigafor has cunsidered alternatives to paiJllul procedures. 

3).	 This lacUify is adhering to the standards and regulatiQrls uJader Ihe Act. ..nd il has required !hat exceptions to Ihe s.tandards and regulations be <,;pecilied and exol..ined by l"e 
~rincipal investIgator and approved by the Institutional Animal Care and Use COlnmil1ee (IACUC). A summary ot all such exceptions is att ..chcd to this annual report In 

addition to identifying the IACUC-ilpproved exceptions, this $ummary includes a briel elCp1anation 01 the exceplions, as well as the species and number of "nimals allected. 

4).	 The allending velerin'arian lor this research lacilily hCls a~~(J~riate authorily 10 ensure Ihe provision of adequate velerillary care and 10 oversea the adequacy 01 olher aspecls 01 
animal care and use. 

CERTIFICATION BY IJEADQUAKTES RESEARCH FACIUTY OFFICIAL 
<Chief Executive Officer orl.egally Responsible Institutional Official) 

I cerllly thilt Ihe above is true, correct, and complete (7 US.C. Section 2143). 

NAME I TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

-------- --- ------ 
-----------  

7023A 
PART 1 • HEAOQUARTEF) 



Saint Vincent College 23-R-0068 

ANIMAL EUTHANASIA POLICY 

If an animal must be euthanized, it is imperative that it be done humanely. 
Following are three techniques approved by the SVC Institutional Animal Care and Use 
Committee. The techniques are based on the Report of the American Veterinary 
Medical Association on Euthanasia (2000). Should circumstances require an alternative 
euthanasia method, advanced approval must be obtained from the Committee. 

A. Asphyxiation with Carbon Dioxide 

This technique may be used for mice, rats and guinea pigs. 

1. Connect the asphyxiation chamber to the carbon dioxide tank. Place the inlet 
at the bottom of the chamber and the outlet at the top. 

2. Place the lid on the chamber and run the gas for 2-3 minutes so the chamber 
atmosphere is nearly pure carbon dioxide (60% is the required minimum). 

3. Gently lift the lid and lower the animal into the chamber. It is important that the 
chamber atmosphere be minimally disturbed. Replace the lid. 

4. Respiration should cease within 45 seconds. Leave the animal in the chamber 
for 2-3 minutes after breathing has ceased. 

5. Remove the animal from the chamber and turn off the carbon dioxide. Clean 
the chamber 

B. Barbiturate Overdose 

This technique may be used for mice, rats and guinea pigs. Barbiturates are 
controlled substances available only from ---- ----------- The drug will be dispensed after 
all calculations have been checked and actual needs assessed. Students may 
euthanize animals by barbiturate overdose only in the immediate supervision of ---- 
----------- 

1. Prepare a solution of sodium pentobarbital in O. g% sodium chloride. The 
concentration of this solution should be determined using the following 
guidelines: 

a. Total volume to be injected should be between 0.75 and 1.25 ml per 
150g body weight. 

b. Euthanizing (ip.) doses for: 

Mouse: 300 mg/kg
 
Rat: 200 mg/kg
 



Saint Vincent College 23-R-0068 

Guinea Pig: 100 mg/kg 

c. Note that sodium pentobarbital is not completely soluble in aqueous 
media at the concentrations you will be preparing. Therefore, expect the 
solutions to be slurries. 

2. Administer the appropriate dose intraperitoneally. Since the stock solution is a 
slurry, be sure to thoroughly mix it immediately before drawing into the syringe. 

3. Return the animal to its cage and wait until breathing ceases. This typically 
requires only a few minutes. 

C. Cervical Dislocation 

This technique is only for immature rats (weanlings or younger) and mice. Do not 
attempt this technique without supervision. 

1. Lightly anaesthetize the animal with Isoflurane. 

2. Place the animal on a hard surface, belly down. 

3. Hold the base of the tail with one hand. Place the thumb and index finger of 
your other hand on either side of the neck at the base of the skull. 

3. Quickly pull the base of the tail such that the cervical vertebrae dislocate. 
Immediately check that the animal has ceased breathing. 

Following euthanasia, the carcass is to be tightly sealed in a plastic bag, and 
placed in the carcass freezer in the LSRL. The log taped to the top of the freezer is to 
be corrlpleted. 



Saint Vincent College -23-R-0068 

ASSURANCE STATEMENT 

Saint Vincent College follows professionally accepted standards regarding the care, treatment and 
use of animals. Specifically, we comply with Animal Welfare Act (and amendments), we follow the 
guidelines put forth in the "Guide for the Care and Use of Laboratory Animals" (published by the Animal 
Resources Program, NIH), and we follow the recommendations of the Panel on Euthanasia of the American 
Veterinary Medical Association. 

All research involving the use of animals is approved by the IACUC. When appropriate, the 
IACUC directs principal investigators to employ specific alternatives or modifications that reduce the use, 
pain or suffering of animals. We approve projects that are exceptions to the standards or regulations 
referred to above only after careful consideration of the scientific and ethical issues involved. 



I 

1111;) JelJUfl IS reqUireo oy law (I USC 2143). Failure to report according to the regulations can See attached form for Interagency Report Control~o.: 
result in <in order to cease and desist and to be subject to penalties as provided for in Section 21' additional information. 

- UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
( TYPE OR PRINT) 

1.	 CERTIFICATE NUMBER: FORM APPROVED 23-R-0126 
OMS NO. 0579-0036 

CUSTOMER NUMBER: 371 

Summit Ridge Biosystems, Inc.
 
Summit Ridge Farms
 
Rd 1 - Box 131
 NOV 21.Susquehanna,PA 18847 

Telephone: (570) -756-2656 

3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

01) ~ a. ~ a..brv/t., iAt1d'~t 0.,,")'if.A£vv-krs	 ­FACILITY LOCATIONS ( Sites) See Atached Listing 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarY or use APHIS Form 7023A ,	 I 

I ASSURANCE STATEMENTS 

A. 

Animals Covered 
By The Animal 

Welfare RegUlations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use O' 

pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanation of the procedures 
producing pain or distress in these animals and the reas( 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

Idlll 
415' 

4. Dogs 11'5t/­(;5' 

~).5. Cats JI'13 
6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

I 
1)	 Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual reSE 

teaching, testing. surgery. or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painfUl procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

APHIS FORM 7023 

(AUG91 ) 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official) 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print ) DATE SIGNED 

---  - 
~1'f/~5f! ---- - 

(Replaces VS FORM 18-23 (OCT 88), which is obsolete.) 



ADDENDUM TO THE ANNUAL REPORT OF RESEARCH FACILITY 

November 19, 2004 

Assurance statements: 
Below is a summary of all such exemptions to the standards and regulations of the 
Animal Welfare Act. 

From October 1, 2003 to Septenlber 30, 2004, the following exemptions were 
approved by Summit Ridge Farms' Institutional and Animal Care and Use 
Committee: 

Section 3.6 Primary Enclosures 
(b) Additional requirements for cats 

(3) Litter 
A litter exemption was approved 746 times for adult 
felines participating on stool quality, digestibility, 
and urine pH trials. The litter exemption was 
granted to eliminate the possibility of contamination 
of specimens in studies involving the collection of 
feces and/or urine. 

Section 3.9 Feeding 
(a) Diets must be uncontaminated, wholesome, palatable, and of 
sufficient quantity and nutritive value to maintain the normal 
condition and weight of the animal. 

An exemption to allow test diets for 
gestation/lactation studies and maintenance studies 
to be fed longer than six months past the milling 
date. The purpose of these studies is to prove the 
nutritional adequacy of the test diet on gestation and 
lactation or maintenance based on AAFCO feeding 
protocols. The exemption was approved 441 times 
for canines on gestation, lactation, and growth 
studies, 112 times for canines on maintenance 
studies, 80 times for canines on customized studies, 
and 24 times for felines on maintenance studies. 
This equals 633 times total for canines and 24 times 
total for felines. 



., ThiS reoo~..iS rec'llred oy !aw (7 USC 21 .. 31 Failure to report acccrClrJ :0 :ne regu:atlcns :3n See reverse s,de for -  \\~ Interagency Report Contrel No 
result ,n an or:er tc cease and deSist and to oe subject to penalt,es as orovlded :or ,n Sec::cn 2150, addItional ;nfcrmatlon ---- 01 dC-DOA-AN 

UNITED STA TES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

3.	 REPORTING FACILITY (List 
sheets if necessary,) 

See Attached listing 

(TYPE OR PRINT) 

11-28-200 I j~CVO 

1. REGISTRATION NO. CUSTOMER NO. 
23-R-0126 371 FORM APPROVED 

OMS NO, 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as reglstereoNlrn USDA, 
Include Zip Cede) 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 702JA) 

A. B. Number of C. Number of E. Number of animals upon which teaching. D. Number of animals upon F. 
animals being animals upon experiments. research, surgery or tests were which experiments, 

Animals Covered bred, conducted involving accompanying pain or distress which teaChing, TOTAL NO. teaching, research, 
Sy The Animal conditioned. or to the animals and for which the use of appropnateresearch, OF ANIMALS surgery. or tests were 

Welfare Regulations held for use in anesthetic,analgesic. or tranquilizing drugs would experiments. or conducted involving 
teaching. testing, tests were have adversely affected the procedures. results. or (Cols. C +accompanying pain or 
experiments. D+E)conducted interpretation of the teaching. research. distress to the animals 
research, or involving no experiments. surgery, or tests. (An explanation ofand for which appropriate 
surgery but not pain, distress, or the procedures producing pain or distress in theseanesthetic. analgesic, or 
yet used for such animals and the reasons such drugs were not used use of pain- tranquilizing drugs were 
purposes. relieving drugs. must be attached to this report) used. 

4. Dogs (10 iZ./~/1.32 
5. Cats 22­ ~JJj?-:320 
6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals I 

, 
13, Other Animals 

I 
ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards govemng the care, treatment, and use of anImals. including appropriate use oi a~esthetlc, analgesic, and tranquiliZing drugs, pnor to. durtng. 
and following actual research, teaching. testing, surgery, or expenmentation were followed :>y this research faCIlity, 

2)	 Eac:1 princ:pal investigator has conSidered alternatives to painful procedures. 

3)	 TtJlS fa~ility IS adhenng to the standards and regulations under the Act, and it :"las required that exceptions to the standards and regulations be specified and explained by the 
pnnc:::-al ;nvestiga!cr and approved by tr,e Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addlt,or, to identifying the IACUC-approved exceptions, thiS summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending vetertnaria~ 'or this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATUR~ ----- --------- ----- -------------- ------------- 

%~~------
NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

/l~c'ft#J--- ~~75C~j//~' 4('/1cd~77J 
DATE SIGNED 

;¢74/ 
APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which is obsolete PART1·HEAOQUARTERS 

(AUG 91) 



IOV 2 3ZUUtThis report is required by law (7 USC 2143). Failure to report according to the regulations can See attached form for Interagency Report con~ 
result in an orJer to cease and desist and to be sUbject to penalties as provided for in Section 21! additional information. 

UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

FORM APPROVED 
OMB NO. 0579-0036 

1.	 CERTIFICATE NUMBER: 31-R-0018 

CUSTOMER NUMBER: 211 

lams Company, The
 
Paul F. lams Technical Center
 
7250 Poe Avenue
 
Dayton,OH 45414
 

Telephone: (937) -415-8823 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

FACILITY LOCATIONS ( Siles) - See Atached Listing PHNC 6571 st. RT 503 N Lewisburg 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarY or use APHIS Form 7023A \ 

B.	 Number of animal 
being bred, 
conditioned, or 

Animals Covered 

A. 

held for use in 
By The Animal teaching, testing, 

Welfare Regulations experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

4.	 Dogs 10 
5.	 Cats 10 
6.	 Guinea Pigs 

7.	 Hamsters 

8.	 Rabbits 

9.	 Non-human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

ASSURANCE STATEMENTS 

c.	 Number of 
animals upon 
which teaching, 
reSearch, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use 0­

pain-relieving 
drugs. 

113 

197 

D.	 Number of animals upon 
which experiments, 
teaching, research. 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

o 
o 

E.	 Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures. res 
or interpretation of the teaching, research, experiments. 
surgery, or tests. (An explanation of the procedures 
producing pain or distress in these animals and the reas( 
such drugs were not used must be attached to this report 

o 
o 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

113 
197 

1)	 Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rese 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions. this summary in< 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

- ---- ---- 
( Chief Executive Officer or Legally Responsible Institutional Official) 

SIGNA~~OFFIClAl --------- -- --------- ----- --------- ----- ----------------------- -------------- -------- --- -------- 
------ ---------- -------- ------------ --------  ---------- 
------ ------------- 

DATE SIGNED 

11/17/0~ 

APHIS FOR~ - (Replaces VS FORM 18-23 (OCT 88), which is obsolete.) 
(AUG----- --- 



lams Pet Health and Nutrition Center 

Exception Summary 

Cage Requirements 

The canine metabolism protocol requires dogs to be temporarily housed in specially 
designed cages for the collection of urine and feces. Only one size cage is available and 
it provides nine square feet of floor space. This is adequate floor space for dogs thirty 
inches or less as measured from the tip of its nose to the base of the tail. The IACUC 
approved the temporary housing of dogs from thirty-one to forty-five inches for 
metabolisn1 studies. Dogs within this range of length can comfortably stand, sit, turn­
around and lie down, as well as urinate and defecate in a normal posture. Dogs above 
forty-five inches in length were not approved for use in the canine metabolisrn protocol. 



Thl. reponls required by law (1 USC 21 43) Failure to report according to the regulation. can Set reverse side for 
re.ult In an order to eea.. and de'ist and to be sUbject 10 penalUe. as provided for In Sectlon 2150 add1tI0nallnformatJon 

UNITED STATES DEPARTMENT OF AQRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SER'91CE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION HO. 31-R-0021 
CUSTOMER NUMBER: 228 I FORM APPROVED 

OMB NO. 0579-0038 

2. HEADQUARTERS RESEARCH FACILITY (Name and Addr...... regl.terad with USDA 
Include Zip Cod.) 

Battelle Memorial Institute 
505 King Avenue 
Columbus, OH 43201 
Telephone: (614) 424-7444 

1 
3. REPORTING FACILITY (Llat alllocaUcna wh«8 anlmala wera hauaed or used In acluaf r8888rch, llNtlng. teaching. or experlmentatlon, «held f« theH purpoeee. Attach addltlonal 

__ts If nec.asary.) 

? 
FACILlTYLOCATIONS (Sltea) 

A. 

AnImal. Co".ract 
By The AnIma 

W.If.r. R.gulatlons 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non·human Primates 

10. Sheep 

11 .• Pigs 

12. Other Farm Animals 

Goat 

13 Other Animals 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach addlUonal ....ts If necesaatY or u•• APHIS FORM 7023A) 

B.Numberof C. Number of E, Number of animal. upon which teachingO. Numtlel' ofanimal. upon F.animal. being animal. upon experlments. ra.aerch••urgery, or teats werewnlch aXperlrnanlll. 
conducted Involving .ccompanylng paln Of' dl.tr...brad. which teaching, leaching. re...rch. 

conditioned. or to the anImals and for which the uaa or approprl.taresearch. surgery. or t8ats_re TOTALNO 
held foru.. In Iln8SthetlC. anBlg_la. or tranquilizing drugs wouldaxparlmante. or conducted Involving OF ANIMALS
t.achlng. ta.Ung. have advarsaly .ffected the procedures. ,...ults. orteatawera ac:companylng pain or 
experImant., Intarpretatlon Of the tellCtllng.....earch.conduclad dlstr... to the animal. 
......rCh.or axperimente, aurgery. or taata. "'" e"ple""Uon ofInVOlving no and for which approprl.te (Col•• c. 
.urgery but not the pmcadu,.. ptOducJng t»ln or dlaJre.. In ttto.epain. dl.tr.... 01 aneathelle, analgaalc. or 0+ E)
yet uced for euch enltnIJM end the re• .,"" .ueII dtllflll ___ notuMKJ....aofpaln­ tranquiliZIng drugs were 

mu. be .tteohad to thI. reporl)IJl6PClAe rall_lng drugs. u.ac1 

152 327175 

114 1,826 1,7441,083 4,653 

36329073 
110 1,039 1,057 2,514418 

308 47237 81 83 

5 28271 

18 18 

I ASSURANCE STATEMENTS 

1) Prof••alonally acceptable .tandarel. govamlng the car•• treatment. and u_ of animal. Including appropriate ... of an-thaCle. _BIg_Ie. and tranquilIZIng drugs. prior to. durlng 
and fClllowlng ae:tual raaaan:n. teaching. t8allng, aurgery. or experimentation __a foIlowad by this research facility 

2) each princlpallnv••t1gator h_ con.lderact altanMltl".. to painful procedure•• 

3) Thla facility Is adharlng to the standarela and regulatlona und.r tha Act. and It has required that _capllona to the .tandards .nd ragulallona be specified and explllinad by the 
princlpal In~gatorand .pprov.d by tha In.Utullonai Animal Care lind U_ Commltt_ (IACUC). A aummeryof an auem a.._ptlon. la attaohad 10 thla annual report.ln 
addHion 19 ld.....tIfylng the IACUC-approved .xceptlons. thI••ummary Includ.. a brl.f expI_Uon 01 the axceptJona. _ well .. the 8P8d- and number of anlmala atfae:ted. 

") Tha att.ndlng v.t.r1n....anror this _arch faclllty haa approprlata .uthOrlty to .nsure the provlalon of adaqu.te veterinary care and to ovaraaa the adequacy of other aapacl8 of 
animal care and u... 

CERTI ATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

(Chief Executive Omcer or Legally Re.ponalblelnatltutlona. Official) 
I certify that the above I. 1nI., COJTICt, and compIe. (7 U.S.C. s.ctIon 2143). 

------------------ ----- ------- ----- INSTIT~FFJCIAL NAME & TITLE OF CEO OR INSTITUTIONAL OFFICIAL~orPrint) 

------- ---- ---------- -------- 
----------- --- ---------------- ---------------------------- 

DATE SIGNED 

APHIS FORM 7023 (R.pleoa. VS FORM 18-23 (OCT 88) wPllch la obaolete 

(AUG 91) 



Customer 10 and Site Address: 

ID: 228
 

TelephoneMedical Research And
 
Evaluation Facility
 
State Route 142
 
JM-1 and JM-3
 
West Jefferson, OH 43162
 
County: Madison
 



Customer ID and Site Address: 

ID: 228 

505 King Avenue Telephone 
Columbus, OH 43201 
County: Franklin 



Summary of Exceptions to the Regulations or Standards 

A. Sanitization of Primary Enclosures 

1.	 A two-day delay was granted to the cage change requirement. 

2.	 This delay was granted due to detectable isotope levels. 

3.	 Species: Primate 

4.	 Number of animals: 5 

B. Primary Enclosures 

1.	 Three animals were socially housed instead ofpairing to provide social housing for 
an odd numbered group. 

2.	 This social housing was done to promote species-typical behavior and enhance 
acclimation. 

3.	 Species: Primate 

4.	 Number of animals: 6 



Column E Explanation Fonn 

1.	 Registration Number: 3l-R-0021 

2.	 Number of animals used in these studies: 240 

3.	 Species (common name) of animals used in this study: Rabbit 

4.	 Explain the procedure producing pain and/or distress: 

Aerosol challenge. The challenge was perfonned using a muzzle-only exposure chamber. The animals were 
gently hand-held for the dosing. The dosing procedure itself is not painful but resultant infection may cause 
pain and/or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA	 CFR: NA 

Column E Explanation Fonn 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 63 

3.	 Species (common name) of animals used in this study: Rabbit 

4.	 Explain the procedure producing pain and/or distress: 

Subcutaneous challenge. The dosing procedure involved a subcutaneous injection which did not cause more 
than momentary pain or distress. The dosing procedure itself is not painful but resultant infection may cause 
pain and/or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, a*d sedatives could not be provided because it has the potential to mask or potentiate 
the effects of infection ancll confound results. There are no known characterized, surrogate markers to predict 
mortality. Experienced staff veterinarians and animal technicians were on site to monitor the study conduct and 
any animal welfare issues: Pain-relieving drugs are not used, on the basis that death is rapid following the onset 
of symptoms, and that the! use ofpain medications could mask the clinical appearance, affecting the 
experimental data. Animals exhibiting clinical signs or those which are found to be moribund were euthanized 
to alleviate pain and distr~ss. This data is critical to human safety in the event of human exposure. 



6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 87 

3.	 Species (common name) of animals used in this study: Rabbit 

4.	 Explain the procedure producing pain and/or distress: 

Intramuscular injection. The dosing procedure involved an injection which did not cause more than 
momentary pain or distress. The dosing procedure itself is not painful but resultant infection may cause pain 
and/or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of sYmptoms, and that the use ofpain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 929 

3.	 Species (common name) of animals used in this study: Guinea Pig 

Explain the procedure producing pain and/or distress: 

4.	 Intramuscular and intradermal injection. The dosing procedure involved an injection which did not cause more 
than momentary pain or distress. The resultant infection may cause pain and/or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of sYmptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 



were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 313 

3.	 Species (common name) of animals used in this study: Guinea Pig 

4.	 Explain the procedure producing pain and/or distress: 

Intraperitoneal challenge of toxins. The dosing procedure involved an injection which did not cause more than 
momentary pain or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
detennine that pain and/or distress relief would interfere with test results. 

Anesthetics cannot be used to alleviate distress as they also act as respiratory depressants that could potentiate 
the toxic action of the test agent. Opioid analgesics and barbiturate sedative-hypnotics both can cause 
respiratory depression. Benzodiazepines have fewer effects on respiration but have been shown to have 
substantial respiratory interactions when used in combination with neuroleptic agents. Because of these side 
effects, anesthetics, analgesics and sedatives could potentiate the toxicological effects of these toxins. As it is 
difficult to judge the amount of pain or distress involved with toxicity in animals, it is assumed that pain and lor 
stress are present. The Study Director has consulted with the Study Veterinarian in the planning of all 
procedures involving unalleviated pain. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 290 

3.	 Species (common name) of animals used in this study: Hamster 

4.	 Explain the procedure producing pain and/or distress: 

Subcutaneous challenge. The dosing procedure involved a subcutaneous injection which did not cause more 
than momentary pain or distress. The dosing procedure itself is not painful but resultant infection may cause 
pain and/or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 



Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6.	 What, ifany, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 28 

3.	 Species (common name) of animals used in this study: Rabbit 

4.	 Explain the procedure producing pain and/or distress: 

Subcutaneous challenge. The dosing procedure involved a subcutaneous injection which did not cause more 
than momentary pain or distress. The dosing procedure itself is not painful but resultant infection may cause 
pain and/or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6.	 What, ifany, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: .lli 

3.	 Species (common name) of animals used in this study: Cynomolgus macaque 

4.	 Explain the procedure producing pain and/or distress: 

Aerosol challenge. The challenge was performed under Telazol® anesthesia using a head-only exposure 
chamber. The dosing procedure itself is not painful but resultant infection may cause pain and/or distress. 



5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to
 
determine that pain and/or distress relief would interfere with test results.
 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of sYmptoms, and that the use ofpain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event ofhuman 
exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: 21 Part 58 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: J 

3.	 Species (common name) of animals used in this study: Rhesus macaques 

4.	 Explain the procedure producing pain and/or distress: 

Aerosol challenge. The challenge was performed under Telazol® anesthesia using a head-only exposure 
chamber. The dosing procedure itself is not painful but resultant infection may cause pain and/or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or potentiate 
the effects of infection and confound results. There are no known characterized, surrogate markers to predict 
mortality. Experienced staff veterinarians and animal technicians were on site to monitor the study conduct and 
any animal welfare issues. Pain-relieving drugs are not used, on the basis that death is rapid following the onset 
of sYmptoms, and that the use ofpain medications could mask the clinical appearance, affecting the 
experimental data. Animals exhibiting clinical signs or those which are found to be moribund were euthanized 
to alleviate pain and distress. This data is critical to human safety in the event of human exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code ofFederal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 502 

3.	 Species (common name) of animals used in this study: Guinea Pig 

4.	 Explain the procedure producing pain and/or distress: 



Intradennal injection. The dosing procedure involved an injection which did not cause more than momentary 
pain or distress. The dosing procedure itself is not painful but resultant infection may cause pain and/or distress 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use ofpain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6.	 What, ifany, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA	 CFR: NA 

Column E Explanation Form 

1.	 Registration Number: 3l-R-002l 

2.	 Number of animals used in this study: 11 

3.	 Species (common name) of animals used in this study: Rhesus macaques 

4.	 Explain the procedure producing pain and/or distress: 

Aerosol challenge. The challenge was performed under Telazol® anesthesia using a head-only exposure 
chamber. The dosing procedure itself is not painful but resultant infection may cause pain and/or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or potentiate 
the effects of infection and confound results. There are no known characterized, surrogate markers to predict 
mortality. Experienced staff veterinarians and animal technicians were on site to monitor the study conduct and 
any animal welfare issues. Pain-relieving drugs are not used, on the basis that death is rapid following the onset 
of symptoms, and that the use of pain medications could mask the clinical appearance, affecting the 
experimental data. Animals exhibiting clinical signs or those which are found to be moribund were euthanized 
to alleviate pain and distress. This data is critical to human safety in the event of human exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA	 CFR: NA 

Column E Explanation Form 

1.	 Registration Number: 3l-R-002l 

2.	 Number of animals used in this study: 28 

3.	 Species (common name) of animals used in this study: Cynomolgus macaque 



4.	 Explain the procedure producing pain and/or distress: 

The threat posed by highly toxic compounds and the efficacy of therapy for potential agents was to be evaluated 
in cynomolgus macaques. Compounds were injected intramuscularly. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

To estimate the toxicity in man and to determine the efficacy of current therapy, it is necessary to use a species 
of animal known to respond to such agents and therapy in a manner similar to that of man. Toxicity may be due 
to local effects or to central nervous system effects. The use of any compound that alters function or perception 
in the central nervous system could increase or decrease the morbidity or mortality and dramatically affect the 
results of this experiment. There are no known characterized, surrogate markers to predict mortality. 
Experienced staff veterinarians were on site to monitor the study conduct and any animal welfare issues. 
Animals that were moribund were euthanized to relieve pain and distress. These data are critical to human 
safety in the event of human exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code ofFederal Regulations 
(CFR) title number and the specific section number: 

Agency: NA	 CFR: NA 

Column E Explanation Form 

1.	 Registration Number: 3l-R-002l 

2.	 Number of animals used in this study: ~ 

3.	 Species (common name) of animals used in this study: Rhesus macaque 

4.	 Explain the procedure producing pain and/or distress: 

To estimate physiological effects in human beings, rhesus monkeys were dosed intramuscularly to determine 
physiological effects of two unidentified compounds. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

To estimate the physiological effects in man of unidentified compounds and to determine the efficacy of 
therapy, it is necessary to use a species of animal known to respond to compounds and therapy in a manner 
similar to that of man. No mortality resulted, but clinical signs were observed. Anesthetics, analgesics and 
tranquilizers would have interfered with the physiological effects of these compounds. Diazepam was used in 
two animals after compound injection to determine its effect. Experienced staffveterinarians were on site to 
monitor the study conduct and any animal welfare issues. These data are critical to human safety in the event of 
exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code ofFederal Regulations 
(CFR) title number and the specific section number: 

Agency: NA	 CFR: NA 
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Summary of Exceptions to the Regulations or Standards 

A.	 Sanitization of Primary Enclosures 

(1)	 1. A four day delay was granted to the cage change requirement. The cages were cleaned 
twice daily as per standard procedure. 

2.	 This delay was granted due to animal transfer to new room to minimize additional animal 
handling. 

3.	 Species: Primate 

4.	 Number of animals: 29 

(2)	 1. A one day delay was granted to the cage change requirement. The cages were cleaned 
twice daily as per standard procedure. 

2.	 This delay was granted due to animal transfer to new room to minimize additional animal 
handling. 

3.	 Species: Dog 

4.	 Number of animals: 12 

(3)	 1. A one day delay was granted to the cage change requirement. The cages were cleaned 
twice daily as per standard procedure. 

2.	 This delay was granted due to radiotelemetry data collection in close proximity. 

3.	 Species: Primate 

4.	 Number of animals: 28 

B.	 Primary Enclosures 

1.	 Three animals were socially housed instead of pairing to provide social housing for an odd 
numbered group. 

2.	 This social housing was done to promote species-typical behavior and enhance acclimation. 

3.	 Species: Primate 

4.	 Number of animals: 6 
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c.	 Dog Exercise 

1.	 Exceptions were granted to the dog exercise plan. 

2.	 These exceptions were granted for scientific reasons. 

a. Telemetry Studies 

The dogs had been instrumented with telemetry transmitters for the cardiovascular data 
collection. Data could only be collected while animals resided in their home cages. Exercise 
activity would have interfered with data collection and would have confounded data analysis. 
This baseline and study monitoring occurred while the animals had unrestricted activity within 
their home cages. These exemptions were of short duration (typically 2 to 3 weeks). 

3.	 Species: Dog 

4.	 Number of animals used: 38 

D.	 Second Major Operative Procedure 

1.	 Two cynomolgus monkeys underwent a second major operative procedure to remove previously 
implanted radiotelemetry transmitters. This procedure was IACUC approved and USDA approved. 

2.	 The second operative procedure to remove the radiotransmitter allowed for the monkeys to be 
donated to a breeding facility. In addition, removal of the transmitters avoided long-term medical 
complications that may occur with implanted foreign material. 

3.	 Species: Primate (cynomolgus) 

4.	 Number of animals: 2 



Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in these studies: 255 

3.	 Species (common name) of animals used in this study: Rabbit 

4.	 Explain the procedure producing pain and/or distress: 

Aerosol challenge. The challenge was performed using a muzzle-only exposure chamber. The animals were 
gently hand-held for the dosing. The dosing procedure itself is not painful but resultant infection may cause 
pain and/or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event ofhuman 
exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Drugs, specifically, 21CFR.314.610, approval 
based on evidence of effectiveness from studies in animals (under subpart I--approval of new drugs when 
human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on evidence of 
effectiveness from studies in animals (under subpart H--approval of biological products when human efficacy 
studies are not ethical or feasible). 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 221 

3.	 Species (common name) of animals used in this study: Guinea Pig 

Explain the procedure producing pain and/or distress: 

4.	 Intramuscular and intradermal injection. The dosing procedure involved an injection which did not cause more 
than momentary pain or distress. The resultant infection may cause pain and/or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 
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Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use ofpain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: FDA 

CFR As appropriate, study conducted under Title 21, Food and Drugs, specifically, 21CFR.314.610, approval 
based on evidence of effectiveness from studies in animals (under subpart I--approval of new drugs when 
human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on evidence of 
effectiveness from studies in animals (under subpart H--approval of biological products when human efficacy 
studies are not ethical or feasible). 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 10 

3.	 Species (common name) of animals used in this study: Guinea Pig 

4.	 Explain the procedure producing pain and/or distress: 

Intramuscular challenge of toxins. The dosing procedure involved an injection which did not cause more than 
momentary pain or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use ofpain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA	 CFR: NA 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 108 
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3.	 Species (common name) of animals used in this study: Guinea Pig 

4.	 Explain the procedure producing pain and/or distress: 

Subcutaneous injection. The dosing procedure involved an injection which did not cause more than momentary 
pain or distress. The dosing procedure itself is not painful but resultant infection may cause pain and/or distress 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Drugs, specifically, 21CFR.314.610, approval 
based on evidence of effectiveness from studies in animals (under subpart I--approval of new drugs when 
human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on evidence of 
effectiveness from studies in animals (under subpart H--approval ofbiological products when human efficacy 
studies are not ethical or feasible). 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 58 

3.	 Species (common name) of animals used in this study: Guinea Pig 

4.	 Explain the procedure producing pain and/or distress: 

To estimate physiological effects in human beings, guinea pigs were exposed to aerosols, or contaminated 
surfaces, or injected subcutaneously to determine physiological effects of unidentified compounds. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

To estimate the physiological effects in man, guinea pigs were exposed to unidentified compounds. It is 
necessary to use a species of animal known to respond to compounds in a manner similar to that of man. 
Anesthetics, analgesics and tranquilizers would have interfered with the physiological effects of these 
compounds. Experienced staff veterinarians were on site to monitor the study conduct and any animal welfare 
issues. These data are critical to human safety in the event of exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA	 CFR: NA 
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Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 32 

3.	 Species (common name) of animals used in this study: Rhesus macaques 

4.	 Explain the procedure producing pain and/or distress: 

Aerosol challenge. The challenge was performed under Telazol® anesthesia using a head-only exposure 
chamber. The dosing procedure itself is not painful but resultant infection may cause pain and/or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or potentiate 
the effects of infection and confound results. There are no known characterized, surrogate markers to predict 
mortality. Experienced staff veterinarians and animal technicians were on site to monitor the study conduct and 
any animal welfare issues. Pain-relieving drugs are not used, on the basis that death is rapid following the onset 
of symptoms, and that the use of pain medications could mask the clinical appearance, affecting the 
experimental data. Animals exhibiting clinical signs or those which are found to be moribund were euthanized 
to alleviate pain and distress. This data is critical to human safety in the event of human exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Drugs, specifically, 21CFR.314.610, approval 
based on evidence of effectiveness from studies in animals (under subpart I--approval of new drugs when 
human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on evidence of 
effectiveness from studies in animals (under subpart H--approval ofbiological products when human efficacy 
studies are not ethical or feasible). 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 10 

3.	 Species (common name) of animals used in this study: Cynomolgus macaques 

4.	 Explain the procedure producing pain and/or distress: 

Aerosol challenge. The challenge was performed under Telazol® anesthesia using a head-only exposure 
chamber. The dosing procedure itself is not painful but resultant infection may cause pain and/or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or potentiate 
the effects of infection and confound results. There are no known characterized, surrogate markers to predict 
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mortality. Experienced staff veterinarians and animal technicians were on site to monitor the study conduct and 
any animal welfare issues. Pain-relieving drugs are not used, on the basis that death is rapid following the onset 
of symptoms, and that the use of pain medications could mask the clinical appearance, affecting the 
experimental data. Animals exhibiting clinical signs or those which are found to be moribund were euthanized 
to alleviate pain and distress. This data is critical to human safety in the event of human exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Drugs, specifically, 21CFR.314.610, approval 
based on evidence of effectiveness from studies in animals (under subpart I--approval of new drugs when 
human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on evidence of 
effectiveness from studies in animals (under subpart H--approval of biological products when human efficacy 
studies are not ethical or feasible). 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 2 

3.	 Species (common name) of animals used in this study: Cynomolgus macaque 

4.	 Explain the procedure producing pain and/or distress: 

A prophylactic for organophosphorus compound intoxication was evaluated. Compounds were injected 
intramuscularly. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

To determine the efficacy of a proposed prophylactic, it is necessary to use a species of animal known to 
respond to toxic agents and therapy in a manner similar to that of man. Toxicity may be due to local effects or 
to central nervous system effects. The use of any compound that alters function or perception in the central 
nervous system could increase or decrease the morbidity or mortality and dramatically affect the results of this 
experiment. There are no known characterized, surrogate markers to predict mortality. Experienced staff 
veterinarians were on site to monitor the study conduct and any animal welfare issues. Animals that were 
moribund were euthanized to relieve pain and distress. These data are critical to human safety in the event of 
human exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code ofFederal Regulations 
(CFR) title number and the specific section number: 

Agency: NA	 CFR: NA 

Column E Explanation Form 

I.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 50 

3.	 Species (common name) of animals used in this study: Cynomolgus macaque 
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4.	 Explain the procedure producing pain and/or distress: 

The threat posed by highly toxic compounds and the efficacy of therapy for potential agents was to be
 
evaluated. Compounds were injected intramuscularly.
 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

To estimate the toxicity in man and to determine the efficacy of current therapy, it is necessary to use a species 
of animal known to respond to such agents and therapy in a manner similar to that of man. Toxicity may be due 
to local effects or to central nervous system effects. The use of any compound that alters function or perception 
in the central nervous system could increase or decrease the morbidity or mortality and dramatically affect the 
results of this experiment. There are no known characterized, surrogate markers to predict mortality. 
Experienced staff veterinarians were on site to monitor the study conduct and any animal welfare issues. 
Animals that were moribund were euthanized to relieve pain and distress. These data are critical to human 
safety in the event of human exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA	 CFR: NA 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 3 

3.	 Species (common name) of animals used in this study: Rhesus macaque 

4.	 Explain the procedure producing pain and/or distress: 

To estimate physiological effects in human beings, rhesus monkeys were dosed intramuscularly to determine 
physiological effects of two unidentified compounds. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

To estimate the physiological effects in man of unidentified compounds and to determine the efficacy of 
therapy, it is necessary to use a species of animal known to respond to compounds and therapy in a manner 
similar to that of man. No mortality resulted, but clinical signs were observed. Anesthetics, analgesics and 
tranquilizers would have interfered with the physiological effects of these compounds. Experienced staff 
veterinarians were on site to monitor the study conduct and any animal welfare issues. These data are critical to 
human safety in the event of exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA	 CFR: NA 



Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 221 

3.	 Species (common name) of animals used in this study: Guinea Pig 

4.	 Explain the procedure producing pain and/or distress: Intramuscular and intradermal injection. The 
dosing procedure involved an injection with bacterial spores which did not cause more than 
momentary pain or distress. The resultant bacterial infection may cause pain and/or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound 
results. There are no known characterized, surrogate markers to predict mortality. Experienced staff 
veterinarians were on site to monitor the study conduct and any animal welfare issues. Pain-relieving 
drugs are not used, on the basis that death is rapid following the onset of symptoms, and that the use of 
pain medications could mask the clinical appearance, affecting the experimental data. Animals 
exhibiting clinical signs or those which were moribund were euthanized to alleviate pain and distress. 
These data are critical to human safety in the event of human exposure. 

6.	 What, ifany, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Drugs, specifically, 21CFR.314.610, 
approval based on evidence of effectiveness from studies in animals (under subpart I--approval of new 
drugs when human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on 
evidence of effectiveness from studies in animals (under subpart H--approval of biological products 
when human efficacy studies are not ethical or feasible). 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 10 

3.	 Species (common name) of animals used in this study: Guinea Pig 

4.	 Explain the procedure producing pain and/or distress: Intramuscular challenge of toxins. The dosing 
procedure involved an injection of a bacterial toxin solution which did not cause more than momentary 
pain or distress. The resultant toxicity may cause pain and/or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to detennine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentate the effects of infection and could confound results. 
There are no known characterized, surrogate markers to predict mortality. Experienced staff 
veterinarians were on site to monitor the study conduct and any animal welfare issues. Pain-relieving 
drugs are not used, on the basis that death is rapid following the onset of symptoms, and that the use of 
pain medications could mask the clinical appearance, affecting the experimental data. Animals 



(
 

exhibiting clinical signs or those which were moribund were euthanized to alleviate pain and distress. 
These data are critical to human safety in the event of human exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

Agency: NA	 CFR: NA 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 108 

3.	 Species (common name) of animals used in this study: Guinea Pig 

4.	 Explain the procedure producing pain and/or distress: Intramuscular and intradermal injection. The 
dosing procedure involved an injection with bacterial spores which did not cause more than 
momentary pain or distress. The resultant bacterial infection may cause pain and/or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound 
results. There are no known characterized, surrogate markers to predict mortality. Experienced staff 
veterinarians were on site to monitor the study conduct and any animal welfare issues. Pain-relieving 
drugs are not used, on the basis that death is rapid following the onset of symptoms, and that the use of 
pain medications could mask the clinical appearance, affecting the experimental data. Animals 
exhibiting clinical signs or those which were moribund were euthanized to alleviate pain and distress. 
These data are critical to human safety in the event of human exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Drugs, specifically, 21CFR.314.610, 
approval based on evidence of effectiveness from studies in animals (under subpart I--approval of new 
drugs when human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on 
evidence of effectiveness from studies in animals (under subpart H--approval of biological products 
when human efficacy studies are not ethical or feasible). 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 32 

3.	 Species (common name) of animals used in this study: Rhesus macaques 

4.	 Explain the procedure producing pain and/or distress: Aerosol challenge with bacterial spores. The 
challenge was performed under Telazo1® anesthesia using a head-only exposure chamber. The 
challenge procedure itself is not painful but resultant bacterial infection may cause pain and/or distress. 
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5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or 
potentiate the effects of infection and confound results. There are no known characterized, surrogate 
markers to predict mortality. Experienced staff veterinarians and animal technicians were on site to 
monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the 
basis that death is rapid following the onset of symptoms, and that the use of pain medications could 
mask the clinical appearance, affecting the experimental data. Animals exhibiting clinical signs or 
those which are found to be moribund were euthanized to alleviate pain and distress. These data are 
critical to human safety in the event of human exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Drugs, specifically, 21CFR.314.610, 
approval based on evidence of effectiveness from studies in animals (under subpart I--approval of new 
drugs when human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on 
evidence of effectiveness from studies in animals (under subpart H--approval of biological products 
when human efficacy studies are not ethical or feasible). 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 10 

3.	 Species (common name) of animals used in this study: Cynomolgus macaques 

4.	 Explain the procedure producing pain and/or distress: Aerosol challenge with bacterial spores. The 
challenge was performed under Telazol® anesthesia using a head-only exposure chamber. The 
challenge procedure itself is not painful but resultant bacterial infection may cause pain and/or distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or 
potentiate the effects of infection and confound results. There are no known characterized, surrogate 
markers to predict mortality. Experienced staff veterinarians and animal technicians were on site to 
monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the 
basis that death is rapid following the onset of symptoms, and that the use ofpain medications could 
mask the clinical appearance, affecting the experimental data. Animals exhibiting clinical signs or 
those which are found to be moribund were euthanized to alleviate pain and distress. These data are 
critical to human safety in the event of human exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Drugs, specifically, 21CFR.314.610, 
approval based on evidence of effectiveness from studies in animals (under subpart I--approval of new 
drugs when human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on 
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evidence of effectiveness from studies in animals (under subpart H--approval of biological products 
when human efficacy studies are not ethical or feasible). 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 2 

3.	 Species (common name) of animals used in this study: Cynomolgus macaque 

4.	 Explain the procedure producing pain and/or distress: A prophylactic for organophosphorus 
compound intoxication was evaluated. Compounds were injected intramuscularly. Animals were 
injected with human butyrylcholinesterase hours prior to injection of an organophosphorus compound 
to determine efficacy of such treatment in preventing toxicity. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

To determine the efficacy of a proposed prophylactic, it is necessary to use a species of animal known 
to respond to toxic agents and therapy in a manner similar to that of man. Toxicity may be due to local 
effects or to central nervous system effects. The use of any compound that alters function or 
perception in the central nervous system could increase or decrease the morbidity or mortality and 
dramatically affect the results of this experiment. There are no known characterized, surrogate 
markers to predict mortality. Experienced staff veterinarians were on site to monitor the study conduct 
and any animal welfare issues. Animals that were moribund were euthanized to relieve pain and 
distress. These data are critical to human safety in the event of human exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

Agency: NA	 CFR: NA 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 50 

3.	 Species (common name) of animals used in this study: Cynomolgus macaque 

4.	 Explain the procedure producing pain and/or distress: The threat posed by highly toxic compounds 
and the efficacy of therapy for potential agents was to be evaluated. Compounds were injected 
intramuscularly. Various oximes, in conjunction with an antimuscarinic and an anxiolytic, were tested 
for efficacy in treatment of intoxication with an anticholinesterase compound. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

To estimate the toxicity in man and to determine the efficacy of current therapy, it is necessary to use a 
species of animal known to respond to such agents and therapy in a manner similar to that of man. 
Toxicity may be due to local effects or to central nervous system effects. The use of any compound 
that alters function or perception in the central nervous system could increase or decrease the 
morbidity or mortality and dramatically affect the results of this experiment. There are no known 
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characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site to 
monitor the study conduct and any animal welfare issues. Animals that were moribund were 
euthanized to relieve pain and distress. These data are critical to human safety in the event of human 
exposure. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

Agency: NA	 CFR: NA 

Column E Explanation Form 

1.	 Registration Number: 31-R-0021 

2.	 Number of animals used in this study: 3 

3.	 Species (conunon name) of animals used in this study: Rhesus macaque 

4.	 Explain the procedure producing pain and/or distress: To estimate physiological effects in human 
beings, rhesus monkeys were dosed intramuscularly to determine physiological effects of two 
unidentified compounds, one of which is reported to be an emetic. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

To estimate the physiological effects in man of unidentified compounds and to determine the efficacy 
of therapy, it is necessary to use a species of animal known to respond to compounds and therapy in a 
manner similar to that of man. No mortality resulted, but clinical signs were observed. Anesthetics, 
analgesics and tranquilizers would have interfered with the physiological effects of these compounds. 
Experienced staff veterinarians were on site to monitor the study conduct and any animal welfare 
issues. These data are critical to human safety in the event of exposure. 

6.	 What, if any, federal regulations.require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

Agency: NA	 CFR: NA 
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ThiS report j:J required by law (7 USC 2143). Failure to report according'to the regulalions can See reverse side for Interagency Report Control N~ 
r'?~,ult In "n order to cease and desist and to be subject to penalties as provided for In Section 2150. additional information. o1aO.DOA.ANI	 - 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 

31-R-0026 
CUSTOMER NO. 

232 FORM APPROVED 
OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registered wIth USDA. 
include Zip Code) 

BOWLING GREEN STATE UNIVERSITY 
120 MCFALL CENTER 
BOWLING GREEN, OH 43403 
(419) 372-7710 

1 
3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing. teaching, or experimentation, or held for these purposes. Attach additional 

sheets if necessary.) 

FACILITY LOCATIONS(slles) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM lO23A) 

A. B. Numberof C. Number of F.D. Number of animals upon E. Number of animals upon which teaching. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred, TOTAL NO.which teaching, conducted involving accompanying pain or distress teaching, research, 
Sy The Animal conditioned, or OF ANIMALS research, surgery, or tests were to the animals and for which the use of appropriate 

held for use in Welfare Regulations experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaching. testing, (Cols. C + tests were have adversely affected the procedures, results, or accompanying pain or 
experiments, D+E)conducted distress to the animals interpretation of the teaching, research. 
research. or involving no experiments, surgery, or tests. (An explanation ofand for which appropriate 
surgery but not pain, distress. or the procedures producing pain or distress in these anesthetic, analgesic, or 
yet used for such use of pain- animals and the reasons such drugs were not used tranquilizing drugs were 
purposes. relieving drugs. used. must be attached to this report) 

4.	 Dogs 

5. Cats 

6.	 Guinea Pigs 

7. Hamsters 43 

8. Rabbits 2 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

Deer Mouse 38 

ASSURANCE STATEMENTS 

1) Professionally acceptable standards goveming the care, treatment, and use of animals, induding appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to. during, 
and follOWing actual research, teaching, testing. surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUe-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of an' al care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
 
(Chief Executive Officer or Legally Responsible Institutional official)
 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143)
 

---- --------- NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

---- -------  ------------ ------ ---------  ---- 
----- ----------- ----- ------- --- ---- ----------- ---------- 

(Replaces VS FORM 18-23 (Oct 88), which is obsolete	 PART 1 - HEADQUARTERS 



APHIS Fonn 7023 Site List
 

The following sites have been reported by the facility.
 

Registration Number: 31-R-0026 
Customer Number: 232 
Facility: BOWLING GREEN STATE UNIVERSITY 

120 MCFALL CENTER 
BOWLING GREEN, OH 43403 
(419) 372-7710 

LIFE SCIENCE ANN"EX
 
102 LIFE SCIENCE BLDG.
 
BOWLING GREEN STATE UNIVERSITY
 
BOWLING GREEN, OH 43403
 

BEHAVIORAL NEUROSCIENCE ANIMAL FACILITY 
PSYCHOLOGY BLDG. 
BOWLING GREEN STATE UNIVERSITY 
BOWLING GREEN, OH 43403 

ECOLOGY AND ETHOLOGY RESEARCH STATION 
MERCER ROAD 
BOWLING GREEN STATE UNIVERSITY 
BOWLING GREEN, OH 43403 

HERPETARIlJM
 
111 LIFE SCIENCE BLDG.
 
BOWLING GREEN STATE UNIVERSITY
 

.. BOWLING GREEN, OH 43403 

SENSORY ECOLOGY WET LAB
 
211 LIFE SCIENCE BLDG.
 
BOWLING GREEN STATE UNIVERSITY
 
BOWLING GREEN, OH 43403
 



Seeattac e orm orThis report is required by law (7 USC 2143). Failure to report according to the regulations can	 h d t o11te~ ncy Report Control No.: DEC;result )·n i:lf't order to cease and desist and to be sUbject to penalties as provided for in Section 21!	 additional information. .. 

UNITED STATES DEPARTMENT OF AGRICULTURE
 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1.	 CERTIFICATE NUMBER: FORM APPROVED31-R-0030 
OMB NO. 0579-0036 

CUSTOMER NUMBER: 224
 

Kent Stete UniveFSity
 KentStateUniversity
Diuision Of RQS98rGh &Grad. Div.ofResearch&Grad. 
194-MaGG Annex 

125 Auditorium
Kent, 011 44242 

Kent,Ohio 44242 
(216)672-2704T&lepl:1oRs: (216) 6722660 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

FACILITY LOCATIONS (Sites) - See Atached Usting Cunningham Hall 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A \ 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Number of animal C. Number of 
being bred, animals upon 
conditioned, or which teaching, 
held for use in research, 
teaching, testing, experiments, or 
experiments, tests were 
research, or conducted 
surgery but not ye involving no pain, 
used for such distress, or use O' 

purposes. pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
resea~h, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanation of the procedures 
producing pain or distress in these animals and the reas! 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 266 523 523 
8. Rabbits 8 8 8 

9. Non-human Primates 

10. Sheep 

11. Pigs a 8 8 

12. Other Farm Animals 

13. Other Animals 

I ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anestelic, analgesic. and tranquilizing drugs, prior to, during, and following actual rese 
teaching, testing. surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered altematives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the IACUe-approved exceptions. this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official ) 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

------ --- ------ -- -------------- --------------------  
. t 
" /."

- IILI 

I 



KENT•STATE
 
UNIVERSITY

November 30, 2004 

United States Department of Agriculture 
920 Main Campus Drive 
Suite 200 
Raleigh, NC 27606-5213 

RE: Annual Report, Summary of Exceptions 
Certificate Number 31-R-0030 

To Whom It May Concern: 

Please find the enclosed Annual Report of Research Facility for the Cunningham Hall 
Animal Facility at Kent State University for the reporting period October 1, 2003 through 
September 30, 2004. 

The protocols listed below have cage changes slightly less frequently than nonnal due to 
the nature of the research (changed every 2 weeks). Fresh bedding is put in cages as 
needed on top of old bedding. Cage changing/cleaning has a dramatic phase-resetting 
effect on the circadian system. 

----- ------ ------- "Neurologic Regulation of the SCN Circadian Clock" 
Species: Syrian Hamsters 
# of Animals Affected: Approximately 400 over the course of a year with approximately 

20-30 affected at one time 

----- ----- -------  "'Neurotransmitter Regulation of Circadian Rhythms" 
Species: Syrian Hamsters 
# of Animals Affected: Approximately 122 over the course ofa year 

----- ----- ------- "Breeding and Evaluation of a Possible Spontaneous Circadian Rhythm 
Mutation in a Syrian Hamster Population" 

Species: Syrian Hamster 
# of Animals Affected: Approximately 114 over the course of a year 

------------ - --- 
----- --- ------- --------------- ---------- 

------ ----------- ----- ------- 
----------- ----- ----------- ---------- 

Division of Research and Graduate Studies 
(330) 672-2851 • Fax: (330) 672-2658 

Graduate Program Services 
(330) 672-2660 • Fax (330) 672-2658 

P.O. Box 5190 • Kent, Ohio 44242-0001 • http://www.kent.edu 



. This rep~ is required by law (7 USC 2143). Failure to report according to the regulations can 
result In ~ ~ order to cease and desist and to be subject to penalties as provided for in Section 2150. 

UNITED STATES DEPARTMENT OF AGRICULTURE 
AN IMAL AND PLANT HEALTH. INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

13. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS(sites) 

See Attached Listing MAIN CAMPCS FPCILITIES 

ONE IN vr:k':-;I'lY PlAZA 
WARD BEEX:HER HALL 
YaJN:;S'ICWN, CH 44555 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additiOnal sheets if necessary or use APHIS FORM 7023A) 

A. B. Numberof C. Numberof D. Number of animals upon 
animals being animals upon which experiments, 

Animals Covered bred, which teaching, teaching. research, 
By The Animal conditioned, or research, surgery, or tests were 

Welfare Regulations held for use in experiments, or conducted involving 
teaching, testing, tests were accompanying pain or 
experiments, conducted distress to the animals 
research, or involving no and for which appropriate 
surgery but not pain. distress, or anesthetic. analgesic, or 
yet used for such use of pain- tranquilizing drugs were 
purposes. relieving drugs. used. 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 21 21 38 

8. Rabbits 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

ASSURANCE STATEMENTS 

1) Professionally acceptable standards governing the care. treatment, and use of animals. including appropriate use of anesthetic, analgesiC, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUe-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CE------------------- ---- -- EADQUARTERS RESEARCH FACILITY OFFICIAL 

-- 
(C----- Ex~~ror Legally Responsible Institutional official) 

-- - -------- --- ----- ------- is true, correct. and complete (7 U.S.C. Section 2143)-------- -- - -- - -------------------- ------- ~~AME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Pnnt) 

---- ------- -- --------------- ------- 
--- -- -------------- --------------- ---------- 

APHls FORM 7003 (Replaces VS FORM ----- (Oct 88), which is obsolete 

(AUG 91) 

See reverse side for 
additional information. 

1. REGISTRATION NO. 

31-R-0066 

2. 
include Zip Code) 

NEDu::xM 
{XX; HIlT.n~ WZlI'TT,TTV 

4209 STATE ROUIE 44 
RCXY.rS'ItWN, 

E. 

----- - 

Interagency Report Control No 
0180·DOA·AN 

CUSTOMER NO. 

I236 FORM APPROVED 
OMS NO. 0579·0036 

HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 

YOUNGSTOWN STATE UNIVERSITY 

ONE UNIVERSITY PLAZA 

YOUNGSTOWN, OH 44555 
(330) 742-3091 

rn 44272 

Number of animalS upon which teaching, F. 
experiments, research. surgery or tests were 
conducted involving accompanying pain or distress TOTAL NO. 
to the animals and for which the use of appropriate OF ANIMALS 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures. results. or (Cols. C + 
interpretation of the teaching, research, D+E) 
experiments. surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

0 59 

~ o;zs;zo--------  --- ----------- -------- 
J} r;.] I!Jt 

PART1·HEAdQU~TERS 



APHIS Form 7023 Site List 

The following sites have been reported by the facility. 

Registration Number: 31-R-0066 
Customer Number: 236 
Facility: YOUNGSTOWN STATE UNIVERSITY 

ONE UNIVERSITY PLAZA 
YOUNGSTOWN, OH 44555 
(330) 742-3091 

MAIN CAMPUS FACILITIES 
ONE UNIVERSITY PLAZA 
WARD BEECHER HALL 
YOUNGSTOWN,OH 44555 

NEOUCOM 
DOG HOLDING FACILITY 
4209 STATE ROUTE 44 
ROOTSTOWN, OH 44272 



IACUC APPROVED EXCEPTION TO THE REGULATIONS: 

1.	 Registration Number: 31-R-0066 

2.	 Identify the IACUC-approved exception to the regulations or standards: 

Prolonged cage changing interval for Circadian Rhythm experiments involving 
Syrian hamsters 

3.	 Description of the exception: 
Animals in circadian rhythms experiments will be housed in special cages 

equipped with running wheels to monitor their activity rhythms. Some of these 
experiments will require that the animals be maintained in continuous darkness. The 
nature of these experiments may require a longer than normal interval between cage 
changes. 

Animals housed in wheel running cages in constant darkness will only have 
one animal per cage, and may go without changing for as long as two 'vveeks. This is 
because a cage change at certain times of day will cause a shift in the animals' 
circadian rhythms, compromising the experimental results. Animals in constant 
darkness will have to have their cages changed at specific times scheduled to avoid 
interfering in the experiments. With a single hamster housed in these rat-sized cages, 
no adverse effects to the animals have been observed. Animals will be inspected 
daily by the PI, by the students conducting the experiments, or by the animal care 
technician. 

The running wheel cages are clear polycarbonate cages, measuring 40x24x20 
em. The running wheels are 17 cm. In diameter and made of aluminum. The cages 
are cleaned in the same way as all other cages in the animal care facility. 

The only other exception to the I-week change period is with pregnant 
hamsters. Cages with pregnant hamsters will not be change from 2 days prior to 7 
days after parturition, since the females are extremely resistant to handling during this 
time and will become unnecessarily stressed. 

4.	 Species (Common name) of animals used in the study: Syrian hamster (Mesocricetus 
auratus) 

5.	 Number of animals used: 59 



This r.e,ort is required by law (7 USC 2143). Failure to report according to the regulations can 0CT 1 BlOU\ See attached form for Interagency Report Control ~ 
result I'l'an order tv cease and desist and to be subject to penalties as provided for in Section 21! additional information. 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: FORM APPROVED 31-R-0091 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMS NO. 0579-0036 

CUSTOMER NUMBER: 254 

Ricerca Biosciences L1c 
ANNUAL REPORT OF RESEARCH FACILITY 7528 Auburn Road 

( TYPE OR PRINT) P.O. Box 1boo 
Concord, CH 44077 

Telephone. (440) -357-3300 

3. REPORTING FACILITY. ( list all locations where animals were housed or used in actual research, testing, or experimentatior , or held for these purposes. Attach additional sheets if necessary ) 

FACILITY LOCATIONS (Sites) • SeeAtach4 !dUsting
 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional ShElets If necessarY or use APHIS Form 7023A )
 

C. Number of D. Number of animals upon B. Number of animalA. E. Number of animals upon which teaching, experiments, 
being bred, animais upon which experiments, research, surgery or tests were conducted involving 
conditioned, or which teaching, teaching, research, accompanying pain or distress to the animals and for wh
 

Animals Covered
 research, surgery, or tests were held for use in the use of appropriate anesthetic, analgesic, or tranquiliz
 
By The Animal
 experiments, or conducted involving teaching, testing, drugs would have adversely affected the procedures, res
 

Welfare Regulations
 tests were accompanying pain orexperiments, or interpretation of the teaching, research, experiments, 
research. or conducted distress to the animals an surgery, or tests. (An explanation of the procedures 
surgery but not yE involving no pain, for which appropriate producing pain or distress in these animats and the reaSt 
used for such distress, or use a anesthetic, analgesic, or such drugs were not used must be attached to this repor1 
purposes. paln-relieving tranquilizing drugs were 

drugs. used. 

4. Dogs 681 
5. Cats 52 

6. Guinea Pigs 230 80 
7. Hamsters -
8. Rabbits 86 81 
9. Non-human Primates -
10. Sheep -

2011. Pigs mini pies 

I12. Other Farm Animals -

13. Other Animals 

Non-ReQu1 :ited Animals
 

Rats
 6,169 
11,663l\1ice 

ASSURANCE STATEMENTS 

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestet c, analgesic, and tranquilizing drugs, prior to. during, and following actual resE 

F. 

TOTAl NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

681 
52 

310 
-

167 
-

-
20 

-

6,169 
11,663 

teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painfUl procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards i nd regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual rep( rt In addition to identifying the IACUC-approved exceptions, this summary im 
brief explanation of the exceptions, as well as the species and number of animals affected.
 

4) The allending veterinarian for this research facility has appropriate authority to ensure the pro'Jision of adequate veterinary c!ire and to oversee the adequacy of other aspects of animal care and use.
 

CERTIFICATION BY HEAOOUARTERS RESEARCH FACll~ OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official ) 
  

DATE SIGNED NAME & TITlE OF C.E.O. OR INSTTIr~NAL OFFICIAL ( Type or Print ) SIGNA~[~?f/;I! 
--------- -------- -- ------ /(j/l' !o<-!--- -- --- --- . 

--------- -------- ------- ~eplaces ---- --------- 18-23~S'CT -----  which is obsolete.) 

----------- - -- 
\~Q ------ 

--- 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1.	 Registration Number:__3_1_-_R_-_0_0_9_2 _ 

2.	 Number 80 G. pigs, 81 Rabbits of animals used in this study. 

3.	 Species (common name) Guinea gigs, of animals used in the study. 
Rabbits 

4.	 Explain the procedure producing pain and/or distress. 

Materials, solids, liquids, gases are placed onto skin and into the eye for 
safety assessment of test material in accordance with EPA and OECD guidelines. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

Federally mandated 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency__E_P_A	 CFR Title 40 Chap I Sub Chp R OEeD Guidelines 404, 40 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See attached form for Interagency Report Control NO~ 
result in an order to cease and desist and to be subject to penalties as provided for in Section 21 1 additional information. NOV 2 2200, 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 32-R-0025 FORM APPROVED 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMS NO. 0579-0036 

CUSTOMER NUMBER: 798 

Indiana University School Of Medicine 
ANNUAL REPORT OF RESEARCH FACILITY 1120 S. Drive, Fh-302 

( TYPE OR PRINT) Indianapolis, IN 46202 

Telephone: (317) -274-8649 

3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) I 
FACILITY LOCATIONS (Sites) • See Atached Usting 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarY or use APHIS Form 7023A \ 

A. 

Animal. Covered 
By The AnImal 

Welfare Regulations 

4. Dogs 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not yE 

used for such 
purposes. 

12 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use a 
pain-relieving 
drugs. 

125 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery. or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

78 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic. or tranquiliz 
drugs would have adversely affected the procedures, res 
or Interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanation of the procedures 
producing pain or distress In these animals and the rease 
such drugs were not used must be attached to this repor1 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

203 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

-
8. Rabbits 

102 
24 43 

102 
-67 

9. Non-human Primates 2 4 .:I 

10. Sheep /4 7'1 

11. Pigs l~/ l~/ 

12. Other Fann Animals 

13. Other Animals 

.ferretf 
~-
.l£: 

~~ 

,JZo 

I ASSURANCE STATEMENTS 

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic. and tranquilizing drugs, prior to, during, and following actual resE 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This fadlity is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal care and Use Committee (IACUC). A sunmary of all such exceptions Is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 

SIGNATURE O-- --- NAME & TITLE OF C.E.O. OR INSTITUTIONAl OFFICIAL (Type or Print ) DATE SIGNED
F~ 

APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), which is obsolete.) 
(AUG91 ) 

I 

I 



Facilities: 

Laboratory Animal Resource Center
 
Indianapolis IN 46202
 
Phone: 317-274-8649
 

Biotechnology Research and Training Center
 
Indianapolis IN 46202
 
Phone: 317-274-8649
 

Conrad Farm
 
CambyI IN 46202
 
Phone: 317-274-8649
 



Exception report 

1.	 -------- ----------- ---  This study is approved for chairing a primate for three days if required for 
emergency medical treatments. The attending veterinarian would determine the necessity of 
chairing the monkey for treatments. No such treatments were needed during this reporting period. 

2.	 -------- -------- - - This study is approved for suspending lambs in apadded sling because they will 
have multiple thransthoracic pressure monitoring lines and mechanical pump control lines which 
will be criticat to performance of the study. g. The sternal and groin incisions will be padded where 
they contact the sling. After further recovery, when the animal is capable of standing on irs own, it 
will be moved to an adapted metabolic cage that prevents side to side and front to back movement. 
The animal will be able to stand or lay down. The pump drive cable and monitoring cannulas will be 
suspended to allow up and down movement, and the animal will be placed in ajacket to prevent 
access to the cable and cannulas. Zero animals were used on this study during this reporting 
period. 

3.	 The Laboratory Animal Resource Center has an -Exercise Exemption for Dogs Used in 
Radioactive Studies- and -Exercise Exemption for Dogs Housed in Recovery Room Cages-, The 
IU School of Medicine IACUC approved both standard operating procedures. Copies are attached. 



Laboratory An.i.mal ~source Cen'ter 

Indiana University School o- ~cille -- ~ ~ -- -- - ~ 
-- -- (/{lPai/~

Approved by: --------- -  --   SOP#: 4025.01 
Replaces: 4025.00 
Effective Date: January 9, 2002 
Page 1 of 1 

Exercise Exemption for Dogs and Pigs 

When a non-conditioned dog or pig is delivered to the large animal area 
of LARC it can be housed temporarily in a transport cart even if such cart 
does not meet the minimum housing requirements. Eight hours is the maximum 
time an animal will be held in a transport cart, but ultimately a LARC 
veterinarian can make the decision to have the animal transferred from the 
transport cart to other temporary housing prior to this eight-hour period. 
Food and water will be provided as appropriate. 

The anima1 may be transferred to a run in a room housing only non­
conditioned animals of the same species or che animal maybe put into a mobile 
recovery cage used for chronic housing, and this cage put into a room that 
temporarily is used for housing only non-conditioned animals. If the animal 
is put into a mobile cage then the animal still may be exempt from normal 
eg~rcise require~nts or the anima~ may be let out of the cage to exercise in 
the room if appropriate. The PI will be responsible for the e~tra costs of 
sanitizing the room that housed the non-conditioned animal. 

In the rare instance when the PI cannot use the non-conditioned animal 
on the date of arrival, and where a housing room is unavailable, then to 
prevent needless euthanasia the animal will be allowed to stay overnight in 
the largest available mobile eager but the PI must take the animal the next 
day, and again the PI will be responsible for all appropriate charges. 

Approved by the I.U. School of Medicine IACUC on the effect date above 



Laboratozy Animal ~souroe center
 
Indiana t1D.i~ty sc:h001 of Medicine
 

SOP#: 4-010.01 Approved by: 
Replaces: 4010.00 
Effective Date: March 13, 1997 
Page 1 of 1 

Exercl.se Exemption for Dogs Used in 9adi.oa.ctive stodies 

In order to decrease the chance for radioactive cont~nation, dogs 
injected with radioactive isotopes" will not be allowed to participate in the 
established exercise program. Animals will be restricted to their pens. A 
dedicated transport cart will be used to hold affected animals during pen 
washdown. 

Approved by the I.U. School of Medicine IAcue 3/97
 
Reviewed by the I.V. Scbool of Medicine IACUe 6/99
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This repOrl"IS requued' by law (7 USC 2143) FaIlure 10 report accordlllg 10 Ihe regulations can See reverse sIde lor InleriJgency Reporl Conlrol r., 
result i~ an order 10 cease and deslsl and 10 be subjeci 10 penal!les as prOVided lor in Seclion 2150. addilional intormiJllon, 0180·DQA·AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGIST~~~!'t5b27 3~R 00';;),,71 FORM APPROVED 
OMB NO 0579·0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as regislered wilh USDA 

/lle/urle Zip F'~~h Univers i ty of Heal th Sci ence 
3333 Green Bay Road 

,AP13 A , Q.~~i ,~ 

North Chicago, IL 60064 
Status: Active 

IJ. REPORTING FACILITY (Llsl iJlllocalions where anImals were housed or used in acluiJl research, lesling. leaching, or experimenlalion. or held lor Ihesc purposes. Allach addilional 
sheels " necessary,) 

FACILITY LOCATIONS (S,'es).......
~--- . ,-­~ ~--, 

,\S9S, 1'\\1 '"	 ~). ­l'Ul 

IREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (ANach iI,Ii"illClllil/ sheels i/ lIecesSilry or use APHIS FORM lO23A.) 

A-

Animals Covered
 
By The Animal
 

Wellare Regulalions
 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sneep 

11. Pios 

12. Other Farm Anrmals 

Mini Pigs 

13. Other Animals 

I ASSURANCE STATEMENTS 

B, Number 01 
animals being 
bred. 
condilioned. or 
held lor use m 
leaching. lesling, 
experimenls, 
research, or 
surgery bUI nol 
yel used lor such 
purposes, 

0 

0 

0 

0 

0 

0 

0 

0 

0 

114 

C	 Number 01 
iJnimals upon 
which leachmg. 
research. 
experiments. or 
lesls were 
conducled 
involving no 
pam, dislress, or 
use 01 pam· 
relieving drugs 

6 

0 

0 

0 

0 

0 

0 

0 

0 

90 

0 NumU..r 01 iJ/lllniJ's uJ-lon 
which experimenlS. 
teaching. rt~search, 

surgery. or lesls were 
conducled invu'vmg 
accompanymg piJm or 
dlslress 10 Ihe animiJls 
and lOr which appropriale 
aneslhelic, analgesic. or 
Iranquihzing drugs were 
lIsed 

0 

E. Number 01 ;lnimals upon which leaching, 
expellmenls, research. surgery or lesls were 
conducled involving accompiJnying pain or dislress 
10 Ihe animals and lor which Ihe use 01 appropriale 
aneslhellc, analgesic, or Iranquihzing drugs would 
have adversely attecled Ihe procedures. resulls. or 
inlerprelalion 01 Ihe leaching. research. 
experimenls. surgery. or lesls, (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were nol used 
musl be attached 10 this report). 

0 

0 

0 

0 

0 

() 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

29 

0 

18 

-

F. 

TOTAL ~.0
 

OF ANIM~i.:;
 

(COls, C 
o -to E) 

6 

0 

0
 

0
 

() 

0 

() 

2q 

() 

lOR 

-

1J	 Prolessionally ac<;eplable slilndards governing Ihe Cilre, Ireallllen" iJnd use of animiJls, including i1pproriiJle use 01 i1neslhelic, analgesic, and Iranquilizing drugs. prior 10, dUrl/lg 
and lollowing aclual research, leaching. lesling, surgery. or experunenliJlion were lollowed by Ihl~ reseiJrch fiJcihly 

2)	 Each principal invesligalor has cOllsidered allernatives 10 painlul pro<;edures 

:II	 This liJcihly is adhering 10 Ihe slLindards and reglllLilions under Ihe ACI. and il hiJS required Ihal excepllons 10 lhe slandards and regulalions be spedlied iJnd expliJined by Ihe 
princlpiJl invesligalor and approved by Ihe InslillllioniJl Animal CiJre and Usc Cummillee (IACUC) A summary 01 all such exceplions is attached 10 Ihis annual report. In 
addilion 10 idenlilying Ihe IACUC'ilpproved exceplions, Ihis summary includes iJ briel expluniJlion 01 Ihe exceplions. iJS well iJS Ihe sper.ies and number 01 iJnillluls iJlleCled 

4)	 The allt:ndlllg veteriniJriun lor Ihis Il!sciJrch lacilily has iJpplOpriale aUlhorily 10 ensure Ihe provlsioll 01 iJdequiJle velelllliJry care iJnd 10 oversee Ihe adequiJ<;y 01 olher aspects "I 
iJnllnal CLire and lise 

CERTJI<'ICATION BY 11I'~A»QUARTES HF.SEAHCII fo'ACII.JTY Ofo'fo'ICJAL 
(Chief Executive Officer or Le~ally Respunsible Institutional Official) 

Il:erllly Ihal rhe iJbove is l'IIt!. corll:c1. iJ'llI clJlllplcle (7 USC Sllt:llOn 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL --------- -- --------- ----- --------- ----- ----------------------- -------------- t1~pe --- ----- -- 

----- 
--------------- ------ ------- - ------- 
------- ----------- --------- ----- ----------- 

~ 
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Inleragency Reporl Conlrol No 
01S0·DOA-AN 

ThiS r';por" is req~lred by law (7 USC 2143). Failure '0 reporl according 10 Ihe regu'allons can See reverse side lor 
re.)~H In an order '0 cease and desisl and 10 be subjecl 10 pellallies as provided 'or In Seclion 2150. addilional inlormallon. 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

FORM APPROVED 
OMB NO. 0579·0036 

2. HEADQUARTERS RESEARCH FACILIlY (Name and ddress. as regislered with USDA. 

include Zip.CCHJe) "t fIll" " at Ur....---.CunlverSl y 0 lnolS UW~
 

1·, Observatory Building
 
901 S. Mathews
 
Urbana, IL 61801 NOV 2 9 1999 
Status: Active 

3. REPORTING FACILITY (lIsl all local ions where animals were housed or used in aclual re5f!arch, lesllng, leaching, or experimenlalion, or held lor lhese purposes: 'Attach addi,ional 
sheels il necessary.) 

FACILITY LOCATIONS (Sile5) 
....... " ....a ....._
 

IREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (ANach ac/idiliollal sheets rl r1ecllssary or use APHIS fORM 102314..) 

A. 

Animals Covered 
By The Animal 

Wellare Regulalions 

4. Doas 

5. Cats 

6. Guinea PiQS 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheao 

11. Pias 

B. N~mber 01 
animals being 
bred. 
condilioned. or 
held lor use In 

leaching. leslillg, 
expenmenls, 
research, or 
surgery buI nol 
yel used lor such 
purposes. 

30 

10 

17 

59 

98 

C Number 0' 
anima's upon 
Which leaching, 
resealch, 
expenmenlS, 01 

lesls were 
conducled 
involving no 
pain, disl ress, or 
use o' pain-
relieving drugs. 

86 

22 

8 

176 

20 

210 

D. Number 01 illlllna's upon 
Which experimenls, 
'eaching, research. 
surgery. 01 lesls were 
conduCled involving 
accompanying pain or 
dislress 10 Ihe animals 
and lor which appropria'e 
aneslhelic, analgesic, or 
Iranquilizing drugs were 
used. 

76 

8 

6 

93 

153 

38 

422 

E. Number 01 animals upon which leaching, 
experimenls, research, surgery or leslS were 
conducled involving accompanying pain Or dislress 
10 Ihe animals and lor which 'he use 01 appropriale 
anes'helic, analgesic•. or Iranquillzing drugs would 
have adversely attecled Ihe procedures. resulls, or 
inlerprelallon o. lhe leaching, research. 
experimenls. surgery. or lesls. (An explanation 01 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be affached to this report). 

37 

38 

F. 

TOTAL NO 
OF ANIMAls 

(COls. C+ 
D ... E) 

162 

30 

14 

269 

210 

38 

670 

! 

12. Other Farm AOImals 

13. Other Animals 

See 7023A 

I ASSURANCE STATEMENTS 

1)	 Prolesslonally acceplable slandards governing Ihe care, lrealrnenl. an<J use 01 animals. inc'uding appronale use o. aneslhelic. analgesiC, and IranqUilizing drugs. prior '0, durlllg, 
and lallowing aclua.1 research, leaching. lesling, surgery, 01 elCperimenlalion were lollowed by Ihis research lacilily. 

2). Each principal invesligalor has considered allernalives 10 painlul procedures. 

3).	 This ladllly is adhering 10 Ihe slandards and regulaliolls under Ihe AcI, alld it has required Ihal elCceplions 10 Ihe slandards and regulations be specllied and eJ<plailled by Ihe 
prinCipal invesligalor and approved by Ihe Ins'illliiollal Animal Care and Use Commillee ClACUC). A summary 0' all such exceplions is attached 10 this annual report. III 
addi,ion 10 idenlilying Ihe IACUC·approved p-xceplions. Ihis summary includes a briel exp'analion ollhe excep'ions, as well as Ihe species and number 01 anllJlals allecled. 

4).	 The allending velelinarian lor Ihis rese•.uch lacllily has appropriale aUlhurily '0 ensure Ihe provision 01 a<Jequale velerinary care and 10 oversee Ihe adequacy u, olher aspecls 01 
allllJlal care alld use. 

CEltTJIc'lCATION BY IIEAIlQUART..;S RF.SEARCII ..'ACILITY O..•..·ICIAI. 
(Chief Executive Officer or Legally Itesponsible Institutional Official) 

I c:erlily Ihal Ihe above is hut!, c:orret:l. and c:ullIplele 17 USC Sec:IIOII 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (1ype 01 P,li/I) 

------- --- ----------- 
--------- ------ -------------  ---- ----------- 

DATE SIGNED 

11/19 
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Optional Column E Explanation Form 
. ~~-"--._.' ........ -..... -- ... ,.. ,~ ........ ­

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are 
not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1. Registration NUIIlber: 33-R-0029 

2. Number ~ of animals used in this study. 

3. Species (common name) Pigs of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

Pigs are inoculated per mouth or intraperitonedly with Salmonella choleraesuis. Both 
procedures are quick and cause no obvious undue stress. No clinical disease is seen before 
pigs are killed for sample collections, three to five days later. 

5. Provide scientific justification why pain and/distress could not be 
relieved. State methods or means used to determine that pain and/or distress 
relief would interfere with test results. (For Federally mandated testing, see 
question 6 below) 

If pain or distress would have been observed in inoculated pigs, (moderate or moderately 
severe clinical disease), the pigs would have been euthanized~ Pain and distress was unlikely 
when project propo.sed and data from original pigs confim1 it is not a problem. 

6. What, if any, federal regulations require this procedure? Cite the agency, 
the Code of Federal Regulations (CFR) title number and the specific section 
number (e.g., APHIS, 9 CFR 113.102): 

Agency _CFR~ 



NOV 2 9 1999Optional Column E Explanation Form 
.. ~-~~,-~~.~---~~~~~-

This fonn is intended as an aid to completing the Column E explanation. It is not an official fonn 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are 
not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1. Registration Number: 33-R-0029 

2. Number 33 of animals used in this study. 

3. Species (common name) Rabbit of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

Rabbits are used for antibody production. They are immunized with substances known as 
antigens. Inflammation is referred to as swelling at sites of immunization. Swelling at sites of 
immunization is nonnal, and in some circumstances can be associated with discomfort or pain, 
inflammation is transient (5-1 0 days), then naturally subsides. 

5. Provide scientific justification why pain and/distress could not be 
relieved. State methods or means used to determine that pain and/or distress 
reliefwould interfere with test results. (For Federally mandated testing, see 
question 6 below) 

Because these studies are directed to stimulate inflammation, as part of the immune response, 
drugs designed to inhibit inflammation may affect the desired outcome-antibody production. 
In the event that injury or elevated inflammation should occur, veterinary.: administration of 
analgesics (or other treatment) is encouraged. 

6. What, if any, federal regulations require this procedure? Cite the agency, 
the Code of Federal Regulations (CFR) title number and the specific section 
number (e.g., APHIS, 9 CFR 113.102): 

Agency CFR~ _ 
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Optional Column E Explanation Form 
.... --- .'- --....... - ... -..... '" ,. -.... -. .. ~
 

This form is intended as an aid to completing the Column E explanation. It is not an official fonn 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are 
not required as part of an explanation. A ColulJ?n E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1. Registration Number: 33-R-0029 

2. Number ~ of animals used in this study. 

3. Species (common name) Rabbits of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

Rabbits experience minimal pain when blood is taken from the marginal ear vein. Rabbits are 
placed in a restraining cage, the vein is nicked with a razor blade, and blood collected. After 
collection ofblood, pressure is put on the vein for a few minutes to stop bleeding. 

5. Provide scientific justification why pain and/distress could not be 
relieved. State methods or means used to determine that pain and/or distress 
relief would interfere with test results. (For Federally mandated testing, see 
question 6 below) 

There is no need· to anesthetize the rabbits because the procedure is gentle and quick. 
Anesthesia will be more traumatic than nicking the marginal ear vein. We handle our rabbits 
daily so they are not stressed when removed from their cages and placed in the restraining 
cage. 

6. What, if any, federal regulations require this procedure? Cite the agency, 
the Code of Federal Regulations (CFR) title number and the specific section 
number (e.g., APHIS, 9 CFR 113.102): 

Agency CFR~ _ 



addlllonal IOlo"nalloll 

UNITED STATES DEPARTMENT OF AGRICULTURE I. REGISTRATION NO. FORM APPROVEDANIMAl AND PLANT HEALTH INSPECTION SERVICE 
OMe NO. 0579·003633-R-0029 I 

2. HEADOUARTERS'RESEARCH,FACILITY (Nama alld Addrnss. as r09's/01ed with USDA. 
include Z,p Code)NOV ? 9 1999 

CONTINUATION SHEET FOR ANNUAL REPORT University of Illinois at Urbana-Champaign
OF RESEARCH FACILITY • ';'" ",l.. Observatory BUilding,,. ......... ~* >U ... _'" ..,. .."' ..........
 

( TYPE OR PRINT)	 901 S. Mathews 
Urbana, IL 61801 

IREPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Mach ad'd,;,onill sheels ,1 IIocossary or usn /h,s lOIn,) 

A­ D Nunll.>er 01 E.	 Numlle' ul ,)"IInd''.i "pOll wh'ch leadllllg.'c Nurr'bol' U' 0 NUUlbe' 01 anlmCils ullO" 
an'IlIalli belflg' eJl:pc"menIS, lI!searr.h, '>"'gery or les's werean,m,}'s Upoll wh'ch experllnCIl 1'.i,
bret.l. condu(;led Involv",,,, dCC(Unp'JRymg pam 01 dlslressAllllnals Covered wh'ch leachon9. leOlCh"'Q. rese,Jfch. 

10 II'e 011&101,110; ""d lu, wh.ch U,e ...se o. ap~ropllaleBy The An,mal cond'I'oned. or rese.itch. suryery.O' leSls we,e
he'd lor use on .."esllllll'C. d"Jlqe'>'c. 0' IrullQulllllng drugs wouldWell ..re Regula"ons CKperlmenlS. 0' conUuCIe<l 'I&volvilly 

have d'dversely alleCled Ihe procedu,es. ,esulls. or'caching. les';ng. 'es's were accompanYing palO 0' 
,nlerprel.I'o" til Ihe le,}chlily. 'esear(:h.eKp~mrnenIS. cOnducle<l dIshess 10 I"c an"nals

'esearch. 0' eKpe'lInenI5. 5u'9c,y. 0' ICSIS (An eAplallal'OIl 01l"vulvllig no and '0' wh,ch CiPP,u~II.. IC 
Ihe DrOCfH.lures Ur,kluCII'!I UiI;n or c/'sl,ess on Ihesosurye'y bUI nol._---------------­ pa,n. dlsl'CSs. (II anelilhellc. analgeSIC. 0'yel used lor such arulllais .lI<j Iho I.UISOIIS Slll:h (IrU!l~ ..,ere nol usoduse 01 palO'12	 &lOR 13 Olhur IranQull'llOg d,ugs we,epurposes. musl be .nached /0 Ihl~ leoortlrelJevlIIO drugs(uSI by speclesJ uSed 

Other Animals: 

Ground Squirrels 11 

Chinchillas 8 4? 
Gerbil 4 460 
Peromyscus 4 31 
Bats 9 30 
Ferrets 23 

Other Farm Animals: 

Goats 
1 17 

Horses : 435 29 
Cows 319 24 
Llama 1 

I ASSURANCE STATEMENTS 

F 

TOTAL NO 
OF ANIMALi 

(COIS. C • o -+ E) 

42 

64 

31 

30 

23 

lA 

68 

46 

1 

'I	 ProleSSlonallv acceplallie siandards governmg Ihe ca'e. Irealmen!. and use 01 allllna's. onC'udlOy ..pp'...... I.. use 01 .."eSlhe' •.: "u"'yes" dud IIdUQulh/l1l9 drugs. pllOf 10. d,,"ng 
and 'OIlOWIIlY aCIUd' '"sea,ch. If:ul:hlng. le51109. surgery. 0' eltpe'lInellla',OfI We'l! lollowed by Ih,,> 'esedl(~h laclhly 

21	 Edch P"IIC'Pill '''vesIlQdIOf I.CiS conSidered alle,n,,'lveo; 10 "ci""'" l'I(x.-.du'eo; 

31	 ThiS laclh'V IS adhellllg 10 Ihe slalldalds and reglliallolls u"cle, Ihe ACI . .:IlId " has ,p.qulIed .hdl ~"(,;e~"'''''' 10 Ihe ,>I<I""'''IIJo; ""d ,cyul"I"''''> l,c !,I'ct:I',elJ dlld e»lp',}lned lJy ,1\(; 

pnnclpa' Iflvesl'galo, alld "PP,Oved tJy Ille IIISIII III 1011,,1 A.llIma' Ca,e "nd Use COII"n'lIee (IACUC) A. sumrnary 01 all such cct:cpliolls IS allachcd 10 lhis annual rcpor1 ';. 
addll,oll 10 1I'1,,"I1I.,..ag Ihe IACUC·"llprov.~dex(epll~"s.•h,S summary It,r.:udes a lJroel ellp',}n.Il,(,ro ", lI,e l!"t:ellllons..... well oJ'; .hco sp"',.,," ,Il.lI nllmlJp., 0' ..nomaIs ,}lIe<:lcd 

41	 The .111t!Ildllllj VClP.IIIMIIJIl If), ,h,s :esearch '''Clhly hCls apJ"l.lpllCJle aulhorlly Ii) ellSUlC Ine Dr"vISlI)II .jl ..lJl:quiJle vl;I,,"""'~' .:..rc ....<.I I,. ("'''',,1:<: 'he ..deu.. ,,(:y 01 Olhe' ....peLl~ . , 
.:IOIm,,1 calc dlld 1''>C 

CEHTlf'ICATION BY U':AOQUARTt:S RESt:AltCIl t'ACILlTY O ....... CIAL 
<Chief J:o:¥cculivc Officer or Le1:311)' Itespon:lible Institutional OHicial1 

I "e.. ,ly It.", Ihe ...oove I~ Hue. COfleel. and (;o,nplele I~ USC Sec"'''' ll4JI 

SIGNATURE OF CEO OP. INSTlTlJTlON':"L OFFICIAL 

--- 
NAME" TITLE OF CEO OR INSTlTUnONAl OFF1CI~L tT"'1I 01 Pr",') 

------- --- ----------- 

--------- ------ -------------  ---- ----------- 

DATE SIGNED 

11/19 
APHIS fOA 7023A Hf.AOOUAr:<TERS
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Optional Column E Explanation Form ... - .......... O; __ .... ~ ............ " ...·,_ ... _UJ
 

This fonn is intended as an aid to completing the Column E explanation. It is not an official fonn 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are 
not required as part of an explanation. A Column E explanation nlust be written so as to be 
understood by lay persons as well as scientists. 

1. Registration Number: 33-R-0029 

2. Number .4 of animals used in this study. 

3. Species (cOtnnl0n name) Gerbil of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

Attempted isolation of a protozoan, Neospora caninum, in gerbils. Gerbils experience no pain 
beyond a brief injection, until such time that they may become ill. Once discovered to be ill, 
they will be euthanized. 

5. Provide scientific justification why pain and/distress could not be 
relieved. State methods or means used to determine that pain and/or distress 
relief would interfere with test results. (For Federally mandated testing, see 
question 6 below) 

No significant pain is expected, as gerbils will be promptly euthanized if they become ill. 
Alleviation ofpain.is a moot point become ill gerbils will be euthanized. 

6. What, if any, federal regulations require this procedure? Cite the agency, 
the Code of Federal Regulations (CFR) title number and the specific section 
number (e.g., APHIS, 9 CFR 113.102): 

Agency CFR:....-.. _ 
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NOY ? 9 1999 

Optional Column E Explanation Form 

This form is intended as an aid to completing the Column E explanation. It is not an official fonn 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are 
not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1. Registration Number: 33-R-0029 

2. Number ~ of animals used in this study. 

3. Species (common name) Horse of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

Administering a toxin that will induce nervous disease in treated horses. Horses are 
euthanized when mild signs ofnerve damage are present; however, these signs may rapidly 
progress within hours. 

5. Provide scientific justification why pain and/distress could not be 
relieved. State methods or means used to determine that pain and/or distress 
relief would interfere with test results. (For Federally mandated testing, see 
question 6 below) 

The horses need to develop documentable nervous disease in order to permit accurate 
determination of the cause for the nervous disease. The study is funded by the USDA 
Cooperative State Research, Education, and Extension Service. 

6. What, if any, federal regulations require this procedure? Cite the agency, 
the Code of Federal Regulations (CFR) title number and the specific section 
number (e.g., APHIS, 9 CFR 113.102): 

Agency CFR~ ----­
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Optional Column E Explanation Form 

This fonn is intended as an aid to completing the Column E explanation. It is not an official fonn 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are 
not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1. Registration Number: 33-R-0029 

2. Number J of animals used in this study. 

3. Species (common name) Holstein calves of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

Neonatal calves are placed in a metabolism cage and inoculated with Cryptosporidium 
parvum. Discomfort occurs due to the presence of diarrhea. 

5. Provide scientific justification why pain and/distress could not be 
relieved. State methods or means used to determine that pain and/or distress 
relief would interfere with test results. (For Federally mandated testing, see 
question 6 below) 

The production of large numbers of C. parvum oocysts requires the induction of diarrhea. 
Calves are kept hydrated throughout the study with the use of oral glucose/electrolyte 
solutions. 

6. What, if any, federal regulations require this procedure? Cite the agency, 
the Code of Federal Regulations (CFR) title number and the specific section 
number (e.g., APHIS, 9 CFR 113.102): 

Agency CFR _ 



33-R-0029 

Facility Locations 

Department of Psychology
 
Psychology Building
 
603 East Daniel
 
Champaign IL 61820
 

College of Agricultural, Consumer and 
Environmental Sciences
 

Edward R. Madigan Laboratory
 
1301 W. Gregory Drive
 
Urbana IL 61801
 

Agricultural Farms
 
Swine, Cattle, Horse Sheep Facilities
 
Urbana IL 61801
 

College of Veterinary Medicine
 
Veterinary Medicine Basic Sciences Building
 
2001 S. Lincoln Avenue
 
Urbana IL 61802
 

Veterinary Medicine Teaching Hospital
 
1008 W. Hazelwood Drive
 
Urbana IL 61802
 

College of Veterinary Medicine (Farm)
 
South Race Street
 
Urbana IL 61802
 

School of Life Sciences/College ofMedicine
 
505 S. Goodwin/506 S. Mathews
 
Urbana IL 61801
 

Beckman Institute
 
405 North Mathews
 
Urbana IL 61801
 

Contact person: 

Contact person: 

Contact person: 

Contact person: 

Contact person: 

Contact person: 

Contact person: 

Contact person: 
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NUV 2 0 2003 See attached form for I "is; C!port is' reql ired by law (7 USC 2143). Failure to report according to the regulations can 
additional information. result in an order io cease and desist and to be subject to penalties as provided for in Section 211 

Interagency Report Control--- 
UNITED STATES DEPARTMENT OF AGRICULTURE FORM APPROVED I1.	 CERTIFICATE NUMBER: 33-R-0090 

OMB NO. 0579-0036 ANIMAL AND PLANT HEALTH INSPECTION SERVICE 
CUSTOMER NUMBER: 573 

Tox Monitor Laboratories, Inc. 
33 W. Chicago Avenue ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) Oak Park, IL 60302 

Telephone: (708) -345-6970 

3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) I 
FACILITY LOCATIONS ( Sites) - See Atached Listing
 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets if necessary or use APHIS Form 7023A ,
 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, conditioned, 
or held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use 01 

pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquiliZing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, 
results, or interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of the 
procedures producing pain or distress in these animals a 
the reasons such drugs were not used must be attached 
this report ). 

F. 

TOTAL NUMBER 
OF ANIMALS 

(COLUMNS 
C+D+E) 

4. Dogs 

5..Cats 

6. Guinea Pigs .';;1 ~1d I 
7. Hamsters 

8. Rabbits ,,5 cru ~~ 113 
9. Non-human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

IJ-r q...Jl.P 

I ASSURANCE STATEMENTS I 
...

1)	 ProfeSSIonally acceptable standards governing the care, treatment, and use of animals, Including appropnate use of anestetlc, analgesiC, and tranqUIliZing drugs, pnor to, dunng, and following actual reSE 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that excaptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official) 

SIGNATURE~. -- ----------------------- -------------- --------- -- --------- ----- --------- ----- ----------------------- --------------- DATE SIGNED 
---- 

~. 
APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), which is obsolete.) 

(AUG91 ) 

~Dd:.f 
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Column E Explanation 

. This form is intended as an aid to completing the Column Eexplanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1.	 Registration Number:_~;s-=---_JC.L.,;' _:l.-...-......;O;...o_q_O=­

2.	 Number <?_~~ of animals used in this study. 

3.	 Species (common name) _~~bL.l../_( of animals used in the study. 

4.	 Explain the procedure producing pain and/or distress. '" 

~JIe }eMA4 ~(.,ilY ;lAY &vtP hotAl.. 7JtR.UdL 7Zeetr,lll~ 
'rte ~ilOlMY ~~liJe ~~(~~ ~ rJrJ"'IIJ~/ ~~Ct£".:> (tVA)
 
t)t>t'5 NOT tExt ~cPtP J~ ~v j .
 

")~v \1~1l4~tt>t) Ow Ot 0( Ltrf{ l'-w~ io;JJM,L. ~M l7/i\Ir:rJIIJJf('~lIlOe7 
G~qCO' n/}-(~) ~-;( r~ CIO (A, ur.fJ $I/.e 7Jt?~#14,,:zu,i'47' ~J/7Jrr~ lJ H t:Vte ( 
Mx-f.jJJ~'t C}1ScR~i1Jtr, VU> 4RP t.,ui1i1J 10 11I}M"!.s 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) . 

~;U{e' J),~I((J, t.7J -fO ~;,R'] 7::if)U, I/I/~~":,. 1l1eVII)tJ A Itl 

1)(1 '1;r ruoS I~ J?f,i.aJ4L ~A~ i'MJ.s M.Q 07iQirJd 
'U4.t t/ ii:i1iC I \.l<!hYS. (j2,u/,C'!!,crr}.'-r MicouJ €u:P 'iJo"JI ~ 

7lR ?"'tll/XoL I1e ~/ ~ l' I~ &{,L.Rll~ArJ)'-5t.1"fuii){JJV 
W( ElM ?p{)tEi\,j . _ I/}_ ~ . 

tJ)ROll\1'/~,)J'-S 'ALtJlA"h ~ -IcJRIte A~h~lJ t:I'I h/I(f'l tue~l fJ/J/v1 
WJv,I.f d r'T1lt!Y­

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations
 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102):
 

Agency cPA If). ()7 I ~thrl CFR 1#4 C~R.. {fco I ~o t~.e 1ft; 0 
f I 
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See reverse side f~'ThiS report is required by law (7 USC 2143). Failure to report according to the regulations can Interagency Report Control No 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 018C-DOA-AN 
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ANIMAL AND PLANT HEALTH INSPECTION SERVICE 34-R-0010 111 FORM APPROVED 

OMS NO. 0579-D036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA. 
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

HENRY FORD HOSPITAL(TYPE OR PRINT) 
2799 W GRAND BLVD 

DETROIT. MI 48202 

(313) 876-2024 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research. testing, teaching. or experimentation. or held for these purposes. Attach additional 

1 sheets if necessary.) 

FACILITY LOCATIONS(Sites) 

See Attached Listing 

11-23-2001 RCVlJ 
REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets ifnec8ssary or use APHIS FORM 7023A) 

A. B. Number of C. Numberof D. Number of animals upon E. Number of animals upon which teaching. F. 
animals being animals upon which experiments. experiments. research. surgery or tests were 

Animals Covered bred, which teaching. teaching. research. conducted involving accompanying pain or distress TOTAL NO. 
Sy The Animal conditioned. or research, surgery. or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use in experiments. or conducted involving anesthetic,analgesic, or tranquiliZing drugs would 
teaching, testing. tests were accompanying pain or have adversely affected the procedures. results, or (Cois. C + 
experiments. conducted distress to the animals interpretation of the teaching. research. D +E) 
research. or involving no and for which appropriate experiments, surgery, or tests. (An explanatiOn of 
surgery but not pain. distress, or anesthetic. analgesic, or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs 125 125 
5. Cats 0 0 

6. Guinea Pigs 0 0 

7, Hamsters 0 0 

8. Rabbits 226 226 

9. Non-Human Primates 0 0 

10. Sheep 0 U 

11. Pigs 13 13 

12. Other Farm Animals 0 0 

13. Other Animals ferre s 22 22 

I 

I 

I 

I 

! 

ASSURANCE STATEMENTS I 

... 
1)	 ProfeSSionally acceptable standards governing the care, treatment, and use of anlmal~. Including appropnate use of anesthetic, analgesic, and tranqUiliZing drugs, pnor to. dunng, 

and following actual research, teaching, testing, surgery, or experimentation were fOIl~ed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. r 

3)	 This facility is adhering to the standards and regulations under the Act, and it has reqJired that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use CommittJe (fACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief +xPlanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensurel the provision of adequate veterinary care and to oversee the adequacy of other 
-- ~ - f animal care and use. I 

DATE SIGNED 

11/20/01 
PART1-HEADQUARTERS 

RTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or L~ga"y Responsible Institutional official) 

I certify that the above is true. cdrrect. and complete (7 U.S.C. Section 2143) 

(Replaces VS FORM 18-23 (Oct 88), which is obsolet~ 

----- ------------ AL OFFICIAL --------- -- TI1L~ ----- -------- ----- -------------- ONAL OFFICIAL (Type or Print)
------ ------- ------- 
Direc~or --- ----------- 

! 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse SIde for Interagency Report Control No 
result in an order to cease and desist and to be subject to penalties as prOvided for in Section 2150. addilJonaI ntormalJon a1/30-00A-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT)­

1. REGISTRATION NO. CUSTOMER NO. I FORM APPROVED
34-R-0010 111 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as regIstered WIth USDA 
include Zip Code) 

HENRY FORD HOSPITAl 
2799 W GRAND BLVD 
DETROIT. MI 48202 
(3' 3) 876-2024 

EXCEPTION TO THE REGULATIONS A~ID STANDJl.RDS 

Six pigs received a special liquid diet in a training project for physicians
 
and nurses. These individuals are tauqht.a new endoscooic nrocedure (Endoscon.ic
 
Gastroplication) for treatinq gastrces~Dhaneal reflux d~sease (~EPD). The
 
Drocedure is a non-onerative technioue by which the barrier bet\veen the stomach
 
~nd the esophagus is bolstered to Dreven~ stomach contents from refluxinq
 
up into the esophagus. Since 10% of the DODulation of the U.S. requires
 
daily therapv for GERD, endoscoDic qastroolication is emeraina as a viable
 
alternative to medical and surgical therapy of AEPO for some patients.
 

Physicians and nurses need specific training for proficien~y and need to learn
 
to work as a team in order to successfully use the device. The oiols
 
esophagus and stomach are well suited as a model to simulate the human anatomY
 
for training purposes.
 

A liquid diet of Ensure was niven to the piqs for 60 hours Drior to the rrocedure,
 
and water only durina the 12 hours preceding the procedure. The sto~ach
 

needs to be empty for adeouate visualization of the nucosa durina the nrocedure.
 
The liquid diet allows for more rapid emptvinq of the stomach than nrain or
 
vegetation. Any liquid still present in the stomach at the time of the
 
procedure can be readily aspirated throuah the endoscope.
 

The pigs readily consumed the liquid diet ana suffered no ill effects. 



FACILITY SITES LISTING 

LicenseslRegistrant Name: Henry Ford Hospital 
LicenselRegistration Number: 34-R-OOIO 

Site No.: 1
 

Location 

Location 

Location 

Name/ Department: 
Address: 

Building:
 
Floor/ Room:
 

Contact Person:
 

Name/Department: 
Address: 

Building:
 
Floor! Room:
 

Contact Person:
 

~ame/ Department: 
Address: 

Building:
 
Floor:
 

Contact Person
 

~ame: Department 
:\ddress: 

Building:
 
Floor:
 

Cuntact Persun:
 

Bioresources Department
 
2799 W. Grand Blvd.
 
Detroit MI 48202
 
Education and Research Bldg.
 
"+th Floor, Room 4002
 
--------- ------------- Phone No.: ------- -------------- 

Bioresources F,
 
()ne Ford Place
 
Detroit MI 48201
 
One Ford Place
 
3D
 
--------- ------------- Phone No.: ------- -------------- 

Research Institute. William Beaumont Hospital 
3601 West Thirteen Mile Road 
Royal Oak MI 48073
 
Research Institute 
~A 

- --------- -------- Phone No: ------- ------------- 

\Vayne State University. DLAR 
i ..+00 Chrysler Free\vay 
Detroit MI 48201
 
Shapiro Hall 
Eighth Floor 
----- ------------ Phone No: ------- ------------- 

PLEASE REMOVE ~1ICHIGAN STATE UNIVERSITY AS A HOUSING SITE.
 



r\..[~ 

ThiS report i$ required by law (7 USC 2143). Failure to report according, to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 

- - 
See reverse side for ----- 
additional information. 

Interagency Report Control No 
01 BO-DOA-AN 

- ---"---"':'U':':'N':7-IT~E~D~S~T~A~T~E~S-:=D:::E~P~A::;'R~TM:"':'E~N~T~O'::'F"":'A-::G~R~IC::':'U'::'L~T~U::;'R~E------"-'~1.-R~E::":G~I~S=TR::-A':":T=I~O':":N~N~O~.----::C:":'U:-::S~T~O':":M:::E":::R"":'N:-::O:-''''''Ir---------------. 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 34-R-Q025 473 FORM APPROVED 

OMS NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as regIstered With USDA, 
include Zip Code) 

NORTHERN BIOMEDICAL RESEARCH, INC. 
930 W. SHERMAN BLVD 
MUSKEGON, MI 49441 
(231) 759-2333 

1 
3. REPORTING FACILITY (List aI/locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 

sheets if necessary.) 

FACILITY LOCATlONS{sttes) 

See Atta~ed Listing . L ,jJ1. ~t.
(~O",V.S ~l.a.V\ -\"'Y, • 

t1 .,t.~~ Q.J, ~ I~ r: '-{ ,qiiJ 
REPORT OF ANIMALS USED BY et!t UNDER CONTROL OF RESEARCH FACILITY (AttaCh additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Numberof C. Numberof 
animals being animals upon 
bred,Animals Covered which teaching, 
conditioned, orSy The Animal research, 
held for use in Welfare Regulations experiments, or 
teaching, testing, tests were 
experiments. conducted 
research, or involving no 
surgery but not pain, distress, or 
yet used for such use of pain-
purposes. relieving drugs. 

4. Dogs ~L. 0 
5.	 Cats 0 0 
6. Guinea Pigs 00 

07.	 Hamsters 0 
8. Rabbits 0 0 
9. Non-Human Primates 04l 
10. Sheep 0'1 
11. Pigs 0 0 

12. Other Farm Animals 0 0 

()13. Other Animals 0 

ASSURANCE STATEMENTS 

F.D. Number of animals upon E. Number of animals upon Which teaching, 
which experiments, experiments, research, surgery or tests were 

conducted involving accompanying pain or distressteaching, research, TOTAL NO. 
OF ANIMALS to the animals and for which the use of appropriatesurgery, or tests were 

anesthetic.analgesic, or tranquilizing drugs would conducted involving 
(Cols. C +have adversely affected the procedures, results, oraccompanying pain or 

o+E)interpretation of the teaching, research,distress to the animals 
experiments. surgery, or tests. (An explanation ofand for which appropriate 
the procedures producing pain or distress in theseanesthetic, analgesic, or I 
animals and the reasons such drugs were not used tranquilizing drugs were 
must be attached to this report) used. 

1'1 z...0\ <1L 
() 0 0 

0 00 
0 0 C' 
0 00 

qCf 0 
q\ql 0 

000 
00 0 

00 0 

...
1) ProfeSSionally acceptable standards governing the care, treatment, and use of animals, Including appropnate use of anesthetic. analgesiC. and tranqUIliZIng drugs, pnor to, dunng, 

and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

APHIS FORM 7023 
(AUG 91) 

CERTIFICArlON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

------------------ ------- ----- INSnTUnO~L --------- AL NAME & TITLE OF C.E.O. OR INSTrrUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

)~ - 
---------- --- ---------- /()..Jo-ol~ C~  ~ -~~v-4~/'I'~~ 

(Replaces VS FORM 18·23 (Oct 88). which is obsolete PART 1 - HEADQUARTERS 



Animal Report of Research Facility Summary of Exceptions 2000-2001 year 
Registration No. 34-R-0025 

An exception to the standards and regulations under the Act, involves non-human primate 
caging during the 2000-200 1 year. Wall mounted non-human primate caging was 
installed in one study room to augment our standard primate housing in 1998. The cages 
provide approximately 4.2ft2of floor space rather than the 4.3 ft2 required for non-human 
primates between 3 to 10 kg. Cage height is 34.6 inches. The cages slant outward from 
the bottom and the total volume is greater that 12.0 ft3. Height and volume are both 
above the required 30 inch height and 10.75 ft3 volume. The guidelines state that 
innovative primary enclosures not precisely meeting the floor area and height 
requirements, but that do provide a sufficient volume of space and opportunity to express 
species typical behavior may be used when approved by the Committee. The cage 
measurements and a study in which primate behavior (macaques and baboons) was 
compared between animals housed in caging similar to the ones in question at NBR and 
those of 4.5 ft2floor space were discussed. The study discovered no behavioral evidence 
that a 4.0 ft2 variant cage was not a suitable substitute for a 4.5 ft2 floor area cage. The 
Animal Care and Use Committee approved the use of the 4.2 ft2 floor area, 34.6 inch 
height and> 12.0 ft2 volume cages for animals in the 3 to lO kg weight range. Thirty 
rhesus monkeys were housed in the cages from February 2,2001 through September 30, 
2001. 



I 

rhiS report is required by law (7 USC 2143). Failure to report according to the regulations can OCT 1 82DDl See attached form for rnte"'"""", Roport coo~ 
result in an order to cease and desist and to be sUbject to penalties as provided for in Section 21' 

, 
UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
( TYPE OR PRINT) 

additional Information. 

FORM APPROVED 1.	 CERTIFICATE NUMBER: 34-R-0025 
OMB NO. 0579-0036 

CUSTOMER NUMBER: 473 

Northern Biomedical Research Inc 
930 W. Sherman Blvd 
Muskegon, MI 49441 

Telephone: (231) -759-2333 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

FACII ITY LOCATIONS ( Sites) - See Atached Listing -
t1 u sk Oct oN' n, ~1'14( 

rREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY I Attach additional sheets if nece!sarv or use APHIS form 7023A \ 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o' 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

Il~ 

C) 

«0) 

4. Dogs 

5. Ca~'3 

L.f 
D 

LJ 
(') 

6. Guinea Pigs 0 <' 
7. Hal":!sters 0 f!) 0 
8. Rabbits (] 0 0 
9. Non-human Primates II '7 i.( 

D10. Sheep " L 0 
11. Pigs 0 0 0 
12. Other Farm Animals () {) 0 

c:>13. Other Animals 
(\ 0 

E.	 Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanation of the procedures 
producing pain or distress in these animals and the reas( 
such drugs were not used must be attached to this report 

0 ,.,
 
rJ 
t) 

t) 

0 
6 
D 
0 
0 
0 

F. 

TOTAL NUMBER
 
OF ANIMALS
 

( COLUMNS 
C+D+E) 

['1.. 'l...­

<:' 
0 
(; 

()
 

%S"" 
C) 

(j 

0
 

0
 

a 

II ASSURANCE STATEMENTS 

1)	 ProfeSSionally acceptable standards governing the care, treatment, and use of animals, Including appropriate use of anestetic. analgesIc, and tranquilizing drugs, pnor to, dunng, and follOWIng actual reSE 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered altematives to painfUl procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use COmmittee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the IACUe-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official ) 

( Type or Print) DATE SIGNED 

APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), which is obsolete.) 

(AUG91 ) 

I 



Animal Report ofResearch Facility Summary ofExceptions 2003-2004 
Registration No. 34-R-0025 

An exception to the standards and regulations under the Act, involves non-human primate caging 
during 2003-2004. Wall mounted non-human primate caging was installed in one study room to 
augment our standard primate housing in 1998. The cages provide approximately 4.2 ft2 of floor 
space rather than the 4.3 ~ required for non-human primates between 3 to 10 kg. Cage height is 
34.6 inches. The cages slant outward from the bottom and the total volume is greater than 12.0 
ft3. Height and volume are both above the required 30 inch height and 10.75 ft3 volume. The 
guidelines state that innovative primary enclosures not precisely meeting the floor area and 
height requirements, but that do provide a sufficient volume of space and opportunity to express 
species typical behavior may be used when approved by the Committee. The cage measurements 
and a study in which primate behavior (macaques and baboons) was compared between animals 
housed in caging similar to the ones in question at NBR and those of 4.5 fl? floor space were 
discussed. The study discovered no behavioral evidence that a 4.0 ft2 variant cage was not a 
suitable substitute for a 4.5 ft2 floor area cage. The Animal Care and Use Committee approved 
the use of the 4.2 ~ floor area, 34.6 inch height and> 12.0 ~ volume cages for animals in the 3 
to 10 kg weight range. A total of sixty-one rhesus monkeys were housed in these cages at various 
times during the period of October 1, 2003 through September 30, 2004. 



This report is required by law (7 USC 2143). Failure 10 report accorcling 10 Ihe regulallons can See attached form for Inleragency Report Control ~ 

re~lIln an ()rder 10 cease and desisl and 10 be subject 10 penalties as provided for in Section 21! additional informalion. 

FORM APPROVED  UNITED STATES DEPARTMENT OF AGRICULTURE 1.	 CERTIFICATE NUMBER: 34.R.0031 
OMS NO. 0579-0036ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

CUSTOMER NUMBER: 696 

M P I Research, Inc. 
54943 N. Main Street ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT) Mattawan, MI 49071 

Telephone: (269) ·668·3336 

3. REPORTING FACILITY (Ust all locations where animals were housed or used in adual research, testing. or experimentation, or held for these purposes. Attach additional sheets if necessary ) I 
FACILITY LOCATIONS ( Site.) • See Atached Usting Only one site (see above) 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach additional sheets if necessarv or use APHIS Form 7023A \ 

A. 

Animal. Covered 
By The Animal 

Welfare Regulation. 

B. Number of 
animals being 
bred, canditioned. 
or.held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not Yt 
used for such 
purposes. 

c. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
lestswere 
conduded 
involving no pain, 
distress. or use 01 
pain-relieving 
drugs. 

D. Nurmer of animals upon 
which experiments, 
teaching. research, 
surgery, or tests were 
conduded involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic. analgesiC. or 
tranquiliZing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conduded involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic. analgesic, or tranquiliz 
drugs would have adversely affected the procedures. 
results. or Interpretation of the teaching, research, 
experiments. surgery, or tests. (An explanation of the 
procedures produdng pain or distress in these animals a 
the reasons such drugs were not used I1'l.Ist be attached 
this report ). 

F. 

TOTAL NUMBER 
OF ANIMALS 

(COLUMNS 
C+D+E) 

4. Dogs 65 1,845 245 55 2,145 
5. Cats 0 62 0 4 66 
6. Guinea Pigs 0 88 94 144 326 
7. Hamsters 0 0 0 0 0 
8. Rabbits 8 963 251 0 1,214 
9. Non-human Primates 228 758 87 2 847 
10. Sheep 0 0 0 0 0 
11. Pigs 200 46 624 0 670 
12. Other Fann Animals 0 0 0 0 0 

--0 

13. Other Animals 0 0 0 0 0 

I ASSURANCE STATEMENTS 

..
1)	 PrafesslONllly eccept8bIe IIt8ndarda go¥emtng the care, treatment. and UN of antmal., Including eppropnate UN of anestetic, analgesic, and tranquilizing dnlgs, pnor to, during, and following edual reSt 

teeching, testing, surgery, or experimentation wwe followed by this r8Mlllch f8ci1ity. 

2)	 Each principal investigator hu considered elt8mlltives to painful proc:edl.ns. 

3)	 This fllCility is 8dhering to the stancWds lind regul8tion. under the AD.. and it hal required that exception. to the standards and regulations be apec:if18d lind explained by the principal investigator and ap 
Institutional Animal Care lind U.. Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this sunmary iN 
brief expl8Nltion of the exceptions. as weN as the species lind number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate autharity to ensure the provision of adequate veterinary care and to oversee the adequacy of ottw aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Oflicer or Legally Responsible Institutional Oflicial ) 

--------- -- --------- ----- --------- ----- ----------------------- --------- IAL ( Type or Print ) DATE SIGNED 

---------- --- ------- SIGNATU\J3:\)",~~~ 11/20/0------------ ----- --------- 
APHIS FORM 7023 (Replaces VS ~ --- M 18-23 (OCT BB). which is obsolete.) 

(AUG91 ) 

- 

I 



I 

I 

Summary of Exceptions 
I 

Registration Number: 34-R-0031 

Summary of Exceptions to the Regulations!and Standards 

• There were no exceptions to the regul~tions and standards. 



Column E Explanation 

Registration Number: 34-R-0031 

STUDY 1 

• Number of Animals: 4 
• Species: Dog 

• Explanation of Procedure Producing Pain and/or Distress 

An Oral (Gavage) toxicity study resulted in emesis with red material on Day 1. Dosing was 
continued in these animals with the objective of the dogs developing histological lesions. 
The animals were closely monitored by technicians and veterinarians and supportive 
treatment provided until the animals were euthanized. 

• Scientific Justification 

The EPA requires this testing 

• Regulations 

Direct communication between Sponsor and EPA. 

Environmental Protection Agency FIFRA Good Laboratory Practice Standards, 40 CFR Part 
160, Toxic Substance Control Act Good Laboratory Practice Standards, 40 CFR Part 792, 
and DECO Principles of Good Laboratory Practice ENV/MC/CHEM (98) 17. 



Column E Explanation 

Registration Number: 34-R-0031 

STUDY 2 

• Number of Animals: 32 
• Species: Dog 

• Explanation of Procedure Producing Pain and/or Distress 

The test and control articles were administered by I.V. Infusion. All personnel administering 
the materials were thoroughly trained to avoid potential injury to the animals. Specifically, 
animals were closely monitored by technicians and veterinarians for general signs of toxicity, 
inappetance, and stool. (General clinical findings were considered toxicity findings, and 
were probably due to toxicity of the vehicle since the controls were also affected). 

• Scientific Justification 

The FDA requires this testing. 

The route of administration and the vehicle was considered the most appropriate by the 
Sponsor to meet the objectives of this safety evaluation study. 

• Regulations 

International Conference on Harmoniation (ICH) Harmonized Tripartite Guidelines for 
Pharmaceuticals, and generally accepted procedures for the testing of pharmaceutical 
compounds. 



Column E Explanation 

Registration Number: 34-R-0031 

STUDY 3 

•	 Number of Animals: 8 
•	 Species: Dog 

•	 Explanation of Procedure Producing Pain and/or Distress 

An Oral (Capsule dose) toxicity study resulted in marked weight loss. Dosing was continued 
in these animals with the objective of the dogs developing histological lesions. The animals 
were closely monitored by technicians and veterinarians and supportive treatment provided 
until the animals were euthanized. 

•	 Scientific Justification 

The FDA requires this testing 

•	 Regulations 

Direct communication between Sponsor and FDA. 

This study is based on the FDA's Current View on Safety Evaluations of Drugs as well as 
generally accepted procedures for the testing of pharmaceutical compounds. 

International Conference on Harmonization (ICH) Harmonized Tripartite Guidelines, ICH M3. 



Column E Explanation 

Registration Number: 34-R-0031 

STUDY 4 

•	 Number of Animals: 3 
•	 Species: Dog 

•	 Explanation of Procedure Producing Pain and/or Distress 

An Oral (Capsule dose) toxicity study resulted in marked weight loss. Dosing was continued 
in these animals with the objective of the dogs developing histological lesions. The animals 
were closely monitored by technicians and veterinarians and supportive treatment provided 
until the animals were euthanized. 

•	 Scientific Justification 

The FDA requires this testing 

•	 Regulations 

Direct communication between Sponsor and FDA. 

This study is based on the FDA's Current View on Safety Evaluations of Drugs as well as 
generally accepted procedures for the testing of pharmaceutical compounds. 

International Conference on Harmonization (ICH) Harmonized Tripartite Guidelines, ICH M3. 



Column E Explanation 

Registration Number: 34-R-0031 

STUDY 5 

•	 Number of Animals: 4 
•	 Species: Cat 

•	 Explanation of Procedure Producing Pain and/or Distress 

The test and control articles were administered by I.V. Infusion. All personnel administering 
the materials were thoroughly trained to avoid potential injury to the animals. Specifically, 
animals were closely monitored by technicians and veterinarians for general signs of toxicity. 
(General clinical findings were considered toxicity findings. Four died at first dose.) 

•	 Scientific Justification 

The FDA Center for Veterinary Medicine (CVM) requires this testing. 

The route of administration was considered the most appropriate by the Sponsor and FDA 
to meet the objectives of this safety evaluation study. 

•	 Regulations 

FDA Center for Veterinary Medicine (CVM) Protocol Development Guideline for Clinical 
Effectiveness and Target Animal Safety Trials, Guidance #56 and #85. 



Column E Explanation 

Registration Number: 34-R-0031 

STUDY 6 

•	 Number of Animals: 1 
•	 Spec~s: Monkey 

•	 Explanation of Procedure Producing Pain and/or Distress 

A subcutaneous dose toxicity study resulted in marked debilitation. Dosing was continued 
with the objective of the animal developing histological lesions. The animals were closely 
monitored by technicians and veterinarians and supportive treatment provided until the 
animal was euthanized. 

•	 Scientific Justification 

The FDA requires this testing 

•	 Regulations 

Direct communication between Sponsor and FDA. 

This study is based on the FDA's Current View on Safety Evaluations of Drugs as well as 
generally accepted procedures for the testing of pharmaceutical compounds. 

International Conference on Harmonization (ICH) Harmonized Tripartite Guidelines, ICH M3. 



Column E Explanation 

Registration Number: 34-R-0031 

STUDY 7 

• Number of Animals: 96 
• Species: Guinea Pig 

• Explanation of Procedure Producing Pain and/or Distress 

Skin sensitization studies were conducted to determine the potential for the test articles to 
produce allergy in human beings. The Maximization method used requires intradermal 
injection of Freund's Complete Adjuvant that typically produces localized skin ulcers at the 
injection site. The animals remained active, alert, and good appetites with no overt signs of 
pain. 

• Scientific Justification 

The nature of these test articles required the use of the Maximization method. The EPA and 
FDA requires skin sensitization testing. 

• Regulations 

FDA Guidelines for Preclinical Toxicity Testing of Investigational Drugs for Human Use as 
well as generally accepted procedures for the testing of pharmaceutical compounds. 

The United States Environmental Protection Agency (EPA), Office of Prevention, Pesticides 
and Toxic Substances, OPPTS Series 870-2600, 1998. 

The Organization for Economic Cooperation and Development (OECD). Guideline 406, 
Skin Sensitization. 



Column E Explanation 

Registration Number: 34-R-0031 

STUDY 8 

•	 Number of Animals: 1 

•	 Species: Monkey 

•	 Explanation of Procedure Producing Pain and/or Distress 

An Oral (Gavage dose) toxicity study resulted in weight loss. Dosing was continued in these 
animals with the objective of the dogs developing histological lesions. The animal was 
closely monitored by technicians and veterinarians and supportive treatment provided. 

•	 Scientific Justification 

The FDA requires this testing 

•	 Regulations 

Direct communication between Sponsor and FDA. 

This study is based on the FDA's Current View on Safety Evaluations of Drugs as well as 
generally accepted procedures for the testing of pharmaceutical compounds. 

International Conference on Harmonization (ICH) Harmonized Tripartite Guidelines,ICH M3. 



Column E Explanation 

Registration Number: 34-R-0031 

STUDY9 

• Number of Animals: 4 
• Species: Dog 

• Explanation of Procedure Producing Pain and/or Distress 

The test and control articles were administered orally. All personnel administering the 
materials were thoroughly trained to avoid potential injury to the animals. Specifically, 
animals were closely monitored by technicians and veterinarians for general signs of toxicity, 
inappetance, and stool. (General clinical 'findings were considered toxicity findings. Three 
dogs were euthanized and one died.) 

• Scientific Justification 

The FDA, Center for Veterinary Medicine (CVM) requires this testing. 

The route of administration was considered the most appropriate by the Sponsor and FDA 
to meet the objectives of this safety evaluation study. 

• Regulations 

Target Animal Safety Guidelines for New Animal Drugs, Guideline 33, Center for Veterinary 
Medicine (CVM), Food and Drug Administration (FDA), 1998. 



Column E Explanation 

Registration Number: 34-R-0031 

STUDV10 

•	 Number of Animals: 4 
•	 Species: Dog 

•	 Explanation of Procedure Producing Pain and/or Distress 

The test and control articles were administered orally. All personnel administering the 
materials were thoroughly trained to avoid potential injury to the animals. Specifically, 
animals were closely monitored by technicians and veterinarians for general signs of toxicity, 
inappetance, and stool. (General clinical findings were considered toxicity findings). 

•	 Scientific Justification 

The FDA requires this testing. 

The route of administration was considered the most appropriate by the Sponsor and FDA 
to meet the objectives of this safety evaluation study. 

•	 Regulations 

International Conference on Harmonization (ICH) Harmonized Tripartite Guidelines, and 
generally accepted procedures for the testing of pharmaceutical compounds. 



Column E Explanation 

Registration Number: 34-R-0031 

STUDY 11 

• Number of Animals: 48 
• Species: Guinea Pig 

• Explanation of Procedure Producing Pain and/or Distress 

Skin sensitization studies were conducted to determine the potential for the test articles to 
produce allergy in human beings. The Maximization method used requires intradermal 
injection of Freund's Complete Adjuvant that typically produces localized skin ulcers at the 
injection site. The animals remained active, alert, and good appetites with no overt signs of 
pain. 

• Scientific Justification 

The nature of these test articles required the use of the Maximization method. The EPA and 
FDA requires skin sensitization testing. 

• Regulations 

The United States Environmental Protection Agency (EPA), Office of Prevention, Pesticides 
and Toxic Substances, Health Effects Test Guidelines, OPPTS 870.2600. 

The EPA, Toxic Substances Control Act (TSCA), Health Effects Test Guidelines, 798.4100. 



: -l 
Thi_ rer;lort is reqlJired by law (7 USC 2143). Failure to rer;lort according to the regulations can See reverse side for Interagency Rer;lort Contrcl No 
re- IJII in an ,.'r':Jer to cease and deSIst and to be subject to r;lenalties as r;lrovided for in Section 2150. additional information. 0180-DOA·AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE 34-R-Q038 201 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACIl.ITY (Name and Address, as regfsteroo with USDA 
includ9 Zip Code) ANNUAL REPORT OF RESEARCH FACILITY 

OAKLAND UNIVERSITY(TYPE OR PRINT) 
OFFICE OF RESEARCH & ACADEMIC

12-03-2001 RCVD DEVELOPMENT 

ROCHESTER, MI 48309 

(810) 370-3222 

3. REPORTING FACILITY (~t alilocatiQ[lS wherian¥l1alS were hou~ed qr,used in actual re,s,earch. ~sling. teaching. or experimentation. or held for these r;lurposes. Attach addltienal 
1 sheets If necessary.) ~lOmealca KeSearCn ~upport l' ac l.1.ll:y 

FACILITY LOCATlONS(sites) 

g 

_S_e_e_A_tt_a_c_h_ed_L_is_tin_ 1----------------------------­
REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred. 
conditioned. or 
held for use in 
teaching, testing. 
eXr;leriments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which teaching, 
research. 
eXr;leriments. or 
tests were 
conducted 
involving no 
pain, distress, or 
use of r;lain­
relieving drugs. 

D. Number of animals upon 
which experiments. 
teaching. research. 
surgery, or tests were 
conducted involving 
accompanying r;lain or 
distress to the animals 
and for which appror;lriate 
anesthetic, analgesic. or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments. research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appror;lriate 
anesthetic.analgesic. or tranquilizing drugs would 
have adversely affected the procedures. results, or 
interpretation of the teaching. research, 
experiments, surgery. or tests. (An explanation of 
th9 procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 
OF ANIMALS 

(Cols. C + 
D+E) 

4. Dogs 

5. Cats 

6. Guinea Pigs 16 80 80 

7. Hamsters 

8. Rabbits 9 14 28 42 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

Frog(R.Sylvatica -0­ 3,812 3,812 

ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards governing the care, treatment. and use of animals, Including appropnate use of anesthetic, analgesic. and tranquiliZing drugs. pnor to. dunng, 
and following actual research, leaching. testing. surgery. or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal eare and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true. correct, and complete (7 U.S.C. Section 2143) 

SIG~ATURE-- -- ----------------------- -------------- N------- -- --------- ----- --------- ----- ----------------------- -------------- -------- --- -------- 

-.~ --------- --------- 
-------- ------ ---------  ---- ----------- --- ----------- ------- 

DATE SIGNED 

11/30/01 

APHIS FORM 7023 
(AUG 91) 

PART 1 - HEADQUARTERS(Replaces VS FORM 18·23 (Oct 88), which is obsolete 



Registration #34-R-0038 

2000/2001 Annual Report Attachment: Summary of IACUC Exceptions to the AWA 

The IACUC approved two exceptions to the Standards and Regulations for the care and use of 
guinea pigs. The exceptions approved were variances in 1) the minimum interior height 
requirement of the primary enclosures used to house the animals, and 2) their normal diurnal 
light cycles. 

Twenty-three (23) guinea pigs involved in a study investigating the effects of ultra violet (UV) 
radiation on cataract fonnation in the lens were housed in specially modified cages containing 
two "black light" UV lamps mounted to the inside top of the cage. 

This lamp arrangement, along with the need for a 1/4" mesh screen to prevent the animals from 
coming in direct contact with the lamps Of their fixtures, resulted in a minimum height of five 
inches (5") directly under the lamps (approximately 50% of the cage floor space) and a minimum 
height of six inches (6") between the lamps. 

The animals were exposed to the UV light continuously. Normal room lights were activated 
only for daily inspection and examination of the animals and to provide proper lighting for daily 
animal care duties. 

The health status of these animals was routinely monitored by the veterinarian, animal care staff 
and the principal investigator for signs of ill effects from the UV exposure and/or primary 
housing conditions. No complications resulting from such were encountered. 



Thi, ,__ i' ,",,""" by I~ i' USC 2143}. F~I"", to "'POrt _ io ... "","~tion, <an -- See reverse side for Interagency Report Control No 
resl.!~ in 3n order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-00A-AN 

1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVED 34-R-Q145 1825 

OMS NO. 0579-0038 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as regIStered WIth USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

ESPERION THERAPEUTICS, INC. (TYPE OR PRINT) 
3621 S. STATE STREET 
695 KMS PLACE 
ANN ARBOR, MI 48108 
(734) 6n-1559 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation. or held for these purposes. Attach additional 

1 sheets if necessary.) 

FACILITY LOCATIONS(sltes) 

.\)I\;A~ac~ ~i~; J.) ~qs' KH'5 PlA(..E: 3'02\ t:;C\.t.Ii4- S"-IAr""€ Sr~~t,..~WC~~H- , 5 \.t \ "\ E:; V. 
Pt~~ A~5C~ ,M\ 4~ \() <{ 1\NN AJt50~, r\ \ t{cg I O~ 

F. 

TOTAL NO. 
OF ANIMALS 

(Cols.C + 
D+E) 

4 \ 
1.1 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Atfach additional sheets ifnecessary or use APHIS FORM 7023A) 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

ASSURANCE STATEMENTS 

B. Numberof 
animals being 
bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain-
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesiC. or 
tranquilizing drugs were 
used. 

4\ 

E. Number of animals upon which teach
experiments. research, surgery or te
conducted involving accompanying p
to the animals and for which the use 
anesthetic,analgesic, or tranquilizing 
have adversely affected the procedu
interpretation of the teaching. resear
experiments. surgery. or tests. (An e
the procedures producing pain or dis
animals and the reesons such drugs 
must be attached to this report) 

sts were 

res. results, or 
ch, 

ing, 

ain or distress 
of appropriate 
drugs would 

xplanation of 
tress in these 
were not used 

)..1 

...
1) ProfesSionally acceptable standards govemlng the care, treatment. and use of animals, Including appropriate use of anesthetJc. analgesiC. and tranqUIliZIng drugs, pnor to, dunng, 

and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered altematives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNA--------- ----- --------- ----- ----------------------- ----- ------- NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 



Thl~,report is required by law (7 USC 2143), Failure to report according to the regulations can See reverse side for Interagency Report CoNrol No 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150, additional information. 0180-DOA-AN
 

UNITED STATES DEPARTMENT OF AGRICULTURE
 1. REGISTRATION NO. CUSTOMER NO. I
ANIMAL AND PLANT HEALTH INSPECTION SERVICE FORM APPROVED 

OMB NO 0579-0036 
35-R-0012 800 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA. 
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

GALA DESIGN INC(TYPE OR PRINT) 
P.O. BOX 520 

SAUK CllY. WI 53583-0520 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research. testing. teaching. or experimentation. or held for these purposes. Attach additional 

1 sheets if necessary.) 

FACILITY LOCATIONS(sftes) 
OAKHILL~RMS I~~~~~~~~~~~~~~~~~~~~~~~~-

_H_IL_LP_O_'_N_T_.W_I_53_9_3_7 _ 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Numberof 
animals being 
bred. 
conditioned. or 
held for use in 
teaching. testing, 
experiments. 
research. or 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which teaching. 
research. 
experiments. or 
tests were 
conducted 
involving no 
pain. distress. or 
use of pain-
relieving drugs. 

D. Number of animalS upon 
which experiments.. 
teaching. research. 
surgery. or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic. analgesic. or 
tranquiliZing drugs were 
used. 

E. Number of animals upon which teaching. 
experiments. research. surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic.analgesic. or tranquiliZing drugs would 
have adversely affected the procedures. results. or 
interpretation of the teaching. research. 
experiments. surgery. or tests. (An explanation of 
the procedures producing pam or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 
OF ANIMALS 

(Cols. C + 
0+ E) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

cattle 106 11 11 

13. Other Animals 

ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards governing the care, treatment. and use of animals. InCluding appropnate use of anesthetic. analgesiC. and tranquiliZing drugs. prior to. dUring. 
and fol/owing actual research. teaching. testing. surgery. or experimentation were fol/owed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions. this summary includes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

--- ------- ---------- 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

--- ------- ----------- ------- -------------- --------- 

DATE SIGNED 

10/19/2001 

APHIS FORM 7023 (Replaces VS FORM 18·23 (Oct 88), which is obsolete PART1-HEADQUARTERS 

(AUG 91) 



APHIS Form 7023 Column E Explanation 

This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1.	 Registration Number: 35-R-0012 

2/3. Species (common name) & Number of animals used in this study: 

cattle (0) 

4.	 Explain the procedure producing pain andlor distress. 

4 animals were sUbjected to ovariectomy per vaginal incision, 1 animals were subjected to caesarian section delivery of 
calves. All 

5.	 Provide scientific justification why pain andlor distress could not be relieved. State methods or means used to determine 
that pain andlor distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

Not applicable. Pain and distress were relieved by application of regional anesthesia prior to surgery. 

6.	 What, if any, federal regUlations require this procedure? Cite the agency, the code of Federal RegUlations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency:	 CFR: 



I 

See allached Iorrn for Interagency Report Control No.: , This 18:1OIt Is required by law (1 USC 2143). Failure to report aceotding to II.- regulations CIIn 
additionlll inlorrnation. 01~A·AN• rMult in ~n onlef to cease and deaist and to be subject to penalties as provided lor in Sec:licn 21 

" 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PlANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
( TYPE OR PRINT) 

University of Missouri, Columbia, MO 65211 

1. CERTIFICATE NUMBER: 43-R-0048 
CUSTOMER NUMBER: 1461 

University Of Missouri-Columbia 

FORM APPROVED 
OMS NO. 0579-0038 

. ­
/, \ 
I""", ' 
~/ ;
-~y 

205 Jesse Hall 
Telephone: 

(573)882-9500 

Columbia, MO 65211 

a. REPORTING FACIUTY (List all Iocaliona where animals were housed or used in actual -.ch, testing, or experimentation, or held ror these purposes. Attach additional sheets ~ necessary ) 

FACILITY LOCATIONS (Sites) • See Atached Listing 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessary or use APHIS Form 7023A I 

A. 

Anlllllli. Covar.d 
By The AnIlMI 

Welfars Regulatl_ 

•• Dogs 

B. Numberal 
animals being 
bred, 
conditioned, or 
held for ..... in 
teaching, testing, 
experiments, 
-..::h,or 
surgery but not 
yet used ror such 
purposes. 

50 

C. Numberal 
animals upon 
which teaching, 
research, 
experimenls, or 
tests were 
conducted 
inYOlving no pain, 
distress, or use 
of pain-relilllling 
drugs. 

32 

D. Number aI animals upon 
wI\ich experiments, 
INching, research, 
surge<y, or tests were 
conducted imIolving 
accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, 
analgeaic, or 
tranquijizing drugs _re 
used. 

284 

E. Number aI animals upon which teIIching, experiments, 
research, surgery or tesls were conducted ilWOlving 
accompanying pain or distress to the animals and for 
which II.- use aI appropriate anesthetic, analgesic, or 
tranquilizing drugs would haw a~1yaflected II.­
procedures, results, or interpretation of the teaching, 
research, experiments, surgery, or tests. (An 
explanation aI the procedures producing pain or distress 
in these animals and the reasons such drugs were not 
used must be attached to this report). 

0 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

315 
5. Cats 

2 23 30 0 
0 

53 

1996. Guinea Pigs 1 131 68 
7. Hamsters 0 192 0 0 192 
8. Rabbits 15 39 164 0 203 
9. Non-human Primates 0 0 0 0 

0 

0 

208D. Sheep 2 50 158 
1.Pigs 529 799 24 39 862 
2. Ot~1arm Animalsca e 0 444 48 0 492 

horses 10 49 15 9 73 
3. Other Animals 

bats 8 190 25 0 215 

OpOssum 0 0 5 0 5 

wild mice 0 150 0 0 150 
I ASSURANCE STATEMENTS 

1) """MSlonally acceptable standards g<l\I8mlOg tile care, treatment and .... aI anImals, IncludIng appropnate use 01 an_tic, analgesIC, and tranqUIlIZing drugs, pnor to, dunng, and follOWIng actual 
_rch, teaching, testing, surge<y, or experimentation were followed by this research facility. 

2) Each principal irllo'eStigator has considered alternatives to painful procedures. 

3) This facility is adhering ID the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and 
appl'Olled by the Institutional Animal Care and Use Committee (IACUC). A summary 01 aU sue" exceptions I. atlached to this annual rsport. In addition to identifying tile IACUC-apprcwed exceptions, 
this summary Includes a brief explanation of the exceptions, as well as the species and number aI animals allec:ted. 

4) The attending _rinarilln for this research facility has appropriate authority to ensure the plOYision aI adequate wterinary care and to Cl\/e1W8 the adequacy of other aspects aI animal care and use. 

NAME & TITlE OF C.E.O. OR INSTTTVTlONAL OFFICIAL (Type or Prinf) 

. CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAl 

( Chief Executive OffIcer or Legally Responsible Institutional OffICial) 
I certify Ihaflhe ebove is /nJe, carec~ end complele (7 U.S.C. Section 2143) 

DATE SIGNED 

11/20/00------ --- -------- ------ --------- ---- ----------- 

I 

I 



Inleragency Report Conlrol No.Tbis i'ep':lrt is required by 1<1 .... (7 USC 21,(3). Failure 10 report according 10 the regulations can See rever$e side lor 
0180·DQA.AN. result in al'! order to cease and desist and to be subject to penallies as provided lor in Section 2150. addilional inlormalion. 

UNITED STATES DEPAR::rMEHT OF AGRICULTURE
 
ANIMAl AND ~LANT HEALTH INSPECTION SERVICE
 

University of Missouri, Columbia, MO 65211 

CONTINUATION SHEET FOR ANNUAL REPORT
 
OF RESEARCH FACILITY
 

:( TYPE OR PRINT)
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f REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACllllY (Attach Ildlditional sheets iI necusary 01 use this 101m.) 

F. 

TOTAL NO. 
OF ANIMAls 

(Cois.
D ~ 

C ... 
E) 

I 
~70 
\ 50 

I 
I 
I 
I 
I 
I 

I 
I 

I 
I 
1 
~ 

i 
I 

\ 

I 

I 

I 
I 

\ ASSURANCE STATEMENTS 
I 

'). Prolessionally acceptable standards governing the C4re, treatment, and use 01 animals. including approriate use 01 anesthetic. analgesic. and tranquiliZing drugs, prior to. during. 
anc:l toUowin~ actual resaarch. tea~hmg, testing. surgery. Of experimenlation were IoIlowed by lhis research (acility• 

. 2). Each principal investigalor has considered alternatives to pain lui pr~ures. 

3). This laci1ity is adhering to the standards and regulations under Ihe Act. and it has required that ex~plions 10 the standards and rl!9u1ations be specilied and exptained by the 
principal investigator and approved .by the Institutional Animal Care and U$e Commi\leoe (IACUC). A summary 01 all such exceptions i:; a tlache<:l to this annual report. In 
addition 10 idenlilyinc;j the IACUC-approved exceptions, this summary includes a briel axplanation 01 the t.XCl!p'ions. as well as Ihe species and number 01 animals allected. 

~). The a\lending veterinarian lor this research tacility ~s appropriale authority to enS\lre the provision 01 adequate veterinary C4re and to oversee the adeQu<lCY 01 other aspecls 01 
animal C4re and use. 

A. B. Number 01 C Number ot D. Number 01 animals upon E. Number 01 animals upon WhICh teaching. 
animals being animals upon which experiments. experiments. research. surgery or leslS were 

Animals Covered bred, ....hich leaching. teaching. research. conducted involving accompanying pain or dislress 

By The Animal condilioned, or research. surgery. or lests were to the anim<lts and lor which the use 01 appropriate 

Well are Regulations held lor use in experimenls, or conducted involvrng anesthetic. analgesic, or tranquilizing drugs ....ould 

teachin;.lesting, tests were accompanying parn or have adversely allected the procedures, results, or 
experiments, conducted distress 10 the animals inlerprelation ot the teaching. research. 

research. or involving no and lor which appropriale experiments. surgery, or teslS. (An explanation 01 

-----------------­ surgery but not pam, distress, or anesthelic. analgesic. or tile procedules producing pain or distress in tll8se 

12. &./OR 13. Other yet used lor such use 01 pain- tranquilizing drugs were animals and tile reasons such drugs were not used 

(Ust by species) 
purposes. relieving drugs. used. 

must be attached to this reporJ. 

13: other animals co It. I I 
gerbils 70 0 I 270 I 0 

voles 0 50 1 0 I 0 

\ \ I 
1 \ I 
I I I 

, 
I 

I I -

I 
\ \ 

I I 

CERTIFICATION BY HEADQUARTES RESEARCH FACIUTY OFFICIAL
 
(ChieCExecutive OCficer or Legally Responsible Institutional Official)
 

I ~rtily't~t the above is true. COI'rect. anc:l complete (7 U.S.C. Section 210(3).
 

--------- ----- --- -- ----------- ------ - N~ '~. --- 
---- -- - - - 

-- - 

NAME I. TITLE OF c.E.O. OR INSTITUTIONAl OFFIClA!. (TyPf' 01 PrinU-

------ --- ------- 
------ ---------  ---- ----------- 

DATE SIGNE: 

]1/20/00 



University of MissoWi-Columbia (43-R-048) 

Annual Report of Research Facility - Attachments 

FACILITY LOCATIONS: 

Allton Bldg. 

-lab: room 233, 234 

Animal Science Research Center 

-animal housing facility: ASRC Units B, C, 0, F, 

-labs: E142, N126, N152, N153, & N190 

Clydesdale Hall 

-animal housing facility: 13, A222 ward, A227, A230-1, A253, A256, A266, A268, A273, B120C, B125, B208, B213, & B229 

Connaway Hall 

-animal housing facility, 1st floor: rooms W2-23, W104, W117, and W102-W123 

Dalton Research Center 

-animal housing facility: rooms 106,108,112,114,116,118,124, 221A, 225A, 226, 228, 230, 233A, 233B, 311, 312, 313, 329, 

331,334 

-labs: 104,203,209,229,306,309,310,311,312,313,314,322,325,326,328 

Engineering Bldg 

-animal housing: room C2204 

Green Building 

-animal housing: room 115 

Laboratory Animal Center 

-animal housing facility: rooms 1-26 

Lefevre Hall 

-animal housing: rooms 2,3,5,9,19,21,24,27, 28A, 28B, 28C, 280, 28E, 29A, 29B, 29C, 206, 

-labs: 113,208,209,214 

Medical Science Building 

-centralized animal care facility, 1st floor (including experimental surgery) - animal housing rooms: A101-A164 

-labs: rooms M332, M401, M420, M423, M463, M514, M648, N422, N507, NE305, NE306, NW300, and NW303 

Middlebush Farm 

-animal housing and use: Equine Center, Theriogenology Bldg., paddocks 
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3. REPORTING 'FACIUTY (List allloclltlOMwtwre anImals were housed 01 uud In actuaf ,....Ial. tesb~. 0( expenmentatlon. 01' held for tI1ese purposes. AlUch addItIOnal.".. " necesaary ) 

FACIUTY LOCATIONS (Sit.. I • See Atac:ned Listing
 

I REPORT ~ ANIMAlS USED BY OR UNOER CONTROl OF RESEARCH FACIU'lY ( Attach additional sheets It necessary or use APHIS Form 7021A )
 

C. NumOer'otS. NumbetotA­ D. NumlMf ot animals UQOft E. Number of animals upon which teachi~. ~. F. 
animals upon animals being ....nic:tl ezpenrnel'lla. r_ren. sUlgery 01 testa _r. conducted in\IOMn9 

bfwd. which tMcnl"O. t.eching. r_ren. aceompany;ng pain 01 distrea flo tI1. al'l,me" and lor 
r_rch. I TOTAL NUM6ER 

OF ANIMALS 
condrtlOMod. 01' SUtQetY. 01 tests _re which tn. U&e ot applOpnata anesUletlc. analQesic. 01AnI....1s Covered teets __
he'd lor lIM In 8l<;*1mer'1ta. oi	 ~lmooMl'Ig nnquilizi~ dNgS would have adYerwly atfld8d 1tleev The Anl....l i	 1tMcfting. testll'lg. I aecompal'l}11'10 pall'l or proeedures. lesults. 01 ."tarprefallOn ot 1tle lINldUng.W~,.. R~ulaUons I
uperimer'lta. eondua.d I	 diSO'Ma flo In. 'l'I.mala r_ren••xpenments, IU!gery. 01 tesla. (An ( COLUMNS 
~ren.OI irM)MI'IO no pall'l. I	 and lor whICh I '''natlOn ot tI1e proeedur" prOch.IClng palft 01 diWeu C+O+E)diatreu,OIuN	 ap~te aneslneac, il'l th_ al'lunals al'lcltn. reasona such dl'lJQI _. nocsuro-y but not ...!,
)"lIt used lor such d ~il'l-r.IMI'\II"9 i	 analQ4ISlC. 01 ~ uMd must be aaached to thiS report I.-

dl'lJgs.	 tranquilIZing dNgs _e ! 

us.ed. I 
PUIJlOMrS· i	 ! 

~. Cogs 260163 j 45 
i	 ,522 I 

5. Cal. 215" .122717610 
s. Guinea Pig. 867102 I	 12863716 
7.	 Hamsters 1980.1205775	 023 I 
a.	 Rabbit. 47 751704	 00 I 
t. NcxWluman Primates 0 00 0 0 
O.She6p 00 0 I	 00 
1. Pigs 0	 0 0 00 I 
2. Ottl« Farm Animals 0 0 00 0 

.. 

3. Ottl« Animals 

33Mink 0 108 50 191 

I 

''': 

' I I ASSURAHCE STATEMENTS 

1)	 Prcne.eionalty accepcatlle -.ndafCa ~Ing 1tle care. lJ..tn\ent, and UN ot an.",.... includIng appropnata UN ot aneswae:. analgeI'C. and lranqulllZll'lg dl'lJgs. pnor to. durv"g. anclfollowlng actual 
1MMR:ft. tIIec:hfng. "ng. surv«Y. 01 experimentaQon -- foIaa-d by ltI. ~re:n t.eility. . 

2)	 Erdt principal ~i:lf ha ~ albtmatives to painful prc:x:.dur•. 

3)	 This fKility is adhering tr:l1tle ttandards and l'e9uLations unc:ler the Act, and it has required lhat ellCepOons lD the standards and IllQuLations be specified al'ld explained by' the principal inYIKtioator 1nd 

a~ by the Institutional Animal Care and U&e Committee (1ACuq. A sum....ry of a" such axc.poons Is attiche4 CD Utis annual ,..port. In addition to identifying the IACuc..ppt'OYed .x'cecoons 
tn. summary jncl~ a bMt ~naDonot the exceptions, ..~I as IN ~ and numb« ot animals atfee:wd. ' 

<C)	 The .cr.nding YefIIrinanan lor tn. ,....,-eft facility has a~t.autnonty eo enaure the ~ 01 adequat.-~ eve and to owrsee tI1e acMquaey ot ect\ef Ul** 01 animal ClIIIre and UN 

'CERTIFlCATlON BY HEADQUARTERS RESEARCH FACIUTY OFFICIAl
 
( CNel ex.cutiYe Off"teet at Legally Respoosib£e Institutional Oft"lCial )
 
I c«tiIy ht the above ;. n... canIC1, and t:t:1II'IPWIt ( TV.S.C. s.coon 2143 )
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2000 ANNUAL REPORT OF RESEARCH FACILITY
 

Schering-Plough Animal Health Corp.
 
21401 West Center Road
 
Elkhorn, Nebraska 68022
 

Registration No. 47-R-001 0
 

Column E Entries
 

I. Dogs: 

A total of 52 dogs are listed in Column E. Eleven (11) dogs were part of a 
bacterial vaccine challenge development model study conducted according to 
European Union Council Directive for product registration 92/18/EEC, Part 7, C 
(1), C (2) and C (3). Pain and distress-relieving drugs were not utilized in these 
tests because they would mask the effects of the virulent challenge. 

Fourteen (14) dogs were used in a viral vaccine dose titration study. The study 
was conducted in accordance with APHISNS General Licensing Considerations 
#800.200 (12 May 1995), APHISNS Memorandum 800.70 (29 May 1998), 
European Union Monograph 1998:0451; Directive 92/18/EEC, Title II, Parts 8 & 
9; and GUidelines. 

Twenty-seven (27) dogs were used in a viral vaccine immunogenicity study. The 
study was conducted in accordance with APHISNS General Licensing 
Considerations #800.200 (12 M~y 1995), APHISNS Memorandum 800.70 (29 
May 1998), European Union Monograph 1998:0451; Directive 92/18/EEC, Title II, 
Parts 8 & 9; and Guidelines. 

II. Cats: 

The twelve cats listed in Column E were used in a dose titration study for a viral 
vaccine. The study was conducted in accordance with APHISNS General 
Licensing Considerations #800.200 (12 May 1995), APHISNS Memorandum 
800.70 (29 May 1998), European Union Monograph 1998:0451; Directive 
92/18/EEC, Title II, Parts 8 & 9; and Guidelines. 
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2000 ANNUAL REPORT OF RESEARCH FACILITY 

Schering-Plough Animal Health Corp. 
21401 West Center Road 
Elkhorn, Nebraska 68022 

III. Guinea Pigs: 

A total of 128 guinea pigs are listed in Column E. The guinea pigs were used in 
eleven bacterial vaccine potency tests according to APHIS, 9CFR sections 
113.106 or 113.107. While all the vaccinated animals were protected from death, 
the nature of the challenge material induced swelling and pain at the injection 
sites for the duration of the three-day study. 

III. Hamsters: 

A total of 1205 hamsters are listed in Column E. A total of 514 hamsters were 
used as unvaccinated controls or in· the LDso determination segments of potency 
tests for bacterin production. A total of 691 hamsters were used for in vivo 
challenge passage tests for bacterin production. Both tests were conducted 
according to USDA-mandated methods specified in APHIS, 9CFR sections 
113.102 and 113.103 and Supplemental Assay Methods 609 and 610. These 
tests require illness or death as the end point. Pain and distress-relieving drugs 
were not utilized in these tests because they would mask the effects of the 
virulent challenge. In the potency test, all survivors are humanely euthanatized 
at the end of the 14-day observation period. In the challenge passage test, 
hamsters designated as liver donors and other surviving hamsters are humanely 
euthanatized as soon as possible. 
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2000 ANNUAL REPORT OF RESEARCH FACILITY 

Schering-Plough Animal Health Corp. 
21401 West Center Road 
Elkhorn, Nebraska 68022 

IV. Mink: 

A total of 50 mink are listed in Column E. A total of 45 mink were used as 
unvaccinated controls or died despite pre-challenge vaccination as part of 
bacterin-toxoid and virus Potency tests conducted according to USDA mandated 
methods specified in APHIS, 9CFR sections 113.11 0 and 113.204. Pain and 
distress-relieving drugs were not utilized in these tests because they would mask 
the effects of the virulent challenge. Surviving mink were humanely euthanatized 
as soon as possible at the completion of a study. 

Three mink were used as unvaccinated controls as part of a bacterin serial 
release test for a conditionally licensed bacterin-toxoid for cattle. The mink 
potency test was conducted according to APHIS, 9CFR sections 113.110 (c). 
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2000 ANNUAL REPORT OF RESEARCH FACILITY 

Schering-Plough Animal Health Corp. 
21401 West Center Road 
Elkhorn, Nebraska 68022 

SUMMARY OF EXCEPTIONS TO THE REGULATIONS AND STANDARDS­
WITH EXPLANATIONS 

1. In two challenge model studies;nvolving zoonotic infectious bacterial 
diseases in a total of 27 dogs, the principal investigator requested changes in 
sanitizing and exercise requirements to reduce cross-contamination among 
treatment groups and for biosafety concerns. These changes were approved by 
the IACUC. . 

2. In one viral vaccine dose titration study and one viral vaccine duration of 
immunity study involving a total of 53 dogs, the principal investigator requested 
changes in sanitizing and exercise requirements due bios.afety concemsabout 
the zoonotic virus. These changes were approved by the IACUC. 
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9. 'Jcn-human Primates 
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n. :::os 

12.- ':lher !"arm AnimalS 

Cattle 
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Attachment to form 7023 

Testing is performed in hamsters in accordance with 9 CFR 113.101, 113.102, 113.103 
and 113.104 to release USDA licensed product containing leptospira organisms. The 
h,amsters listed in column E were either used for passage of the challenge cultures or as 
negative control animals which were challenged with viable organisms. 9 CFR 
regulations do not allow the administration of any treatment concurrent with testing. 
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2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) ANNUAL REPORT OF RESEARCH FACILITY 

BIOCOR ANIMAL HEALTH, INC.(7YPE OR PRINT) 
2720 N 84TH ST 
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REPORTING FACILITY (list all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) . 

FACILITY lOCAT10NS(sites) ~ 
~ 

BIOCOR ANIMAL HEALTH, INC 
OMAHA, NE 68134 ~~. 
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~.. ~ 

~~ 
REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if n.'ece 

A. B. : Number of C. Numberof D. Number of animal!i uP9n 
animals being animals upon which experiments, ! 

Animals Covered bred, which teaching, teaching, research, 
By The Animal conditioned. or research, surgery, or tests were 

Welfare Regulations held for use in experiments, or conducted involving 
teaching, testing, tests were accompanying pain or 
experiments, conducted distress to the animals 
research, or involving no and for which appropriate 
surgery but nol pain, distress, or anesthetic, analgesic, or 
yet used for such use of pain- tranquilizing drugs were 
purposes. relieving drugs. used. 

4. Dogs 60 

5. Cats 11 

6. Guinea Pigs 656 

7. Hamsters 580944 

8. Rabbits 248 

9. Non-Human Primates 

10. Sheep 12041 

11. Pigs 

12. Other Farm Animals 

Cattle 10512 

13. Other AnimolG 

ASSURANCE STATEMENTS 

"""";;'.."APHIS FORM 7023A) 

P'FJu~r of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

3696 

-

F. 

TOTAL NO. 
OF ANIMALS 

(Cols. C + 
D+ E) 

60 

11 

656 

9505 

246 

120 

105 

..
1}	 Professionally acceptable standards governing the care, treatment, and use of animals, Including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 

and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures~ 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

------- ---------- 
-- 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

---------- --------------- ------------ 

DATE SIGNED 

11/0212004 

APHIS FORM 7023 (Replaces VS FORM 18·23 (Oct BB), which is obsolete PART1-HEADQUARTERS 
(AUG 91) 



1. Registration Number: 47-R-0026 /1809 

2/3. Species (common name) & Number of animals used in this study: 

Hamsters (3696) 

4. Explain the procedure producing pain and/or distress. 

Leptospira potency testing (9 CFR 113.101, 102, 103 and 104). 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

The tests are required by regulation'as a proof of Leptospiral vaccine potency to be conducted on each serial of vaccine 
produced. Death of hamsters in this test has been used for many years to indicate lack of protection from leptospirosis. 
Because the vaccine is given at fractional dose, the test amounts to a protective endpoint determination for the vaccine 
being tested. Leptospirosis in hamsters almost always results in acute onset and rapid death. The rapid progression of 
the disease in the hamster gives little opportunity for intervention. Furthermore, pathology would likely be impacted by the 
use of anti-inflammatories. For this reason, neither Biocor Animal Health nor USDAlCVB-L uses any substance to reduce 
pain or distress. The impact on length of disease, duration and severity, which might occur with use of pain medications, 
is not known. Use of any drugs" therefore, would invalidate the scientific value of the protection endpoint determined by 
the test. Lack of confidence in the endpoint would render the test itself useless for judging vaccine potency. 
USDA/APHIS/CVB is engaged in developing in vitro potency test alternatives for products that require this test: Until such 
time as a validated USDAIAPHIS/CV8-approved alternative is available,this standard test is obligatory. No alternatives 
exist at this time, and no CVB approved means of relieving pain and distress for this use of hamster are yet availaqle. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency: APH IS, 9 CFR 113.101, 102, 103 and 104. CFR: 

Approval Status: 
Approved/Disapproved By: 
Date: 

Disapproved Reason: 



ThiS report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-ANIUNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 
48-R-0004 

CUSTOMER NO. 
1400 FORM APPROVED 

OMe NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

BAyER CORP. AGRIC. DIVISION, TOXICOLOGY 
BAYER RESEARCH PARK 
17745 S METCALF AVE 
STILWELL, KS 66085 
(913) 433-5221 

1 
3. REPORTING FACIUTY (Ust all locations where animals were housed or us~ in actual resevc.1lJ~ti1lg. teaching, or experimentation, or held for these purposes. Attach additional 

sheets if necessary.) 17745 S. Metcalf, Stilwell. KS bbU~':> 

FACILITY LOCATIONS(sites) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Numberof C. Nurmerof E. Number of animals upon which teaching,D. Number of animals upon F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred, which teaching, teaching, research, conducted involving aCCOf11)anying pain or distress TOTAL NO. 
By The Animal conditioned, or to the animals and for which the use of appropriate research, surgery, or tests were OF ANIMALS 

Welfare Regulations held for use in anesthetic,analgesic, or tranquilizing drugs would experiments, or conducted Involving 
teaching. testing, tests were have adversely affected the procedures, results. or acc~anying pain or (Cols.C+ 
experiments, interpretation of the teaching, research,conducted distress to the animals D+E) 
research. or experiments, surgery, or tests. (An explanation ofInvolving no and for which appropriate 
surgery but not the procedures producing pain or distress in thesepain, distress. or anesthetic, analgesic, or 
yet used for such use of pain­ tranqUiliZing drugs were animals and the reasons such drugs were not u~ed 
purposes. relieving drugs. must be attached to this report) used. 

4. Dogs 47612464 

171225. Cats 149 
" 

6. Guinea Pigs 64064 

7. Hamsters 00 

8. Rabbits 00 

9. Non-Human Primates 00 

10. Sheep 00 

11. Pigs 00 

012. Other Farm Animals 0 

13. Other Animals 00 

ASSURANCE STATEMENTS 
...

1)	 ProfeSSIonally acceptable standards govermng the care, treatment, and use of ammals, Including appropnate use of anesthellc, analgeslc, and tranQulllzmg drugs, pnor to, dunng, 
and follOWing actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal Investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has reqUired that exceptions to the standards and regulations be specified and explained by the 
prinCipal investigator and approved by the Institutional Animal Care and Use Comnittee (tACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or 'Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF CoE---------------------- OFFICIAl NAME & nTLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

, ,.~~ ------- ----------- -------- ------- ------ ------------ ------ 12~/J-~.9J 

APHIS FORM 7023 (i&p'aces VS FORM 18·23 (Oct 88), which Is obsolete	 PART 1 • HEADQUARTERS 
(AUG 91) 

nt=~ 16 2003 



APHIS Form 7023 Site List 

The following sites have been reported by the facility. 

Registration Number:	 48-R-0004 
Customer Number:	 1400
 
Facility:	 BAYER CORP. AGRIC. DIVISION, TOXICOLOGY
 

BAYER RESEARCH PARK
 
17745 S METCALF AVE
 
STILWELL, KS 66085
 
(913) 433-5221
 

SITE 1
 
17745 S. METCALF
 
STILWELL. KS 66085.
 

DEC 16 2003
 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as 
part of an explanation. A Column E explanation must be written so as to be understood by lay persons as 
well as scientists. 

1. Registration Number: 48-R-0004 

2. Number 24 f22 which experienced unalleviated pain or distress} of animals used in study. 

3. Species (common name) Feline of animals used in study. 

4.	 Explain the procedure producing pain and/or distress. 

Two groups of 12 kittens each received an oral dose of a dermal product with an IACUC approved 
procedure. Clinical signs were limited to salivation (5 of 24) and vomiting (17 of 24). Animals were 
under observations recorded at 1, 2, 4 and 6 hours on the day of dosing. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. (For Federally 
mandated testing, see Item 6 below) 

The distress was limited to the salivation of 5 cats and vomiting in 17 along with gastric upset for two 
hours in 4 cats of 17, which resolved on its own. The purpose of this study was to define and 
characterize the toxicological properties of an experimental drug (test article). Alleviation of pain or 
distress could mask the effects of the test article, invalidating the test. Professional veterinary care is 
available 24 hours a day if there is an extreme adverse reaction or health conditions that would result in 
obvious pain to the animal, or reactions of a life-threatening nature. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Target Animal Safety Guidelines for New Animal Drugs, Office for New Animal Drug Evaluation ENTER 
FOR Veterinary Medicine, Food and Drug Administration, #56, JUly 10, 2001. 

Agency	 _ CFR 

DEC 16 211 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as 
part of an explanation. A Column E explanation must be written so as to be understood by lay persons as 
well as scientists. 

1. Registration Number: 48-R-0004 

2. Number 32 {3 which experienced unalleviated pain or distress} of animals used in study. 

3. Species (common name) Canine of animals used in study. 

4.	 Explain the procedure producing pain and/or distress. 

The dogs were being fed a test compound which was mixed with their food to evaluate the toxicity of 
the compound in dogs over a 90 day period. The compound caused the formation of calculi in the 
urinary tract (i.e., the kidneys, bladder, ureter, and urethra) of the males. In the three dogs, the calculi 
caused pain/distress as demonstrated by: 1) a marked reduction in food consumption for one dog for 
approximately 10 days, with normal behavior and no signs of distress, until day eleven when the dog 
became lethargic. 2) The other two dogs were found one morning to be extremely lethargic and in 
apparent distress. Prior to this the two dogs had normal behavior and showed no signs of distress. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. (For Federally 
mandated testing, see Item 6 below) 

The pain/distress of the dogs was based on their behavior. As soon as the dogs became lethargic, 
indicating pain, the dogs were euthanized by injection. 

6.	 What, jf any, federal regulations reqUire this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency _=E.:...;PA:....:..-.	 _ CFR OPPTS 870.3150 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required 
as part of an explanation. A Column E explanation must be written so as to be understood by lay 
persons as well as scientists. 

1. Registration Number: 48-R·0004 

2. Number 1611 which experienced unalleviated pain or distress} of animals used in study. 

3. Species (common name) Canine of animals used in study. 

4.	 Explain the procedure producing pain and/or distress. 

Animals were orally gavaged with a pharmaceutical compound to evaluate the toxicity of the 
compound over two weeks. Administration of the test article may have caused excessive vomiting. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below) 

The animal died within 30 minutes of experiencing respiratory distress. There was no time for 
intervention that could have prevented the death of the dog. Moreover, the purpose of this stUdy 
was to define and characterize the toxicological properties of an experimental drug (test article). 
Alleviation of pain or distress could mask the effects of the test article, invalidating the test. 

6.	 What, if any, federal regUlations require this procedure? Cite the agency, the code of Federal 
RegUlations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Prior to the approval of a new drug, the sponsor must show that the drug is safe for use as 
recomended in the proposed labeling [21 CFR 514.1 (b)(8) and section 512 (d) of the Federal Food, 
Drug and COSMETIC Act]. 

Agency	 _ CFR 

DEC 16 2cJ03 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its 
use is voluntary. Names. addresses, protocols, veterinary care programs, and the like, are not required 
as part of an explanation. A Column E explanation must be written so as to be understood by lay 
persons as well as scientists. 

1. Registration Number: 48--R-0004 

2. Number 40 f2 which experienced unalleviated pain or distress} of animals used in study. 

3. Species (common name) Canine of animals used in study. 

4.	 Explain the procedure producing pain and/or distress. 

Animals were being orally gavaged with a pharmaceutical compound to evaluate the toxicity of the 
compound over a gO-day period. Two animals experienced bloody, loose stools. It was unclear 
whether administration of the test article or something else caused this condition. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below) 

It Is important In studies of this type to determine what the maximum tolerated dose is. Pain & 
Distress (diarrhea) resolved within 24 hours. The purpose of this study was to define and 
characterize the toxicological properties of an experimental drug (test article). Alleviation of pain or 
distress could mask the effects of the test artide. invalidating the test. Professional veterinary care 
is available 24 hours a day if there is an extreme adverse reaction or health conditions that would 
result in obvious pain to the animal, or reactions of a life-threatening nature. 

6.	 What, if any, federal regulations reqUire this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Prior to the approval of a new drug, the sponsor must show that the drug is safe for use as 
recomended in the proposed labeling [21 CFR 514.1(b)(8) and section 512 (d) of the Federal Food, 
Drug and COSMETIC Act]. 

Agency	 _ CFR 

DEC 16 2003
 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official fonn and its 
use is voluntary. Names, addresses, protocols, veterinary care programs. and the like. are not required 
as part of an explanation. A Column E explanation must be written so as to be understood by lay 
persons as well as scientists. 

1. Registration Number: 48-R-0004 

2. Number 32 13 which exoerienced unalleviated oain or distress} of animals used in stUdy. 

3. Species (common name) Canine of animals used in study. 

4.	 Explain the procedure producing pain and/or distress. 

Animals were orally gavaged with a pharmaceutical compound to evaluate the toxicity of the 
compound over 28-days. Administration of the vehicle control or test article induced excessive 
vomiting. 

5.	 Provide scientific justification Why pain andlor distress could not be relieved. State methods or
 
means used to determine that pain and/or distress relief would interfere with test results. (For
 
Federally mandated testing. see Item 6 below)
 

All animals died within 30 minutes of experiencing respiratory distress. There was no time for any 
intervention that would have prevented death. Moreover. the purpose of this study was to define 
and characterize the toxicological properties of an experimental drug (test article). Alleviation of 
pain or distress could mask the effects of the test article. invalidating the test. Professional 
veterinary care is available 24 hours a day if there is an extreme adverse reaction or health 
conditions that would result in obvious pain to the animal. or reactions of a life-threatening nature. 

6.	 What. if any. federal regUlations require this procedure? Cite the agency. the code of Federal 
Regulations (CFR) title number and the specific section number (e.g.• APHIS. 9 CFR 113.102): 

Prior to the approval of a new drug, the sponsor must show that the drug is safe for use as 
recomended in the proposed labeling [21 CFR 514.1 (b)(8) and section 512 Cd) of the Federal Food. 
Drug and COSMETIC Act]. 

Agency	 _ CFR 

DEC 1 6 2O(r~ 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required 
as part of an explanation. A Column E explanation must be written so as to be understood by lay 
persons as well as scientists. 

1. Registration Number: 48-R-0004 

2. Number 20 {3 which experienced unalleviated pain or distress> of animals used in study. 

3. Species (common name) Canine of animals used in study. 

4.	 Explain the procedure producing pain and/or distress. 

Animals were orally gavaged with a phannaceutical compound to evaluate the toxicity of the 
compound over a 7-day period. Two high dose females had diarrhea, were anorexic & lethargic for 
48 hours. One mid dose female had similar signs for 24 hours. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or
 
means used to determine that pain and/or distress relief would interfere with test results. (For
 
Federally mandated testing, see Item 6 below)
 

All animals experiencing pain & distress were in the mid or high dose groups. It is important in 
studies of this type to determine what the maximum tolerated dose is. Pain &Distress (diarrhea) 
resolved within 24 hours. The purpose of this study was to define and characterize the toxicological 
properties of an experimental drug (test article). Alleviation of pain or distress could mask the 
effects of the test article, invalidating the test. Professional veterinary care is available 24 hours a 
day if there is an extreme adverse reaction or health conditions that would result in obvious pain to 
the animal, or reactions of a life-threatening nature. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Prior to the approval of a new drug, the sponsor must show that the drug is safe for use as 
recomended in the proposed labeling (21 CFR 514.1 (b)(8) and section 512 (d) of the Federal Food, 
Drug and COSMETIC Act]. 

Agency	 _ CFR 

DEC '6 i.~:) 



---- Ttlis report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No
result in an order to ceaSe and desist and to be sUbjed to penalties as provided for in Section 2150. additlonallnfonnatlon. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

ANNUAL REPORT OF RESEARCH FACILITY 
(1YPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 
43-R-0107 14439 FORM APPROVED 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as regiatered with USDA, 
Include Zip Code) 

BIOMUNECO. 
8906 ROSEHILL RD 
LENEXA, KS 66215 
(913) 894-0230 

3. REPORTING FACILITY (list all locations where animals were housed Or used In adual research. testing. teaching. or experimentation. or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATJONS(sltes) 
See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attat;h add'ionBl sheets If neceslaty or use APHIS FORM 7023A) 
A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. NUmberof 
animals being 
bred. 
conditioned. or 
held for use in 
teaching, testing. 
experimenta, 
research. or 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which teaching. 
research. 
experiments. or 
tests were 
conducted 
Involving no 
pain, dlstresa. or 
use of pain-
relieving drugs. 

D. Number of animals upon 
which experiments. 
teaching. research. 
surgery. or tests were 
conducted Involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic. analgesic. or 
tranqulJl~ng drugs were 
used. 

E. Number of animals upon which teaching, 
experiments. research. suroery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
aneathetic,analgealc, or tranquilizing drugs would 
have adversely affected the procedures. results. or 
interpretation of the teaching, research. 
experiments. surgery, or tests. (An explanation of 
the procedures producing pain or distress In these 
aninala and the reasons such drugs were not used 
must be attached to this reporl) 

F. 

TOTAL NO, 
OF ANIMAL: 

CCols.C + 
O+E) 

4. Oogs 

5. Cats 

I 6. Guinea Pigs -e­ -; -tr -G­ -.> 
j' 

7. Hamsters 

8. Rabbits ,-e­ ~.)] ~ 
"C/ '-$­ ~S;; 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

ASSURANCE STATEMENTS 
...

1)	 Professionally acceptable standards governing the care, treatment. and use of animals, including appropriate use ofanesthetic, analgesic. and tranqUIliZing drugs, prior to, dunng. 
and following actual research. teaching. testing. surgery. or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Ad, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal care and Use Committee (!ACUC). Alummary of all the exceptions 'I attached to this annual report. In 
addition to identifylng the IACUC·approved exceptions, this sunvnary Includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
 
(Chief executive OffIcer or Legally Responsible Institutional official)
 

I certify that the above is tnJe, correct, and complete (7 U.S.C. Section 2143)
 

DATESIGNE:------------------ ----- --------- ----- ----------------------- -------------- NAME & nTLe OF C.E.D. OR INSTITUTIONAL OFFICIAL (Type or Print) 

------- ------------------ -------- ----------- 
PART 1 • HEADQUARTEr 

OCT 21 2003 • 1./ 

~. - ------- P~. 



APHIS Form 7023 Site List 

The following sites have been reported by the facility. 

Registration Number: 48-R-0107
 
Customer Number: 14439
 
Facility: RIOMUNECO.
 

8906 ROSEHILL RD
 
LENEXA. KS 66215
 
(913) 894-0230
 

8906 ROSEHILL RD
 
LENEXA. KS 66215
 

OCT 21 2003 ~
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SORo<::x..::> \ IUNITEO STATES OEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

\.;./ 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) ~~OV 1 5 19 

1 REGISTRATION NO. 

50-R-001 
~UI{M APPk(J\lED 
OMS NO o~,lrjOO:Jh 

2. HEADQUARTERS RESEARCH FACILITY (Name cllHf Addre
/fICIUre Zip Colle) 

9 
Haskell Laboratory 
E. I. du Pont de Nemours 
P.O. Box 50, Elkton Road 
Newark, DE 19714-0050 

ss. as r!1c,Jlslerell w,lt, USDA. 

and Company 

( 

3. RI:1iORTlNG FACILITY (llsl allloca.l,.ions where anImals were housed or used In aclual res
She.els ,'_"ecessary ) 

~arch, leS~hlng,or experlmenlallon, or held lor Ihese 
r~ • 

purposes. Allach add.llonal 

FACILllV LOCATIONS (Sites) 

Haskell Laboratory Building 1 

IREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILllV (Anach ill/icJitrolla/ shl!e/s ,llIl!cessClrv or lise APHIS FORM 102JA) 

IJ.. E.	 Number o' animals upon whIch leachlllg,B. Number 01 C Number ot D. Number ul i1l1l1nals UpOIl
animals being ammals upon 
bred. which leaching,AllImals Covered 
condllioned. or research,By The Animal 
held 'or use In experimenlS, orWellare Regulallons 
leaching, lesllllg, leslS were 
experiments. conducled 
research, or mvolvlng no 
surgery bUI not pain. dislress. or 
yel used lor such use 01 pam­
purposes. relieving drugs. 

004. Doqs 

005. Cats 

006. GUinea PIgs 

007. Hamsters 

75608. Rabbits 

009. Non-human Primates 

0010. Sheep 

0011 PIUS 

0012. Ottler Farm Animals 

13. Other Animals 00 

*	 please see attc chment for exp lanat iOI 

I ASSURANCE STATEMENTS 

whIch experllllenls, 
leaching, research, 
surgery, or lesls were 
conducled IIlvolving 
accompallylng pain or 
dislress 10 Ihe allimals 
and 'or which appropriale 
aneslhellc, allalgesic, or 
Iranquilizing drugs were 
used 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

eXJ)ellmenrs, research, surgery or leSIS were 
conducled involvmg accompanymg pam or dtslress 
10 Ihe animals and lor whIch Ihe use 01 appropriale 
aneslhellc. analgeSIC, or Iranquthzlng drugs would 
have adversely allecled Ihe procedures, resulls, or 
mlerprelallon 01 Ihe leaching, research. 
expernnenlS, surgery, or leSIS. (An e~p/anation 01 
the procedures producing pam or distress in these 
al1lmals and the reasons such drugs were not used 
must be anached to thiS report) 

0 

0 

0 

0 

69* 

0 

0 

0 

0 

0 

F. 

TOTAL NO
 
OF ANIMAls
 

(Cois. C+ 
o + E) 

0 

0 ..~ 

0 

825 

0 

0 

0 

0 

0 

1)	 P,olesslo'lally acceplable slandards goverm"y Ihe c.lIe. Ireatmelll, dlllJ use 01 anllnals, mcludll,g approlldle lise 01 a"eslhelic, analgeSIC. and l,anqUlh.tllllJ d,ugs, prIor 10, durlll9. 
and 101l0wlll9 acluiJl research, leachmg. Icslrng. surgmy. 0' e)(pc'lIne"lallon were lollowed by Ihls rescdrch liJullly 

;!)	 Each pllnclpal mvesllgalm has conSidered allernallves 10 piJlnlul procedures 

J)	 ThIS laclhly 150 adloerrn9 10 Ihe slandiJlds alld reguldlllllls lIIuler the Acl, iJ"d II has required Ihal e)(Cepllo"s 10 Ihe sta"dards and regulallons be speLilled In,J e)(plallle<J by lhe 
p,mCllJal IIwesllgatu, a"d aplJroved by Ihe l"sl.llIllu"dl Am",al Gd,e and Usc Gommillee (IAGUG) A summary ot all such exceptions is allached 10 this annua' report. III 

addlllOn 10 Idenll'YlIIg Ihe IACUG-iJlJfllOVed e)(Cepllons, Ihls sUlllrnary includes a bile' explanalloll 01 the excepllun50, as well as Ihe 5opeC:les a"d number 01 'JllIllldls Jllecltld 

4)	 The al"'"dl"9 VelcllnJlla" lor IIl1s 'eseu,ch luuhly has apP'uprlate uulhurlly 10 ensure Ihe IJruvlSIOtl o'uoequdle velelltlu'y ca,e atlolu ove'see Ihe ad'''luacy ul other dSp.~Cls of 
dlll"'ul t:are atld lise 

c ..:n.TIJ<'ICATION BY IIEAI)(}UAltT..;S IU~SEAHCII FACILITY O)o'FICIAL 
<Chief 1'.:xecutive Officer or Legally Responsible Institutional Official) 

Il:mllty Ihal Ihe abuve IS Irllt!, c:ll11m:l. ullllClIlIlplele 0 usc S.:dIOIl 2143) 

SIGR2?0R~~ 
NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (1~ve or Prill/) 
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---- ----------- ---------  -------------- 

DATE SIGNED 
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November 4, 1999 

Elizabeth Goldentyer, DVM 
USDA, APHIS, REAC 
Eastern Regional Office 
920 Main Campus Drive 
Suite 200, Unit 3040 
Raleigh, NC 27606 

Dear Dr. Goldentyer: 

To address the issue of the category E animals in our annual report, I am providing a 
list of eight types of skin irritation studies and four types of eye irritation studies which 
were conducted at the Laboratory. All study protocols and SOP's were reviewed by the 
Laboratory's Institutional Animal Care and Use Committee (IACUC). 

Skin Irritation Studies 

1.	 Skin Corrosion Test - A skin corrosion study is conducted to determine an 
International Maritime Dangerous Code (IMDC) packaging class for chemicals. 

2.	 Skin Irritation Study in Rabbits - The purpose of this study is to supply safety 
assessment information and to enable companies to file for pre-manufacturing 
notifications (PMNs). 

3.	 Skin Irritation Study Under Potential Use Conditions - The purpose of this study is to 
supply safety assessment information and to enable companies to file for pre­
manufacturing notifications (PMNs). 

4.	 Skin Irritation Screen - The purpose of this study is to supply safety assessment 
information for Discovery con1pounds. 

5.	 Acute Dermal Irritation/Corrosion Study - This study is conducted for the registration 
of agricultural products with the Organization for Economic Cooperation and 
Development (OECD) and European Economic Community (EEC). The Acute 
Dermal Irritation/Corrosion Test is also conducted to aid in determining a Workplace 
Hazardous Material Identification System (WHMIS) rating for Canada and a 
Hazardous Material Identification System (HMIS) rating for the United States. 

E. I. du Pont de Nemours and Company	 @ Printed on Recycled Paper 
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6.	 Skin Toxicity Screen - This study is designed to determine the toxicity by dermal"--'" - ,. _. 
absorption of substances of similar chemical structure to substances previously shown 
to be toxic by the dermal route. This study is conducted for Discovery compounds. 

7.	 Skin Absorption Approximate Lethal Dose Study - This study is performed for safety 
assessment and to detennine a packaging clas£ror-the transportation of chemicals. 

~.:- . 

8.	 Acute Dermal Toxicity Study - This study is conducted for the registration of 
agricultural products with EPA FIFRA. 

Eye Irritation Studies 

1.	 Eye Irritation Study - The purpose of this study is to supply safety assessment 
information and to enable companies to file for pre-manufacturing notifications 
(PMNs). 

2.	 Primary Eye Irritation Study - This study is conducted for the registration of 
agricultural products with EPA FIFRA. 

3.	 Acute Eye Irritation/Corrosion Study - This study is conducted for the registration of 
agricultural products with the Organization for Economic Cooperation and 
Development (DECO) and European Economic Community (EEC). 

4.	 Eye Irritation Screen - The purpose of this study is to supply safety assessment 
information for Discovery compounds. ­

The IACUC approved the conduct of these studies without the use of anesthetics, 
analgesics or tranquilizing drugs because the use of such drugs could adversely influence 
the experimental compound's effect of the animal or alter the animal's reaction to the 
experimental compound, resulting in invalid interpretation of the clinical signs by the 
scientists. There is very little information in the scientific literature that directly 
addresses this issue. Two recent articles 1,2 have indicated that there are no specific 
topical ocular anesthetics that should be used in ocular irritancy testing. Ocular topical 
anesthetics may delay corneal healing, decrease lacrimation and increase the permeability 
of corneal epithelium. These documented adverse effects suggest that the use of these 
drugs in ocular irritancy tests may confound results. In addition, the disruption of natural 
ocular protective barriers might increase the toxicity of the test substances. 

The use of systemic analgesics has also been considered. The dearth of 
information in the scientific literature addressing potential effects of experimental 
compound permeability, and describing the physiologic, psychologic, and pharmacologic 
effects of these analgesics on the rabbit, makes their use inappropriate in our routine 
testing programs. 



SORooo\ 

DuPont actively supports research programs to develop scientifically acceptable 
refinements and alternative to animal testing. At present, there are no validated 
alternatives that would completely replace animal tests which are required by national 
and international laws and regulations. 

~-

Sinc~y, 
.~ NOV 1 5 1999 

/[Uj~ 
---------- -- --------- ----- 
-------------- -------------- --------- ------------ 

W~'Dv6~
----------- ----------- --------------- 
--------- -------------------- ------------ 

-------------------- 
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This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
, result ill an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-00A-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. 
~ FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE 57·R-0005 900 

OMS NO. 0579-0036 I 
2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA,

CONTINUATION SHEET FOR ANNUAL REPORT include Zip Code) 
UNIVERSITY OF GEORGIAOF RESEARCH FACILITY 
VP FOR RSCH, BOYD GRAD RSCH CTR RM 612 

(TYPE OR PRINT) ATHENS, GA 30602 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 

B. NumberofA. C. Numberof 
animals being animals upon 

Animals Covered bred, which teaching, 
conditioned, or By The Animal research, 

Welfare RegUlations held for use in experiments, or 
teaching, testing, tests were 
experiments, conducted 
research, or involving no 
surgery but not pain, distress, or 
yet used for such use of pain-
purposes. relieving drugs. 

74cows 

29goats 

29-banded armadillo 

74house mouse 

7short tail shrew 

351cotton rat 

24white footed mouse 

31deer 

ASSURANCE STATEMENTS 

D.	 Number of animals upon 
which experiments, 
teaching, research, 
surgery. or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

17 

39 

E.	 Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures. reSUlts. or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 
OF ANIMALS 

(Cols. C + 
D+ E) 

91 

68 

2 

74 

7 

351 

24 

31 

1)	 Professionally acceptable standards governing the care, treatment, and use of animals, induding appropriate use of anesthetic, analgesic, and tranqUilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery. or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

---- ------------ ------- ---- ------------ -------- ---- ---- ------------- ----- ------------- ----------- 11/22/2004 

APHIS FORM 7023A (Replaces VS FORM 18·23 (Oct 88), which's obsolete PART1-HEADQUARTERS 
(AUG 91) 



APHIS Form 7023 Additional Reported Sites 

The following additional sites have been reported by the facility. The reported sites have not been veri'fied by APHIS and 
have been provided by the facility solely for completeness of the APHIS Form 7023 Annual Reporting submission. 

Registration Number:	 57-R-0005 
Customer Number:	 900 
Facility:	 UNIVERSITY OF GEORGIA 

VP FOR RSCH, BOYD GRAD RSCH CrR RM 612 
ATHENS, GA 30602 

College of Pharmacy, Main Campus 
University of Georgia 
Athens, GA 30602 
Life Sciences Building, Franklin College of Arts and Sciences, Main Campus 
University of Georgia 
Athens, GA 30602 
College of Veterinary Medicine, Main Campus 
College of Veterinary Medicine, Riverbend and Oconee County Farms 
University of Georgia 
Athehs, GA 30602 
Savannah River Ecology Laboratories 
Aiken, South Carolina 



DEC a1200\
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The University ofGeorgia 

Office of the Vice President for Research 
Phone: (706) 542-5933 Animal Care and Use Program Fax: (706) 542-5638 

IACUC-Approved Exceptions to the Regulations 
57-R-005 

At the September 16, 2004 IACUC meeting, an exception to the regulations was 
reviewed and approved. Dr. Sc--- --- -------- -- bmitted the exception as a modification of 
a previously approved protocol, ----------- ------- Dr. Brown requested an exception to 
cage sanitation practices in his research using cats. The cats have implanted telemetry 
devices and their home cages have receivers and associated wiring for the telemetry 
devices fixed to them. It is very difficult to remove and then reinstall these fixed 
elements for mechanized sanitation of the cages. It was proposed that the floor panels, 
litter boxes, hammocks, and divider panels, all surfaces that the cats have substantial 
contact with, be sanitized on the usual schedule of every two weeks. Only the stainless 
steel frame with attached woven wire panels would not be sanitized on this schedule and 
would be washed at the conclusion of the study, a period of96 days total. 

608 Boyd Graduate Studies Research Center
 
Athens, Georgia 30602-7411
 

An Equal Opportunity/ Mfirmative Action Institution
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This reporl IS required by law (7 uSC 2143). Failure 10 re~1 OlccordlOg 10 .he regulallollS can See reverS4! side lor Inleragency Repotl Collirol No 
result In an order 10 ceoase and des,st and 10 be subleel 10 pellallies as provided 'or III Sechon 2150- addllional inlOl'mallon. Ol80·00A-AN 

UNITED STATES OEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 
50-R-00 10 I FOAM APPROVED 

OMS NO. 0579-0036 

Z.HEADOUARTERS RESEARCH FACH.ITY (Name and Adcifess. as registered wdlt USDA, 
Include Zip Code) 

DuPont Pharmaceuticals Research Labs 
P.O. Box 80400. E400/2710 
Wilmington, DE 19880 
(302) 695-1190 

1
3. REPORTING FACIUTY eli"l all Iocalions where animal!> were housed or used In aclual re~iU'(;h. lesling. leaching. Of experimentation, or held 101' these purposn: Allach 41ddilionat 

sheela i. lleCessaty.) 101l/00 _9130/01 

FACILITY LOCATIONS (Sl/es) 

Experimental Station - Bldg. 400, Wilmington, DE
 

Stine-Haskell Laboratories - Bldg. S320, Newark, DE
 11-23-2001 RCVD 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach a,li,m,oll,.1 sh..e/s if necessa'" or us. APHIS FORM 702JAJ 

A-

Animolls Covered 
By The Animal 

Well.,. Regulations 

B. Number of 
animals being 
bred. 
condilioned, Of 
held IOf use in 
leaching, lesling, 
experimenls. 
research. or 
surgery bul not 
yel used lex such 
purposes. 

C Number 01 
;animals upon 
which leoaching. 
reseoa'ch. 
experimenlS. or 
leslS were 
condUCled 
involVing no 
pain, dislress. 01' 

1158 of pain· 
relieving drugs. 

D. Number 01 ,munals upon 
which expetiments. 
teaching. rl!ltearch, 
surgery. Of lesls were 
condUCled IllvolVing 
accompanying pain Of 

dislress 10 Ihe animals 
and IOf which appropriale 
aneslhelic, analgeS'C, or 
Iranquilizing dru9.S were 
used. 

e. Number of animals upon which teaching. 
eJqJenments. research. surgery Of teslS were 
condUCled inVolving ac:compoJnylRg pain ex di"tress 
10 Ihe animals and 101' which Ihe use ot appropriate 
aneslhelic, analgesic, Of tranquilizing drugs would 
have adversely altseled lhe procedures, results, or 
interpretation 01 Ihe leaching. research, 
experimenls. surgery, or 185/5. (An explanation 01 
Itt. proc9(Jures 1Xoduc;ing pain or distress in Ihese 
animals and the reasons such drugs _e not used 
must N anachecJ to tIIis report). 

4. Dogs 99 545 944 16 

5. Cats 
0 0 0 0 

6. GuineaPios 8 1 54 0 

7. Hamsters O. 124 1061 0 

8. Rabbits 88 31 1366 0 

0 31 0 0 
9. Non·human Primates 

10. Sheeo 0 0 0 0 

11 Pias 0 0 0 0 

12. Other Farm Animals· 
0 0 0 0 

13. Other Animals 0 0 0 0 

F. 

TOTAL NO_ 
Of' ANIMALs 

(Cola. C + 
D +·E) 

1505 

0 

55 

1185 

1397 

-'1 
.­

0 

0 

0 

0 

I ASSURANCE STATEMENTS 

1).	 Pro'essionally acceptoable stilfldards governing lhe COtr•• trealmenl, and use 01 ammals, ilK:ludlRg approriale use 01 aneslhelic. analgesic, and tranquili~ngdrugs. prior 10, durtng. 
aM lotlowing actual research, leaching, t85ling. surgery, or experimental ion were lollowed by Ihis research lacility. 

2). Each principallnvestiQalOl' !was considered allernalives 10 palRlul procedures. 

3).	 This lacilily is adhering to lhe standards and rcgulalions under lhe ACI, and it has required thai exceplions 101M slandards and regula lions be specilied and exploained by the 
principal investigalor and appt'oved by lhe Inslilulio,,~ Animal Care and Use Commillee (IACUq A summary o. all such e_ceptlons I. attached 10 this annual report. In 
addition 10 idenlifying Ihe IACUC·approved exceplions. Ihis summary includes a briel explanation 0' Ihe excepliom•• as well as Ihe species and number o' animals alleeled. 

4 ••	 The a"ending veterinarian lor this research 'acllity has appropriale authority to ensure Ihe plOViSCOfl 01 adequale velerinary ca,e and to oversee the adeqU4lCY 01 olher aspects 01 
anim~ care and use. 

CERTIFICATION BY JlEADQUARTJo.:S RESJc~ARCH FACILITY OI"Jo'ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I ce,lily Ihal Ihe above is true, correcl, alld complete (7 U.S.C Seclion ZI43). 

$IGNATURE OF C-e.o. OR INSTITUTIONAL OFFICIAL DATE SIGNEDNAME & TITLE OF c.e.O. OR INSTITUTIONAL OFFICIAL (Type 01 Punt) 

.~ -- ------ --- ------------- ------ \Je-J ~L{ I -- 
--- - - -- -- ----- - - - ----- --- --- -  - - --- - --- ZCO-t 

APHIS FORM 7023 IReplacas VS FORM 18-23 (OCT lil:l), wh~h IS ubsollitej 

(AUG 91)	 PART 1 • HEADQUARTERS 



ADDENDUwl TO ANNUAL REPORT OF DUPONT PHARlVIACEUTICALS COl\IPANY 
RESEARCH FACILITY (SO-R-0010) FOR PERIOD ENDING 9/30/01 

Explanation of Category E Animals
 
Safety Assessment:
 

All dogs reported were used in IACUC approved safety assessment studies to determine potential 
toxicity and toxicokinetic effects of novel compounds to be used for human treatment. There were five 
studies that resulted in 10 animals showing various clinical signs that resulted in a category E classification. 

In one study 1 dog was administered a novel compound (high-dose range) orally. On day 20 of a 
35 day study, the dog was inappetent, had a hunched posture, decreased skin turgor and pale mucous 
membrane color. It was provided supportive veterinary care in the form of oral and subcutaneous fluid 
administration and dietary supplementation. Its condition improved and it remained on study. 

Another study involved four dogs that were orally dosed twice daily (one mid-dose range and 
three high-dose range). On day 4 of dosing in a 6 month study, one dog (mid-dose) exhibited convulsions 
approximately one hour post dosing. The animal recovered within five minutes and was alert and 
responsive. It fully recovered without any additional episodes and continued on study. On day 9 of the 
same study, three dogs exhibited tonic-clonic clusters of convulsions approximately 1.5 hours after the 
second daily dose, and this continued at least 3-4 hours post dosing. The convulsions became less severe 
during this observation period. They also exhibited emesis, hypersali vation, and tremors/muscle 
fasciculations at rest. These three dogs were euthanatized the morning of day 10 for humane reasons. 

On day 7 ofa two week study, 2 dogs that were orally dosed once daily (high dose range) 
exhibited emesis after dosing. Since dose day 1, they had also exhibited mild ataxia. forelimb and hindlimb 
propriceptive deficits, and tremors from which they usually recovered within a few hours post dosing. 
However, by day 7 the signs were longer in duration, and they each had lost about 10-15% body weight. 
They were inappetent, dehydrated, and had diarrhea. One dog also exhibited dyspnea, and it was 
euthananized immediately. The second dog (less severely affected) was euthanatized on day 10 when its 
condition didn't improve. 

Another project involving a sheep red blood cell (SRBC) immunization protocol resulted in 3 dogs 
exhibiting an anaphylactic response. On day 10 of a 45 day study, two dogs exhibited emesis, had pale 
mucous membranes with a delayed capillary refill time, and were prostrate within minutes of being dosed 
intravenously with SRBC. Both dogs fully recovered within 45 minutes of the acute reaction, and 
remained on study without any further problems. One other dog was used in a 28 day study using a similar 
protocol. It became prostrate, hypothermic and dyspneic on day 12 immediately after intravenous dosing, 
and died acutely. 

In all cases, the use of anesthetics, analgesics or tranquilizers was precluded due to the possibility 
. of interaction with the test compound, thus invalidating the studies. The amount of pain and distress, if any, 
could not be determined. 

All safety assessment studies were conducted to fulfill approval of drug entities for use in humans 
required by the Food and Drug Administration, Department of Health and Human Services, Federal 
Register. Title 2, CFR Part 58,Volume 60, No.40, pp. 11264-11268; March 1, 1995. 

Drug l\Ietabolism / Pharmacokinetics: 

In one study. two dogs used in an IACUC approved pharmacokinetic study to determine the 
metabolic properties of a novel compound were administered (oral) a single high-dose concentration. 
Within 15 minutes of dosing, the animals exhibited emesis. Approximately 20 minutes post dosing, one 
dog exhibited tonic-clonic seizures that culminated into status epilecticus. The dog was euthanatized within 



40 minutes of dosing. The second dog became ataxic and started exhibiting "tics" at 40 minutes post 
dosing. It was immediately euthanatized. 

In both cases, the use of anesthetics. analgesics or tranquilizers was precluded due to the 
possibility of interaction with the test compound, thus invalidating the studies. The amount and degree of 
pain and distress, if any, could not be determined. 

All Drug Metabolisml Pharmacokinetic studies were conducted to fulfill approval of drug entities for use in 
humans required by the Food and Drug Administration, Department of Health and Human Services, Title 
21, CFR 312. 

Experimental Station 

A total of four dogs used in IACUC approved discovery studies were classified as Cateogry E 
based on clinical presentations while being used for various projects. On two separate occasions involving 
a preclinical pharmacology study, a dog experienced acute adverse reactions after dosing. One dog died 
within minutes of being administered a test compound by oral gavage. During another study, a dog· 
collapsed within a few minutes after being administered a test compound by oral gavage. It was prostrate, 
non-responsive to stimuli, exhibited shallow respiration, dilated pupils, and had a weak pulse. It was 
intubated and administered oxygen~ however, within minutes of initiating resuscitation, the dog died. In 
each case there was evidence of compound aspiration. 

One dog in a preclinical pharmacodynamics study with an antithrombotic agent experienced 
emesis at one hour post oral dosing. Emesis continued intermittently and became red tinged. Five hours 
post-dosing, the dog appeared normal, but did not eat. The following day, it was quiet, inappetent, and had 
emesis and feces that were red tinged. Examination by a veterinarian determined that the use of analgesics, 
anesthetics, or tranquilizers was contraindicated. With little clinical improvement 48 hours after the initial 
signs, the dog was euthanatized. 

One dog used in a project involving a sheep red blood cell (SRBC) immunization protocol 
exhibited an acute anaphylactic response. It exhibited several bouts of emesis within five minutes of dosing 
and continued several times during a 20 minute period. The dog fully recovered within 45 minutes of the 
acute reaction, and remained on study without any further problems. 

In each case, the amount of pain and/or distress could not be determined. The use of anesthetics, 
analgesics or tranquilizers was precluded due to the possibility of interaction with the test compound, thus 
invalidating the studies. 



Addendum II Summary of IACUC Approved Exceptions to USDA Regulations 

Stine Haskell Research Center (Drug MetabolismlPharmacokinetics): 

Dogs used in IACUC approved pharmacokinetic studies were administered radiolabelled (14C or 
3H) test compounds to determine routes of excretion. Seven (7) dogs were exempt from exercise until the 
level of radioactivity in urine and feces reached acceptable background readings, in order to allow accurate 
recordings of compound disposition and not to contaminate the environment. The length of time animals 
were exempt from exercise ranged from 24 hours to 14 days. Two of the seven dogs were used twice on 
studies which required exemption of up to 3 days. 

Experimental Station 

A group of five squirrel monkeys were singly housed for nine months during the reporting year in 
order that feed intake could be measured for individual animals. Environmental enrichment and varied food 
items were provided. The animals were housed in caging that provided 43% more space than required. 
Visual, olfactory and auditory contact with conspecifics was not interrupted. 

The cage changing interval was extended one or a maximum of two days for hamsters involved in 
a feeding study in order to avoid having cage changing occur just prior to a critical part of the study such as 
obtaining blood for clinical chemistry values where the disturbance of cage changing could have an adverse 
effect on the parameter(s) being studied. 



e Thi~ report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control N-- o/ 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-ANIUNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 
57·R-0012 

CUSTOMER NO. 
907 FORM APPROVED 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

GEORGIA STATE UNIVERSITY 
33 GILMER ST UNIT 3 
ATLANTA, GA 30303 

1
3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 

sheets if necessary.) 

FACILITY LOCATIONS(sites) 

ANIMAL CARE & LANGUAGE RESEARCH CENTER 
ATLANTA, GA 30303 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets ifnecessary or use APHIS FORM 7023A) 

A. B. Number of C. Numberof D. Number of animals upon E. Number of animals upon which teaching, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO. 
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cols.C + 
experiments, conducted distress to the animals interpretation of the teaching, research, D+E) 
research, or involving no and for which appropriate experiments. surgery, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic. analgesic. or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 665 1396 3097 4493 

8. Rabbits 7 145 152 

9. Non-Human Primates 18 18 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

Grass rat 31 227 258 

Ferrets 6 3 65 68 

Octodon Degus 2 3 5 

ASSURANCE STATEMENTS 
...

1) Professionally acceptable standards goverOing the care. treatment. and use of aOimals, Including appropnate use of anesthellc, analgesIc, and tranqUIlizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painfUl procedures. 

3)	 This facility is adhering to the standards and regUlations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUe). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CER1"IFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

-------- ---------- -------- 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

-------------------- ---- -------------- ------- 

DATE SIGNED 

10/28/2004 

APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which is obsolete PART1·HEADQUARTERS 
(AUG 91) 



Georgia State University Institutional Animal Care and Use Committee (IACUC) 

EXCEPTIONS TO USDA REGULATIONS 

3.28(b)(3)(i)
 
"The interior height of any primary enclosure used to confine hamsters shall be at least 6 inches."
 

We sometimes house dwarf hamsters in 5 inch cages because it is documented that 6 inch cages
 
are detrimental to their growth [Gilman WC, et al. "Effect of the New USDA Cage Height Standard
 
on Body Weights of Weanling and Djungarian Dwarf Hamsters (Phodopus sungous).
 
Contemporary Topics in LabAn Sci, 32(1):17-19,1993.]
 

Number of animals effected: 2153 dwarf hamsters (note: 484 were never in research) 

3.28(b)(3)(ii) 
"A nursing female hamster, together with her litter, shall be housed in a primary enclosure which 
contains no other hamsters..." 

All of our breeding female dwarf hamsters with litters are housed with the adult male sire because 
our experience is that, unlike common golden hamsters, the Siberian dwarf hamster male is not 
injured by the female and he participates in the rearing of the young such that pup survival is 
higher when the sire is present. 

Number of animals effected: 131 breeding pairs (131 males and 131 females) 

3.31(a)(1) 

"[Hamster] enclosures shall be sanitized at least once every 2 weeks ..." 

We sometimes do not change hamster cages for up to a maximum 4 weeks due to the 
experimental needs of IACUC-approved research involving territorial aggression and circadian 
rhythms. 

Number of animals effected: 1,347 hamsters 

Policy #12 
"When a database search is the primary means of meeting [the requirements to search for 
alternatives], the narrative must, at a minimum, include ... the period covered by the search." 

If an entire database is searched, it may not be possible to determine the period covered by the 
search. For example, The National Library of Medicine's "PubMed" database goes back to 1996 
for some major journals, but coverage of other journals begins in various different years (not 
necessarily starting with the earliest year that the journal was published). Therefore, instead of 
reporting the period covered by the search, we require a statement that the entire database was 
searched without limitations on a particular date. 

Guide. p. 18 

"Zoonosis surveillance should be a part of an occupational health program." 

Because rabbits and some rodents are purchased from vendors who guarantee them free from 
known zoonotic agents, zoonosis surveillance is not done routinely. The wild derived rodent 
colonies ay GSU have repeatedly tested negative for zoonotic agents. Ferrets are vaccinated 
against rabies by the vendor. Ferrets born in house are not vaccinated for rabies due to 
exclusion of potential transmitters of this disease from the facilities. 

10/29/2004Confidential Page 1 



Georgia State University Institutional Animal, Care and Use Committee (IACUC) 

Guide. p. 40 
"watering devices, such as drinking tubes ... should be checked d~i1y to ensure their proper 
maintenance, cleanliness, and operation." ! 

Even if we had the personnel to shake very water bottle every day: of the year, this would 
probably not be good use of their time. Instead, our SOP for daily Iroom checks includes the 
following statement: ' 

Visually check the health and condition of leach animal. 
Compare the water level in the bottles and elimination 
and consumption in each cage relative to the others. 
If any animal appears to be eating, drinking, or eliminating 
less than the others, check the function of Ithe water bottle. 

Guide. p. 75 
"Temperature is best regulated by having thermostatic control for ~:ach room. Use of zonal 
control for multiple rooms can result in temperature variations bet'A1een the 'master-control' animal 
room and the other rooms in the zone, because of differences in a~imal densities within the 
rooms and heat gain or loss in ventilation ducts and other surfaces:lwithin the zone." 

i 

The Kell second ·noor facility has zonal temperature controls, but th~ 'master-controls' are in the 
outdoors (where animals are not housed), so that the number of animals in the 'master-control 
room' doesn't effect the other rooms. Since the facility was openeq, temperatures have been 
controlled within the required 5% fluctuation. ' 

Reviewed and approved by the GSU Institutional Animal Care and us~ Committee (IACUC) on 
03/26/04. I 

Confidential Page 2 10/29/2004 
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This r€'port is required by law (7 USC 2143). Failure to report according to the regulations can 
resultin,a~qrder to cease and desist and to be subject to penalties as provided for in Section 211 

, 
UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
( TYPE OR PRINT) 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

~ 
See attached form for Interagency Report Control No.: 
additional information. 

1.	 CERTIFICATE NUMBER: FORM APPROVED 57-R-0117 
OMB NO. 0579-0036 

CUSTOMER NUMBER: 1709 

                                    
1130 Crosstown Court NOy 2 
Peachtree City, GA 30269 6200# 
Telephone: (770) -486-0077 

FACILITY LOCATIONS (Sites) - See Atached listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessarY or use APHIS Form 7023A ) 

A. B. Number of animal C. 
being bred, 
conditioned, or 

Animals Covered held for use in 
By The Animal teaching, lesting, 

Welfare RegUlations experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

4. Dogs () 
5. Cats { 
6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pigs C1>uVL\ hL'. ./
12. Other Farm Animals 

13. Other Animals 

'Y 

ASSURANCE STATEMENTS 

Number of D. Number of animals upon 
animals upon which experiments, 
which teaching, teaching, research, 
research, surgery, or tests were 
experiments, or conducted involving 
tests were accompanying pain or 
conducted distress to the animals an 
involving no pain, for which appropriate 
distress, or use o' anesthetic, analgesic, or 
pain-relieving tranquilizing drugs were 
drugs. used. 

1)
0 

\ l 

\ 
\ -.v 

3 
0 

0 

V 

E.	 Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanation of the procedures 
producing pain or distress in these animals and the rease 
such drugs were not used must be attached to this repon 

C 

\ V 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

~ 

~~ 

3> 
h 

0 

1}	 Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic. analgesic, and tranquilizing drugs, prior to, during, and following actual reSE 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painfUl procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official ) 

DATE SIGNEDNAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print)------------------ ----- -------- ----- ----------------------- -------------- 

--- - -- --- ----- --- ----------- 

-
This report is required by law (7 USC 2143). Failure to report according to the regulations can See attached form for Interagency Report Control No.:
result in,a~grder to cease and desist and to be subject to penalties as provided for in Section 21! additional information.

,
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 57-R-0117 FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 1709

                               

NOVANNUAL REPORT OF RESEARCH FACILITY 1130 Crosstown Court
( TYPE OR PRINT) Peachtree City, GA 30269 2 6200#

Telephone: (770) -486-0077

3. REPORTING FACILITY (Lisl alilacations where animals were housed or used in actual research, testing, or experimentation, or held for these purposeS. Attach additional sheets if necessary)

FACILITY LOCATIONS (Sites) - See Alached listing

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY I Attach additional sheets If necessarY or use APHIS Form 7023A \

A. B. Number of animal C. Number of D. Number of animals upon E. Number of animals upon which teaching, experiments, F.
being bred, animals upon which experiments, research, surgery or tests were conducted involving
conditioned, or which teaching, teaching, research, accompanying pain or distress to the animels and for wh

TOTAL NUMBERAnimals Covered held for use in research, surgery, or tests were the use of appropriate anesthetic, analgesic, or tranquili2
By The Animal teaching. lesting, experiments, or conducted Involving drugs would have adversely affected the procedures, res

OF ANIMALS

Welfare Regulations experimenls, tests were accompanying pain or or Interpretatlon of the teaching, research, experiments,
research, or conducted distress to the animals an surgery, or tests. (An explanation of the procedures ( COLUMNS
surgery but not ye involVing no pain, for which appropriate producing pain or distress In these animals and the rease C+D+E)
used for such distress, or use 0 anesthetic, analgesic, or such drugs were not used must be attached to this report
purposes. pain-relieving tranquilizing drugs were

drugs. used. e> ~

4, Dogs () 0 .0

5. Cats ( \ )

6. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-human Primates

10. Sheep ..v "'""'"11. Pigs ClhhfL\ h£..\ 3 ~

12. Other Farm Animals -'
(:!) b

13. Other Animals 0 0

~/ \.V

'.:

ASSURANCE STATEMENTS I
1) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate USe of anestetic, analgesic, and tranqUilizing drugs, prior to, during, and following actual resE

teaching, testing, surgery, or experimentation were followed by this research facility.

2} Each principal investigator has considered alternatives to painfUl procedures.

3} This facility is adhering to the standards and regulations under the Ad. and it has required that exceptions to the standards end regulations be specified and explained by the principal investigator and ap
Institutional Animal Care and Use Committee (IACUC). A summary of aU such exceptions is attached to this annual report. In addition to identifying Ihe IACUC-epproved exceptions, this summary in'
brief explanation of the exceptions, as well as the species and number of animals affected.

4} The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal cere and use.

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

( Chief Executive Officer or Legally Responsible Institutional Official)

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL INAME & TI rLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print ) DATE SIGNED

It-J.'1- '"
APHIS FOR 7023

(AUG91 )
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This r€'port is required by law (7 USC 2143). Failure to report according to the regulations can 
resultin,a~qrder to cease and desist and to be subject to penalties as provided for in Section 211 

, 
UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
( TYPE OR PRINT) 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

~ 
See attached form for Interagency Report Control No.: 
additional information. 

1.	 CERTIFICATE NUMBER: FORM APPROVED 57-R-0117 
OMB NO. 0579-0036 

CUSTOMER NUMBER: 1709 

                                    
1130 Crosstown Court NOy 2 
Peachtree City, GA 30269 6200# 
Telephone: (770) -486-0077 

FACILITY LOCATIONS (Sites) - See Atached listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessarY or use APHIS Form 7023A ) 

A. B. Number of animal C. 
being bred, 
conditioned, or 

Animals Covered held for use in 
By The Animal teaching, lesting, 

Welfare RegUlations experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

4. Dogs () 
5. Cats { 
6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pigs C1>uVL\ hL'. ./
12. Other Farm Animals 

13. Other Animals 

'Y 

ASSURANCE STATEMENTS 

Number of D. Number of animals upon 
animals upon which experiments, 
which teaching, teaching, research, 
research, surgery, or tests were 
experiments, or conducted involving 
tests were accompanying pain or 
conducted distress to the animals an 
involving no pain, for which appropriate 
distress, or use o' anesthetic, analgesic, or 
pain-relieving tranquilizing drugs were 
drugs. used. 

1)
0 

\ l 

\ 
\ -.v 

3 
0 

0 

V 

E.	 Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanation of the procedures 
producing pain or distress in these animals and the rease 
such drugs were not used must be attached to this repon 

C 

\ V 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

~ 

~~ 

3> 
h 

0 

1}	 Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic. analgesic, and tranquilizing drugs, prior to, during, and following actual reSE 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painfUl procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official ) 

DATE SIGNEDNAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print)------------------ ----- -------- ----- ----------------------- -------------- 

--- - -- --- ----- --- ----------- 

-
This report is required by law (7 USC 2143). Failure to report according to the regulations can See attached form for Interagency Report Control No.:
result in,a~grder to cease and desist and to be subject to penalties as provided for in Section 21! additional information.

,
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 57-R-0117 FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 1709

                               

NOVANNUAL REPORT OF RESEARCH FACILITY 1130 Crosstown Court
( TYPE OR PRINT) Peachtree City, GA 30269 2 6200#

Telephone: (770) -486-0077

3. REPORTING FACILITY (Lisl alilacations where animals were housed or used in actual research, testing, or experimentation, or held for these purposeS. Attach additional sheets if necessary)

FACILITY LOCATIONS (Sites) - See Alached listing

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY I Attach additional sheets If necessarY or use APHIS Form 7023A \

A. B. Number of animal C. Number of D. Number of animals upon E. Number of animals upon which teaching, experiments, F.
being bred, animals upon which experiments, research, surgery or tests were conducted involving
conditioned, or which teaching, teaching, research, accompanying pain or distress to the animels and for wh

TOTAL NUMBERAnimals Covered held for use in research, surgery, or tests were the use of appropriate anesthetic, analgesic, or tranquili2
By The Animal teaching. lesting, experiments, or conducted Involving drugs would have adversely affected the procedures, res

OF ANIMALS

Welfare Regulations experimenls, tests were accompanying pain or or Interpretatlon of the teaching, research, experiments,
research, or conducted distress to the animals an surgery, or tests. (An explanation of the procedures ( COLUMNS
surgery but not ye involVing no pain, for which appropriate producing pain or distress In these animals and the rease C+D+E)
used for such distress, or use 0 anesthetic, analgesic, or such drugs were not used must be attached to this report
purposes. pain-relieving tranquilizing drugs were

drugs. used. e> ~

4, Dogs () 0 .0

5. Cats ( \ )

6. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-human Primates

10. Sheep ..v "'""'"11. Pigs ClhhfL\ h£..\ 3 ~

12. Other Farm Animals -'
(:!) b

13. Other Animals 0 0

~/ \.V

'.:

ASSURANCE STATEMENTS I
1) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate USe of anestetic, analgesic, and tranqUilizing drugs, prior to, during, and following actual resE

teaching, testing, surgery, or experimentation were followed by this research facility.

2} Each principal investigator has considered alternatives to painfUl procedures.

3} This facility is adhering to the standards and regulations under the Ad. and it has required that exceptions to the standards end regulations be specified and explained by the principal investigator and ap
Institutional Animal Care and Use Committee (IACUC). A summary of aU such exceptions is attached to this annual report. In addition to identifying Ihe IACUC-epproved exceptions, this summary in'
brief explanation of the exceptions, as well as the species and number of animals affected.

4} The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal cere and use.

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

( Chief Executive Officer or Legally Responsible Institutional Official)

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL INAME & TI rLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print ) DATE SIGNED

It-J.'1- '"
APHIS FOR 7023

(AUG91 )



(	 (
IAcue 2004-01 '	 August 7,2004 

Institutional Animal Care and Use Committee
 

Protocol for Animal Usage
 

IACUC number: 2004-01	 Date laboratory is requested: August 7, 2004 

1.	 Animal Species requested: Pigs (porcine) 

2.	 Number of Animals requested: Three (3) 

3.	 Give rational for involving animal and the appropriateness of -the species and 
numbers of animals used: 

There is no exact substitute for animals during the surgical procedure. Tissue 
handling, texture and blood supply make it most suited for mimicking human 
tissue. Pigs have urogenital and digestive tract that is similar to humans with some 
exceptions. Dogs might provide better anatomical models, however,. There is not 
enough improvements to warrant their use. Pigs are often used as models for 
human surgical procedures and are sufficient for that purpose. It is necessary to 
utilize new technique and instrumentation in animal models occasionally to 
reduce errors during surgery involving humans where unfamiliar instrumentation 
might result in adverse outcome. 

Three animals are being used for a total of 12 gynecologic surgeons and residents. 
Therefore, 4 surgeons will be utilizing each animal. This is a high ratio of 
surgeons to animal but will still allow each surgeon top complete the protocol. 

4.	 Provide a description of the proposed use of the animals. 

The animals will have Endoscopic trocars placed in the abdomen. Insufflation of 
the abdominal with 12-15 mmHG carbon dioxide will facilitate viewing of the 
abdominal contents utilizing rigid endoscopy. The stapling instruments will be 
used in the abdomen. Several techniques will be demonstrated and performed. 
The procedures will be taught and facilitated by surgeons with known expertise in 
their field. Additional assistance will be provided by Eticon Endosurgical surgical 
representative who have had explicit training in the use of the products in 
question. A novel device, called the LaprAssist® may be used to allow the 
surgeon's hand to be inserted into the abdomen. Either on both kidneys may be 
removed using minimally invasive surgery. Other abdominal procedures may be 
performed with minimally invasive surgery also, including cholecystectomy, 
urinary cystectomy, colectomy or other appropriate procedures that may 



(	 ('
IACUC 2004-01 '	 August 7, 2004 

demonstrate the indications and limitations of this device. Some surgeons may be 
trained, depending on their expertise, performing minimally invasive surgery. The 
patients abdomen may be opened to perform open surgical techniques also. A 
Harmonic Scalpel™ will be used to coagulate and transected to aid in surgeon 
understanding of the limits of this modality. Likewise, tissues will be divided 
using the modality to enhance surgeon's understanding of its use. 

5.	 Describe procedures designed to assure that discomfort and pain to the 
animals will be limited to that which is unavoidable for the conduct of the 
scientifically valuable research, including provision for the use of analgesic, 
anesthetic and tranquilizing drugs where indicated and appropriate to 
minimize discomfort and pain to 'the animal. 

The animals will arrive at the facility by truck or trailer approxiInately an hour 
prior to anesthesia. They will remain in the transport device until they can be 
injected with an anesthetic agent. The anesthetic agent will cause 
unconsciousness. At that time, they will be transported into the facility and 
intubated to provide inhaled anesthetic gases (lsoflurane and Oxygen). They will 
be maintained at a surgical place of anesthesia throughout the procedures. 
Assisted ventilation will be provided manually or with a mechanical ventilator. 
Each animal will be monitored by a technician or veterinarian to assure the animal 
is maintained at a surgical plane of anesthesia Paralytic agents will not be used 
under any circumstances. A veterinarian will be supervising the procedure from 
beginning to end to assure compliance. Each animal will be euthanized at the 
termination of the surgical procedures and not be allowed to recover 
consciousness prior to euthanasia. 

6.	 Describe the euthanasia method used. 

An intravenous injection of a concentrated barbiturate solution that is produced 
commercially for euthanasia will be used. Presently this solution brand name is 
BeuthnasiaTM. 

I approve this protocol 

~~._7_ 

~~ 



I 
------ 

Thi.s report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No ... 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN ' 

1. REGISTRATION NO. CUSTOMER NO. I58-R-Q041 909 FORM APPROVED 
OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

MOTE MARINE LABORATORY 
1600 KEN THOMPSON PKWY. 
SARASOTA, FL 34236 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS(sites) 

MOTE MARINE LABORATORY 
SARASOTA. FL 34236 

MOTE MARINE LABORATORY 
SARASOTA. FL 34236 

F. 

TOTAL NO. 
OF ANIMALS 

(COls.C + 
D +E) 

2 

15 

1) Professionally acceptable standards governing the care. treatment. and use of animals. including appropriate use of anesthetic, analgesic. and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IAGUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions. this summary includes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

--------- ----------------- --------- ------------- --------- ----------------- --------- ------------- 11/11/2004 

APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which is obsolete PART1-HEADQUARTERS 

UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

B. NumberofA. C. Numberof D. Number of animals upon E. Number of animals upon which teaching. 
animals being animals upon which experiments. experiments, research, surgery or tests were 
bred,Animals Covered which teaching, teaching, research. conducted involving accompanying pain or distress 
conditioned, or By The Animal research, surgery, or tests were to the animals and for which the use of appropriate 
held for use in Welfare Regulations experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or 
experiments, conducted distress to the animals interpretation of the teaching, research, 
research, or involving no and for which appropriate experiments. surgery. or tests. (An explanation of 
surgery but not pain, distress. or anesthetic. analgesic. or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

2Manatees 

15Dolphins and whales 

ASSURANCE STATEMENTS 

(AUG 91) 
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-
T,l;,is report Is required by law (7 USC 2143). Failure to report according to the regulations can NOV 0 0 lUU' See attached form for Interagency Report Control No.: 
result in an order to cease and desist and to be subject to penalties as provided for in Section 21! additional information. 

UNITED STATES DEPARTMENT OF AGRICULTURE FORM APPROVED1.	 CER"r1FICATE NUMBER: 64-R-0004 
OMB NO. 0579-0036ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

CUSTOMER NUMBER: 832 

University Of Alabama @ Birmingham 
Vh B10
 

( TYPE OR PRINT)
 
ANNUAL REPORT OF RESEARCH FACILITY 

1530 3rd Ave South 
Birmingham, AL 35294 

Telephone: (205) -934-3553 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets If necessary ) 

FACILITY LOCATIONS (Sites) " See Atached Listing
 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessary or use APHIS Form 7023A )
 

A. 

Animals Covered 
By The Animal 

Welfare RegUlations 

B. Number of 
animals being 
bred, conditioned, 
or held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments. or 
tests were 
conducted 
involving no pain, 
distress, or use 01 
pain-rellevlng 
drugs. 

D. NUmber of animals upon 
which experiments, 
teaching, research. 
surgery. or tests were 
conducted Involving 
accompanying pain or 
distress to the animals an 
for which appi'opriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used• 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted Involving 
accompanying pain or distress to the animals and forwh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, 
results, or interpretation of the teaching, research, 
experiments. surgery, or tests. (An explanation of the 
procedures prodUcing pain or distress in these animals a 
the reasons such drugs were not used ITUst be attached 
this report ). 

F. 

TOTAL NUMBER 
OF ANIMALS 

(COLUMNS 
C+D+E) 

... Dogs 3 0 34 0 34 
5. Cats 0 0 0 0 0 
6. Guinea Pigs 84 40 308 0 348 
7. Hamsters 0 0 10 0 10 
e. Rabbits 52 503 402 a 905 
9. Non-human Primates 34 15 148 0 163 
10. Sheep 0 0 10 0 10 
11. Pigs 0 0 401 0 401 
12. Other Farm Animata 

13.~r Animalsotton rats 25 llLL () n 11lL 
Tree Shrews 68 65 59 0 124 

Lemmings '\1 1 '\ () n i '\ 

Ferrets 0 n lh (l 1f­

I ASSURANCE STATEMENTS I 
..

1)	 Proreaaionally eccepIabIe standards governing the C8r8. treatment. and use of 8n1mals, including eppropriate use of enestetic, enaJgesic, and tr8nquillZlng drugs, prior to, during, end following actual 1'88£ 
t8IIChing, testing, surgery, or experimentation were followed by this I'8lI8lIfCh facility. 

2)	 E8ch principal investigator has considered 8ltem8tives to painful procedures. 

3)	 This facility is adhering to the standsrdll and regulations under the Ad, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and 8p 

Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the IACUC-Spproved exceptions, this summary inc 
brief explanation of the exceptions, as well 8S the species and number of snimals 8ffected. 

4)	 The attending veterinBrian for this research facility has appropriate authority to ensura the provision of edequate veterinary cara and to oversee the adequacy of other aspects of animal care and use. 

DATE SIGNED 

CERllFICATION BY HEADQUARTERS RESEARCH FACIUrv OFFICIAL 
- ------- ---------- e Officer or Legally Responsible Institutional Official) 

11/29/ 

11/29/0' 

I 



IACUC Approved Exceptions to USDA Regulations or Standards (2004) 

1.	 Controlled food or water intake (i.e., feeding less than once a day and/or watering less 
than twice a day for an hour each time). 

Ten non-human primates were on studies using controlled water intake as behavioral 
reinforcement. During the period of controlled water intake the animals received ad-libitum 
water and/or juice during the experimental sessions as behavioral reinforcement for executing 
the required tasks. Additional water/juice or fruits were given if necessary. The maximum 
continuous period of controlled water intake was six days, with unlimited access to water for 
at least 24 hours between controlled periods. Animals were weighed regularly while on study 
with no ill effects observed. 

2.	 Maintaining animals at temperatures and/or humidities outside the ranges specified by 
the standards. 

N/A 

3.	 Not cleaning and/or sanitizing at required frequencies. 

N/A 

4.	 Not providing dinrnallighting as required. 

Light cycles in lemming housing areas were designed to mimic natural environmental 
conditions. Animals received short periods of light or dark depending on the season being 
studied. The rooms were 8 hours light!16 hour dark, or 16 hours light/8 hours dark, or 22 
hour light!2 hours dark. 

5.	 Not meeting space requirements (including innovative enclosures). 

N/A 

6.	 Exceptions from the exercise plan for dogs or exceptions from the psychological well­
being plan for primates. 

Primates were pair housed unless research parameters, health status or behavior required 
individual housing. Individually housed animals received environmental enhancement 
through food treats, access to puzzles and/or toys, interaction with caretakers, and the ability 
to see other animals of their species. 



- K~b- 
ThiS reports required by law (7 USC 2143). Failure to report according to Ihe regulations can See reverse side for interagency Report Control No 
result in an order to cease and desist and to be subject to ~enalUes as ;:Jrovided for in Section 2150. additional information. 01 SO-DOA·AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE FORM A?PROVED64-R·OOO4 832 

OMB NO. 0579-0036I 
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as regisrerea wirtl USDA,

ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

UNIVERSITY OF ALASAMA @ BIRMINGHAM
12(O(!§2~~ fRff'cVO	 UAB STATION VH a~o 

BIRMINGHAM. AL 35294 
(205) 934-3553\13. REPORTING FACILITY (List all locations where animals were housed or use~ in actual researCl"l, testing, teaching, or experimentation, or held for thesa purposes. Attach adcitional 

sheets if necessary.) i 

FACILITY LOCATIONS{sites)I 
See Attached Listing	 I 

I 
I 

TV (Attach additIonal sheets if necessary or use APi-US FORM 7023A) REPORT OF ANIMALS USED BY OR UNOER CONTROL OF RESEARCH FAcrL 

B. NumberofA. C. Number of 
'." animals being animals upon 

bred,Animals Covered which teaching, 
condilloned, or Sy The Animal research, 

Welfare Regulations held for use in experiments, or 
teaching, testing, tests were 
experiments. conducted 
research, or involving no 
surgery but not pain. distress. or 
yet used for such use of pain-
purposes. relieving drugs. 

4. Dogs 06 

5. Cats 04 

6. Guinea Pigs 15875 

007. Hamsters 

8: Rabbits 45644 

9. Non-Human Primates 5442 

10. Sheep 00 

11. Pigs 09 

12. Other Farm Animals 

13. Other Animals 

7 

ferrets 

c.hipmunks 1 

00 
ground 

4()"'r'lfl~.,...,..ol~ 
ASSURANCE STATEMENTS 

O.	 Number of animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic. or 
tranquJ/izing drugs were 
used. 

I 

\ 85 

I 17 
\ 

I 391
I 

i 0 
I 

! 580 

118 

75 

280 

\ 

0
\ 

23\ 

I 

I n 
i 

E.	 Number of animals upon whiCh teaChIng, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to !.he animals and for which the use of appropriate 
anesthetiC,analgesic, or tranqumzing drugs would 
have adversely affected !.he procedures. results, ::lr 
interpretation of the teaching. research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in mess 
animals and the reasons such drugs wer9 not used 
must be attached to t.'7is report) 

0 

0 

0 

F. 

TOTAL NO. 
OFANIMAl.S 

(COIS. C +­
D'" E) 

8S 

17 

549 

0 

1036 

172 

75 

280 

7 

23 

4 

0 

0 

0 

0 

0 

O· 

0 

n 

1)	 Professionally acceptable standards goveming the care, treatment. and use of anilrials, including appropriate use of anesthetic, analgesic, and :ranquilizjng drugs, prior ~o. during.
 
and following actual research. leaching, testing. surgery, or experimentation were rOIlOwed by this research facility.
 

2)	 Each principal investigator has considered alternatives to painful procedures. . I 

3)	 This facility is adhering to the standards and regulations under the Act. and it has ±qUlred that exceptions to the standards and regUlations be specified and explain ad by :he
 
principal investigator and approved by the Institutional Animal Care and Use Com Itlee (IACUC). A summary of all the exceptions is attached to this annual report. In
 
addiUon to identifying the iACUC-approved exceptions. this summary includes a brIef explanation of the exceptions, as well as the species and number of animals affected.
 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate velerinary care and to oversee ~e adequacy of othar
 
aspects of animal care and use. I
 

CERTIFICATION BY HEADQt!JARTERS RESEARCH FACILITY OFFICIAL
 

(Chief Executive Officer or ~egally Responsible Institutional official)
 
I cerf that the above is true Icorrect. and complete (7 U.S.C. Section 2143)
 

SIGNATURE ----- --------- -- --------- ----- --------- ----- ----------------------- -------------- ------- --- -- rint)
 DA iE SIGNED 
JoanF.Lorden~PhD, ------------------ ----- 

---------------- ------------ BV&~C 11/28/01 

PART 1 - HEADQUARTERS \ APHIS FORM 
(AUG 91) 



---- OF~AL 

This report is required by law (7 USC 2143). ;:"ailure to report according to the regulations oan See reverse side for Interagency Repon Cc=-:t~-:;; N~ 
r(.,.ult in an order to cease and desist and to be subject to penalties as provided for in Section 21 SO. additional information. 01 aO-DOA-AN 

REPORT OF ANIMAL.S USED SY OR UNDER CONTROL. OF RESEARCH FACIL.ITY (Attach additional sheets if necessary or use this form.) 

B. Number of A. C. Number of O. Number of animals upon E. Number of animals upon whlCl'l teacning. 
animals being animals upon which experiments, experiments, researCl'l, surgery or tests were 
bred,Animals Covered Which teaching, teaching, researctl, conducted involVing accompanying pain or distress 
conditioned, or By The Animal research. surgery, or tests were to the animals and for which the use of appropriate 
held for use inWelfare Regulations experiments. or conducted involving anesthetic,analgesic. or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures, resUlts. or 
experiments, conducted distress to the animals Interpretation of the teaching. research, 
research, or involving no and for which appropriate experiments, surgery. or tests. (An 9Xf)lanation of 
surgery but not pain, distress, or anesthetic. analgesic. or the procedures producing pain or distress in tbese 
yet used for such use of pain- tranquilizing dnugs were animals and the reasons such drugs were not I)sad 
purposes. relieving dnugs. used. must b9 attached to this report) 

Lemmings 80 50 134 0 

Tree Shrews 56 3 42 a 

ASSURANCE STATEMENTS 

1) ProfesSionally acceptable standards governing the care. treatment, and use of animals. InclUding appropnate use of anesthetiC, analgeSIC. and tranqulllzmg drugs, pnor to. durong. 
and following actual research. teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal Investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to Identifying the IACUC·approved exceptions. this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attendlng veterinarian for thfs research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

9~7 S~GJED 
/?,~dJ 

--------- -- --------- ----- --------- ----- ----------------------- -------------- -------- --- -------- 

~ ------ ---- ----------------  ------------------ ----- 
-- -- -------- ----------- BV&~C 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct. and complete (7 U.S.C. Section 2143) 

M 18·23 (Oct 88), which is obsolete	 PART 1 - HEADQUARTERS 

UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

CONTINUATION SHEET FOR ANNUAL REPORT
 
OF RESEARCH FACILITY
 

(TYPE OR PRINT) 

1. REGISTRATION NO.	 CUSTOMER NO. 
64-R·OOO4 832 FORM APPROV=J 

OMS NO. C579-J035 
-'I 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as reg/stereo with VSDA, 
include Zip Code) 

UNIVERStTY OF ALABAMA @ BIRMINGHAM 
UAB STATION VH B10 
BIRMINGHAM, AL 35294 
(205) 934-3553 

F. 

TCTAL NC.
 
OF ANItAALS
 

(Cols. C + 
o +E) 

184 

4­.J 



IACUC Approved Exceptions to USDA Regulations or Standards (2001) 

1.	 Controlled food or water intake. (i.e., feeding less than once a day and/or watering less than 
twice a day for an hour each time). 

Fifteen (15) nonhuman primates were on studies using controlled water intake. Water was 
withheld overnight prior to testing. Animals received water and/or juice during testing and had 
free access to water for several hours following testing. Animals were weighed regularly while on 
study with no ill effects observed. The maximum continuous period of controlled water intake was 
5 days. At least two days each week animals received unlimited access to water. 

2.	 Maintaining animals at temperature and/or humidity outside the ranges specified by the 
standards. 

N/A 

3.	 Not cleaning and/or sanitizing at" required frequencies. 

N/A 

4.	 Not providing diurnal lighting as required. 

Light cycles in Lemming housing areas are designed to mimic natural environmental conditions. 
Animals receive short periods of light or dark depending on the season being studied (6 
hrs.light/18 hrs. dark or 22 hrs. light/2 hrs. dark). 

5.	 Not meeting space requirements (including innovative enclosures). 

N/A 

6.	 Exceptions from the exercise plan for dogs or exceptions from the psychological well-being 
plan for primates. 

In all cases the exceptions to 9CFR3.8 were due to a need to restrict the animal's activity post­
operatively as recommended by the veterinarian. Exercise restriction lasted for periods of only 1-2 
days. 

Primates were pair housed unless research parameters, health status or behavior required 
individual housing. Individually housed animals continued to receive environmental enhancement 
through food treats, access to puzzles and/or toys, interaction with caretakers, and the ability to see 
other animals of their species. 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See attached fonn for Interagency Report pantrol No.- 
j'esult in an order to cease and desist and to be subject to penalties as provided for in Section 21! additional infonnation. 

UNITED STATES DEPARTMENT OF AGRICULTURE FORM APPROVED 1.	 CERTIFICATE NUMBER: 65-R-0002 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036 

CUSTOMER NUMBER: 837 

ANNUAL REPORT OF RESEARCH FACILITY 
( TYPE OR PRINT) 

Mississippi State University 
P.O. Box 6343 
617 Allen Hall 
Mississippi State, MS 39762 

Telephone: (662) -325-3570 

NOV 2 4 200~
 

3. REPORTING FACILITY (List alilocalions where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

FACILITY LOCATIONS ( Sites) - See Atached Listing 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necesSary or use APHIS Form 7023A \ 

C. Number ofA. B. Number of animal D. Number of animals upon F.E.	 Number of animals upon which teaching, experiments, 
animals upon being bred, which experiments, 
which teaching, teaching, research, conditioned, or 

Animals Covered research,held for use in surgery, or tests were 
experiments, orBy The Animal teaching, testing, conducted involving 

Welfare Regulations tests were experiments, accompanying pain or 
conductedresearch, or distress to the animals an 
involving no pain, for which appropriate surgery but not ye 
distress, or use o'used for such anesthetic, analgesic, or 
pain-relievingpurposes. tranquiliZing drugs were 
drugs. used. 

4. Dogs 
0 159 90 

5. Cats 0 38 7 

6. Guinea Pigs 0 0 0 

7. Hamsters 0 12 0 

8. Rabbits 0 0 82 

9 .• Non-human Primates 0 0 0 

10. Sheep 
0 3 21 

11.- Pigs 0 52 0 

12. Other Farm Animals 

5 41Cattle 0 
13. Other Animals 

Horses 360 44 

Black Bear 0 1 0 

Wt. Tail Deel 0 04.4 
I ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards governing the care, treatment. and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to. during, and following actual rese 
teaching, testing. surgery. or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary inl 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official ) 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print ) DATE SIGNED 

------- --------- ---- ---- ----------- 

research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic. analgesic, or tranquili2 
drugs would have adversely affected the procedures, res 

TOTAL NUMBER 
OF ANIMALS 

or interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanation of the procedures ( COLUMNS 
producing pain or distress in these animals and the reaSl 
such drugs were not used must be attached to this report 

C+D+E) 

0 249 
0 45 

0 0 

0 12 

0 82 

0 0 

0 24 
0 52 

0 g~6 

0 80 

0 1 

0 44 
I 

I 
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resull In an order 10 cease and desisl and 10 be subjecl 10 penalties as provided lor in Seclion 21 SO. additional in'ormation. 0180·DOA·AN 

UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

CONTINUATION SHEET FOR ANNUAL REPORT
 
OF RESEARCH FACILITY
 

( TYPE OR PRINT) 

1. REGISTRATION NO. 
FORM APPROVED 65-R-0002 
OMS NO. 0579·0036I 

2. HEADOUARTERS RESEARCH FACILITY (Name ana Addre••• as regist.red with USDA, 
include Zip Code) 

Mississippi State University
P.o. Box 6343, 617 Allen Hall 
Mississippi State, MS 

IREPORT OF ANiMAlS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Attach aaidltiona' sheets " necessary or us. this torm.) 

397lj
OV 2 42004 

F 

TOTAL NO.
 
OF ANIMALs
 

(COls. C ... 
o ... E) 

1 

1 

1 

1 

14 

1 

A. Eo Number 01 animals upon which leaching,B. Number 0' C Number 01 D. Number 0' animals upon 
animals being experimenls, research, surgery or lests wereanimals upon which experimenls, 
bred, conducled involVing accompanying pain or distresswhich leaching, Animals Covered leaching, research,
conditioned, or 10 Ih. animals and lor which Ihe use 0' approprialeresearch,By The Animal surgery, Of lests were
held Jor use in aneslhetic, analgesic, or Iranquilizing drugs wouldeJCperimenls, or Wellare Regulalions conducled involving
leaching. lesling. have adversely aUecled Ihe procedures, resulls. orlesls were accompanying pain or 
experimenls, interprelalion 01 Ihe leaching, research,conducled dislress 10 Ihe animals 
research, or experimenls. surgery, or lesls. (An explanation 01involving no and lor whIch appropriale
surgery bUI nol the procedures producing pain or Jlstreu in thesepain, dislress. or aneslhetic, analgesic, or 
yel used lor such anima'i ana the realonl such drugs were not useduse 0' pain­12. &lOR 13. Othel Iranquilizing drugs were 
purposes. must be attached to thll report).relieving drugs. used.(List by species) 

01Cougar 0 0 

Otter 1 000 

01Red Fox 0 0 

Grey Fox 1 00 0 

Bob Cat 014 00 

0Raccoon 10 0 

IASSURANCE STATEMENTS 

1).	 Professionally accept ..ble s1..ndards governing Ihe care, treatmenl. and use ot animals. inclUding approriale use o' aneslhetlc, analgesic, and tr"'lquilizing drugs. prtor lCl, dUrII1Q, 

and tollowiny aclual research, leachlOg, IHsling. surgery, or eltperimentation were lollowed by Ihis researc.h lacilily 

2).	 Each principal invesligalor has cunsidered allernalives 10 painlul procedures. 

3).	 This facility IS adhering 10 Ihe slandards and regulalions uloloQer Ihe Act, dnd it has required Ihal exceptions 10 Ihe standards and regulations be ~pecilied an(1 explained by tt-a 
principal invesllgalor and approved by Ihe Inslilutiunal Animal Care and Use Co,nmillee (IACUe). A summary of all such exceptions Is attached to Ihis annual repor'. In 
addilion 10 idenlilying Ihe IACUC'iJpprov~d excepllons, Ihis £ummary IOcludes a bllel explanalion at Ihe exceplions, as well as Ihe species and number 01 animals allecled 

4).	 The attending veterinartan lor this 'esearch lacilily has a~p"{Jp,iate dUlhority 10 ensu,e Ihe provision ot adequate veterinary care and 10 ove,!>ce Ihe adequdcy nl olher aspects 01 
animal care and use. 

CERTIFICATION BY IIEADQUARTES RESEARCH FACIUTY OFFICIAL 
(Chief ExecuCh'e Officer or Legally Responsible Institutional Official) 

I certl'y Ihal Ihe above is true, correct. and complele (7 US.C Section 2143) 

NAME & TITlE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Prlllt) 

------- --------- 
------ -----------  ---- ----------- 

DATE SIGNED 

11­ .(),/ 
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Mississippi State University 
2003-2004 Annual Report 
Animal Care and Use Sites 

1. Wise Center 
2. Hamed Hall 
3. Thompson Hall Annex (Spring only) 
4. Blackjack Road Wildlife Unit 
5. Farm Units (occasional biomedical use) 

a. Equine Unit and Pastures 
b. Physiology Unit 
c. Beef Unit and Pastures 
d. Dairy Unit and Pastures 



EXEMPTION DETAILS
 

1.	 Up to 42 n1ature beagle dogs were used on projects studying the effects of antimicrobial 
compounds on periodontal disease progression. Those studies involved the maintenance of a dog 
colony in which dogs had various degrees ofperiodontal disease (no dogs were in pain or 
distress, however, during these studies). Various treatments were conducted on this animal model 
to effect a "cure," hoping that similar procedures could be used to treat periodontal disease in 
human beings. 

Beginning many years ago (around 1989), the investigator requested exemption from A.W.A.R. 
Section 3.11 (6) for these reasons: 

Both animal and human research protocols involving gingivitis and periodontitis were studies of a 
microbial driven disease process. The studies ofjuvenile, middle aged, and geriatric patients 
(beagle dog colonies) were investigative studies of bacterial antigen, gingival attachment loss, 
increased soft tissue septic pocket depths, secondary bone loss, periodontal ligament necrosis, and 
tooth loss. In addition, secondary systemic effects were triggered by an oral microbial response. 

Applying sanitizing chemicals (or 180 degree Fahrenheit water) to runs coupled with the self­
grooming nature of dogs (licking chemicals off feet, etc.) altered essential floor and/or oral 
microflora. Each of these runs was extremely clean and was scrubbed and rinsed daily using 
detergent and hot water. These cleaning methods were the same used on household eating 
utensils. In summary, sanitation methods must have been exempted from protocols or the models 
became invalid. 

The IACUC discussed in connection with every protocol involved alternative inoculation routes, 
use of hot (180 degree Fahrenheit) water only, increased health risks to dog, literature to support 
this premise, and other questions. Following considerable deliberations over several years, 
despite changing IACUC mernberships, the committee accepted the investigator's premise and 
waived for this year of 2004 the A.W.A.R. sanitization requirement. These studies were, 
however, discontinued in September 2004. 

2.	 On August 17,2004, the IACUC approved an exemption to AW.A.R. Part 3, Section 3.6 primary 
enclosures (b) (3) cat litter. The exemption allow the removal of litter pans from individual cat 
cages in which the cats spend 4-5 hours only, in the morning while their large group pens are 
being cleaned. The 32 cats do not use their litter pans in these cages but do use litter pans in the 
group cages. If any cat is found urinating or defecating in its individual cage, however, a litter 
pan is place in that cage. 

3.	 The small ruminant building at the College of Veterinary Medicine housed 4 vaccinated calves 
(3-4 months old) during this year. These SPF calves were infected experimentally with an 
intestinal nematode, and the feces collected to harvest ova over a 2-4 week period. The calves 
were then dewormed and sold. To ensure collection of viable ova, the IACUC granted an 
extension of the usual once every 2 week sanitization internal to as much as 4 weeks between 
sanitization of pens and pans. The pens (plastic pens) were cleaned daily. The calves were 
present from December 31, 2003 through March 8, 2004. 

------ --- ----------- 
------------ --------------- 

November 18, 2004 
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CUSTOMER NO. 
837 FORM APPROVED 

OMS NO. 0579-0036 
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3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 

sheets if necessary.) 

FACILITY LOCATIONS(sltes) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (AttaCh additional sheets if necessary or use APHIS FORM lO23A) 

A. B. Numberof F.C. Number of D. Number of animals upon E.	 Number of animals upon which teaching. 
animals being animals upon which experiments, experiments. research, surgery or tests were 

TOTAL NO. Animals Covered bred. which teaching, conducted involving accompanying pain or distress teaching, research, 
By The Animal conditioned. or OF ANIMALS research, to the animals and for which the use of appropriatesurgery, or tests were 

held for use in Welfare Regulations experiments, or conducted involving anesthetic,analgesic. or tranquilizing drugs would 
teaching. testing, (Cois. C + tests were accompanying pain or have adversely affected the procedures. results. or 
experiments, D+E)conducted interpretation of the teaching, research, distress to the animals 
research, or involving no experiments. surgery. or tests. (An explanation ofand for which appropriate 
surgery but not the procedures prpducing pain or distress in these pain, distress. or anesthetic, analgesic, or 
yet used for such use of pain- animals and the reasons such drugs were not used tranquilizing drugs were 
purposes. relieving drugs. must be attached to this report) used. 

04. Dogs 2342300 4 

005. Cats 30 

0 

1119 

0 006.	 Guinea Pigs 0 

0 07. Hamsters 00 0 

0 008. Rabbits 6 

0 

6 

9. Non-Human Primates 0 0 00 

0 010. Sheep 0 2525 

011. Pigs 047 6515 

12. Other Farm Animals 

0 6 6Cattle 0 0
." 

13. Other Animals 

700wild mice 0
 

skunk
 

0 0 
0 1 0 0 1 

bear 10 10 0 
ASSURANCE STATEMENTS 

1) Professionally acceptable standards governing the care, treatment, and use of animals, inclUding appropriate use of anesthetic. analgesic, and tranquilizing drugs. pnor to, dunng. 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

PART1·HEADQUARTERS 

--- --------------------- ------------ NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

--------- --  --- J/.("I<L"~~)~ - --- ~..seatJ" 11/10/01 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true. correct, and complete (7 U.S.C. Section 2143) 

APHIS FORM 
(AUG 91) 



ThiS report is required by law-(7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
(esult in an order to Ci'ase and desist and to be subject to penalties as provided for in Section 2150. additional information 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

CONTINUATION SHEET FOR AN.NUAL REPORT
 
OF RESEARCH FACILITY
 

(TYPE OR PRINT) 

I FORM APPROVED 
OMS NO. 0579-{)O36 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA. 

MISSISSIPPI STATE UNIVERSITY 

39762 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 

A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching. F. 
animals being animals upon Which experiments, experiments, research, surgery or tests were 

Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO. 
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use in experiments. or conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaching. testing. tests were accompanying pain or have adversely affected the prOCedures, results. or (Cols.C+ 
experiments. conducted distress to the animals interpretation of the teaching. research, D+E) 
research. or involving no and for which appropriate experiments, surgery. or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be atta~hed to this report) 

Goats 0 2 0 2 

Mountain lion 0 1 0 1 

Deer 0 64 0 64 

Bobcats 0 17 0 17 

Raccoon 0 1 0 1 

Faxes 0 5 0 5 

ASSURANCE STATEMENTS 
... 

1. REGISTRATION NO.	 CUSTOMER NO. 
65-R-0002 837 

include Zip Code) 

P.O. BOX 6343 
617 ALLEN HALL 
MISSISSIPPI STATE. MS 
(601) 325-3432 

0 

0 

0 

0 

0 

0 

1) ProfeSSionally acceptable standards governing the care. treatment, and use of anrmals, including appropriate use of anesthetic. analgeSIC, and tranqUiliZing drugs, pnor to. dunng, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each pri'lcipal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions. this summary includes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

DATE SIGNED 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct. and complete (7 U.S.C. Section 2143) 

(Replaces VS FORM 18-23 (Oct 88), which is obsolete	 PART1·HEADQUARTERSAPHIS FORM 7023A 
(AUG 91) 



APHIS Form 7023 Site List 

The following sites have been reported by the facility. 

Registration Number: 65-R-0002 
Customer Number: 837 
Facility: MISSISSIPPI STATE UNIVERSITY 

P.O. BOX 6343 
617 ALLEN I1ALL 
MISSISSIPPI STATE, MS 39762 
(601) 325-3432 

MISSISSIPPI STATE UNIVERSITY 
MISSISSIPPI STATE UNIVERSITY 
MISSISSIPPI STATE, MS 39762 

.' 



EXEMPTION DETAILS
 

1.	 Up to 97 mature beagle dogs are on projects studying the effects of antimicrobial
 
compounds on periodontal disease progression. These studies involve the maintenance of
 
a dog colony in which all dogs have various degrees of periodontal disease (no dogs seem
 
in pain or distress, however, during the studies.) Various treatment are conducted on this
 
animal model to effect a "cure," hoping that similar procedures could be used to treat
 
periodontal disease in human beings.
 

Beginning many years ago (around 1989), the investigator requested exemption from 
A.W.A. section 3.11(6) for these reasons: 

Both animal and human research protocols involving gingivitis and periodontitis are 
studies of a microbial driven disease process. Our studies of juvenile, middle aged, and 
geriatric patients (beagle dog colonies) are investigative studies of bacterial antigen, 
gingival attachment loss, increased soft tissue septic pocket depths, secondary bone loss, 
periodontal ligament necrosis and tooth loss. In addition, secondary systemic effects are 
triggered by an oral microbial response. 

Applying sanitizing chemicals (or 180°F water) to runs coupled with the self-grooming 
nature of dogs (licking chemicals off feet, etc.) alters this essential floor and/or oral 
microflora. Please be aware that each of these runs is extremely clean and is scrubbed and 
rinsed daily using detergent and hot water. These cleaning methods are the same as you 
would use on your household eating utensils. In summary, sanitation methods must be 
exempted from our protocols or all our models become invalid. 

The IACUC has discussed with every protocol alternative inoculation routes, use of hot 
(100°F) water only, increased health risks to dog, literature to support this premise, and 
other questions. Following considerable deliberations over several years, despite 
changing IACUC memberships, the committee has accepted the investigator's premise 
and has waived for this year of 2001 and for past projects the A. W.A. sanitation 
requirement. The studies continue to this date. 

2.	 Since 1991 small swine housed in large, partitioned polypropylene tubs in Harned Hall, 
Arts and Sciences, have had an IACUC general approval (last approved August IS, 2000) 
to house 16 small pigs (47 over the 2000-2001 time period) in spaces per animal less than 
the 4-6 square foot per pig area specified in the ILAR Guide and in the AG Guide. The 
sheet attached shows, based on extrapolations from cat and rabbit cage sizes, how much 
space was deemed appropriate for each smaller weight category. No adverse effects of 
these smaller spaces for pair-housed young pigs have been noted over 10 years. 

 --- 

------- - ------------------ ~V~ 
------ --- ------------ ------- 
------------ --------------- 



I 

'rhiS ~£p~ is reQ', ired by law (7 USC 2143). Failure to report according to the regulations can 
NOV 1 6200+ See attached form for Interagency Report contr~ 

':" result in an order to cease and desist and to be subject to penalties as provided for in Section 21! additional information. 

UNITED STATES DEPARTMENT OF AGRICULTURE
 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

ANNUAL REPORT OF RESEARCH FACILITY 
( TYPE OR PRINT) 

FORM APPROVED 1. CERTIFICATE NUMBER: 65·R-0102 
OMS NO. 0579-0036 

CUSTOMER NUMBER: 844 

University Of Mississippi Medical Center
 
2500 N. State Street
 
Jackson, MS 39216
 

Telephone: (601) -984-1385 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 

GuytOIl Building, Research Wing FACILITY LOCATIONS ( Sites) - See Atached Listing
 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessarY or use APHIS Form 7023A )
 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research. or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use O' 

pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquiliZing drugs were 
used. 

54 

E. Number of animals upon which teaching. experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanation of the procedures 
producing pain or distress in these animals and the rease 
such drugs were not used must be attached to this repon 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 

C+D+E) 

54 

74 

0 

167 

4. Dogs 

5. Cats 6 74 
6. Guinea Pigs 

n 
7. Hamsters 63 1{"7 

8. Rabbits 43 43 

88 

0 

72 

9. Non-human Primates ffi 
10. Sheep 0 

11. Pigs 72 
12. Other Farm Animals 

0 013. Other Animals 

I ASSURANCE STATEMENTS I 
1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranqUIliZing drugs, pnor to, dunng, and foliowlOg actual reSE 

teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specifled and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official ) 

--------- -- --------- ----- --------- ----- ----------------------- -------------- -------- --- --- nt) DATE SIGNED 

---- ------- -- ---------- 

't 

I 



------------ 

---------- L/(~fi/~ 
---------- ---- --------- -- - ------- ---------- ------- 
------------ --------------- -------- --------------- --------- ------ ----- 
----------- -------------- --------- ----------- ----- -------------- 

University of Mississippi Medical Center 
Program Exception Report 

October 1, 2003 through September 30, 2004 

Registration No: 65-R-0102 
Customer No: 844 

Exceptions to the exercise plan for dogs 

A total of 31 dogs were housed in nletabolic cages during the fiscal year. These animals 
are exempted from the canine exercise program. Metabolism dogs are chronically 
catheterized and continuously, consciously monitored via computer. The jacket system 
precludes large caging in order to minimize problems with the various instrumentation. 
The exemption from the exercise requirement has been approved by the University of 
Mississippi Medical Center's IACUC and verified by the LAF veterinary staff. 



This report is required by law (7 USC 2143). Failure to report according, to the regulations can See reverse side for 'e'.".o,,,y ~'" No 
_ result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRAnON NO. CUSTOMER NO. I FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE 65-R-Q102 844 
OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

UNIVERSllY OF MISSISSIPPI MEDICAL CENTER(TYPE OR PRINT) 
2500 N. STATE STREET 

JACKSON, MS 39216 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing. teaching, or experimentation. or held for these purposes. Attach additional 

1 sheets if necessary.) 

FACILITY LOCAnONS(sites) 

See Attached Listing 

Arthur C. Guyton Laboratory Research Bldg. James D. Hardv Clinical Sciences Bl dO' 

8th Floor Research Wing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets. if necessary or use APHIS FORM 7023A ) 

A. B. Numberof F.C. Numberof E. Number of animals upon which teaching. D. Number of animals upon 
animals being animals upon experiments, research, surgery or tests were which experiments. 
bred. TOTAL NO.Animals Covered conducted involving accompanying pain or distress which teaching, teaching, research, 
conditioned, orSy The Animal OF ANIMALS research, to the animals and for which the use of appropriatesurgery, or tests were 
held for use in Welfare Regulations anesthetic,analgesic, or tranquilizing drugs would experiments, or conducted involving 
teaching, testing, (Cols. C + tests were have adversely affected the procedures, results. oraccompanying pain or 
experiments. o +E)conducted interpretation of the teaching. research, distress to the animals 
research. or involving no experiments, surgery, or tests. (An explanation ofand for which appropriate 
surgery but not pain, distress, or the procedures producing pain or distress in theseanesthetic, analgesic. or 
yet used for such use of pain- animals and the reasons such drugs were not usedtranquilizing drugs were 
purposes. relieving drugs. must be attached to this report)used. 

1074. Dogs 107 

6 65. Cats 

0 0 

332 

6. Guinea Pigs 

3327. Hamsters 

8. Rabbits 70 141 211 

9. Non-Human Primates 797Q 

10. Sheep 0 0 

13411. Pigs 134 

12. Other Farm Animals 

13. Other Animals 

Ferrets 4 37 37 

ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, pnor to. dunng. 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This faciiity is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SI------ --------- ----- --------- ----- -------------- ONAL OFFICIAL N------- -- --------- ----- --------- ----- ----------------------- -------------- -------- --- --- nt) D~GNED--- ---------- ----------- ------- 
------ -------------  ---- -------- ---------- /T "fit' I&q;;;~4. - 

APHI~ FORM 7023 ~ePlaces VS FORM 18-23 (Oct 88), which is obsolete PART1-HEADQUARTERS 
(AUG 91) 



University of Mississippi Medical Center 
Program Exemption Report 

October 1, 2000 through September 30, 2001 

Registration No: 65-R-OI02 

Exceptions to the exercise plan for dogs 

A total of 36 dogs were housed in metabolic cages during the fiscal year. These animals 
are exempted from the canine exercise program. Metabolism dogs are chronically 
catheterized and continuously, consciously monitored via computer. The jacket system 
precludes large caging in order to minimize problems with the various instrumentation. 
The exemption from the exercise requirement has been approved by the UMC IACUC 
and verified by the LAF veterinary staff. 

------- --- 
---------- ---- --------- ------- 
------------ --------------- -------- --------------- --------- ------ ----- 
----------- -------------- --------- ----------- -------------- 

------------ ---------- -- ----------- 



I 

----- ------ 04) 

~~=~~~-::!-~~~~~~~~~~~~.....I-~.J.....l;;;~~"'-"-~"""""'...w.JiOI...I-~-..w.~.-...:.~~A:l.:C~H~R,;/;;,I---------- vs FORM 18-23 (OCT 88), which is obsolete.) 

-- 

See attached form for Interagency Report Control No.: 
additional information. O180-00A·AN 

Thia report Is required by law (7 U~ ~·143). Failu~ to report lICCOfding to ~ regulations ~ 
INUit In an ordllf' to cease and desist.1,ind to be aubJect to penalties aa prcwided fof In Section 21 

1.	 CERTIFICATE NUMBER:UNITED STATES DEPARTMENT.oF AGRICULTURE FORM APPROVED71-R-0100 
OMS NO. 0579-0038ANIMAl AND PlANT HEAlTH INSPECTION SERVICE 

CUSTOMER NUMBER: 1408 ~.- ) 

'....: ...... '" ;i 

'~ 
" 

r'A R Children's Hosp Res Inst 
" 

ANNUAL REPORT OF RESEARCH FACILITY /' 
1120 S Marshall St	 ­( TYPE OR PRINT) 

Telephone: 

DEC I (501 )320-2700 
I 

Little Rock, AR 72202 

3. REPORTING FACIUTY (List alliocationa where animals were houMd or UMCl in actual research, _ling. or experimentation, or held tOf these purposes. Attach additional &heets if necesaary ) 

FACIUTY LOCATIONS (Sites) • See Atached Listing
 

I REPORT OF ANIMALS USED BY OR UNDER CONTROl OF RESEARCH FACIUTY ( Attach additional sheets If necessary or use APHIS Form 7023A )
 

A. 

Anlmaltl Cover.d 
By The AnllNll 

Wetfa~ Regulations 

B. Number of 
animals being 
bred, 
conditioned, Of 

held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

c. Number at 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use 
of pain-relieYing 
dNgs. 

o. Number at animals upon 
which experiments, 
teaching, research, 
aurgery, or tests were 
conducted ill'o'OMng 
accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, 
analgesi<;, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain Of distress to the animals and for 
which ttl'" use at appropriate anesthetic, analgesic, or 
tranquilizing dNg5 would have adversely affected the 
procedures, results, or interpretation of the teaching, 
research, experiments, surgery, or tests. (An 
explanation at the procedures producing pain or distress 
in these animals and the reasons such drugs were not 
used must be attached to this report ). 

F. 

TOrAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

.c. Dogs 

5. Cats 

6. Guinea Pigs 

7. Ham6ters 

8. Rabbits 98 98 
9. Non-human Primates 

O. Sheep 

1. Pigs 
4 43 47 

2. Other Farm Animals 

3. Other Animals 

Rats ~80 952 15 1547 

M;(""p 17~ 37 412 

I ASSURANCE STATEMENTS r 
., .

1)	 ProfessIOnally acceptable standards governing the care, treatment, and use at animals, Incluchng appropnate use of anestetic, analgesIC, and tranqulhztng drugs, poor to, dunng, and following actual 
rwearch, teaching, testing, surgery, or experimentation were tolla-d by this research facility. 

2)	 Each principal investigator has considered altematives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and 
approved by the Institutional Animal Care and Use Committee (lAGUC). A summary of all su~h ex~eptions Is attached to this annual report. In addition to identifying the IAClJC.approved exceptions, 
this summary includes a brief expl---------- ------ ptions, as well as the species and number at animals affected. 

-- s appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects 01 animal care and uu. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
 
( Chief Executive Offteer or Legalry Responsible Institutional Official)
 

- - --------  Nt the above i$ 1nJe. COfTect and complete (7 U.s.c. Section 2143)
 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

------- ----------- 
- _"J;;"",~'="':'~C 

I 



This report IS required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result In an order to cease and desist and to be subject to penalties as provided for In SectIon 2150. additional information. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. 1 
FORM APPROVEDANIMAL AND PLANT HEALTH INSPECTION SERVICE 73-R..QOO2 8233 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Addr888. as registered with USDA.
ANNUAL REPORT OF RESEARCH FACILITY Include Zi7 Code) 

OK MED RES FOUNDATION(TYPE OR PRINT) 
825 HE 13TH ST 
OKLAHOMA CITY. OK 73104 
(405) 271-7085 

13. REPORTING FACILITY (List ellloc:atlons where animals \\We housed or used in actual .....rch. testing. teaching. or experimentation. or held for these purpDl88. Attach additional 
sheets if necessarv.) 

FACIUTY LOCATION8(BlN) 

see Attached listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach addIionIIIaheetl I nec88BtIfY or 1MAPHIS FORM 7023A) 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

8. Numbetof 
anlmlls being 
bred. 
conditioned. or 
held for use in 
teaching. testing. 
experiments, 
research, Of 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
anlmala upon 
which te8chlng. 
research. 
experiments. or 
testa were 
conducted 
Involving no 
p8ln, dIatr8ss, or 
use of pain. 
relieving drUgs. 

D. ....mber of anlll'l8ls uPOI1 
whIctI experiments. 
teechlng. research. 
surgery, or teats were 
conducted Involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
aneathetlc, en8lgealc, or 
tranquilizing drUgs were 
used. 

E. ....mber of animals upon which teaching. 
experiments. reeearch. surgery or tests were 
conduCted Involving accompanying pain or distr881 
to Ih8 animals and for which the use of appropriate 
anesthetlc.analgeslc, Of nnqulUzlng drugs would 
have adversely affected the procedures. results, or 
interpretation of Ih8 teaching, 1'8888I'Ch. 
experiments. surgery, or testa. (An explanation of 
the procedurN produclng pain or distlws in these 
animals end the fNSOfI8 such drugs were not used 
mustbe attached to this repon) 

F. 

TOTAL NO. 
OF ANIMALS 

(CoIa.C+ 
D+E) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human PrImates \q \If 
10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

ASSURANCE STATEMENTS 

1) Professionally acceptable standards governing the care. treatment, and use of animals. lnchldlng appropnate use ofaneath8Uc, anaIg88lC, and tranquilizing drugs. pr10r to. during, 
and following actual research, teaching, testing. surgery, or experimentation were followed by this I1lI8IICh facility. 

2) Each principal investigator has considered alternatives to painful procedu.... 

3)	 This facility is adhering to the standards and regulations under the AI:;t, and It has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator end approved by the Instltutlonll Anlmat Care and Use CommIttee (IACUC). A tIUI'IIIMIY ofall till exceptions .. attached to thIa annual ..port. In 
addition to Identifying the IACUc-epproved exceptions, ttlls summary Includ. a brief explanation of the exceptions, as well as the species and number of animalS affected. 

4)	 The attending veterinarian for this research facliity has appropriate authority to ensure the provision of adequate veterinary care and to overs" the adequacy of other 
aspects of animal c:are and use. 

CERTIFICAnON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief executive Offtcer or Legally Responsible Institutional official) 

I certify that the above Is true,"COt'I'8Ct, and complete (7 U.S.C. Section 2143) 

SJONATUREOFC.I!.O.~ 

~ - - ~ NAM\j:U~~~~R:Z 
DATE SIGNED 

1b."<3 
APHIS FORM 7023 (Replac. VB FORM 1..23 (Oct II), which .. onoIett PART 1 • HEADQUARTERS 

(AUG 91) 

OCT "I U 200~ 



APHIS Form 7023 Site List 

The following sites have been reported by the facility. 

Registration Number:	 73-R-0002 
Customer Number:	 8233 
Facility:	 o K MED RES FOUNDATION 

825 NE 13TH ST 
OKLAHOMA CITY, OK 73104 
(405) 271-7085 

SITE1 
825 NE 13TH ST. 
OKLAHOMA CITY, OK 73104 



\~ 
'-\~ - 

This report il required by la'..' (7 USC 2143). Fai!'Jm !~ rtlj).)rl tJccordlnG to lhe r~alio"s can 
result in lin order to ceale a",~ desist and I" be sutjE<:t~) per;aILes o~ pt'cvid"d fO( In SectJon 2150. 

See reverse side far 
addiliOn81 in~llon. 

Inletllgllllc:y Report ConlrOl No 
01llO-DOA-AN 

UNITED STATES DEPARTMENT OF I>.GRICULTU"~ 

ANIMAlANO °LANT Hio,'\L TH II!SP~C r'o,,; SERVICE 
1. REGISTRATION NO. CUSTOMER NO.   FORM APPROVED 

73-R.oo30 1417 OMS NO. 0579-0038 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRiNT) 

2. HfADQUARTERS RESEARCH FACIUTY (NMrIa 8IIt1 Addle", N ~ wIfh USDA. 
Include Zip Code) 

HAIR. J. AlEXANDER 
320 N RANGE RD 
STILLWATER, OK 74074 
(405) 3n-4132 

13. REPORnNG FACIUTY (LialelllOClltions where enllMl! _ehOUNd or UMd in aetual ~. 1e&IIn9. 1alICllItlg. Of experlrnenlItion. Of NId for ....~.Al\KlI8CICIIllllf18l 
lIlMla If -.elY.) > 

FACILITY LOI"..ATION_Sl..;.sJI_as..;.J _ 

SeeAlt8chedLisling -- ,,_._.__•.~-- .--=+~ 

3M Af, ~~A~~~-__ ~gL __..-...-_.~ __-_-.__.	 ;;;;:;:::0.._=--------­
.-:::::;~~,I..'1~-r/:J-. ~- ; ;-:i _..- t"	 _____________ 

... '/, ",'/A', I.r,..,> ""1":?i"~I I.·01 cr j;..... ••yA.. /' f U " 
ACi.:lrY(AItac.~«1d.;n1.. ,;;.,'-'-n_--_-ty-or--APHI~-.$-.F~0RM~ 7tn~:IA~)---------..;;:=---,.... .... ......


C. Hum>er 01 D. NulT"ber J anh",ls upon . E. NurTOer 01 anI,..11I upon which teacting. F. 
ani"'. " b ,'n .l ,,"I·', .I! J!.!ll· ·tihlcll e.periments. experiments. ,e_rd>. IUrll8fY or lesls were 
~'ed. yJh;ch leaching. teacllfn;. research. ~ IIMlIving ~yil1g peln or dillrells TOTAl. NO. 
co.1dh!~n..!d. <:or rese3r<:.h. !IlJrgery. or tesls _18 10 IIle 8nif>WIls InCI for which !he ~ 0I8PIlfopliale OFAHlMAlS 
held for use In e.periments. or conducted invOlving anesthetic.analgesic. or lr8nquilizinO drugs would 
leaching. testing. lests were ~nying pain or hew adverMly a«ected the ~. raaulla. Of (Cole. C + 
experiments. conduded dislres, 10 the ....." lnlerptetatiOn oIlhe teaehlng. (-.:II. O+EI 
rMP;f'Cl>. 'lr in''''lving ~n 300 for...nk:!l appropriate experiments. SUtgefy. Of tests. (An alqllMalion 01 
surgE:ry but not pain. distress. or anesthetic. analgesic. or the prooedufel ptOdudng /Min or dllltea in /tie. 
yet lisen 101" ,lJCt" use O! pain· , !,anquiI1zlng drugs were animals Itfld the ,..sons Iud! druga __ nol UHd 

"7".~ ---t /:j':ti-'""_0 .....-;;.... ­ j 5'7 

Anlmals Covered 
By The Animal

Welfare Regulallonll 

4. Dogs 

I"R~E~PORT~~O~F;::AH::;.;I;;lMAL$"-~U::SE;;;D;...8YORUNOER~oo;;Tr:·OlOfRESEARCH 
•• • . [ B.-N:iii'1be, 0# 

~ 
__C",

1-:-.-:-u -:--
p 

t----~;....---_._-

7. Hamsters

t-"._R_A_bb_llt

9. Non-Human Primales 

10. Sheep L·1---------. 
11. Pigs1----------".1--·----.----.--...;;....-.._
12. Other Fann Animals1-------_ _- .._.._ 

13. O1her Animals

I- , .;
I

...._--------------~-

._'..:::.:-:'-..--r·----· i 0 1'1 
-ig-S---,·-·l.-L:L-t--Q-±-O=-----t----""""'---------+--------1 

---.---.----:-.--.--- j 

--------..,i'--------l-!--------+------------+-----t 
,'---- - .....-.-,...--'L-.....-.----:L--------t---------------+------t 

; 
i I1----------- ....--------'L---------i-'---------1f------------------1r-------i
l :-.----. ---r'--------+------------+-----I 

.....- -J- _ 

- _- -."---I}--'- ­

f,'I--------.---..--.".---:,..------.-+,--------!--------------;-----I 

1------------------.. ---.--------.--+--------+-------------+------1 
I

I------------------.~------:_---------+_----------------t_------1 

. ,_..L-.-.-----i--,--------+---	 + --1 

.~ 
t-AS-SU-RA-N-C-E-ST-A-TE-Me-N-.T-S---'----'------·'------·~--------"------------.....-----t 

1) Prolessionaltyacceptable standards JOv""'ing 1he 09 ·e. treal·;nel"., a'1d ~.e of '>nimals.lncludlng 8PIlropliate use 01 ~Ic. anaIgIsle, and trenquilizlng drugs. prior 10, during. 
and following ,dual re5e:"¥""'1, le'7!t;"" )'!:"". f~~Hf"r! .~tj"~f r":' tJr ~'~'~'!'Ie'":~ati~)f\ werp, fotlowed tl~! thts research fadl~y. 

21	 Each princ:ipalinvestlllllior i"19 conSiderd 9·!","".live ; I., pa,,,ful ~<o.::<!durn. 

3)	 This facility illdherll'lllio ';l~ $' oo"r(i'. "'l:' .,1. ·",ie·, iN"' if";, oi,d. 3no Ii j',,... ,,,,!ulred that excelllions 10 the standards and regulations be spacified and .xpl8inecl by'" 
principallnvesllgalor and ,,;~rO'.:~ b~:hc :r,":;:"C~ .1<.. ;,,',:".a. C..r~ c',d U5~ ':"mrritlee (IACUC). A aummary of an thll8ac.ptJona. atlKhecIlO thIa_I report. In 
addition to Identifying Ih~ iJ.'C!.!t':.':,,!,,,,cy,,,i ;.,·c.'·"i,.", ,',' "" ...."',y ;nrl"dp~" nrll'll 8l(,Olan>fillll of the .,_pllonl. 81 well all Ill. species InCI number 01 anI""1 efIeclecl. 

4)	 The allendlng veterinarian r,,, i/lis I".!~arch fadHly h3. ";),,rc~",~le euthoritv to en$ure the rKovt:siO/1 of adequate veterinary care and to -.ellMl adequecy 01 Cl4IW 
elplClS 01 anlmBl care ane. ,ose. 

"--.-"Ml;eii~iF CAlia/faY HEADQU7'\RTERS RESEARCH FACILITY OFFICIAL 
,Chi...; ~)i"Ci.i\;"';i. Cfficflf or L<Ii\l~11y R.lilponslble Institutional official)
 

I eel :I:>' that the above is true. correct, and complete (7 U.S.C. Section 2143)
 
------------------ ---  --------- ---- - --------------------------- i~ ----- ----------- ------- ---- --------- ---- ----------------------- -------------- ------- - 1 Prtnt)
I DATE SIGNED 

--- ~t'I1pz)~~..... .J11.(,~. --7jcz~ -- ~-/ ,----- Ille)<A-~ ------ ----- 
rRp"lrr~~ \f!'1 fOR!'o\'" ~, (Ot'! '~', w;,'d, '" "t"nlll':/l	 PART 1 • HE~./ 
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UNITED STATER DEPARTMENT OF AGRICULTURE 
ANIMAl AND PlANT HEAlllf INSPECTlON SERVICE 

1. REGISTRATION NO. 
73-R~100 

CUSTO.... NO. 
1450 FORM APPROVED 

0M8 NO. 057t-Q03ll 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

iIcIIJIM z., Code) 
2. HI!ADQUARTERI 

UNIV OF OKLAHOMA-NORMAN 
833El.MST 
NORMAN. OK 73019 
(405) 325-2077 

----- 
lbll reporllllllqUlred by law (7 USC 2143). I'ailu... lo nsport L.:COldlr,g to the /tIQUIatlOlll can See _Iide for InIIngenl:y ~ CClnlrlll No 
reeult In III orderlll_and d3Slst and to he subjeCt to ~~Ities as provtded for In &ld!,)l1 21150. adclIUCNllnlorrNllon. 018O-1)(),t,-ANI 

_8ee_"_IIIch_led__LiItl"lI .•••	 _._~_ .~~-TlONI--(IIN)----------------------__ ,____	 _ 

REI'ORT OF ANIMALS UIED BY OR UHDlER CONTROL OF RESEARCH FACIUl'Y (AItIlCh addlio!la/ sheIIL!' net:N88fY oruseAPHIS FOIW 702S4) 

n. Nl'mb!lr of-' C. '>ilimbe' of D. NLriill' of animals upon F. 
an.mllil being anlln. upon w11lc1l ~.
 

Animals CowrecI
 'j;' ',d. wIIlcll te8o.'1lng. teecIllng. ~. TOTAl-NO. 
By The Animal ccndillonell. Of research. llUfll8IY. ,,.. t..cs __ OF ANIMAlS 

W-.e Regulllllona held for Ull8 In BlqlIlIlmentli. Of ccnduc:tlld IlMlIlllng 
teaching. tasting. tails __ aa:ompan)llng pain or (C-.C+ 
expCllimsnts. <:OIldu<:lec: dl&l,.g to the anllll8ll D+E)rewarch.orl involving 00 I allO i« w11lc1lllPPfllPl\" 
s'..'''QlWy but not :'BIn. dl~. or anesltlftllc. anellJ8Slc, Of 
yet used for IIIJCh uae d pain- ;rarJC';ulllzlng drugs 'MII'8i 
purpc.ses. i relieving drugs. used. 

4
1­ _.-Dogs,;.,..----+.---....-,-L.-.--.~--.----+_--------__1I__--"""""'ti 
I-:-:-:-,..--Plgs-----+-:-----+---.--+--------+--------------+-----.... 

:1=1=.	

I 

Pigs==:==========:~-"'-. -.-.",-. _.t t=-,,--_-_-_-_-_-_~-_:------------~------------------------~-------"'"i:--~--~--------: 

I-----..;..-----\'- --"--'-'----'j--'-'-- ­ ----.--.--t-~--------------+------1
!7. Hamsters 

8. Rabbits 

:~. :Ltn8n ~tes .... .I_...._.... _~---

t-1_2._0Iher__Farrn Anlm8ItI ~---~ •.•-.----.~..l.~~ ..---.--!-~----__	 !- -+ .......
 

t-13_.:_._..~-lmal-s·--l ~9 ·~[-=~'---~----+---------+--6-0---l 
t-----,l--.---t- .~'---+------+-----1

~~~~~~ ..L.L . L L- -J..	 ...It-__--t 

AI8lIRANCE srAYa.HTS 

1)	 1'nlr8uI000lly ICCePlBble standards llO\WIllng the 0, re, trNtment. and use of lIIllmal•• Indydlng appropriate usa d ar-thelIc, anal_eo II1CI trlnquillzlng cINp, pJtor lll, cUIng, 
IIld foIlowtng actulII reaeareh. teachinO !Mting, Nrll'. rv. or expe~mentation Wltf8 fdlowed by 11111 -mfadllty. 

2) EIc:h p!lncIpallnll'8StlgatOf r.as consldenld altemallw l to painful procedures. 

3)	 thill fIIcinly IslCIh.-fng to It·J Skln~3i'::; :i:'l: riOl\j(;:a:. ;'.~ .:~Jar til", .\:1, snd ',t rat ~:';:I'ed that axceptione to tile It8ndarda IIlCI NglMonI be apecllIed II1CI expllllMd by thl 
prInc:1pallnll'8StlgatDr and ar ':!/'Oveo by the jf15!ilutioru, ..........ltd Care and UIl!I C)IlVllittllE> (IACUC). A ell""'*Y 0" .. tile acepIIone til tlllllIIlIIII8II NPOIto In 
lIlIcIItlon 10 Identifying the "" C\,1C-aWmVFJd ElXear1~or· , this !lUlM'oM' incJucles I brief fllllllanation of thll excaptic.f1lI••well. the 1Ild IlUII'bard rinIII.... 

4)	 The l!tendlng wtlllinarian j,)( this re3El11rm fadlily tIr: ~ BIlfll'llptiete> authority Ie ensurE' thlllltovillorl of adllqult6 Vlllerlnary CIIl'8 and to __ the lIdaqullCY rIoth. 
I8l** dlllllrnll care aIKlJ911. 

,- ­ .." 

CERTirlCA1'iON "aY'iiEAl'QUARTERS RESEARCH FACILITY OFFICIAL 
(Chi.fEx",;u~iv8 OffIcer or l6\Jaliy R.sponalble InstJtulIonal oIIIcIeI) 

ICE.·tIfy that the above Is Hie. r;arre<:l, and complela (7 U.S.c. SlIClIon 2143) 

-'"U9jjii""~1 --- L""'" --- ------- ---- --------- ----- -------------------------- W. fTYpo .._ DATE SIGNED 
- -- ------ -- ------ ---- ------- HII.>I ~---  --- -- - ~ ----- ----- --- -----  ----- ----------- 

APHIS FORM 7023	 PART 1 • HEADQUARTERS 
(AUGt1) 

~', J 
,'.I.JNOV !I 



Customer and lD Site Ac1d~'ess: 

ID: 1450 

Animal Sites: 

Dale Hallmale Hall. Tower 
4!5 W. Lindsey 
Norman 0, 7301~~ 

Zoology Animal Facility 
1060 Asp 
Norman OK 73019 

Animal Hli:dilllg Facility 
1060 Asp Ave. 
Norman 0:': 73019 

Physical S;,:.J;.;lil.re.; ]iu.ldh.t: 
601 Elm 
Norman OJ!( 730b 

Felgar BaDI 
865 Asp Ave. 
Room 1.31lA:. 
Norman OK 73019 

George L).lLl Cross BuiUding 
770 Vall '~-,.::et -.L7val 
~Floor 
Norman C..l ','3&10 



APHIS Form 7023 Site List 

The following sites have been reported by the facility.-------------------,--------------------­
Registration Nt!)il'lber:	 73-R-0100 
Customer Number. .	 14~50 

Facility:	 UNN OF OKLAHOMA-NORMAN 
633 ELMST 
NORMAN, OK 73019 
(405) 325-2077 

SITE1 
633ELMST 
NORMAN, OK 731 I)';'! 

UNIVERSITY OF OKLAHOMA 
LAB ANIMAL RESOURCES 
633 ELM STRF~~r 

NORMAN, OK 7~m19 



ThIs I8POI1 is requillld by law (7 USC 2143). Failure to report aCCQrding to the regulations can See _rae side tor ~ 
result In In order 10 cease al,d rlesist ~nJ ,,) btl wbjO~t:~ ps",~ltie" as pl'Ovided for In Saetlon 2150. eddidonallnformltlon. 

UNITED STA-reSDEP,J,ri.&i OF7u~JCUtruRE'-~~'~-'---~1~. ~R~E~G~ISTRA=~T1O~N~NO~.--~C~USTOMER=~=":'NO~'-"'I---F-O-RM-A-PPR--O-VE-O---'I 
ANIMAL AND PLANT HEALTH INSPECTION SERViCE 73-R~101 1439 OMS NO. 0579-0038 

ANNUAL REPORT Of RESEARCH FACILITY 
(riPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY iN- anti Acfl:t8u, at regiaIerecI with USDA, 
Include Z4l CDde) 

FERRELL FARMS INC 
30140 OKI..AHOMAST 
MClOUD, OK 74851 
(405) 964-3710 

J
3. REPORTING FACIIJTY (Ust a1i10catlo.1S wllere animals were housed or used In actual rBSlllIl'Ch, tesdng, teaehing, or experimentation, or held tor theN pwpos•. AIl8Ch additional 

aheeIa it ~ry.l 

FACIUTY LOCATJONS(sMes) 

_See_A_tta_ched__L1s_tl_ng • ·_··_· ··_·__o<~_~_·_··_' +-1	 _ 

r.""~~..........---__-------~~--.u,--~-----:.-----------------------------.
JWlOltT OF ANIMALS USED BY OR UNDER CI3NTROl.. e:F RESl'.A!'tCIi FAClUYY (AtllIch addittinaJ sheets 1 necessary or uae APHIS FORM 702~ J 
14. r;r.·:~~~-r~·~~~T	 ..meJa upon,n. Number ,;=~~...'" "E. Number'!""'-of-:-anl.........-lMlIch~!"'!"teIc:hI
'!'ng, ---·F!'.------t 

an"~,,iS belt '. ~ "n,n,sl. ~pcln which experiments. experiments, -.ch, IUl'll8'Y or Wllre 
Animals COvered I 'Jr~d, I which teaching, teaching research, condUClAld InllOllllng 8CCOIl1P8"Ying pain at 11__ TOTAL NO, 

By The Animal conditioned, or research, slrgBry, Of( tests were to the animals and forwhlc:h the ..... 01 approptlate OF ANIMALS 
Welfare Regulations held for use in sxperiman.ts, or condu~ Involving anasllletlc,analgeslc, or lrInquUlzlng drugs would 

teaching, testing, lests --e accompanying pain 01' haw adwrse/y atrecIed .. ptOOBdIns. reeullll, or (Cola. C + 
, 2):p£r:~1£r.lS. ~ cc"J;jc!&d diStress 10 lIle animals interpretatton of the leIcI1lng,l'8H8I'dl. D + E) 

researell, or I inlllJlving no I ancl for wl1Ich appropriate experiments, sur;-y, or tealI. (An qIIanalbn ofI so 'rge')' but !lOt ~ pain, distress. or enesthetlc, analgesic, or the ~ protJut:Ing {NIJn or*'-In 11.-. 
YEll used for such I use of paln- \ tranquilizing drugs were anInlaI8 and /he _1UCh ctl/lI8 __ nol UlIIIdIi purpcs,;,s, ~ relielling drugs. + used. mutt be IItIBched 10 It*~ .t--------t- ­ -,-{-"---.....;,~~ 

4,Oogs I ~ It---;.",.------r----·-·-·,,'-·..···· ,- r" ..-_.-._.--·..·-t~-----+-------------t------I 

1-5_,_Cats .__~t-·-_-_·_·"_-- __i ..·-__~_--~'..------+--------- __-+- ....... 

6.	 Guinea Pigs ; ~ I 

t-:-:-:-~b-::-rs-----F- .~ -- E---~+t--~~~~-----.,--.~~'=~+--------------;------I 
, " 

...9_._Non-__H_um_an_PrI_mates _..,_ ...,,__~j_... L-----.---f-----------+-------------+------f 
t-1_0_·Sheep_~ L__..i~ ._. L-----..r-------+-------------t-----t 
1-11_.P1g.;...s .L.._, __ L ,1 +- --+-____1__.. 

12, Other Farm Animal~; _._ L".._ ,,- ,., ..J..--.--,-..---.J-----.----+----------------t---~-- .. 
~6;;;:.;o=..;1~:.3t..'T'<-..~_. __~ ..L__t2,:~~ , ,.. L.. ~_ ..L~~ •• _._._.f-__-.--,,_.-..-r, --+-_l:-S-__.-i 

13 

t-_ ___,_OtherA_n_i_m_a'_s I--:=b-:-"'----------'~.~_._-----_+---------------+_-----t 
1--------.~-.--._---.~ ..--,---r----,-..-.-----1~-----------+-----t 
~....... - .L------.......----------'-----t-,L-_~~. '---.

ASSURANCE STATElENTS 

1) Professionally acceptable s;;;;;;-;;;;;;:;; ;;tr88tmen~ and use al animals. including appropl1ate use 01 anesl!lellc, .-Jgeslc, and lr8nquIllzIng cirulli, prior to, cblng.
 
and following aC'lUal reseer~n, teachin~ ~~tiM '.u~: .'v. or experimentaUG~ ~.~. followed by this resaan:h facility.
 

2)	 Each prlnclpel investigator has COl: j~' <llhtr.'llh .,,<S ;0 painful procadurGs. 

3)	 This facility 18 adh~<ins to ': {) ~,~3"· .~.:.:; ;.'.~ r:G. :z:: .'! ,:',ds: ~,~ :,ct.ll:'~ :: ".3S r:;'lluired that exc~ptions to tho standards 8nCl regul8tlOlll be apecIfted and CIlIPlalned by the
 
prlnclpallnvestigalOf and ~pprOVll<! '>'1'Jlto InmuiJo:>r ,i .~.nimal (;a,,' and U,;" (;~ttae (IACUC). A summary cf altha _ceptIona Is.-.chad to thIa ..... rwport. In
 
addidon to idenl/fying the :"e1W_ n·,,,. :t Bx,,'.nri,· " ,h;~ suw",aiy inci' ,~~ ~ bri&! explan~tion of the 8XCtl~U(flS. as well as tha IpecieI and number d anIll11l8 afIecled.
 

4)	 The ettending VBterinariei fDr ih~. ' .........., h ;a":,i:)I; ,Jppropri"t,e "ut'l(,ri~.. :P. alt$ure lila provlsiOl'l of adequatE> ....erinary care and III 0WII8N the adequacy d othar
 
aspects of animal care anti JSE:"
 

DAlE SIGNED 



;tPHIS Fern. ']023 Site List 

The following sitr,s :,av& .dsn fltp .>rted by the facij1ty..~:o.~ "',.....'__~;t~ ...'f,.J.ei, _ _____..__,_.',z~ "" 

Registration Number: 
Customer Number:	 14::9 
Facility:	 Fc.rF<~·i~:. FA~i;MS INC 

30'j4·0 ')i(LAHOMA ST 
MCLO;JD. OK 7485i 
b .5)" )'; ·:)7;0 

&.o__',I..:tIA:u_....~);."J~~-'Il~.	 _ 
______1.--.,:;1#..........
 

SITE1 
30140 OKLAHOMA ST 
MCLOUD, OK i'!:85i 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Repon Control No 
result In an order to cease and desist and to be subject to penalties as provided for in Section 21 SO. additional Information. 01 SQ-OOA--AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
ANiMAl AND PlANT HEALTH INSPECTION SERVICE 74-R-D011 1382 FORM APPROVED 

OMS NO. 0579-0036 

Z. HEADQUARTERS RESEARCH fACILITY (Name ami Address, as registered with USDA,ANNUAL REPORT OF RESEARCH FACILITY ncIude Z.jJ Code) 
AlCON RESEARCH, LTD(TYPE OR PRINT) 
PO BOX 6600 
ATIN: VP PRECLINICAL SCIENCES 
FORT WORTH, TX 76115 
(817) 293-0450 

13. REPORTING FACIUTY (Ust all locations where animals were housed or used in actual research, testing, teaching. or experimentation. or held for these purposes. Attach additional 
sheets if necessary.) 

FACIUN LOCATIONS(sites) 

_See_Atta_c_hed_._L1_sti_.n_g Ir-.-...;,-~--------------------

REPORT OF ANIMAlS USED BY OR UNDER CONTROL OF RESEARCH FACIUN (Attach addilbnal sheets I necessary or use APHIS FORM 702.14) 

A. 

Animals Covered 
By Tho Anlmol 

Welfare Regulations 

B. Numberof 
animals being 
bred, 
conditioned. or 
held for use In 
teaching. testing, 
experiments. 
research. or 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which teaching, 
resean:h, 
experiments,or 
tests were 
t:nnd1r.tAd 
involving no 
pain, distress, or 
use t:A paln­
relieving drugs. 

D. Number of animals upon 
which experiments. 
teaching, researdt, 
1UfVerY. or tests were 
conducted involving 
accompanying pain or 
di~ .., the anIma/1 
and for which appropriate 
anesthetic, analgesic, or 
IrlInqullizfng drUgs were 
used. 

E. Number of animals upon which teaching. 
experiments. research, surgery or tests were 
c:onducted Involving ae:companylng paln or distress 
to the animals and lor which the use of appropriate 
aneslheClc,analgesic, or tranquiliZIng drugs wcuId 
have adversely affected the procedures, results, or 
interpretation of the teaching, meardl, 
experiments, surgery. or tests. (An eJtP/anation of 
the procedrI'es producing pa;, or distress In these 
arWnals and the reasons auch ctugs went not used 
must be attached to this report) 

F. 

TOTAl NO. 
OF ANIMALS 

(Cols.C+ 
D+EJ 

4. Dogs 

5. Cats 18 18 

6. Guinea Pigs 16 1,621 4 1,641 

7. Hamsters 

8. Rabbits 406 1,456 4,281'­ 5,737 

9. Non-HumanPrimates 11 369 369 

10. Sheep 

11. Pigs 

12. Other Fann AnImals 

13. Other Animals 

ASSURANCE STATEMENTS 
,.

1) Professionally acceptable standards govemang the care. treatment. and use of animals,lncluding appmpnate use rI anesthetic, analgesic, and tranquilizing drugs, prior to, dunng, 
and following Bdual research, teaching. testing. lSU!'9llf)'. or experimentation were followed by this research facility. 

Z) Each principal investigator has considered altematives to painful procedures. 

3)	 This facility Is adhering to the standards and regulations under the Ad. and It has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal care and Use Committee (IACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to Identifying the IACUe-approved exceptions, this lSunwnary Includes a brief explanallon of the exceptions, as well as the species Bne! number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACIlITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

Icertify that the above Is true, correct, and complete (7 U.S.C. Section 2143) 
SIGNATURE OF C.E.O. OR INSmunONAl OFFICIAL NAME & l1TLE OF C.E.O. OR INSTITUTIONAl OFFICIAL (rype or Print) DATE SIGNED 

.Jo~~W. l-k·dc:l.~~ ~b 
--------  ---- -------------- ------ 

IftJ!29!O;3----- ---- ---------- ----------- 
--------- --------- ------- -------------- VS --------- -------- (OCt ------ -- hich is obsolete PART1·HEADQUARTERS 
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APHIS Form 7023 Site List 

The following sites have been reported by the facility. 

Registration Number:	 74-R-Q011 
Customer Number:	 1382
 
Facility:	 ALCON RESEARCH, LTO
 

PO BOX 6600
 
ATTN: VP PRECLINICAL SCIENCES
 
FORT WORTH, TX 76115
 
(817) 293-0450 

Site 1
 
6201 -------- ------------- 
Attn: ---- ------- ---------- 
Fort Worth, TX 76134
 

Site 2
 
Dallas Veterans Affairs Medical Center
 
Attn: ---- ---------- ---------- 
4500 South Lancaster Rd
 

Telephone: -------------------- 
Dallas, TX ---------- 

NOV 17 2003
 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are 
not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 

1.	 Registration Number: --=-7.....:.4.....:.-R....::...--=0..=.0....::...11..:...... _ 

2.	 Number .,..;4'--- of animals used in this study. 

3.	 Species (common name).----'-__g.....,u:;;..;.;in:..:..;:e=a:....lp:;.:.ig~ of animals used in the study. 

4.	 Explain the procedure producing pain and/or distress. 

Guinea pigs are injected with approximately 0.06%. sodium hyaluronate, horse serum 
(positive control), or O.9°1c. saline (negative control), on three occasions into the peritoneal 
cavity. SUbsequently, each test sUbject is injected intravenously and examined for 
anaphylactic response. Guinea pigs are humanely euthanized after the last regimen is 
completed. The 4 animals in Column E are positive controls and are expected to exhibit 
symptoms of respiratory distress, collapse, and death. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For Federally mandated testing, see Item 6 below). 

The guinea pig is an established model for antigen-induced respiratory anaphylaxis. 
Anaphylaxis is the required outcome of the positive control for this study. No analgesic 
compounds were administered since they would potentially confound interpretation and 
conclusions from this study. This test was developed in response to required safety testing 
by the Japanese Ministry of Health and Welfare for marketing viscoelastic products in 
Japan. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency__.:.J=.apl:,;a=.:n~e::.::s:.::e:....:M~in.:..:.;:is:..:.t:..J.ry-.:o=..:f.....:.H...:.;e=..:a::.:.lt:.:...h:....:a::::.:.n..:.;:d=-W~e:.:.:lf:.=a~re~	 _ 

CFR, T.;...:h..:..:e::.......:...P.;..;.ha;;;.;.;r..:..:m..:..:a~c;..;;;.o.,&;;.p..;;;;..oe~i-=a.-;o;..;...f..;;;.J-=ap"""'a:;;,;,n..;./",--'1'-"'3_th-"e~d"'""'it.;..;;;io...:....;n'-'-! ...;..19~9;::;,..,;6;;....J,!....a.;;p;..;;;.a~g..;;;;..e __3-=2=2 _
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ANNUAL REPORT OF RESEARCH FACILITY 
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601 University Drive, JCK Suite 489 
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Interagency Report Con~1--- -- - A~This report is required by law (7 USC 2143). Failure to report according to the regulalions can See reverse side for 
result ittan order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-00A-AN ~~1f1 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I.., 
ANIMAl. AND PLANT HEALTH INSPECTION SERVICE 74-R-Q049 1503 FORM APPROVED 

OMS NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as regist9fed with USDA, 
include Zip Code) 

STILLMEADOW INC 
12852 PARK ONE DR 
SUGAR LAND, TX 77478 

13. REPORTING FACILITY (Wst all locations where animals were housed or used in actual research, testing, teaching. or experimentation, or held for these purposes. Attach additional 
sheets If necessary.) 

FACIUTY LOCATIONS(sites) 

SITE1 I 

SUGAR LANO, TX n478 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets ifnecessary or use APHIS FORM 7023A ) 

A. B. Numberof E. Number of animals upon which teaching,C. Numberof D. Number of animals upon F. 
animals being experiments, research. surgery or tests wereanimals upon which experiments. 

Animals Covered conduded involving accompanying pain or distressbred. TOTAL NO.which teaching, teaching. research, 
By The Animal conditioned. or to the animals and for which the use of appropriate surgery. or tests were OF ANIMALSresearch. 

Welfare Regulations held for use in anesthetic.analgesic, or tranquilizing drugs wouldconducted Invalvingexperiments. or 
teaching. testing, accompanying pain or have adversely affected the procedures. results. ortests were (Cols. C + 

interpretation of the teaching. research.experiments. distress to the animalsconducted D+E) 
experiments. surgery. or tests. (An explanation ofresearch. or and for which appropriateinvolving no 

surgery but not the proceaures producing pain or distress in thesepain, dtstress, or anesthetic. analg8Slc. or 
yet used for such animals and the f9SSOIl6 such drugs were not used use of pain- tranquilizing drugs were 
purposes. must be attached 10 this report)relieving drugs. used. 

244. Dogs 531158 8 563 

245. Cats 15549 179
I 

6. Guinea Pigs 541 29 570 

207. Hamsters 10888 
I 

1408. Rabbits 1200 1340I 

I 

9. Non-Human Primates I 

10. Sheep 

11. Pigs 
I 

I 

I12. Other Farm Animals 

Horses 2 11 13 

13. Other Animals 

ASSURANCE STATEMENTS 
.. .

1)	 ProfeSSIonally acceptable standards govemlng the care. treatment, and USe of animals. Including appropriate use of anesthetic. analg8SlC, and tranqUIliZing drugs, pnor to. during• 
and following actual ntS88rch, teaching. testing. surgery, or experimentation were followed by this research facility. 

2) Each principal investigator he considered alternatives to painful procedures. 

3)	 This facility Is adhering to the standards and regulations under the Ad. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the InstiMional Animal Care and Use Committee (IACUC). A IUIIIIMtY of all the exceptions Is attached to this annual report. In 
addition to Identifying the IACUC-approved exceptions. this summary Includes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility haS appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspeds of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

'certify that the above is true. correct, and complete (7 U.S.C. Section 2143) 
NAME & TITlE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNEDS'GN~.OlmNALOFACIAL 

1112112003fllJl~}! -- ~ ------- --- ---- ----------- .. 
APHIS FORM 702--- (Replaces va FORM 18-23 (Oct 88), which Is obsolete PART 1 • HEADQUARTERS 

(AUG 91) 

APR -1 .m4 



ILj R{)D4~ 
J 6) LJ 

Justification tor response in "E tl 

** Birds were trapped and fitted with an external radio transmitter and 
relAAsed 

*** An~als are killed uy Lhe AVMA-approvod method of spinal section and 
pithing ... 
They pr~sumably experience some distress during capture, and momentary pain 
during 
the killing procedure 
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~1. Registration Number. 74-R-0049 /1503
 

:2/3. Species (common name) & Number of animals used in this study:
 

Dogs (24) Cats (24) 
Guinea Pigs (29) Rabbits (140) 

, 4. Explain the procedure producing pain and/or distress. 

The pain or distress in dogs in Column E was due to flea allergy dermatitis. These dogs were not treated with anesthetics 
or analgesics because the particular tests being conducted were efficacy tests of drugs designed to prevent or reduce 
symptoms of flea allergy dermatitis. Efficacy of these drugs can only be determined if the animals are infested with fleas 
and exhibit flea allergy dermatitis. The cats referenced in Column E were animals used as flea hosts. It is assumed 
they suffer stress and discomfort from the flea infestation. When toxicity and/or irritation studies are done on rabbits, test 
material is either dropped into one eye of the rabbit or it is applied to the skin. When this dosing to the eye occurs, the 
animals occasionally squeal, and it is assumed that they squeal in pain or distress. Guinea pigs are restrained 
temporarily dUring and after administration of the test material in sensitization studies. They find the restraint stressful. 
In the case of dermal toxicity tests, cage-side observations include evaluation of the central nervous system, somamotor 
activity and behavior pattems. These would be altered by the use of anesthetics or tranquilizers. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

Most studies are federally mandated. However, we sometimes'conduct screens to determine if further testing is 
necessary; When doing these screens, observations are made to the treated areas on rabbits, looking for signs of 
irritation (usually redness or swelling) that may have been caused by the test material. We do not always use anesthetics 
because we may not be able to distinguish between discoloration caused by the test material and discoloration possibly 
caused by an anesthetic. 

6. What. if any. federal regUlations require this procedure? Cite the agency. the code of Federal Regulations (CFR) title 
number and the specific section number (e.g.• APHIS, 9 CFR 113.102): 

Agency: USEPA Health Effects Test Guidelines. Office of CFR: 
Prevention. Pesticides and Toxic Substances, OPPTS 
870-1200, Acute Dermal Toxicity, OPPTS 870.2400, Acute 
Eye Irritation. OPPTS 870-2500, Acute Dermal Irritation. 
OPPTS 870-2600. Guinea Pig Sensitization 

Approval Status: 
Approved/Disapproved By: 
Date: 

Disapproved Reason: 

:'.i: 
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This "eport is required by law (7 USC 2143). Failure 10 report according to the regulations can See reverse side for Interagency Report Control No ~. 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional infonnation. 0180-00A-ANIUNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 
74-R-0050 1481 FORM APPROVED 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA. 
inCfude Zip Code) 

TEXAS TECH UNIVERSITY H S C 
3601 4TH ST 
LUBBOCK, TX 79430 
(806) 743-2565 .j~,}/ ----- -- --- KlJ~h 

1 
3. REPORTING FACILITY (Ust alllocatiOll$ where animals were housed or used in adual research. testing, teaching. or experimentation. or held for these purposes. Attach additional 

sheets if necessary.) 

FAC1UTY LOCATIONS(sltes) 

See Attached Listing 

4800 A'I berta Dr. , El Paso, TX 79905
 

1400 Wallace B1 vd. , Amarillo, TX 79105
 

3601 4th Street, Lubbock, TX 79430 

REPORT OF ANiMAlS USED BY OR UNDER CONTROL OF RESEARCH FACILrTY (Attach additional sheets ifnecessary or use APHIS FORM 7023A) 

A. B. Numberof E. Number of animals upon which teaching.D. Number of animals uponC. Numberof F. 
animals being animals upon experiments, research. surgery or tests werewhich experiments. 

Animals Covered bred, conducted JnWl/ving accompanying paln or distresswhich teaching, teaching. research. TOTAl-NO. 
Sy The Animal conditioned. or to the animals and for which the use of appropriateresearch, surgery, or teslS were OF ANIMALS 

Welfare Regulations anesthetiC,analgeslc, or tranquilizing drugs wouldheld for use in conducted inVOlvingelCj)eriments. or 
teaching, testing. have adversely affec:ted the procedures. results. or accompanying pain ortests were (CoI•• C+ 
experiments, Interpretation of !he teaching, research,conducted distress to the animals D+E) 
research. or experiments. SUlllefY. or tests. (An explanation ofinvolving no and for which appropriate 
surgery but not anesthetic. analgesic, or the procedures producing pain or distress In thesepain. distress. or 
yet used for such animals and the reasons such drugs were not used use of pain­ tranquUizing drugs were 
purposes. must be attached to this report)relieving drugs. used. 

4.	 Dogs 36 
5.	 Cats 49 

6.	 Guinea Pigs 

7.	 Hamsters 100 

8.	 Rabbits 61 17 

9.	 Non-Human Primates 8 
10. Sheep 

11. Pigs 72 

12. Other Farm Animals 

13. Other Animals 

ASSURANCE STATEMENTS 

1) Professionally acceptable standards goveming the care, treatmenL and use of animals, indudlng appropnate use of anesthetic, analge5le. and tranquilizing drugs. prior to. during. 
and following actual research. teaching. testing. surgery. or experimentation were followed by this research facility. 

2) Each principal investigator has considered altematives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has reqUired that exceptions to the standards and regulations be speeified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions. as well 8S the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
 
(Chief Executive Officer or Legally Responsible Institutional official)
 

I certify that the above Is true, correct. and complete (7 U.S.C. Section 2143)
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Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names. addresses. protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1. Registration Number: 74-R-0500 

2. Number 1O_O of animals used in this study. 

3. Species (common name) __h_a_rn_st_e_r of animals used in the study. 

4. Explain the orocedure producing pain and/or distress.
Each hamster will be administered 30mg/kg of clindarnycin by intragastric 
inoculation under ether anesthesia. A small - diameter, polyethylene 
tubing will be used for all intragastric inoculations. Twenty-four hours 
after clindamycin challenge each hamster is inoculated Wi~h one ml. of an 
overnight broth culture of C. difficile (approximately 1D bacteria/ml.)
The animals will be abserved at least every 8 hours for evidence of disease. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below)
Only live animals can be used to demonstrate prevention of a disease development. 
analgesics cannot be administered because they will inhibit some of the path­
ology (e.g. inflamation) we are attempting to define in this animal model. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency CFR. _ 

OCT "! (] ?O03 



lNTED STATES DEPARTMENT OF AGRICULTURE 
, ANNAL NllJ PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACIUTY 
(TYPE OR PRINT) 

----- Ot~AN·---·----

t.	 CER1IFICATE........ .74-R.Q068 
CUSTOIIIR NUMBER: 1454 

Health Sc:ience Center At. Houston
 
University Of Texes
 
Po Box 20036
 

Telephone: 

Houston. TX 77225 

FACIUTY LOCATIONS (..) • see-.-.L.IIIing
 

REPORT OF ANNALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Altach MdItIonaI ...... " necessary or .... APHIS Fonn 7023A )
 

A. 

....... CfIwwwI
_TM,........."..._ 7.
 

4. DagI 

5. CIlIa 

I. GuiMaPiga 

7.........
 

.. fWIbiIa 

I. Non--.Prim-.a 

O.ShMp 

1. Plea 

2. 0tMr F....Anirn.­

.. .......flI C. _ D. .....111.......... E. ..........1II 1iIIIc:hint. ........
 ......... which...........	 ~iIwaMnI
......lUIIIfYor ......	 .. 
........... lUiI'IY,or - "' .
 
......... In "'. ..UPiiilililW ......., ..
tIIuctIinI.............. ~pein. ,. ,"' ......
or . ...~ ........ ....tIt.........	 IUIIMY,or
 (l1li 
........ IiMlMfllno..... ..wNcII	 "' .......
 
....-rbutnal ............	 _IUCh naI
 
......... "'..................	 tltthi&..,..).
 
,.."..... ..... bnq:rling.......
..... 

-

358 35 115 

- 627 

259 30 727 -

34 73
 

80 

I
Deer 7 

Ferrets 9 

A....R.NCE aTAlEMBITa 

F. 

TOTAL NUMB 
OFANIMAlJ 

(COLUMN 
C+OotE 

1 t)() 

h?7 

7r::.7 

1 ()7 

-
RO 

q 

1) Pie' ·ar.tly gcMIming" c::r- _flI ....... 1ncIudinI ~ ...cI ........~.'"........i...... prior......... feIIowi"IKU 
....... tIiIlI::IIinI 1IIIIIe'Y. or f!aIIllIIwIId ..,1Iia1-.:h__. 

~ Each im AI tr ..c:oMideMd I'.pIIinfuI ........ 

3J Thiat.c:ility tIt ....,..Act, It ...., tIt ....-.-.Ily..~ . 
...... 1Ir..1niuIiIuIianlII AniINuIc.. end UN CoanmiItiM (IACUC). A-Vold FIICb til flIPOIt,ln lIddiIien tit identifying.. 1Aa Ie IIIIPl'INId - . 
... .........., flI WIJII Md~ ........ 

4) 1M	 fIlCiIily lIllri.'. euIIlIoritytll pnMIion "' .......,aN'" til edequ.cyfll CIIwr '" animrI c.re ....
 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
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Registration Number: 74-R-0068 
Number of Animals used in this study: 627 
Species (common name) of animals used in the study: Guinea pigs 
Purpose of study: The testing is done to find out whether a particular drug is good for 
a particular fungus infection. Fungus infections are a common complication of people 
and animals that have compromised immune systems such as people or animals that 
are on chemotherapy for cancer or people suffering 'from AIDS. Developing new drugs 
that can fight this infection is important for minimizing suffering and death from this 
potentially life-threatening disease. 

The recognized standard measurement for this testing is to see whether the 
animals that received the drug live longer and to see whether fungus is cleared from 
their organs. The comparison is made between those animals that are given the 
infection with treatment and those animals that were given the infection without 
treatment. 
Explain the procedure producing pain and/or distress: During the course of the 
testing (experiments), the animals will be made sick by giving them an injection of a 
particular fungus in their vein. The animals will be maintained in their normal 
environment and provided food and water. They will be monitored three times a day for 
signs of illness. This ifIness as it progresses can cause discomfort, much like the flu. 
The animals will be euthanized when it is apparent that they are not recovering from the 
infection. Signs include lack of appetite, inadivity, dull attitude. Animals that are treated 
with the anti- fungal drug may recover from the infection while those that are not treated 
or treated with less drug or with drug that is not good for this infection may suffer 
discomfort and pain prior to euthanasia. All efforts will be done to prevent excessive 
pain and suffering through very close and frequent observations to determine when 
euthanasia is needed. 

28 i.JJ3 



'7 ~'R 00 G~ 
Facility Locations (Sites) continued 140 L ) 

Site 1 University of Texas Medical School 

Site 2 University of Texas Dental Branch 

Site 3 University of Texas School of Public Health 

Site 6 University of Texas Mental Science Institute 

Site 7 Texas Department of Criminal Justice 

Site 8 Memorial Hermann Hospital 



I 

V· /{\ ').~~ 

~~ ~~R~o 
This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control N~Q. fh 
result in an order to cease and desist and to be subject to penalties as provic!ed tor in Section 2150. additional infonnation. 0180-DOA-ANIUNITED STATES OEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 
74-R-Q071 1455 FORM APPROVED 

OMS NO. 0579.()036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA, 
include Zip Code) 

UNIVERSITY OF TEXAS 
7703 FlOYD CURL DR 
SAN ANTONIO. TX 78229 
(210} 567~166 

1
3. REPORTING FACILITY (Lisl all localions where animals were housed or used in actual research, testing, teaching, or experimentation, or held 'or these purposes. Attach additional 

sheets if necessary.) 

FACILITY LOCATIONS(sites) 

9 
_S_e_e_A_tta_c_h_e_d_L_is_ti_n 1---------------------------­

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Numberof C. Numberof E. Number of animals upon which teaching,D. Number of animals upon F. 
animals being animals upon experiments, researCh. surgery or le$ts werewhich expenments, 

Animals Covered bred. which teaching, conducted inVCllving accompanying pain or distress teaching, research. TOTAL NO. 
By The Animal conditioned. or research, to the animals and for which the use 0' appropriate OF ANIMALSsurgery. or tesls were 

Welfare Regulations held for use in experiments. or anesthetic,analgesic, or tranquilizing drugs would conducted Involving 
teaching, testing, have adversely affected the procedures, results, ortests were accompanying pain or (Cols.C+ 
experiments. conducted Interpretation of the teaching. research. distress to the animals D+E) 
research, or experiments, surgery, or tests. (An explanation ofinvolving no and for which appropriate 
surgery but not pain. distress, or the procedures producing pain or distress in theseanesthetic, analgesic. or 
yet used for such use of pain- animals and the re&$On8 such drugs were not usedtranquilizing drugs were .purposes. relieving drugs. must be attached to this report)used. 

4.	 Dogs 79 98192 
5.	 Cats 1010 
6.	 Guinea Pigs 167 167 

857.	 Hamsters 11429115 

8. Rabbits 466 497314 
9. Non-Human Primates 27 172145 

10. Sheep 

11. Pigs 713536 

12. Other Farm Animals 5454 

13. Other Animals 

ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards governing the care, treatment. and use of animals. including appropnate use of anesthetic. analgesiC, and tranquiliZing drugs, pnor to, dunng, 
and following actual research. teaching, testing. surgery. or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the IACUe-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropri.ate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

11/17/2 

DATE SIGNED 

------------ --- ------------ ------- -----------  

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL. 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

(Replaces VS FORM 18-23 (Oct 88). which -- obsolete 
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APHIS Form 7023 Site List 

The following sites have been reported by the facility. 

Registration Number:	 74-R-0071 
Customer Number:	 1455
 
Facility:	 UNIVERSITY OF TEXAS
 

7703 FLOYD CURL DR
 
SAN ANTONIO. TX 78229
 
(210) 567-6166
 

SITE1
 
7703 FLOYD CURL DR.
 
SAN ANTONIO, TX 78284
 

NOV 2 1 2003
 



30 Ocotober 2003 
USDA Registration No. 74-R-071 

The University ofTexas Health Science Center at San Antonio
 
USDA Report 2002-03
 

Category "E"
 

Fifty nine (59) Guinea Pigs 

Fifty-nine animals were used to test the efficacy ofnew anti-fungal agents against systemic 
Aspergillosis. The animals were challenged with the agent and then given different treatment 
regimes. They were included in Category E due to the potential ofdeveloping clinical signs of 
systemic Aspergillosis. Analgesics were not administered due to their ability to mask clinical 
signs and/or interfere with clinical observations. All animals were monitored daily and animals 
exhibiting severe clinical signs were euthanatized. 

Twenty Six (26) Guinea Pigs 

Twenty-six (26) guinea pigs were used in the development ofa Coccidioides immitis vaccine. 
The animals were challenged by the aerosol route after being inoculated with the vaccine 
candidates. Tissue samples were taken after euthanasia to test for pathogen load in the lungs and 
other tissues. The animals were monitored at least twice daily. Additional treatments were not 
administered due to their ability to mask clinical signs and interfere with respiration. Animals 
were euthanized at various timepoints to determine the validity ofthe guinea pig model for this 
disease. In this study, the animals did not show any obvious clinical signs ofdisease but did 
have organisms present in the lungs at necropsy. 

Eighty two (82) Guinea Pigs 

Eighty two (82) guinea pigs were used to study novel drug therapies for systemic Cryptococcus 
neoformans. The animals were challenged with the agent and then given different treatment 
regimes. They were included in Category E due to the potential ofdeveloping clinical signs of 
systemic Cryptococois. Analgesics were not administered due to their ability to mask clinical 
signs and/or interfere with clinical observations. All animals were monitored daily and animals 
exhibiting severe clinical signs were euthanatized. 

Eighty Five (85) Hamsters 

Eighty five (85) hamsters were used in aerosol tuberculosis studies designed to develop a better 
model ofthe human tuberculosis, and to study new vaccines and treatments for this disease. 
Additional treatments (i.e. analgesics) would lessen or mask the clinical symptoms and obscure 
the purpose ofthis study. Animals were included in Category E due to the potential of 
developing clinical signs of tuberculosis. All animals were monitored at least twice daily and 
any animals exhibiting pain or distress from the disease were euthanatized. 

NOV 2 1 2003 



Intllragenc 1't8port Control No This report is required by law (? USC 21 "3) Failure to report according to the regulations can Set reverse Ride for 
0180·DOA·ANresult in an order 10 ceaBe and desist and to be subject 10 penalties as provided for in Section 2150 acklition; information 

IUNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

tREGISTRAnoNNO. 74-R-0073
CUSTOMER NUMBER: 1469 

FORM APPROVED 
OMB NO. 0579-<l036 

Z. HEADQUARTIRS RESEARCH FACILrTY (N_e .nd Add,...... regl.tered with USDA 

'nt1/if~~1~i ty of Texas 
Medical Branch at Galveston 
~Ol Univers~ty Bl¥:d. 
~£f~~§t8b,t~~XE t9'5~Osearch 

1
3. REPORnNG FACIUTY (LlBt an locations wh.... animals w_ housed or used In actual ,.._ch. I_ling. teaching. or experimentation. or held for thes. pUI'J)088!l. Attach additional 

sh_ls if n_salY.) 

FACIUTYLOCATlONS (Sit_) 

See attached listing 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional .h_1s if necessary or us. APHIS FORM 7023A) 

A. 

Animals eov-d 
By Th. Anima 

W.lfa,.. Regulations 

4. Doas 

S.Numb.rof 
animals b.lng 

bred. 
conditloned.or 
held forus. in 
teaching. testing. 
.xperiments. 
r-aBrch. or 
aurgery but not 
yet ...d lor aucIl 
purpcs. 

C. Numb.ror 
anlmala upon 
which taaChing, 
r_Bn:h. 
.xparinwnts. ortaets_,. 
conductad 
involving no 
pain. dl.-u. 0 

u.. orpaln­
,..IJ-ving drugs. 

D. Number aranl"..l. upon 
which expertments. 
teaching. _arch. 
.urgBty. or tellls_ 
conducted Involving 
accompanying pain or 
dlatraa. to the anima. 
and for wtlich ..,proprlate 
anesthatlc. analgesic. or 
tranquilizing druga _re 
used 

/3 

E. Number of animals upon which t.aching
.xpertments. ..--rch. surgery. or tasls _ 

conducted Involving lICCDmpanying pain or distress 
to the anima" and for which the usa of appropriate 
anaathatic. analg_1e. or tranqulll%ing drugs would 
have ad_.-afy atrec:tad the procaIu....... ....."Ia. or 
IntBrpralatlan of the teaching. ,....arch. 
.xperfmanta. surgery. or t.lIls. ~n .Kplanfllion of 
the procedUf&S produclnrJ pain or dl5trflss In those 
enimBla and the ,..ason.s suelt druga _f& not used 
rr'IUSt be IIIIsclted 10 litis f&potfJ 

F. 

TOTALNO 
OF ANIMALS 

(Col•. C + 
D+ E) 

0 U U I~ 

5. Cats 

6. Guinea Pigs 

0 0 0 0 0 

21 5 144 342 491 
7. Hamsters 

2 14 408 439 861 
8. Rabbits 182 60 317 0 377 

9. Non-human Primates 0 0 1 8 9 

10. Sheep 0 12 436 0 44B 

11 .• PiRS 

12.0lhe Farm Animals 

0 122 bb 0 188 

0 0Goats 0 20 20 

13 Other AnimalsWawC! 
11 

6 

0 

11 
Cotton Rats 18 6 
Gerbils 0 35 0 

0 
35 

Peromyscus Ml.Ce 180 80 0 80 
I ASSURANCE STATEMENTS 

1) Prof.SlIionallyaceaP1&bla standards gOll.."lng the car,t. treatment. 8nd ... of animala Including appropriate usa ar anaattwrtic. analgesic. and tranquilizIng drugs. prior to. during 
.nd following actual rea.arch. taBching. t-'iog. surg.ry. or alCparim.ntlltion _,.. followad by this ,.._rch facility 

2) each principal Inll88tigator has considered altarnati_ to painful procedur•• 

3) This facility ia adhering to tha standards and ragulatlone Under the Act. and it haa required that e_ptlons lD the standards and regulations be apecWled and _pIeinad by the 
principal investigator and approved by the Institutional Animal Cant and Usa Commltt_ (IACUC). A summalYof all .uch ••c.ptIon. I. attachad 10 this annllal report. In 
addition to idantii'iing the IACUc-apprawd .lCC8ptlcns. thill .ummet)' includas a brie'axplanation ar the alCC8PliorMl. as _B as the species and numberar animals atrac:tecl. 

4) Th. attending vaterinarlanfor this ,.._rch facility has appr<>priate authority to _nt the provlslon of adaqullt8 v.tarln8tY care and to 0V8f'8_1he adequacy of other as~cts of 
animal care and 1J88. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

(Chief Executive Officer or Legally R.sponslble Institutional Official) 
- -------- -----  he above is true, correct, and comp'et. (7 U.S.C. Section 2143). 
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3.	 Facility Location 

University ofTexas Medical Branch - Galveston, Texas 
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Column E Explanations
 

University ofTexas Medical Branch
 
Galveston, Texas
 

74-R-0073
 

Guinea pigs - 12 
The guinea pig is used as an animal model for the study of viral hemorrhagic fever. Variants of 
viral pathogens are compared with regard to virulence factors and pathogenesis of disease. 
LD:solID5o studies are used for comparison of attenuated vs. virulent variants. Analgesics would 
alter the measurements of parameters used (such as rectal temperature) to evaluate the animal's 
response to disease. 

Hamsters - 172 
Use of the hamster model to study virulence of different strains of yellow fever virus. This study 
investigates the molecular basis of the pathogenesis of disease. Since the virulence of some 
strains is unknown, death endpoints may be encountered until viral pathogenesis is established. 
When clinical signs of infection are established, moribund endpoints will be applicable. 

Guinea pigs - 60 
Use of the guinea pig model for study of vesiculoulcerative skin lesion caused by herpes simplex 
virus (HSV) complex, and evaluation of new treatment regiments. Since HSV is a neurotropic 
virus, pharmacologic agents that may alter the function of neuronal elements may not be used. 

Nonhuman primates (Macaca sp.) - 4 
Animal model of peripheral neuropathy. This study investigates the mechanisms of neuropathic 
pain through changes in gene expression and potential use as a therapeutic tool. Treatment with 
analgesics would alter the physiologic processes involved in pain sensation. 

Nonhuman primates (Macaca sp.) - 4 
Model for chronic inflammatory arthritis. Studies are designed to determine molecular, 
physiologic, and anatomic responses to inflammatory pain, and to develop interventions that will 
reduce or eliminate pain. Mild pain paradigms achieve experimental goals. Administration of 
opiate derivatives would interfere with analysis of acute and persistent pain mechanisms. 

Hamsters - 51 
This study examines the pathology ofHantavirus cardiopulmonary syndrome and as such, animals 
are given a lethal dose. Death is one of the outcome variables, and much of the pathology 
observed is related to the inflammation, thus ameliorating agents may alter outcome data. 

Hamsters - 6 
Infection of hamsters with phleboviruses. Analgesics may alter the disease process and invalidate 
the data. The disease is related to the inflammatory process and any agents that potentially alter 
that process can be expected to alter outcome data. 

s:\wpfiles\misc\usda2002ColE 



Column E Explanations - page 2 of 2
 
74-R-0073
 

Guinea pigs - 168
 
Study of the pathogenesis of herpes simplex virus, a virus that resides within the nerves.
 
Analgesics are suspected to alter the course of disease and thus unacceptable to the study.
 
Reduction of inflammation would likely alter the outcome of the disease. Opioids would alter
 
nerve conduction, which is a component ofthe study.
 

Guinea pigs - 82
 
The guinea pig is used as a model to study the pathogenesis of arenavirus hemorrhagic fever and
 
to screen various drugs for treatment of the infection. Analgesics are contraindicated since the
 
parameters used to study the course of infection in the animal could be affected.
 

Guinea pigs - 20
 
This is a study involving herpes simplex virus, which infects (resides) within the nerves.
 
Analgesics could modify the metabolism within the nerves and thus are not permissible.
 

Hamsters - 192
 
Animal model for the study of flavivirus·induce encephalitis, sites ofvirus replication, mechanism
 
of virus dissemination and neuroinvasion, and evaluation of efficacy of antivirals. LDsolIDso doses
 
ofthe virus will be used for study ofthe pathogenesis of infection.
 

Hamsters - 18
 
Study of host immune response to infection with Leishmania organisms via footpad inoculation.
 
Because molecular mechanisms of protective immunity and pathogenesis of disease are
 
investigated, administration of any drugs that may interfere with normal inflammatory andlor
 
immune response would be contraindicated.
 

s:\wpfiles\misc\usda2002CoIE 
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Exceptions to Housing Regulations
 
University ofTexas Medical Branch
 

Galveston, Texas
 
74-R-0073
 

Four hundred and thirty-six (436) sheep were housed in metabolic stanchions for up to four weeks. 
They were housed in the stanchions for 48 hours prior to surgery to adapt them psychologically to 
this type of housing. The purpose of the stanchions was to prevent disruption of vascular catheters 
and other instruments placed surgically. These sheep have the most intensive care of any animals 
on campus with checks being at minimum four times daily (weekends, when there are actually few 
animals on study) to around the clock (during the week, depending on the study). 

Eight (8) NHP (nonhuman primates) were housed singly in the same room. Pair housing was not 
permitted in order to prevent damage of longstanding indwelling scientific devices. There was 
concern that mutual grooming and other routine activities might dislodge delicate medical 
equipment. Physical contact (hands, etc.) was still possible through cage slats. Visual and vocal 
communication was also possible. These NHP's had daily contact with animal facility and/or 
research personnel. Environmental enrichment included the use of toys, puzzle feeders and food 
treats. 

Four (4) dogs were pair housed in concrete runs for most of the year but there were four episodes 
of three weeks where each pair of dogs was housed singly in oversized cages. The cages were 
used during the period of time when the dogs were in contact with ticks carrying rickettsia. 
During this period oftime, both ARC personnel and research personnel checked the dogs daily. 

s:\wpftles\misc\usda2002 
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UNITEDSTATESDEPARTUENTOFAGRICULTURE 1. REGlSTRAnONNO. CUSTOMER NO. I 
ANIMAL AND PLANT HEAL.TH INSPEcnON SERVICE 7....R.()106 9464 FORM APPROVED 

OMS NO. 0579-0038 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Addre8s. as registered wIltI USDA. 
itIcIucJe ~ Code) 

AMERICAN ANIMAL HEALTH INC. 
2619 SKYWAY DRIVE 
GRAND PRAIRIE, TX 75052 
(972) 641-5420 

13. REPORTING FACILITY (Ust all locations where animals were housed or used in ldual research. testing. leaching, or experimentation. or held for these purposes. Alteen additional 
sheets if necessary.) 

FACIUTY LOCA11ONS(aIN) 

_s_ee...;A~tta:..;;;..Ch.;;;ed~l;;:;;lsti;;:;;·ng;.;;;;;;;;;;;,;;,:::....::..;;... II""-"';"'----------------------­
_ See AttadJrent #1	 " 

REPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FAClLJTV (Attach eddIionIIJ".,. t necessary or use APHIS FORM 7023A) 

A. 

Anil'll8ls Coveted 
By The Animal 

Welfare Regulations 

B. Numberof 
animals Deing 
bred, 
conditioned, or 
held for use in 
teaching. tesllng. 
expMments, 
research. or 
surgery but not 
yet used for such 
purposes. 

C. Numberd 
animals upon 
which teaching. 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain-
relieving dRlg8. 

D. Number of animals upon 
which experiments, 
teaching, ,...-ch. 
surgery. or tests were 
conducted inYDMng 
accompanying pain or 
distress to the anil'll8ls 
and for which appropriate 
anesthetic, aneJgesic. or 
tranquilizing dRlgs were 
used. 

E. Number IX anil'll8la upon which teaChing. 
experiments, research, surgery or tests were 
conducted invoMng acc:ornperl)llng pain or dlatress 
to the animeJs and for which the use of appropriate 
anesthetic,analgealc, or tnlnqullizing drugs would 
have adversely 8ffected the procedures. results. or 
intetpretatlon of the teaching. research. 
experiments, surgery. or tests. (An uplanalion of 
the ptOCBdrns producing pain 01' di8lTess in the8e 
animals and the rea8Oll8 such drugs were not used 
mU6t be attached 10 this report) 

F. 

TOTAL NO. 
OF ANIMALS 

(CoILe + 
D+E) 

4. Dogs n n n () 0 

5. Cats 0 0 0 0 0 

6. Guinea Pigs 0 0 0 0 0 

7. Hamsters 0 0 0 0 0 

8. Rabbits 5 4 0 0 4 

9. Non-Human Primates 0 0 0 0 0 

10. Sheep 0 0 0 0 0 

11. Pigs 0 0 0 0 0 

12. Other Farm Animals 

Cattle 0 8 0 68 See Att:aclue1t #2 76 

13. Other Animals 

Goats 0 440 0 0 41iJ 

ASSURANCE STATEMENTS 
..

1)	 Professionally acceptable standards gOveMing the care, treatment, .nd use of .nimals, indudlng appropriate use of anesthetic. analgesic. and tranquiliZing drugs, pnor to, during. 
and following actual research, teaching. testing. surgery. or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Ad. and It has required that exceptions to the standardS and regulations be spedfled and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). Asummary of all the uceptIoM .. alhlched to this annueIl'8pOI't. In 
addition to identifying the IACUc-approved exceptions. this summary indudes a brief explanation of the exceptions, as well as the species and number of anil'll8ls affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to OII8I'See the adequacy of other 
aspects of anil'll8l care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAL 
(Chief executive Officer or Legally Responsible Institutional official) 

I certify that the above is true. correct, and complete (7 U.S.C. SectIon 2143) 
SIGN--------- --- -------- - ----- --------------------- -------------- ---------- -- ------ ----- --------- ----- ---------------------  OFFICIAL (Type or Print)---- -------- --- - ------------ ------- ---------- ------- 

---- - - ~ ------------ ------ -----------  

DATE SIGNED 

1(}{l)-()3 
APHIS FORM 7023 

(AUG 91) 



American Animal Health, Inc. 
2619 Skyway Drive 
Grand Prairie, TX 75052 
U.S.Vet License 315 October 6, 2003 

FACILITY LOCATIONS 
Attachment #1 

1.)	 Burrer Testing Facility Goats 
2.0 Miles N. on the Hayden Ranch Rd. from
 
the Junction of Tivydale Rd.
 
Fredericksburg, TX 78624
 

2.)	 Chester Spinrath Testing Facility Goats 
Allerkamp Rd. 
Comfort, TX 78013 

3.)	 Farm Place Testing Facility Goats 
8.5 Miles S. & 0.4 Miles West/Junction
 
of Wilson Creek Rd. & FM 1341
 
Comfort, TX 78013
 

4.)	 Fredericksburg Texas Testing Facility Cattle & Goats 
Texas State Hwy 16 
Fredericksburg, TX 78624 

5.)	 Hillingdon Ranch Testing Facility Goats 
346 Giles Ranch Rd. 
Comfort, TX 78013 

6.)	 Johnson City Texas Testing Facility Goats 
Rt. 1, Box 770 
Johnson City, TX 78636 

7.)	 Laboratory Animal Testing and Storage Facility Mice, Rabbits & Guinea Pigs 
Building #3 
2625 Skyway Drive 
Suite 102 
Grand Prairie, TX 75052 

*1* 

OCT 27 m 



American Anima.l Health, Inc. 
2619 Skyway Drive 
Grand Prairie, TX 75052 
U.S. Vet License 315 October 6, 2003 

8.) Squaw Creek Testing Facility 
2.8 Miles South of Junction of Doss Rd. 
(FM648) and Squaw Creek Rd. 
Doss, TX 78618 

Goats 

9.) Stieler Place Testing Facility 
15 Miles S. on Hwy 87 from junction of 
Highway St. and Hwy 87 
Comfort, TX 78018 

Goats 

10.) White Oak Testing Facility 
5 Miles S. of the Junction of Tivydale Rd. 
(FM 2093) & White Oak Rd. 
Fredericksburg, TX 78624 

Goats 

*2*
 



American Animal Health, Inc. 
2619 Skyway Drive 
Grand Prairie, TX 75052 
U.S.Vet License 315 October 22, 2003 

Attachment #2 

The animals were used in the challenge protection tests conducted to demonstrate 
host animal immunogenicity for the licensing application of Mycoplasma Bovis 
Bacterin (Code 2760.00). Since this is a new product, the USDA still does not 
have a coded requirement in the 9CFR. These studies need to be in compliance 
with the Veterinary Services Memorandum Nos. 800.200 and 800.204 for 
acceptance as a host animal immunogenicity study. 

For the test, 6-week-old susceptible animals were selected based on negative 
serological response and negative M. bovis isolation. The animals were randomly 
assigned to three groups: vaccinated, placebo, and non-vaccinated controls. 
Those vaccinated received two vaccinations at 2cc/dose by subcutaneous injection, 
3 weeks apart. The placebo group was vaccinated in the same manner using only 
adjuvanted media. Two weeks after the 2nd vaccination, all vaccinated and 
placebo animals were challenged by Mycoplasma bovis field isolates to produce 
the disease. The non-vaccinated control group was not challenged. 

After challenge, the animals were observed daily for clinical signs of the disease. 
Fourteen (14) days postchallenge, all animals in all groups were euthanized by 
captive bolt stunning followed by exsanguination and necropsy. Their lung 
lesions were evaluated and scored. A statistical analysis of the lung scores 
between vaccinates and the placebo group was conducted and reported to the 
USDA to fulfill the licensing requirements. 

These tests invariably subjects animals to pain or distress by producing various 
degrees of clinical symptoms of pneumonia in order to simulate the actual 
protective effect of the vaccinated animal in comparison to that of the placebo 
animal. The 14 days post challenge waiting time is necessary in order to manifest 
pneumonic lesions if the animal is not protected. The pain or distress caused by 
the challenge to evoke the disease must not be treated as treatment may allay the 
disease but abolishes the condition demonstrating whether this bacterin can protect 
the animal from actual field conditions. The degrees of protection in the 
vaccinated animals are reflected in the severity of pneumonic lesions based on that 
of the placebo animals. 

OCT 
OCT 2 7 2003 



I till ~ ,. rlqUittd by IIW (7 USC 2143). Flilure 10 report ICCCIIdi . 
resUlt'" an order to cas. and dMil11fld to be aubject 10 PlNlIi. :a~':c.re::=::2150. ==., InIIragency RIpon Control ~ --- --- --- 

-' UNITED STATES DEPARTMENT OF AGRICUlTURE . O'IO-OOA·AN --- \~:-- 
ANIMAL AND PLANT HEALTH INSPECTION SERVICe 1. REGISTRATION NO. CUSTOMER NO. I 

74-R~108 1480 FORMAPPROVEO 
OMS NO. 0571-0038 

ANNUAL REPORT OF RESEARCH FACILITY 2. '='Z:J::REIEARCHFACturY(NameanctAdlt"....... ,eg;,'lf'fdwfthUSDA. 

(TYPE OR PRINT) TEXAS TeCH UNIVERSITY 
P. O. BOX ~2002 
LUBBOCK, TX 79409

13. REPORTINGFACIUTY (LitI .. Ioc:Miona .... " 1806)742-1180 

REPORT OF ANMALS USED 8Y OR UNOIR CONTROL OF RESEARCH FACIJI'Y (AItMh MJdIIIonM.,..." IIIIQNIW)' IX un APHIS FORAl702,JA} 

A. 8. = C.=: 0. Number of ......1. '4)Clft E."""of animeIs upon Wllch 1eIcIq.~ng F. 
bred. which ~ • ~ tJfI*lmInlS, ~ rtIMIdl. aurgery or ,.... were
 

By The Animll
 
Animals CoY«8d 

conditioned 01 NNIfCh "I. tHct*lg. ,....,... concIuaed inVOlWlO ~)'tng P11ln or di• .,.. TOTAL NO. 
held for ....in e.petl • II . 'urv-Y. or ..... .,. to Ihe anlmIIa and fOl "'*""- UN oIWroprilte OF ANIMALS 
teeehI", ...1IIng ..... =,or c:oncIueted invoI\Il~ ....lheIlc.lnllgelie. OIlIInquilizl", drugs wauld 

Wetf.,e R~ulilions 

, •	 ICCOIIlpMying plin 01 have adverIeIy If*ted Ih. proc;edura MSUItI 01 (Co".C.uperlmentI. conducted dl•.,.. to the...... in~01 the IMcHnt raUlCh • • 
D+E)~, or IIWOl~ng no and for which IppIOPrilla ........,....urgery. or teati. (An .....tIon 01
 

surgery buC not Pllin. distress. or anesthetic. 8tlIfOeI1c. 01 litePfOC«UNPI'OduCIttg f»In IX...... in lite.. 
yet used for.UCh ..... 01 Pllin. trlnquiliZing dfugI were .,."..MId lite fNlOIJI web ~ ..... not u.fd 
puI'pOIeI.	 UNd. trIUII be.".".b ,. ftPOtf}'.'ewIng nos. 

4. Dogs 

5, Cats 

6. Guinea Pigs 

7. Hamslers 

8. Rabbits 

9. Non·Human Primates 

'0. Sheep 

11. Pigs 4 : 4 
Goats 

\12. Other Farm Animals 20 ....... ~')
 20 
6 /'YCows n 

13. Other Animals 

Bats 11 11 

Cottonta i I 1.1­12 2 

Fox, Swi ft 19 19 
ASSURANCE STATEMENTS 

. ,
1) Professlonllv ac:cepllble ItlndlrcII goveming the c.e. Ir and use 01 enImIIs.1neIuding IPPfClI)'tIte use of 1MIItletie, analgesIC, and Iranqullizjng dt'ugs. prior 10. dunng• 

and following .dull rlUltdl. tMChi"l. lilting, surgtfY. or menllliOn...:foIlOWId by IrU rtU*'ch fldlily. 

2) Each princ:i'- InvesllplOt hli conaIdnclllllrnlti'M 10 pIIMlI pIOCICIwn. 

3)	 This facility Ia adhering to th. sllndatdl.nd regulations under the Act. and It hII;requited IhIt uceptionIlo 1M sllndltdl and Ngulationl be sptCiied and expIlined by the 
princiPii inveatiOltOl' Ind IPProwd by ..,. ....titulionll AnimII Cite. use Conwnill.. (IACUC). AIUIftIIWY of II"" txceptIone 1I..111Cf 10 •..-annuaI report. In 
Iddition 10 identifyino thelAClJC.1PPIO*I exceptions. thI. 'ummIIY Indudell bIIef expIlnIIion of 1M ~ons, as well a 1M .pecI. and IIUlIIber fA Inlmals dlded. 

4) Th. attending veterinlrflft fOl' Ihl• ......-ch facility hIIlPproprIeIe authority to ""Ute"- ptOYiIion 0I1d1QU1l. ~ «:anI and to OVMM thladequacy of other 
aspects of .nilTlll eire Ind use. 

CERnFICAnON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief executive OftIcer or Legally Relponalble Inltitutlon" official) 

- -- .... above l'tNt. COII'8d, and Ie 7 U.S.C. SectiOn 2143 
------- --------- - --------- ----- --------- ----- ---------------------- -------------- (Type --- PrinI) 

------------ ---- -------------- ------- ---------------- ------ 
-------------- ------- ----------------- ------------- 

DATE SIGNED 

/0/2..0/03 

PART1-HEADQUARTERS 
~ ----- 

  -- 

------ 

OCT 2 2 2003 



This '~poR it required by IIW (7 USC 2143). Flilure 10 report ICCCIrIIint 10 '" ~ CIft
 
".uliin In order 10 ClaM Iftd deIi,t Iftd 10 belubject 10 IMl"IItiM II pIOWMd for ., SIc:tiof'I21SO
 0rrnItiCln. 

UNITED STATES DEPAR1lof£NT OF AGRICULTURE 1. REGISTRATION NO.
AHlaW. AND PLANT HEAl.TH INSPeCTION SERVICE 74-R.()108 

" 

CONnNUATION SHEET FOR ANNUAL REPORT IncIutM ~ Code) 

OF RESEARCH FACILITY 
(TYPE OR PRINT) 

018O-OOA-AN 

CUSTOMER NO. 
FORM APPROVED1<480 
O"NO.057t~I 

2. HEADQUMYUI RESEARCH FACIU1'Y (NIn» MdActcha 
• 
"''''''ltIh USDA. 

TEXAS TeCH UNIVERSITY 
P. o. BOX 42002 
lUBBOCK. 1)( 79409 
(806) 742-1180
 

REPORT OF AMMALS USED BY OIl UNDllt CONTROL OF RIlEMCH'ACIJr'Y (~MItIIionII....,.I ~or.-Ihlt Iorm.)
 

A. ••=d. C. Number d D. NumbIt d .v_Iupon E. Numberd..... upon"'*" IeIc:Hnt F. 
tnd being enlmIl' upon which txpIrimIntI. ~.NIIIICh. 'UIV"Y OII."~'Animals eov..d eondIlIoned 01 WIldt ItechInQ. ttecItInt. rtHIfCh. COIlducIecIlIwaMng 1I:COftIPII¥"I Plin 01 dlln.. TDTALNO.8yT~Animai 
held foruMln . 10"'........ forwhlds IhI UN d~...
Welt.... Regulallons =- 1UrVI'Y. 01....... OFANIt.W.S
 

• 01 CllnCb:IId ImdvInO 1ftII1flIIIc,1/\IIgtIie, fJI ~ dfuOI WOUld 
IMcIIIng. "'lIng. ..... were ICCClmpInytng pain or ha~ acMrItIy atrtcItd (Cola.C.~. conducted in(ell.,.. to.. anlmela IhI swoc.csur-. ru"'lI, «
rtItIn:h. or InYoIvIng .....aon 0I111e teaeHng. ,....,.. D+I) 
surgery but not pain eli,":' 1M lor lIllhIc:h tpprOpria.. elCPtrilMnll. 1UtgIty. «I..... (An '''''tion of 
YtC UMd for luch ~ PI! •or ....~ __a-c. or "..ptDt:«1urN producing ~ or dUhu in 1tJ... 
putpClMI ~~ lrlncluiIIZlna dtup wert MimIII Md tM,..scwlUCh dnJg, .... not used 

. . UNd. mwt I».hchtd to ". repoI1J 

Gopher 3 3 
Jackrabbit 2 7 
Mouse, Deer 119 787 · 906 
~ouse 
Grass~oDoer 67 ·

· 

25 q? 

Mouse, Harvest 153 38 7)~7)162 
Mouse, Pocket 95 295 ~qO 

Mouse, Pygmy 42 qn5 Pi? 

Mouse, Texas 11 11
Mouse, 

~1 777)WhiTA-f()()+At1 308 
Raccoon 

A 

1 1 
Rat, Cotton 84 226 73 383 
Rat, Kangaroo 4 12 16 
Rat, March Rice ,120 203 323 
Shrew 2 2 , 4 

0)~\ 
.Squ i rre I, Ground 63 2 65 

Vole, Prairie 103 140 243 
Wood rat 3 151 154 

t". I) '\,
I .', \1"'(\\ .... ~\ v • 

: 

ASSURANCE STATEIENTI 

1) Prof....on..ly acceptable aIIndatda govtmlng 1M C*e. nelrnlnl, 1M... oIlft1m11l. inCluding apprapnelt ... d MtlIhItic. anaIgulC. end "'enqulli2ing dtutI. ptiar to. cbing, 
and fOllowing Ktual reHIICh.lUChing....."'. 1UfIt'Y. fJI ~ were.1oIIowM by IhiI ,..urdI fac:IIly. 

2) Each principal invesllg.tor hit c:onaicltftd IlIM11iv11 to painful procedureI. 

3) Thia f-olity ia adhering 10 1M *"dlftll.. A«. Md 11_NQUlrId ..acaptiOM to IN IIandIfda and ~ be specified .nd_1inedby lht,.1IioftIunder '"
principII investig.tor and IPPfO\Md by the ftIlI.uIiONI AnImal CaN ancI UIt Con!n'it* (IACUC). A.....-y 01.. 1M...... lalltMMct to 1IaIa ....... NJtOI'L In
 
Iddltion 10 ldenllfying 1M ~ excepIlonI. Ihllsurnnwy inCIudeI • ..,.....-on d 1ht tllCtCIfIOM...well. 1M Ipec:ita 1M nUl'llNr d IlllmaJa decttd.
 

~) The aaendlna .....tf\nItIIn for IhIa rtHMlh flClily hII ~"'lUIhorityto ~u,. the provision d.cleQultt Wlertnarycn Mel to 0VItHe lie adequacy d OUW 
upec:ta of animal Cllre Md UN. 

CERnFICAOON BY HEADQUARTERS RESEARCH fACIUTY OfFICIAL 
(Chief executive OfIIcer or Legally Responsible InsOtutlonal official) 

I IhIt the 8bove Is true. COI1'eCt. Md complete (7 U.S.C. SectIon 2143) 
--- ----------------------- -- -- --------- -- --------- ----- --------- ----- ----------------------- -------------- ------- ---- ----- t) 

------------ ---- -------------- ------- ---------------- ------ 
---------------- ------- ----------------- ------------- 

DATE SIGNED 

/O!-<'';/IJ.-' 

PART1-HEADaUARTERS 

OCT 2 2 2003
 



Additional Site Listings 

LICENSEEIREGISTRANT NAME: TEXAS TECH UNIVERSITY 
ACRC, Box 42002 
Lubbock, TX 79409-2002 

LICENSEE/REGISTRANT NO. 74-R-0108 

CUSTOMER NUMBER: 1480 

Phone (806) 742-1160 

SITE#~l~_ NAME OF SITE: Texas Tech University 

ADDRESS: Biology Building, 6th Floor 

Lubbock, IX County: Lubbock 

CONTACT PERSON: -- ---- ----------- ------- 

TELEPHONE: ----------------- 

SITE #--:2=---_ NAME OF SITE: Texas Tech University 

. ADDRESS: Human Sciences Building. Basement 

Lubbock, TX COWlty: Lubbock 

CONTACT PERSON: -- ---- ----------- ------- 

TELEPHONE: ----------------- 

SITE #--:3~_ NAME OF SITE: Texas Tech University 

ADDRESS: Northeast Lubbock County Field 

Laboratories, Animal Science Facilities 

Lubbock, TX County: Lubbock 

CONTACT PERSON: --- ---- ----------- ------- 

TELEPHONE: ----------------- 

SITE #_4:....--_ NAME OF SITE: Texas Tech University 

ADDRESS: TIEHH 

1207 Gilbert Drive, Bldg. 555 (Reese Center) 

Lubbock, TX County: Lubbock 

CONTACT PERSON: -- ---- ----------- ------- 

TELEPHONE: ----------------- 

OCl 22 Zl)3 



Column E Explanation 

This form is intended as an aid to completing the Column Eexplanation. It is not an official form and its use is 
volunta~. Names. addresses. pro~ocols. veterinary care programs, and the like. are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as sCientists. 

1.	 Registration Number: 7_ R_-O _ 4_-_ _'_O_8 

2.	 Number 5_3_4 of animals used in this study. 

Wi Id mi ee, wi I d
 
rats and shrews. .


3.	 Species (common name) of animals used In the study. 

4.	 Explain the procedure producing pain and/or distress. 

SEE ATTACHED 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 

Item 6 below) 

SEE ATIACHED 

6.	 What, if any. federal regulations require this procedure? Cite the agency. the code of Federal Regulations 
(CFR) title number and the specific section number (e.g.• APHIS. 9 CFR 113.102): 

Agency.__---N-/A_----CFR,----N;.;..I-..A----­

OCT 22 2.003
 



Column E Explanation
 

1.	 Registration Number: 74-R-OI08. 

2.	 Number ofanimals used in this study: 534. 

3.	 Species (common name) ofanimals used in the study: 
Harvest mouse 162 
Pygmy mouse 90 
White-footed mouse 4 
Cotton rat 73 
Marsh rice rat 203 
Smew 2 

4.	 Description/explanation/purpose of study: Protocol -- ------- - ---  Title: Arthropods and 
Landscape Epidemiology 
•	 The purpose ofthis study is to understand the dynamics of(and correlations 

among) Hantavirus prevalence/ rodent population dynamics! habitat changes! 
parasitism within the native habitat, across spatial and temporal levels. 

•	 This is a "capture -mark-release-recapture" study conducted at Peach Point WMA, 
Freeport, IX (the study area is a marsh/swamp). 

•	 Hantavirus is a virus that causes mortality in 50% ofhuman cases. Transmission of 
the virus is thought to occur by contact with rodents. Previous investigators 
identified Hantavirus in ectoparasites. This indicates that these ectoparasites may 
play an important role in the persistence and/or transmission ofthe virus in the 
natural habitat. This work is designed to determine the role ofectoparasites in 
Hantavirus transmission and to correlate this information with the landscape 
ecology (plant and habitat parameters) ofa coastal habitat in Texas. Tissues of 
rodents and ectoparasites will be screened for the Hantavirus. Mark-recapture 
grids and standard survey sampling will provide data on the dynamics of 
Hantavirus infection in rodents, correlated with vegetation and habitat changes, and 
parasite data. Bayou Hantavirus is being studied in Texas in order to provide a 
more robust perspective on other data available, which has been collected primarily 
from Sin Nombre virus. 

•	 This study centers on wild-caught rodents that may be naturally infected with 
Bayou Hantavirus and ectoparasites in Texas. The Marsh rice rat is the target 
species for Hantavirus infection, but infection may occur in other species of 
rodents. The natural dynamics ofthe virus can only be successfully studied in the 
native habitat. Bayou Hantavirus has only been found in wild rodents and viral 
dynamics have not been approachable in laboratory studies. 

5.	 Explain the procedure producing pain and/or distress: 
•	 Harvest mice, Pygmy mice, White-footed mice, Cotton and Marsh Rice rats, and 

Shrews were live-trapped using baited Sherman Live traps. The traps are set in an 
area of marsh/swamps with areas ofstanding waters. Traps were often modified to 
float in the marsh. 



•	 0.1 ml ofblood was collected in the field (marsh/swamp) from the orbital sinus of 
live animals caught in Sherman Live traps, including Harvest mice, Pygmy mice, 
White-footed mice, Cotton and Marsh Rice rats and Shrews, using a sterile 
capillary tube. Animals were then released at the site ofcapture to minimize stress 
and maximize survival. 

6.	 Provide scientific or regulatory justification for withholding ofpain/distress relief: 
(Provide scientific justification why pain and/or distress could not be relieved. Clearly 
and scientifically justify why relieving pain or distress would unavoidably interfere 
with the purpose ofthe study in which the animals were used). 
•	 As in other studies ofthis nature, anesthesia was not administered, as it greatly 

increases handling time and decreases survival ofthe wild rodents. 
•	 There are no established doses/guidelines for the use ofanesthetics/analgesics in 

the wild rodents involved in this study. 
•	 Marsh rice rats were released directly into the water following handling. 

Anesthesia is a liability in aquatic releases. Under such conditions, anesthesia 
would have increased the risk for drowning ofrodents, and increased predation risk 
due to inherent initial lethargy during recovery. 

•	 Prolonged confmement following drug administration influences recovery and 
survival rates ofwild-captured rodents. Recovery time can only be estimated, and 
detennining appropriate drug dosage for trap-stressed animals can be problematic 
(Seal and Kreeger, 1987) and itselfbecome a source ofmortality. 

•	 "Ifpain is slight or momentary, it may be judicious not to use anesthesia so that the 
mammal can be released immediately." (GUidelines for the Capture, Handling, and 
Care ofMammals - American Society ofMammalogists Animal Care and Use 
Committee) 

•	 "The use ofanesthesia for blood sampling will depend upon the procedure and 
species. Because some species are highly sensitive to anesthesia, the use of 
anesthesia should be weighed against the risk ofmortality from the anesthesia." 
(Guidelines for the Capture, Handling, and Care ofMammals - American Society 
ofMammalogists Animal Care and Use Committee) 

State why blood must be collected: 
•	 To determine Hantavirus antibody status ofthe wild captured rodents. 
•	 Blood will provide temporal and spatial data on persistence ofthe Hantavirus in 

rodents as detennined from serology (antibodies= evidence ofviral past-exposure). 
These data document correlations among temporal and seasonal paranleters for the 
Hantavirus antibodies! rodent/habitat interactions. 

State why it must be circulating: 
•	 It is necessary to collect the blood from living rodents because the circulating blood 

must be collected with no possibility ofcontamination from non-vascular sources 
(e.g. organs, skin surface etc, as post-mortem collection would risk). 

•	 These animals are on a "mark recapture grid" and were released directly after the 
blood collection. 

State why blood pressure is important: 
•	 Anesthesia would lower blood pressure and make it difficult to collect a sample of 

blood. 



State why animals could not be monitored during recovery from anesthesia: 
•	 Prolonged confmement following drug administration influences recovery and 

survival rates ofwild-captured rodents. Recovery time can only be estimated and 
determining appropriate drug dosage for trap-stressed animals can be problematic 
(Seal and Kreeger, 1987 ) and itself a source ofmortality. 

•	 Administration ofanesthesia/analgesia increases handling time and reduces 
survival ofthe wild rodents. 

State why reversible anesthetics could not be used: 
•	 There are no established doses/guidelines for the use ofanesthetics in wild rodents. 
•	 As in other studies ofthis nature, anesthesia was not administered, as it greatly 

increases handling time and decreases survival. 
•	 Under such conditions, anesthesia would have been a risk for drowning of rodents, 

and increased predation risk due to inherent initial lethargy during recovery. 

State why etherization is used for euthanasia, rather than a safer and less stressful 
method: 
•	 Animals to be euthanized were transported from the swamp/marsh area ofcapture 

to the field lab, then euthanized, and ectoparasites and organs were collected for 
Hantavirus peR and serology analyses. 

•	 The 2000 Report ofthe AVMA Panel on Euthanasia Appendix 3 states "ether is 
conditionally acceptable for rodents and small mammals". 

•	 Ether also anesthetizes the ectoparasites, which are collected from euthanized 
animals. 

State methods or means used to determine that pain and/or distress reliefwould 
interfere with test results: 
•	 Administration ofdrugs that provide pain and/or distress relief would be an 

additional procedure that could increase handling time and stress to the animal and 
affect the survival of the wild rodents. 

State that the pain or distress, which occurred, was, in fact, the minimum necessary to 
achieve the study's objective. 
•	 0.1 ml ofblood (minimum amount necessary for serology) was collected in the 

field as efficiently as possible with the minimum amount of stress to the wild 
capture rodents. 

•	 Distress due to handling and blood collection was minimized by swift application 
of the blood collection procedures. Unpublished data strongly suggest that there is 
no adverse response to these blood collection procedures. 

•	 Immediately after the blood collection the animals were released at the exact site of 
capture to enhance orientation to their home environment and thus maximize 
survival. 



Optional Column E Explanation Form 

Protocol -- ------------ 
Title: Arthropods and Landscape Epidemiology 

4.
 
Wild mice, wild rats and shrews in the field had blood collected from the orbit using a sterile
 
capillary tube.
 

5.
 
This procedure requires that the blood be circulating and that the blood pressure not be affected
 
by anesthesia. Administration of an analgesic in the mark-recapture animals would be an
 
additional procedure that could add additional handling time and stress to the animal. Marsh rice
 
rats often are released directly into the water (at site of capture), following handling. Anesthesia
 
would be a liability in such releases, as there would be a risk for drowning, and in any case there
 
is an increased predation risk due to inherent initial lethargy during recovery. For other species,
 
confinement in traps for some time influences recovery and survival rates following drug
 
"administration. Since confinement time can only be estitl1ated, detennining appropriale drug
 
dosage for trap-stressed animals can be problematic (Seal and Kreeger, 1987) and itself a source
 
ofmortality.
 

Distress due to handling and blood collection are minimized by swift application of procedures. 
Moreover, unpublished data strongly suggest that there is no adverse response to these handling 
procedures. Any captured animal that is injured or is lethargic and appears unlikely to recover 
will be euthanized by etherization. 

OCT 2 2 2003
 



This report is required by law (7 USC 2143). Failure to report ac:c:ording to the regulations can See reverse side for -- -- --- Interagency Report Control No 
result in.an order to C88118nd desist and to be subject to penalties as prolilded for in Section 2150. additional information. .~ 01aO-DOA-AN 

UNITED STATES OEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVEDANiMAl AND PLANT HEAl..TH INSPECTION SERVICE 74-R-Q159 1718 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. a, registered wiltI USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Z" Code) 

UNIVERSITY OF INCARNATE WORD(TYPE OR PRINT) 
4301 BROADWAY 
SAN ANTONIO, TX 78209 
(210) 829-3152 

13. REPORTING FACILITY (Wst aJllocations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS(••) 

_s_ee_A_tta_c_h_ed_L_iS_ting I----~-----------------------

REPORT OF AHlMALS USED BY OR UNDER CONTROL OF RESEARCH FACIU'TV (Attach addilionaJ sheets,necesasry or tlalJ APHIS FORM 7023A J 
A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Numberof 
animals being 
bred. 
conditioned. or 
held for use in 
teaching, testing. 
experiments, 
research. or 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which teaching. 
research. 
expertments, or 
tests were 
conducted 
involving no 
pain. distress, or 
use of pain-
relieving drugs. 

D. Number of animals upon 
which experiments. 
teae:hing, ......rch. 
surgery, or tests were 
conducted Involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing liNgs were 
used. 

E. Number of animals upon y,ftich teaching, 
exp-'manla, research. surgery or tests were 
conduded Involving accompanying pain or distress 
to the animals and for which the use of appropriate 
a"esthelle.analgesic, or1ranqulllzlng dnIgs would 
have acIv8rseIy affected the procedures, results. or 
Interpretation of the teaching. researd1, 
experiments. surgery, or tests. (An explanation of 
the procedUTN producing pain or d,.".. in Ihe$e 
anima,. and the fN*)nB such dI'rJQI WIn not used 
must be attached to 1hia repot1j 

F. 

TOTAL NO. 
OF ANIMALS 

(CoILC+ 
D+E) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

T~Tr'\"'~ ,...~t-Q 148 148 

ASSURANCE STATEMENTS 
..

1)	 Professionally acceptable standards governing the care, treatment, and use of animals. Including appropnate use of anesthetic, analgesic. and tranquilizing drugs, pnor to. dunng, 
and following actual reseereh, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the AI;t, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A sUllllNlry of all tM uceptlo.... dached to this annu81 report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions. as well as the spedes and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
asP8C!S of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
Chief Executive Offlcer or Legally Responsible Institutional official) 

I certify that the above is true. correct, and complete (7 U.S.C. Section 2143) 
-- ------------ NAME & TITLE OF C.E.O. OR INsnrunoNAL OFFICIAL (Type or Print) 

------- -- ---------- ---- -----------  
DATE SIGNED 

11/26/03 

PART 1 • HEADQUARTERS 



APHIS Form 7023 Site List 

The following sites have been reported by the facility. 

Registration Number: 74-R-0159 
Customer Number: 1718 
Facility: UNIVERSITY OF INCARNATE WORD 

4301 BROADWAY 
SAN ANTONIO, TX 78209 
(210) 829-3152 

DR. L. AGNESE, JR./UNIVERSITY OF INCARNATE WORD 
4301 BROADWAY 
SAN ANTONIO. TX 78209 



'- This form is intended as an aid to ccmpleting the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses. protacols, veterinary care programs. and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1.	 Registration Number:_7_4_-_R_-_O_l_5_9 _
 

148
2. NUmber	 __ O.f animals used in this study. 

3.	 Species (common name) Wood Rat of animals used in the study. 

4.	 Explain the procedure producing pain and/or distress. 

The wood rats are captured, restrained, and sampled
 
by ear puncture for LEISHMANIA. They ar~ tnen released.
 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing. see 
Item 6 below) .' 

The pain is	 minimal, and use of anaesthetic would render the 

animals more susceptible to predation. This was discussed and 
approved by	 the UIW IACUC' in l~y, 1998. 

6.	 VVhat, if any. federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency__N_o_n_e CFR,	 _ 

UfC 1 2003
 



Interagency Reprit ~~ JI0 .3 
r.ult In In order to cu.. and d.lt and to t.1Ubject to ,*,alU•• provided for In SectIon 2150. addIUonaIlnformaUon. 018O-DOA-AN 
This report Is required by law (7 USC 2143). Failure to report eccorcIIng to the regulltlons cen see reverie side for 

1. REGISTRATION NO.UNITED STATES DePARTMENT OF AGRICULTURE I-, CUSTOMER NO. FORM APPROVEDANIMAL AND PlANT HEALTH INSPECTION SERVICE -	 10011 OMS NO. 0579.Q036-g'j"-7~~ l ( 
2. HEADQUARTERS RESEARCH FACILITY (Nsme andAdttNI, .,"'f1IIIW8d wtIl USDA, 

lndude ztJ Code) 
CORIXA CORPORATION 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1124 COLUMBIA STREET, SUITE 200 
SEAmE. WA 98104G~J:X/t I10N ,A-NR (408) 363~214 

3. REPORTING FACIUTY (Ust all locations ~ InImIIs .... hCIuMd or used In adutI......-ch. teeIIng. teId1Ing. or~. or held for theM purpGHI. AlIach eddltlCX1ll 
sheets If neceaarv.) 

FACILITY LOCATIONI(aIN}R /-R -nn II 
See Attached listing~ ~ 

l.x~ rio'll 7"A--NA­ /:>'1' ~..,.. - JHA5,pt ZO():3 
p 

REPORT OF ANIMALS USED BY OR UNDI!R CONTROL OF RESEARCH FACILITY (AIIKh addlfOnallhHll'~Of UI8 APHIS FORM 702.1.4 J 
D. NumIJer of _IMI, upon F.A. s. Numberof E. Number of anlmaIt upon which teeeh/ng,C. NumberofII1II., being expetIments. 1'II8IrCh, eurgery or ..1s wweanlmlls upon which aperfmenlll. 

c:cnduCteCS tnWlvlng accompanying pain or d1..,.. TOTAL NO.Anlmats Covered bred. which telChlna. teec:hIng, reaean:h. 
OF ANIMAlSBy The AnImal to the anknlls .nd f'clr 'ANdllI1e use of apprqwt8te candlUoned. or reIeII'Ch. IUI1l"Y. orlelll ... 

lnesthelJc,anatgeslc, or tranquilizing drugs wouldWelflre Regulauons held far use In conduCled inVOlVIngexper1men1s.or 
(CoIa.C.te8chlng. tuting. ac:companyIng peln or hIve ........V.ffected the~. reeulls. or
1.lswere 

D+E)experImenta. Inte\'pnIt8tIOn of the tuchlng. reH8ICh.dIIlreIIlo the......condUcted 
research, or expetItnenta. 1Urgery, orlelte. (An .xplanation ofInvOMngno and for which .pproprfate 

.,...... 01"eurgery but not tire ptOCtK/InI producingpakI Of .lTUStn ",..aneaII1eIIc. InIIgtaIc, tJt 
yet used for such ueedpaln­ trInquIllzlng druge were .,."". and tJ» fNIIOM auch ct'ur1' ..... notUHd 
purposes. must be altlChed to fhIs rwport)relieving drugs. used. 

4. Dogs 

5. cats 

"5SCJS5'Cf6. Guinea Pigs ~ 
7. Hamsters 

8. Rabblls 

9. Non·Human Prtmates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

ASSURANCE STATEMENTS 

1) Professionally .ocepIable stand8rd1 governing the cere.1reaIment, end use of animals, Indud/ng IPproptIlIe UN of 1MIIhefJc, anelgeslc, and Jranqulllzlng drugs. prior 10, during• 
• nd foIJowIng adu8I reselrCh. leaching. I.llng. surgery, or upertlnentallon .... followed by this resean:h facility. 

2) Each princlpal'nvesllgator has considered eIternllfves to pelnfuI pIOC8dures. 

3)	 11111 fldllty II adhMng to lI1eltandardt end reguIaIlonI under the Act, II1CI It hie required thIIlllCIPlIonIlo the standarde and regulations be epecIfied end explained by the 
principal Investigator and approved by Ihe lnaltbJtIon8I AnImal care and Ute CommIttee (/ACUe). A • .......,of all the excepIIonI" .ttachad to II1II ........ report-In 
addition 10idenUfylng lhelACUC-approwd exceptions. thle summary lndudel. brief explanation of the uc:eptIana, IIweunlhe speel. and number of animals affected. 

4) The .ttendlng vetertNlr1an for IhIs r.eerctI f8cIllty hat Ipproprlate IUlhllftty 10 ensure !he provision of adequate vetertnery cere and 10 overaeelhe adequacy of other 
upede of animal cere II\d use. 

CERnFICAnON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chis' executive OffIcer or Legally Responsible InsatutJonel official) 

I lhallhe above Is true, correct, and com U.S.C. SectIon 2143 
SI--------------- ----- --------- ----- -----------------------  OFFICIAL 

~~. ----- 
--------- -- --------- ----- -------- ----- ---------------------- -------------- -------- -- -------- 

rer~S-~ ----- --- /)¥~ -- -------- ---  
DATE SIGNED 

,d/Z-~ 

APHIS FORM 7023 (Replac.. VI FORM 11-23 (OCt II), which .. Db..... PART 1 • HEADQUARTERS
(AUG 91) 



----------- 

This report is required by law (7 USC 2143). Failure \0 report according \0 the regulations can See reverse side for Interagency Report Control No 
result in an order \0 cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-ANIUNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO, 
82~R-0002 

CUSTOMER NO. 
1079 

FORM APPROVED 
OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

REGENTS OF THE UNIV. OF IDAHO 
PO BOX 443010 
MOSCOW, 10 83844 
(208) 885~958 

1 
3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 

sheets if necessary.) 

FACILITY LOCATIONS(sites) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Numberof E. Number of animals upon which teaching. F.C. Numberof D. Number of animals upon 
animals being experiments, research, surgery or tests were animals upon which experiments, 

Animals Covered bred, which teaching, conducted involving accompanying pain or distress TOTAL NO. teaching. research, 
conditioned, orBy The Animal to the animals and for which the use of appropriateresearch. OF ANIMALS surgery, or tests were 

Welfare Regulations held for use in anesthetic,analgesic, or tranquilizing drugs would experiments. or conducted involving 
teaching, testing, have adversely affected the procedures, results, ortests were accompanying pain or (Cols. C + 
experiments, interpretation of the teaching, research, conducted distress to the animals 0+ E) 
research, or involving no and for which appropriate experiments. surgery, or tests. (An explanation of 
surgery but not pain, distress, or the procedures prodUcing pain or distress in these anesthetic, analgesic. or 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

-0­4. Dogs 

-0 ­5. Cats 

6. Guinea Pigs -D ­
7. Hamsters -0­

2.­8. Rabbits I	J'1 
9. Non-Human Primates -0­
10. Sheep 6 5"" 
11. Pigs - 0­
12. Other Farm Animals 

13. Other Animals 

~IV\,O\J~ iJJ ~ 
3<gw'\ld ~ 38 

B~ ~"'-o ,.~ ~~ '2.(P 3 3 
ASSURANCE STATEMENTS 

1)	 ProfeSSionally acceptable standards governing the care, treatment, and use of animals, mcluding appropriate use of anesthetic, analgesic, and tranquilizing drugs. prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICAriON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED
S7;;t/E'~OFF~~L ---------  --- -------  

------ -----------  ---- ----------- --- ------ --------- 11/24/03 
APHIS FORM 7023 (Replaces VS FORM 18·23 (Oct 88), which Is obsolete PART1·HEADQUARTERS 

(AUG 91) VI 

NOV 26 LOO 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional informalion. 01 BO-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

CONTINUATION SHEET FOR ANNUAL REPORT
 
OF RESEARCH FACILITY
 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 
FORM APPROVED 82-R-0002 1079 

OMB NO. 0579·0036 I 
2.	 HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 

include Zip Code) 
REGENTS OF THE UNIV. OF IDAHO 
PO BOX 443010 
MOSCOW, 10 83844 
(208) 885-8958 

F. 

TOTAL NO. 
OF ANIMALS 

(Cols. C + 
0+ E) 

31 
, I 
~t, 

J4 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets ifnecessary or use this form.) 

A. B. Numberof E. Number of animals upon which teaChing, C. Numberof D. Number of animals upon 
animals being experiments, research. surgery or tests were animals upon which experiments. 

Animals Covered bred. conducted involving accompanying pain or distresswhich teaching, teaching, research, 
conditioned, or to the animals and for which the use of appropriateBy The Animal research, surgery, or tests were 

anesthetic,analgesic. or tranquilizing drugs would Welfare Regulations held for use in experiments. or conducted involving 
teaching, testing. have adversely affected the procedures. results, ortests were accompanying pain or 
experiments, interpretation of the teaching, research. conducted distress to the animals 
research, or experiments, surgery. or tests. (An explanation ofinvolving no and for which appropriate 
surgery but not the procedures producing pain or distress in theseanesthetic. analgesic, orpain. distress, or 
yet used for such animals and the reasons such drugs were not useduse of pain­ tranquiliZing drugs were 
purposes. must be attached to this report) relieving drugs. used. 

No~ ~~'C#.- Ehll 31 31 
~..iil'\ lI\. 2.<0 J I 

~loP'"'Ct~ k~b{+ 
/4~: .~4u~rrel~ 

1,.-. 

ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetiC, analgesic, and tranquiliZing drugs. prior to, during, 
and following actual research. teaching, testing. surgery. or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives 10 painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Convnitlee (IACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary inclUdes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 
------ -- FFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

---------  --- -------  
------ -----------  ---- ----------- --- ------ --------- 11/24/03 

APHIS FORM 7023A 
(AUG 91) 

(Replaces VS FORM 18·23 (Oct 88), which Is obsolete	 PART 1 • HEADQUARTERS 

NOV 2 b LUUJ 



APHIS Form 7023 Site List 

The following sites have been reported by the facility. 

Registration Number: 82-R-0002 
Customer Number: 1079 
Facility: REGENTS OF THE UNIV. OF IDAHO 

POBOX 443010 
MOSCOW. ID 83844 
(208) 885-8958 

REGENTS OF THE UNIV. OF IDAHO 
UNIVERSITY OF IDAHO 
MOS~C~Il:.,-U......w~=--

NOV 26 i.UlJj 



Column E Explanation 

1.	 Registration Number: 82-R-0002 
2.	 Number of animals used in this study: 2 
3.	 Species (common name) of animals used in the study: Rabbit 
4.	 Explain the procedure producing pain and/or distress. 

Young adults of either sex are used for toxicity experiments. The minimum number of animals 
are used that will give interpretable results. Generally, this is two per toxin. If both of the two 
animals exhibit the same reaction, generally positive or negative, we do not test further. 
However, in some cases where the results are not conclusive, we may need to use additional 
animals, generally groups of three. In some toxicity tests, the toxins are injected IV, in others 
they are slowly released from subcutaneous (surgically-implanted) osmotic pumps. 

Clinical effects of toxins used include fever, lethargy, and mortality, with mortality being the 
key indicator of toxin severity. Although not 100% accurate, previous study results have 
indicated loss of righting reflex is a good indicator of impending mortality and is thus used as 
the endpoint of the experiment. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For Federally mandated testing, see item 6 below) 

Although the mechanisms involved in induction for staphylococcal food poisoning and toxic 
shock syndrome are currently not completely understood, it is known that the events leading 
to these diseases are multifactorial and complex. Thus, no tissue culture or cell technique 
that represents the ability of the toxins to cause either of these human diseases is known. It is 
our long-term goal to promote both human and animal well-being through this research. To 
achieve this goal, it is essential that we obtain an in depth knowledge of the structural and 
functional organization of these bacterial toxins. The morbidity and mortality associated with 
toxigenic staphylococcal and streptococcal diseases is significant for both humans and other 
animals. For example, toxic shock syndrome and the newly described "flesh eating" 
streptococcal disease fall into this category. Furthermore, diseases of domestic farm animals 
such as mastitis are highly associated enterotoxin-producing staphylococci. It is likely that the 
toxins modify the immune response in animals, as in humans, allowing the organism to 
persist and cause infection. This research will help us identify the regions of toxin molecules 
and then to test potential vaccine candidates possessing these regions in animals to 
determine if they induce protection. 

Antibodies are used to purify toxins from staphylococcal cultures and also check for structural 
changes caused by any mutation that we introduce in the protein molecules. Rabbits are 
used for toxicity testing. They are the best model for human toxic shock syndrome, another 
illness caused by the toxins studied in this project. It is hoped that these studies will provide 
some insight into the molecular and cellular mechanisms of action of this group of toxins and 
lead to the development of systems that allow us to continue similar studies without animals. 

The only effective means of preventing distress associated with the toxicological process 
would be to suppress the shock response, inhibiting the ability to determine if the toxin is 
clinically active and thereby negating the purpose of the experiment. Therefore, animals are 
not administered analgesics, tranquilizers, or other medical therapies to combat toxin effects. 
Instead, when loss of righting reflex occurs animals are euthanized. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific secion number (e.g., APHIS, 9 CFR 113.102) 

Agency:	 _ CFR: --------- ­

NOV 2 6 200j 



1

Thla ~ la requ~·ed by law (7 USC 2143). Failure to repcll1accordlng to lhe regulations can See reverse aide for Interagency Report Control No 
result In an order to cease and desist and to be subject to penalties IS provided for In sectton 2150. addltlonallnformation. 0180-00A-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I FORM APPROVED
ANIMAL AND PlANT HEALTH INSPECTION SERVICE 84·R.Q040 1097 OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Z" Code) 

INHAUSEN RESEARCH INSTITUTE. INC.(TYPE OR PRINT) PMB 50512601 S. LEMAY AVE.,SUITE 7 
FORT COLLINS. CO 80525 
(970) 221·1090 

3.	 REPORTING FACILITY (Us, allioceuons where .nlmall were housed or used In actual research. testing. leec:hlng, or 4PCf*/mentallon. tK held ftK these purposes. AltIIch addlUonal
 
sheets If nec:eaa'Y.)
 

FACILITY LOCATIONS(sllt.) 

See Attached Listing 

2.61'1 ~,¥t:I~i-71 ()...... rr. C<)th:..,r, Cc/ 90,2..)"26},).A.;fb,..,-t tJ". ~ ;:1". c.pll~"$· , cO td't/)2-'J" 

Z-CJ7 /"1, 'c/",c'PI ~ 1 ~....., P:r. C'-eJI/'''''' J. cO SC/rz..r 

1) Professionally acceptable standards governing the care. treatment, and use of animals. Indudlng appropriate use of anesthetic, analgesiC, and tranquiliZing drugs. prior to, dunng, 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach addlloMi sheets I necessary or use APHIS FORM 7023A) 

A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching, F. 
anlmal8 being animals upon which expertments. experiments. I1lsearch. surgery or tests were 

Animals Covered bred, which leaching. teaching. research. conducted I'walvlng accompanying pain or distress TOTAL NO. 
By The Animal conditioned. tK research. surgery. Of lests were 10 the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for UH In experiments. tK conducted Involving anesthetlc.analgeslc, or tranquilizing drugs would 
leaching. tesUng. tests were ltCCOmpanying j)8ln or have adversely affected the procedures, results. or (Cols.C + 
8lCPerlments. conducted distress to the animals Interpretation oflhe teaching. research. D+E) 
research. tK Involving no and for which approprtale 8JCPerimenta, surgery. tK 'ests. (An expianatJon of 
surgery but not pain. distress. or anest.'1etlc. anlll9eslc, or the procedures producing pair. 01' dl8tress In these 
yet used lor such use of pain- tranquilizing drugs were animals IJIId the reasons IlUCh drogs were not used 
PUfl)OS8S· rellelllng drugs. used. must be ."ached to this rsport) 

4. Dogs 'Iff 2-7{/ "31.( 5"i 7/$' 
5. Cats 0 tl) C 0 y) 

6. Guinea Pigs d C.-/ 0 0 0 
7. Hamsters 0 1/1 t/ P 1/6 

8. Rabbits 0 /~6 b 0 / I t./ 

9. Non-Human Primates 0 0 0 0 0 

10. Sheep 0 0 0 0 C/ 

11. Pigs cJ £/ - C'./ 3:> 
12. Other Farm Animals t? CJ 0 0 0 

13. Other Animals t:? C 0 0 CJ 

ASSURANCE STATEMENTS 
.. 

and following actual rese.rch. leaching. testing. surgery. or experimentation were followed by lhls research facility. 

2) Each printfpal investigator has considered altematives '0 painful procedures. 

3)	 This facility Is adhering 10 the standards and regulations under the Act. and it has required that exceptions '0 the standards and regulallons be specified and explained by the 
principal invesUgator and approved by lhe InslituUonal Animal Care and Use Committee (IACUC). A summary of .n the exceptions I. attached to Ittl. annual report. In 
addition to identifying the IACUC-approved excepllons. this summery Indudes a brief expeanatlon fA the exceptions, as welles lhe species and number of .nlmals affected. 

4)	 The attending veterinarian for this research facility has appropriata authorily to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive OffIcer or Legally Responsible Institutional official) 

I certify that the above Is true, correct, and complete {7 U.S.C. Section 2143 
----------------- ---- --------- ---- ----------------------- -------------- NAME & nTlE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

18-23 (Oct 88), Which Is obsolete	 PART 1 • HEADQUARTERS 

oeI JU lUUJ 



Column E Explanation 

Registration Number: 84-R-0040 
Number ofanimals used in this study: 23 
Species ofanimal in this study: Dog 
Explanation ofthe procedure producing pain and/or distress: 
A long lasting analgesic to be used in dogs is tested for efficacy using a surgical model. 
Female dogs received an ovariohysterectomy (spay). Surgeries were performed under 
general anesthetic. There are no alternatives to testing analgesics in the target animal. It 
is common for client owned animals that undergo surgery in clinical practices not to 
receive analgesics. In one study, 52% ofmale veterinarians and 36% of female 
veterinarians did not routinely administer any type ofanalgesia pre or post operatively to 
ovariohysterectomy patients and 32 % ofmales and 24 % of females did not administer 
analgesia to animals undergoing abdominal surgery other than ovariohysterectomy. In 
this study dogs that underwent abdominal surgery were placed in one of four groups. One 
group ofanimals received carprofen (a common post OPerative analgesic) according to 
package directions starting immediately prior to surgery. Two groups ofdogs were given 
the test article (a novel analgesic) immediately prior to surgery. Each group received a 
different dose oftest article. It is necessary to include a control group that did not receive 
any analgesics to establish the efficacy ofthe novel analgesic. If there was a failure to 
differentiate between treated groups, it could be attributed to a true lack ofdifference 
between treatments, or an insensitivity ofthe pain assessment scales. The inclusion of 
untreated controls will help differentiate any effects seen in the animals. All animals 
were evaluated frequently for pain levels, both by physical exams and by video 
monitoring. Any animal that may have received a pain score above acceptable level 
would receive morphine to alleviate the pain. This was done regardless ofwhich group 
the animal was in. 



Column E Explanation 

Registration Number: 84-R-0040 
Number ofanimals used in this study: 26 
Species ofanimal in this study: Dog 
Explanation ofthe procedure producing pain and/or distress: 
These dogs were used to test the treatment oforal or topical treatments for flea allergic 
dermatitis (FAD). There were several groups which included animals treated with 
currently accepted treatments for FAD as well as experimental treatments and placebo 
control animals. It is necessary to use the host species for this type ofstudy as there are 
no non animal models ofthe integrated immune and inflammatory function ofa live 
animal. Untreated control animals are also necessary to determine the effect ofthe 
different test groups with the untreated animals. Dogs which have been sensitized to 
fleas were used by placing 20 fleas between the shoulder blades ofeach dog and allowing 
the fleas to burrow into the hair. The amount ofreaction to the fleas was determined by 
frequent physical exam Any animals, regardless ofgroup, which developed excessive 
clinical signs caused by the fleas, such as open sores which require treatment with 
antibiotics, were treated immediately with appropriate insecticides to eliminate the flea 
infestation. The animal would also receive any other appropriate treatment necessary to 
eliminate clinical signs ofFAD. 
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IASSURANCE stATEMENTS 

1).	 Professionally acceptable standards governing the care. Ireatment, and use of animals, including a.pproriate use 01 aneslhetic, analgesic, and tranquili2ing drugs, prior to. during, 
and lollowing actual research, leaching, lesting, surgery, or experimentation were IDltowed by this researCh lacilily. 

2). Each principal invesligalo, has considered allernalives to painlul procedures. 

3).	 This Ia.cility is.adhering to the standards and regulations under the ACI, and it has.required thaI eKceptions to the siandards and regulations be specified'and explained by the 
principal Investigator and approved by Ihe Institulional Animal Care and Use Commillee ·(IACUC). A summary of all such exceptions is attached to this annual report. "n 
addition IO idenlilying the IACUe-approved exceptions, Ihis summary includes a brief eJlplanalion ollhe exceplions, as well as Ihe species and n~mber 01 animals affected. 

4).	 The allending velerinarian lor Ihis research lacilily has approprililte aUlhority 10 ensure the provision 01 adequate velerinary care and 10 oversee the adequacy 01 other aspects 01 
animal care and use. . 
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ANNUAL REPORT OF ANIMALS USED BY GENESIS LABORATORIES, INC. 
DURING THE 12 MONTH PERIOD OCTOBER 1, 2003 TO SEPTEMBER 30,2004 

HEADQUARTERS OF RESEARCH FACILITY FACILITY LOCATIONS 

GENESIS LABORATORIES, INC. 
10122 N. E. FRONTAGE ROAD 

WELLINGTON, COLQRADO 80549 
Registration # 84,~R-051 

GENESIS LABORATORIES, INC. 
10122 N. E. FRONTAGE ROAD 

WELLINGTON, COLORADO 80549 
Registration #: 84-R-051 

ANIMALS REPORTED IN COLUMN E 

Wild Norway Rat (Rattus norvegicus) 

Ninety-three (93) rats used are being reported in column E ofthe Annual Report. All animals 
used were used in studies testing rodenticides. USEPA, Federal Insecticide, Fungicide, and 
Rodenticide Act (FIFRA), Pesticide Assessment Guideline Subdivision G, Section 96-10, 
Commensal Rodents, was fopowe4 during these procedures. FIFRA mandates that efficacy data 
be generated to support label claims for rodent control. No anesthetics, analgesics, or 
tranquilizing drugs were used to relieve the pain. Animals displaying toxicosis were not 
euthanized. The USEPA policy on rodenticide testing (Attachment 1) forbids the use ofpain­
relieving drugs and premature euthanasia. Use of such drugs or procedures would negat~ the 
study. There are no alternatives available to this painful procedure. The only alternative to 
administration ofa toxic product (which is intended to kill animals, and cause unavoidable pam in 
that process) is not to administer the toxic product., Poisonous substances cause tissue damage, 
which results in pain perception. One potential alternative is to develop products which create 
unconsciousness or analgesia prior to death. However, infonnation is not yet available to design 
such products, which would be effective for rodent control. 

White-footed Mice (PeTomyscus leucopus) 

Fifty (50) mice used are being reported in column E ofthe Annual Report. The mice were used in 
studies testing systemic insecticides. USEPA; Federal Insecticide, Fungicide, and Rodenticide Act 
(FIFRA), Pesticide Assessment Guideline 1.216 was adapted for this novel study. FIFRAmandates 
that efficacy data be generat~ to support label claims for products intended for public health 
applications. In these studies, which were designedto find the minimum. effective dose which would 
kill ecto-parasites without harming the host (mouse), 28 animals died. The rest survived with no 
apparent pain or distress; For these product efficacy studies, no anesthetics, analgesics, or 
tranquilizing diugs were used to relieve pain. Animals were not euthanized. The USEPA policy on 
pesticide testing (Attachment 1) forbids the use ofpain-relieving drugs and premature euthanasia. 
Use of such drugs or procedures woul~ negate the study. There are no alternatives available to this 
painful procedure. 
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ATTACHMENT 1 

The following is an e-mail response from Dr. William Jacobs ofthe USEPA, explaining his 
agencies position on the use ofpain-relieving drugs or premature euthanasia in pesticide efficacy 
studies involving rodents. The e-mail was in response to a request by John Baroch at Genesis 
Laboratories, to state in writing and clarify the agency-policy. Genesis Laboratories had been 
asked by APHIS, in 2004, to provide more detailed information on why pain relievers were 
withheld and whydeath was used as an endpointin pesticide efficacy studies. . 

July 6, 2004: 

"The issue ofeuthanasia was not mentioned in the "current" version of 
the [pesti~ide Assessment] Guidelines because it had not come into play with 
respect to efficacy testing protocols at that time. The Animal Welfare Act had 
been passed in the early 1970's, but there was common understanding that 
it was not to intrude upon the integrity ofresearch. In efficacy 
studies involving toxicants, there must be a yes-or-no answer as to 
whether the poison killed the animal. 

The first instance that I remember encountering an efficacy protocol in 
which euthanasia was proposed happened in 1988. In that particular . 
case, it appeared that the researchers were so intent on addressing 
euthanasia that they completelyforgot what the research was about. In 
the course ofreviewing that protocol, I drafted a response the gist of 
which was that the nature ofthe research was such that it was 
absolutely necessary to determine whether the poison killed the animal, 
that animals that recoveredfrom having been poisoned with the 
rodenticide in question were not only likely to be the founders ofthe 
rebounding population but also would be behaviorally resistant (i.e., 
bait shy) to any bait containing the compound used in the initial trial. 
(The compound in question was an acute rodenticide.) Those are 
extremely important things to know about a rodenticide. I may have 
added that evidence indicating that a rodenticide routinely causes 
suffering should be considered in determining its suitabilityfor future 
research and use. 

I currently am revising the Guidelines andplan to address the issue of 
euthanasia much as I did in 1988, adding only that it would be 
permissible to euthanize seemingly moribund animals ifnot only the 
event ofpoison-caused death but also the time to death could be 
predicted with virtual certainty. This is a very tricky area, however. 
Ifwe were to register a rodenticide based upon the results of 
laboratory andfield trials in which eager-to-please personnel collected 
and dispatched every target rodent that they could get their hands on as 
soon as the animals appeared to be affected to any degree, we might wind 
up with a real turkey ofa rodenticide on the market. A circumstance 

NOV 3 0 2004 
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not quite so extreme but certainly affecting some ofthe results that 
were reported occurred a while back and was only discovered when one 
researcher decided to collect symptomatic animals and cage them to see 
whether they would recover or die. Many ofthem recovered Ultimately, 
it was determined that the active ingredient concentration needed in 
baits was double that which was used in the original field testing. 

. , 

IfI received a report ofa laboratory efficacy trial in which it were 
stated that a~imals were "humanely dispatched", I would reject the study 
jIat out. Percent mortality is the dependent variable in those trials. 
Adding additional causes ofmortality would render the study useless as 
efficacy researc~. 

In the case ofthe Genesis ground squirrel field trials to which you 
alluded, it seemed to me that field personnel may have been too eager to 
euthanatize animals. I recall a line in the report that said, in 
effect, that personnel dispatched every squirrel that they could catch 
but some "were able to slip down their burrows" (approximate quote) 
before they could be caught. Animals capable ofslipping "down their 
burrows" would not seem to be moribund by anyone's definition, and I 
recall having responded to that. 

If it is decided that a candidate rodenticide causes so much pain that 
it should not be consideredfor further use, then animals on test should 
be euthanatized and the results should be written up, not so much as an 
efficacy study, but as research abortedfor humane reasons. Apartfrom 
that, 'I see no proper role for analgesics in rodenticide research. 
Rodenticide efficacy trials basically are behavioral studies. The 
effects ofthe candidate compound must be assessed isolatedfrom other 
factors which might distort the observations and, ofcourse, the 
animal's viability and ability to make adaptive responses -- such as 
slipping down a burrow. There is no way to sensibly use analgesics in ' 
field trials ofrodenticide baits that would not be likely to interfere 
with behavior and viability. Even if the animals die after they "slip 
down their burrows'~ it is important that they are able to as where they 
die affects the determination ofpercent surface kill and the degree to 
which carcasses are available to nonfossorial scavengers andpredators 
(such as avian raptors). 

When we attempt to impose human values on animals' circum$tances, we 
risk deluding ourselves. In general, wild animals are all about 
survi~al and will do whatever it takes (even chewing offtheir own feet) 
to last as long as they can. (I'ranquilizer tabs associated "HTiih 
leg~hold traps turned out to be a good idea because some animals were 
sparedfurther, self-inflicted, injuries on top ofwhat the traps did to 
them. That, however, is a really exceptional case; and one which does 
not involve a vertebrate pesticide.) There also has been some 

~:"'\" r:NOV 3 0 LuU4 
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discussion ofwhether what appears to be distress is consciously 
perceived by the animal. Some ofthe older rodenticidesproduce 
symptoms which clearly look like distress, although humans exposed to 
the same compounds sometimes had little recollection ofthe experience. 
Some have suggested that anticoaiula~ts, with their protracted times to 
death, "must" be inhumane. However, .some humans who have bled severely 
internally (for one reason or another) have reported little or no . 
discomfort and sought help only becau~e ofother symptoms (e.g., 
lethargy, evi~ence ofoccult blood, loss offunction, etc.). " 

, . 

---- ---------- -------- 
------- -- -------- -------------- ------------ 
----------------- - 
------------------------------------ 
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UNITED STATES DEPARTMENT OF AGRICULTURE
 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

ANNUAL REPORT OF RESEARCH FACILITY 
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additional information. . 
1.	 CERTIFICATE NUMBER: FORM APPROVED 84-R-0051 

OMS NO. 0579-0036
 
CUSTOMER NUMBER:
 1273 

~Af' ,/i L-Lj ,z- ~'I~VSGenesis Laboratories, Inc.
 
10122 N.E. Frontage Road c':'JJ'7/0s,­I 

Wellington, CO 80549
 

Telephone: (970)-568-7059
 COpy FOR 
1NFORItIAT1!!UH 

3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) I 
FACILITY LOCATIONS (Sites) - See Atached Lisling 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarY or use APHIS Form 7023A ) I 
A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research,or 
surgery but not ye 
used for such 
purposes. 

c. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o' 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 

Iteaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used, 

E. Number of animals upon which teaching, experimenls, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanalion of the procedures 
producing pain or distress in these animals and the rease 
such drugs were not used must be attached to this repon 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

5. Cats 

6: Guinea Pigs 0 QS 0 C) rs­
'7. 'Hamsters 

a-. Rabbits 0 () /0 0 /0 
9. Non-human Primates 

10. Sheep 

11, Pigs 

12. Other Farm Animals 

13. Other Animals 

t1h'IJ N()r-w~~ tu t 5'0 0 () '7] 93 
l4,/; lJ #vlVt ' /i)Oiv/4 () 0 'It 0 ~t' 

Plet ii'll: Poc-I:.e, b-tJPK'tr 0 /6 0 /'
",.I 16 

ASSURANCE STATEMENTS f 
1)	 Professionally acceptable standards governing the care, treatment. and use of animals, including appropriate use of anestelic, analgesic, and tranquilizing drugs, prior to, during, and following actual rese; 

teaching, testing, surgery, or experimentation were followed by this research facility. . 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified ana explained by the principal investigator and ap~ 

Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions,this summary in' 
brief explanation of the exceptions, as well as the species and number of animals affected: 

4) .The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official) 

DATE SIGNED NAM-- ~ ~ITLE ----- C.E"~. ----- --------------------- ----------- ------- --- --------- - SIG----- ~YR -- ------------- - - ------------- 

-- 
~
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APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), which is obsolete.) 

(AUG91 ) 

NOV 3 0 2004 



This report is required by law (7 USC 2143). Failure to report according to the regulations can see reverse side for Interagency Report Control No 
resul! in an orear to cease and desist and to be sUbject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULlURE 1. REGISTRATION NO. CUSTOMER NO. 1 FORM APPROVEDANIMAL AND PLANT HEALTH INSPECTION SERVICE 84-R-0059 1834 OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

(TYPE OR PRINT) UNIVERSITY OF COLORADO (HSC) 
4200 E. 9TH AVENUE, BOXA-Q95 
DENVER, CO 80262 
(303) 724-1057 

t 3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessarv.) 

FACILITY LOCATIONS(sites) 

_S_ee_A_tta_c_h_ed_L_is_tin_g I~-....;........;.------------------------

...1) ProfesSionally acceptable standards governing the care, treatment. and use of animals. Including appropnate use of anesthetic, analgesiC, and tranqUIliZing drugs, pnor to, dunng, 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. B. Numberof C. Numberof D. Number of animals upon E, Number of animals upon which teaching, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO. 
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic. or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or (COIB.C + 
experiments, conducted distress to the animals interpretation of the teaching, research, D+E) 
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs 14 14 

5. Cats 

6. Guinea Pigs 3 108 111 

7. Hamsters 

8. Rabbits 
33 59 6 98 

9. Non-Human Primates 34 18 5 23 

10. Sheep 147 23 170 

11. Pigs 74 ~ 77 

12. Other Farm Animals 

Goats 4 4 

13. Other Animals 

Gerbils 4 4 

ASSURANCE STATEMENTS 

and following actual research, teaching, testing. surgery, or experimentation were followed by this research facility. 

2) Each principal Investigator has considered altematives to painfUl procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be speCified and explained by the
 
principal investigator and approved by the Institutional Animal care and Use Committee (IACUC). A IMImmary of all the exceptions Is attached to this annuat report. In
 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.
 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequale veterinary care and to oversee the adequacy of other
 
aspects of animal care and use.
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APHIS Form 7023 Site List 

The following sites have been reported by the facility. 

Registration Number:	 84-R-0059 
Customer Number:	 1834 
Facility:	 UNIVERSITY OF COLORADO (HSC) 

4200 E. 9TH AVENUE, BOX A-095 
DENVER, CO 80262 
(303) 724-1057 

UNIVERSITY OF COLORADO (HSC)
 
4200 E. 9TH AVE.
 
DENVER, CO 80220
 



CATEGORY E STUDIES
 

1. Sheep exposed to heat stress - 23 sheep 

Description of Procedures: 

Pregnant sheep are placed in an environmental chamber that cycles room 
temperature between 40-40.5 °C for 12-14 hours/day and 35°C for the remainder of the 
day from day 33-35 of gestation until day 90-115. Humidity in the chamber is 45-50%. 
Animals are housed in standard cages with ad lib water and food. For safety, the heating 
system is equipped with an alann and automatic cut-off system. 

Explanation of Reasons Why Pain- or Distress- Reliving Drugs Were Not Used: 

The procedure is designed to mimic a naturally occurring phenomenon, namely, 
pregnancy in hot climates where fetal intrauterine growth retardation is a common 
problem. The animals in the chamber under these conditions give no visual or clinical 
itulicaliull of slress. They eal anu uriuk. uunually; their stuul pallefll is alsu lluullal; amI 
their wool continues to grow. The procedure does alter placental development, but since 
altered placental development is not known to be associated with pain or distress in any 
species, use of any drug or other treatments would be speculative and possibly 
problematic for fetal development. 

2. Rabbits exposed to bacteria infection - 6 rabbits 

Description of Procedures: 

This is a study of the effects of exposure to bacteria during the birth process. The 
goal of the protocol is to determine, after intra-cervical inoculation ofpregnant rabbits 
with E. coli, G. vaginalis or B. bivius and treatment with antibiotics, the extent of tissue 
damage over time and whether therapeutic intervention with IL-l a reduces fetal injury. 
Timed pregnant rabbits at 700/0 gestational age are anesthetized and inoculated intra­
cervically with 103 to 104 CFU E. coli, G. vaginalis or B. bivius. Some animals are 
treated with ampicillin sulbactam. At 1 to 7 days after inoculation, the animals are 
euthanized and the tissues evaluated. In another group, rabbits are given IL-lra or saline 
each day (iv; ear vein) for 5 hours each day. This study requires an iv drip for 5 
hours/day, therefore restraint is needed for the constant infusion. After consultation with 
the University Veterinarian, a wire rabbit box without neck restraint was chosen. The 
rabbits are gradually acclimated to this restraint over a 5 day time period. At 1, 3 and 5 
days, animal are euthanized and the tissues evaluated. 

'f'_ . ... C. 



Explanation of Reasons Why Pain- or Distress- Reliving Drugs Were Not Used: 

It is important to understand the risk ofmaternal and newborn infection. It is 
therefore necessary to allow the experiment to continue until it can be determined 
whether or not the does and neonatal rabbits become infected by exposure to bacteria 
during the birth process. Antibiotics and IL-Ira treatment given to mothers before 
delivery may be an effective treatment. The difference in outcome of animals given IL-
l ra and those not treated is the focus of these studies. Drugs given to relieve any possible 
distress would mask the degree of infection and interfere with the immunoassays to be 
done, therefore none are given. 

3. Food restriction in pigs - 3 pigs 

Description of Procedures: 

The goal of the protocol is to provide hands on training for Board Certified 
Gastroenterologists and Gastroenterology Nurses in the technique of endoluminal 
gastroplication, a gastral endoscopic suturing technique. The pigs are placed on a pre­
procedural food restriction for 48 hours where they are fed Jell-O on day one and 
honey/water on day 2. The pigs are then anesthetized and the endoluminal gastroplication 
performed. The animals are euthanized by an anesthetic overdose at the end of the non­
survival surgery. 

Explanation ofReasons Why Pain- or Distress- Reliving Drugs Were Not Used: 

Due to the highly technical nature of the endoluminal gastroplication procedure, 
proper training ofPhysicians and Nurses is required for optimal safety and efficacy of 
performing this procedure on human patients. The full 48 hour food restriction as 
described above is required to ensure that the stomach is completely clean for ease of 
visualization by the Physicians and Nurses learning the procedure. The procedure, 
endoluminal gastroplication, requires careful examination of the internal mucosal lining 
of the stomach. Thus, even a small amount of residual material inside the stomach is 
unacceptable because it interferes with proper visualization, and thereby impairs the 
trainee's ability to learn how to perform this procedure. Alternative procedures to clean 
out the digestive tract are not acceptable since the mucosal lining becomes bloody, 
thereby decreasing visualization. 

4. Parkinsonian Syndrome in non-human primates - 5 monkeys (M. radiata) 

Description of Procedures: 

The Parkinsonian syndrome is induced when MPTP-HCL is infused into the 
carotid artery to produce a stable unilateral lesion in the monkey. A dose of 0.8 mg/kg 
MPTP-HCL dissolved in 50 cc of sterile normal saline infused into the carotid artery over 

'--. 



20 minutes leads to unilateral dilation of the pupil and a weak arm and leg contralateral to 
the side of the lesion and sensory neglect on that side. The animals are infused at a rate of 
2 ml/minute using a 30 gauge needle with the infusion in the direction opposite the 
nonnal arterial blood flow. Analgesics are given to all animals for any post-operative 
pain. The result of the surgical procedure is a weak arm and leg and sensory neglect on 
the side opposite the lesion. (Water bottles are adjusted for this disability.) Thus, once 
monkeys have been lesioned, abilities such as locomotion, visual fields, grasping, 
climbing, etc. are impaired. In addition, the lesioned animals are sensitive to sound and 
have an enhanced startle response. After the lesioning procedure has produced the hen1i­
parkinsonian effect, each animal is assessed daily for any pain. L-dopa is given as needed 
to assist the animal in daily routine procedures. In addition, monkey's food intake is 
carefully assessed and animals are hand fed if necessary until they have learned to adapt 
to their limitations. Daily fruit, sunflower seed, pomegranate seeds, peanuts, etc., are 
provided to occupy their foraging behavior. The post lesion state lasts about six to eight 
months. As the animals become more adept with their routine movements, more foraging 
n1aterials and additional toys are introduced. 

Explanation of Reasons Why Pain- or Distress- Reliving Drugs Were Not Used: 

To study the effective treatment ofParkinson's disease, an animal model of the 
disease is essential. There are currently no effective long-tenn treatments for this disease 
and therefore no way to completely eliminate the distress that may be associated with the 
physical limitations imposed by this disease. It is the goal of this study to test a treatment 
that may effectively cure the monkeys and, ultimately, human beings. 



EXCEPTIONS TO REGULATIONS 

The IACUC has approved an exception to the policy regarding multiple surgeries, 
specifically the placement of matemal and fetal catheters in sheep. The goal of the 
protocol is to determine how fetal glucose, amino acid and plasma insulin availability 
regulate fetal energy and amino acid metabolism and thereby lead to changes in fetal 
growth. For the 2-3 week chronic studies, an initial surgery is done to catheterize the 
mother's femoral artery and vein. The catheters allow the Investigators to produce, by IV 
infusion, the necessary metabolic conditions (e.g. insulin-induced hypoglycemia; glucose 
induced hyperglycemia) and for arterial blood sampling. The fetus is too small to 
catheterize at this time, and maintaining patency of fetal catheters for more than 2 weeks 
is very difficult. Thus, a second surgery to place uterine and fetal catheters is done when 
the fetus is big enough and close enough to final study. The fetal catheters are then used 
for infusions in both hyperglycemic and hypoglycemic studies and for blood sampling. 
Within the last reporting period, ninety-four sheep have had multiple surgeries for 
placement of maternal and fetal catheters. 

The USDA Sector Supervisor has approved an exception to the policy regarding 
multiple survival surgeries, specifically multiple Cesarean sections in Bonnet monkeys 
(letter dated 6/29/94). There is currently a moratorium on the importation of Bonnet 
monkeys. Therefore, multiple surgeries will use :the fewest possible number of a rare 
species. No multiple Cesarean sections were performed during this reporting period 
under this exception. Furthermore, no non-human primates received a Cesarean section 
in the past year. 
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surgery but not pain, distress, or anesthetic. analgesic. or the procedures producing pain or diSlTess in these 
yet used for such use of pain- animals and the reasons such drugs were not used tranQuilizing drugs were 
purposes. relieving drugs. must be attached to thiS report)used. 

4. Dogs 
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5.	 Cats 08 GSLf I bl 
6.	 Guinea Pigs 00 00 0 
7.	 Hamsters ()0 0 00 

18. Rabbits 09 0 4343 
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. j
11. Pigs	 0 00 ZZ22 

I 
12. Other Farm Animals 00 00I 0 

I
I 
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principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary (f all the exUpflol)s:i~:att~che~•.'to;.tl)\$:annual repprt. In 
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aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

;~TURE ----- ---------- O~ INST~UT~~L._OFFICI~ -- --------- -- --------- ----- --------- ----- ---------------------- OFFICI~L -------- --- -------- 

- t7~_. C~~'~CA ------ -- J~A-n --------- ----- 6h~?)JiD ---- -- - ----- --- -- ~v: 
- -- - - 

DATE SIGNED 

JJ/b1-T~1 
APHIS FORMJ023 (Replaces VS FORM 18-23 lOct 88), which is obsolete PART 1 - HEADQUARTERS 

(AUG 91) 



APHIS Form 7023 Site List 
I.: 

The following sites have been reported by the facility. 

Registration Number: 86-R-0006 
Customer Number: 1049 

Facility: ST. JOSEPH HOSPITAL &MEDICAL CENTER 
350 WEST THOMAS RD. 
PHOENIX, AZ. 85013 
(602) 406-3000 

BARROW NEUROLOGICAL INSTITUTE 
350 WEST THOMAS RD. 
PHOENIX, AZ. 85013 



S1. Joseph's Hospital and Medical Center 
Barrow Neurological Institute 
Phoenix, Arizona 85013 
Registration No. 86-R-006 
FY - 2001 

IACUC-approved exceptions to regulations and standards. 

Two exceptions to regulations were approved by the Institutional Animal Care and Use 
Committee at S1. Joseph's Hospital. 

The first exception is the schedule for providing food to cats. As part of three IACUC-approved 
protocols that involve behavioral experiments, the provision of food to cats is restricted to one 
session each day in the laboratory. Food is provided as a positive reinforcement to obtain the 

. behavior under study. At the end of each session, the animals are allowed to eat to satiation. 
Ten animals have been used in these protocols during the current reporting period. 

The second exception is the schedule for providing water to rhesus monkeys. As part of an 
IACUC-approved protocol that involves behavioral experiments, the provision ofwater to rhesus 
monkeys is restricted to one session each day in the laboratory. Water is provided as a positive 
reinforcement to obtain the behavior under study. At the end of each session, the animals are 
allowed to drink to satiation. One animal has been used in this protocol during the current 

. reporting period. 
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APHIS FORM 7023 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 
1. CERTIFICATE NUMBER: 

CUSTOMER NUMBER: 

86-R-0031 

1698 

FORM APPROVED 
OMB NO. 0579-0036 ~\ 

s\!~ 

Sun Health Research Institute 
ANNUAL REPORT OF RESEARCH FACILITY 10515 W. Sante Fe Dr. 

(TYPE OR PRINT) Sun City, AZ 85351 

Telephone: (623) -876-5328 

3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary) 

FACILITY LOCATIONS (Sites) - See Atached Listing 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A \ I 

I ASSURANCE STATEMENTS 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheep 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

lL 

c. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use C1 

pain-relieving 
drugs. 

gil 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

54 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. (An explanation of the procedures 
producing pain or distress in these animals and the rease 
such drugs were not used must be attached to this repon 

lb 

F. 

TOTAL NUMBER 
'OF ANIMALS 

( COLUMNS 
C+D+E) 

0 
D 
0 
() 

/54/ 
0 
0 
() 

0 

0 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

I 
1)	 Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquiliZing drugs, prior to. during. and following actual rese, 

teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and apf 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary in, 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

( Chief Executive Officer or Legally Responsible Institutional Official) 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIJ\:L (Type or Print) 

----- (OCT 88), which is obsolete.) 

(AUG91 ) 

NOV 2 9 2004 J
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include Zip Code) 

BATTELLE MEM. INST., RICHLAND SITE 
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13. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACIUTV LOCATlONS(sites) 

BATIELLE MEM. INST., RICHLAND SITE 
RICHLAND, WA 99352 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets ifnecessary or use APHIS FORM 7023A) 

A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching, F. 
animals being animals upon experiments. research, surgery or tests werewhich experiments, 

Animals Covered bred. conducted invohilng accompanying pain or distress TOTAL NO. which leaching, teaChing, research, 
By The Animal conditioned, or to the animals and for which the use of appropriatesurgery, or tests were OF ANIMALSresearch. 

Welfare Rsgulations held for use in anesthetic,analgesic, or tranquilizing drugs wouldexperiments, or conducted invollling 
teaching, testing, tests were have adversely affected the procedures, results, oraccompanying pain or (Cols.C+ 
S)q)eriments, conducted interpretation of the teaching. research,distress to the animals D+E) 
research, or involving no and for which appropriate experiments, surgery. or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these 
yel used for such animals and the reasons such drugs were not useduse of pain· tranquilizing drugs were 
purposes. relieving drugs. must be attached to this repoo)used. 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 12 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

Bushytail Woodrat 1 

Deer Mouse 45 45 

GB Pocket Mouse 16 16 

ASSURANCE STATEMENTS 
., .

1)	 ProfeSSionally acceptable standards governing the care, treatment, and use of animals. Including appropriate use of anesthetIC, analgesiC, and tranquIlizing drugs, pnor to, dUring, 
and following actual research, teaching. tesling. surgery, or experimentation were followed by this research facility. 

2) Each prinCipal investigator has considered altematives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A sUmmai)' of all the exceptions Is attached to this annual report. In 
addition to identifying the IACUC-Spproved exceptions, this summary includes a brief explanation of the excepUons. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 
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DATE SIGNED 

11/2412003 
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OMe NO. 0579.()O36I 
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 

include Zip Code)CONTINUATION SHEET FOR ANNUAL REPORT 
BATTELLE MEM. INST., RICHLAND sITeOF RESEARCH FACILITY P. O. BOX 999, (MSIN P7-52)

(TYPE OR PRINT) RICHLAND, WA 99352 

F. 

TOTAL NO. 
OF ANIMALS 

1) ProfeSSIonally acceptable standards govemmg the care, treatment, and use of anImals, Ineludlng appropriate use of anesthetIC, analgesIC, and tranqUIliZing drugs. pnor to, dunng, 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets ifnecessary or use this form.) 

A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching, 
animals being animals upon which experiments. experiments. research. surgery or tests were 

Animals Covered bred, which teaching, teaching, research, conducted inllOlving accompanying pain or distress 
By The Animal conditioned. or research, surgery, or tests were to the animals and for which the use of appropriate 

Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgeslc, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or 
experiments, conducted distress to the animals interpretation of the teaching. research. 
research, or involving no and for which appropriate experiments, surgery. or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing dlUgs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to thiS report) 

Mountain Cottontail 7 

West. Harvest Mouse 3 

Mule Deer 2 

ASSURANCE STATEMENTS 

(Coll.C. 
D+E) 

7 

3 

2 

... 

and following actual research, teaming, testing, surgery, or experimentation were followed by this research faCility. 

2) Each principal investigator has considered altematives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions 10 the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal eare and Use Committee (IACUC). A IUIMIlIIy of all thlexcapllo...attached to th.. annual....,ort. In 
addition to identifying the IACUC-Spproved exceptions. this summary includes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief executive Officer or Legally Responsible Institutional official) 

I certify that the above is true. correct, and complete (7 U.S.C. Section 2143) 
SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

------ ---- ---------- 

NAME & nTLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

------ ---- ----------- ----- 

DATE SIGNED 

1112412003 
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1.	 Registration Number: 91-R-0006/1018 

2/3. Species (common name) & Number of animals used in this study: 

Bushytail Woodrat (1) Deer Mouse (45)
 
GB Pocket Mouse (16) Mountain Cottontail (7)
 
West. Harvest Mouse (3) Mule Deer (2)
 

4.	 Explain the procedure producing pain and/or distress. 

All animals were collected under permit with Washington State Department of Fish and Wildlife as part of the Hanford Site 
Environmental Surveillance Program. These animals are collected to assess potential ecological effects of Hanford Site 
operations. Rodents and rabbits are collected with live traps (Sherman or Have-a-Heart traps). The bushytail woodrat 
was inadvertently trapped and released. Both trapping and handling of the woodrat before release was distressful. The 
deer mice (45 total) were both euthanized (n =32) and trapped and released (n =13). Sacrificed deer mice were 
euthanized by cervical dislocation. Both trapping and handling of mice before euthanasia is distressful to the animals. 
The Great Basin pocket mice were trapped and euthanized (cervical dislocation) for contaminant analysis. Both trapping 
and handling of mice before euthanasia is distressful to the animals. The cottontail rabbits were trapped and euthanized 
with a shot (22 cal. bird shot) behind the ear. Trapping of cottontails is distressful, both when the animal is initially trapped 
and when field technicians arrive to sample the animal. Euthanasia by shooting the animals while in the trap minimizes 
distress and provides a rapid and precise method of euthanasia. Other methods of euthanasia (penetrating captive bolt, 
administration of bartibuates, decapitation) require additional handling of the animals that increases distress. Shooting 
the animals while in the trap reduces handling stress, is quicker that other methods results (thereby reducing the time the 
animal is distressed), is quick (practically instantaneous) and minimizes pain. The western harvest mouse were trapped 
and euthanized (cervical dislocation) for contaminant analysis. Both trapping and handling of mice before euthanasia is 
distressful to the animals. The mule deer were shot and the animals likely experienced some pain and distress prior to 
death and sample tissue collection. Deer were shot and dispatched as quickly as possible by a shot to the head if 
necessary. Ninety-five percent of the time, deer are quickly dispatched with a single shot and pain and distress is 
minimized. The use of tranquilizers was considered and has been used in the pass for studies where deer were not 
sacrificed. There is an associated risk of the animals injuring themselves before the tranquilizer takes hold or of the 
animals entering the Columbia River and drowning. Tranquilized deer remain conscious longer than deer dispatched by 
gun and may experience more fear and stress before the tranquilizing drugs take effect than if shot by gun. Tranquilizing 
deer with dart guns is ineffective from the ground because it is difficult to get within range for an accurate shot in the open 
terrain at Hanford. Shooting from helicopters exposes sample collection staff to unnecessary risk of an accident and adds 
additional stress to the deer dUring the actiVity as they run from the helicopter as well as stressing other deer that may be 
present. Hunting is only done if the deer samples identified for the sample year can not be obtained from road kills. 
Overall, additional steps to apply pre-sampling anesthesia prior to either 1) the collection of field data or 2) sacrificing the 
animals for contaminant analysis would create more stress to the animals than the methods presently used. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

These are field collected samples of wildlife to measure potential ecological impacts of operations at the Hanford Site and 
every attempt is made to minimize pain, stress and discomfort during the collection process. All wildlife samples are 
collected under permits with Washington Department of Fish and Wildlife and U.S. Fish and Wildlife reveiw. Sample 
collection staff were trained by the IACUC Attending Veterinarian on the proper procedure for cervical dislocation of mice. 
Consideration was given to adopting additional steps to apply pre-sampling anesthesia prior to either 1) the collection of 
field data from trapped animals, or 2) sacrificing the animals for contaminant analysis. In both cases, this additional step 
would create more stress to the animals than the methods presently used. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal RegUlations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency: None.	 CFR: 

................................................_ .
 

Approval Status: 
Approved/Disapproved By: 
Date: 

Disapproved Reason: 
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3. REPORTING FACILITY (Ust all locations where animals were housed or used in actual research. testing. teaching, or experimentation, or held for these purposes. Attach additional 

sheets if necessary.) 

FACILITY LOCATIONS(sites) 

_s_ee_A_tta_c_h_ed_l_iS_ting I,..--------------------------­
REPORT OF ANIMAlS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets ifnecessary or use APHIS FORM 7023A) 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Numberof 
animals being 
bred, 
conditioned. or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which teaching, 
research. 
experiments. or 
tests were 
conducted 
inVolving no 
pain, distress, or 
use of pain-
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetlc.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An BKplanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 
OF ANIMALS 

(Cols.C + 
D+E) 

4. Dogs 12 17 

5. Cats 11 24 24 

6. Guinea Pigs 563 C;"'::t 

7. Hamsters 193 193 

8. Rabbits 315 315 

9. Non-Human Primates 1867 708 988 1696 

10. Sheep 269 269 

11. Pigs 358 358 

12. Other Farm Animals 

13. Other Animals 

ASSURANCE STATEMENTS 
..

1) Professionally acceptable standards goveming the care, treatment. and use of animals, Induding appropriate use of anesthetic, analgesic, and tranquilIzing drugs. pnor to, during, 
and following actual research, teaching. testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered altematives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigatOl' and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions Is ettaehed to this annual ..port. In 
addition to identifying the IACUe-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 
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Annual Report of Research Facility
 
Reference: APHIS Fornl 7023
 

Oregon Health Sciences University 
Main CCl;mpus 
3180 SW Sam Jackson Park Road 
Portland, OR 97239 

Certificate Number: 92-R-OOOI 

The OHSU main-campus IACUC has approved the following exceptions (10/1/2002-9/30/2003): 

1.	 One protocol was approved allowing the housing of rabbits for up to 48 hours in primary enclosures that 
do not allow them to turn around during a period of data collection. The enclosures do allow the rabbits 
to make most other postural adjustments with adequate freedom of movenlent. The rabbits are removed 
every 8 hours and allowed to eat and drink as much as they want during a thirty-minute period. These 
thirty minute feeding and drinking breaks have been shown to be adequate to maintain body weight. The 
IACUC accepted scientific justification that this level of restraint is necessary for proper collection of 
data on these projects. 11 rabbits were affected by this exception. 

2.	 Five protocols were approved allowing investigators to withhold food from sheep for 24 hours prior to 
surgery. The IACUC accepted scientific justification that ruminants have fewer intra operative 
complications when fasted for 24 hours. 70 sheep were affected by this exception. 

3.	 Two protocols were approved allowing the housing of sheep for up to three weeks in stanchions that do 
not allow them to turn around. The sheep are allowed free access to food and water and are able to stand 
or lie down. The IACUC accepted scientific justification that this restraint is required to allow 
withdrawal and infusion of fluids through implanted catheters, continuous monitoring of coronary blood 
flow, and to prevent the sheep from nibbling at the catheters. 27 sheep were affected by this exception. 

4.	 One protocol was approved allowing microswine to be housed for 48 hours in metabolic cages that do 
not provide the square footage of floor area recommended by the Guide. The metabolic cages are 3 ft by 
4 ft and allow the pigs to lie down. The pigs are provided food and water and the cages are cleaned daily. 
The IACUC accepted justification that the pigs need to be housed in the metabolic cages to allow for 
collection of urine to determine urinary sodium excretion, metabolic sodium and water balance in a 
microswine model ofhypertension following intrauterine growth retardation. No pigs were affects by 
this exception. 

5.	 Two protocols were approved allowing multiple major survival surgery in rabbits. The rabbits undergo a 
laporatomy to implant catheters in the abdominal aorta and vena cava. The rabbits are then allowed to 
recover for two weeks before a thoracotomy is performed to place an ascending aortic flow probe to 
measure cardiac output. The IACUC accepted justification that the multiple surgeries were necessary to 
improve survival rates for the complicated surgeries. 6 rabbits were affected by this exception. 

6.	 One protocol was approved allowing nonhuman primates to be housed in individual cages, which do not 
permit contact with neighboring caged animals. This study involved developing an animal model for 
Simian Varicella virus (SVV) infection. The IACUC accepted scientific justification that individually 
housing animals was necessary in order to establish the efficiency of infection and follow the course of 
disease. Furthermore, housing these animals individually would prevent the transmission of SVV unless 
the design called for joint housing to attempt natural exposure. 3 animals were affected by this 
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, exception. Pair housing was attempted for 2 of the animals. These animals were found to be 
incompatible. Grooming contact bars were used instead. The animals had visual, auditory and physical 
contact with one another. One animal could not be paired. This animal was housed.in the same room as 
the other 2 animals. A mirror was provided so that he would have visual contact with the other monkeys. 
He was also able to smell and hear them. Positive interaction with caretakers on a daily basis was 
provided for all three monkeys used in this study. 
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Oregon Health and Science University
 
Oregon Regional Primate Research Center
 

APHIS Form 7023 

Summary of exceptions to the AWA standards and regulations approved by the IACUC October
 
1, 2002 through September 30, 2003.
 

1.	 The IACUC granted exceptions for 2 projects to the AWA standard that nonhuman
 
primates be housed so that they are able to see conspecifics for female rhesus
 
macaques assigned to a specific project. Introduction of new animals to a room can
 
cause stress and alter experimental results. To allow for a smoother introduction period,
 
if a new animal displays consistent signs of stress it is positioned in a way that disallovvs
 
visual contact with conspecifics, but allovvs for vocalization. This exception involved four
 
animals for 2 days duration each. The involved animals were significantly calmer with the
 
alteration provided by this exception. The animals were monitored for abnormal behavior
 
and were provided positive interaction frequently each day by animal care and project
 
staff. Project staff worked closely with the Centers Psychological Well Being-Center's
 
staff to insure the well being of these animals. Continual environmental enrichment was
 
provided.
 

2.	 The IACUC granted an exception to the AWA standard that nonhuman primates be 
housed so that they are able to see conspecifics for male rhesus macaques assigned to 
the time-mated breeding colony. This was considered appropriate for veterinary health 
and psychological well-being considerations. Twelve adult rhesus macaque males are 
used to serve approximately 135 adult rhesus macaque females assigned to the time­
mated breeding colony. Males are housed with the females approximately 12 days each 
month. These males are housed in cages that face a wa.1I that has no cages on it. 
When the adult males are housed across from other males and females, it creates an 
increased amount of stress for all monkeys in the room due to the males threatening 
others vocally and by shaking their cages. The Center's Psychological Well-Being staff 
monitored for signs of abnormal behavior and provided ongoing environmental 
enrichment. There is frequent positive interaction provided by the animal care staff daily. 
This exception produces a calmer environment in the 2 rooms where these males reside. 

3.	 The IACUC granted an exception to the AWA standard that nonhuman primates be 
housed so that they are able to see conspecfics for paired female rhesus macaques in 
the time-mated breeding program. This exception involved 30 female rhesus macaques 
housed in locations which do not allow immediate direct visualization of conspecifics for 
up to 3 continuous days for an average of 3-4 times per year while their cage mate is 
removed for breeding. These are usually relatively timid animals that become stressed 
when visually exposed to strange animals. They often have their own infants to care for, 
receive continued environmental enrichment, are monitored for signs of abnormal 
behavior by the Centers Psychological Well-Being staff, and are provided with positive 
interaction with animal care staff daily. 

4.	 The IACUC granted an exception to allow some female rhesus macaques to be briefly 
housed in a location which did not allow immediate direct visualization of conspecifics. 
Due to building design features, management, or facility maintenance requirements 
some monkeys may not be able to see conspecifics for limited periods of time. For 
example, females which receive top priority for being paired are frequently the more timid 
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females. A compatible pairing with another timid female produces a dramatic increase in 
confidence in each partner, however, these paired animals do well living facing the walls, 
rather than facing a number of more aggressive animals. Monkeys living with visual 
access to each other typically establish dominance hierarchies similar to those found in a 
troop.	 If a monkey, who lost its compatible cage mate \/\ere to be immediately moved 
into a location where it could see other unfamiliar animals, it \NOuld suffer two negative 
psychological impacts simultaneously: 1) having Jost its compatible cage mate, a 
recognized stress factor, and 2) being suddenly faced with strange monkeys, some of 
whom may present hostile and aggressive signals to the newcomer. Adequate time is 
necessary to identify a new potential cage partner and appropriately introduce and 
socialize the new pair to each other. 

5.	 The IACUC granted an exception to the AWA standard that nonhuman primates be 
housed in specific cage sizes. This exception request involved 23 juvenile rhesus 
macaques housed in a nursery group cage where the surface dimension is under size 
but is taller than the standard height. Up to 6 animals are housed together at a time and 
are representative of the larger end size of group 1 weight category and smaller end size 
of group 2 weight category. The cage is 14.25 sq. ft. at the base, 67 inches in height and 
has an interior volume of 79.5 cubic ft. The standard size required for 6 animals of group 
2 weight category is 18 sq. ft. and 30 inches tall Vlthich yields an interior volume of 45 
cubic ft. The cage base reduction is deemed mitigated by the positive environmental 
enrichment provided and the expanded vertical movement capability. The grouping of 
young animals provides for better socialization. Furnishing the upper portions of the 
cage with dendritic branches, suspended perches and hanging toys improves opportunity 
for exercise. The nursery is staffed more intensively than other alternate areas for which 
the young animals of concern could be caged allowing for a closer monitoring of their­
condition. 

6.	 The IACUC granted five project exceptions to the AWA standard that nonhuman 
primates be housed in specific cage sizes. These involved the reduction of cage space 
from 4.3 sq. ft. to 4.0 sq.ft. for group 3 weight category adult female mesus macaques 
and from 8.0 sq. ft. to 6.0 sq. ft. for group 5 weight category adult male rhesus 
macaques. The 22 monkeys involved, were instrumented by tethered vascular catheters 
and/or leads. The animals are fitted and adapted to vests, allowed full range of motion 
and able to stand up, lie dOWl and move about the cage. The reduction in cage size is 
deemed necessary to protect the chronic capability of sampling from the animal and to 
preserve and protect the integrity of the instrumentation which when combined ultimately 
avails improved data for scientific research. The animals are monitored by animal care 
providers, project staff and by the Center's Psychological Well-Being staff. The 
alternative to continuous sampling by tethered instrumentation would entail frequent 
anesthesia that could have negative impact on the animal's condition as \/\ell as the 
quality of the data itself. 

7.	 The IACUC granted a project an exception to the AWA standard for cage size to allow for 
pairing of adult female rhesus macaques up to 11.7 kg in Vl.eight (group 4, > 10 kg) in 4.3 
sq. ft. tandem cages. This is a 4 year project and pairing of animals will allow for 
enhancement of their psychological well-being. Pair caging larger than tandem 4.3 sq. 'ft. 
is not possible in these project locations. There were 2 monkeys tangential to this 
exception. Most of these were a fraction of a kg over 10.0 kg. The involved animals were 
put on a gradual weight reduction program, given food treat motivators such as peanuts 
and raisins in place of high sugar treats, separated by cage slides at feeding time when 
appropriate and were monitored to target management needs to maintain theirweights 
below 10.0 kg. At the end of the reporting period 1 animals remained over 10 kg. 
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8.	 The IACUC granted exception to the AWA standard for cage size to allow caging of up to 
6 adult male rhesus macaques of group 4 weight category (between 10-15kg) into group 
3 weight category, 4.3 sq. ft. cages for up to 14 days. This allowed placement of animals 
in side by side cages with mesh screens to avail a familial;zation period prior to the 
placement of these males into a group housing environment. This action helped to 
reduce aggressive trauma that can happen \Nhen males are placed in group housing with 
unfettered contact of each other. The only cages available for this arrangement are 
group 3 weight category, 4.3 sq. ft. cages. Three animals were tangential to this 
exception during the reporti·ng period. These animals were monitored by the Centers 
Psychological Well-Being and Animal Husbandry staff upon their placement in the 
aforementioned cages for symptoms of stress. No animals had to be returned to their 
home cage. 

9.	 The IACUC granted 2 projects an exception to the AWA standards for cage size to allow 
for group 5 category adult male rhesus macaques (up to 25 Kg) to be housed temporarily 
in Group 4, 6.0 sq. ft. by 32 inch high caging. This exception was granted to allow 
consolidation of project animals into a central area that allowed for diet and protocol 
activity to be uniform. All animals involved were within 2 Kg or less of the Group 4 
category (up to 15 Kg). One project involved 2 animals for a two week period and the 
other project involved 4 animals for variable durations up to 4 months. At the end ofthe 
reporting period, alterations were completed so that all animals \l\ere housed in 
appropriate size caging. All monkeys were monitored multiple times daily by the Centers 
Clinical, Psychological Well-Being and the individual project laboratory staff for evidence 
of abnormal health conditions. 

10.	 The IACUC granted a project an exception to the AWA standards regarding feeding so 
that 25 adult rhesus macaques could be fed a 30°A» caloric reduced diet. This regime 
and most of the monkeys assigned to it, are part of an ongoing caloric restricted study 
that originated over a decade ago at the National Institute ofAging facility in Poolsville, 
Maryland. Newly assigned monkeys to the 30% caloric reduced diet will have their diet 
calorie content gradually reduced over a 2 month period. This diet has the same 
composition of protein, carbohydrates and fat as standard monkey chow but in order to 
insure adequate administration of vitamins and minerals with a reduced volume fed, the 
vitamins and minerals have been enriched. Treats and food motivators consisting of but 
not limited to fruit, vegetables, unsalted crackers and frozen treats will be given daily. All 
monkeys will be monitored 3 times daily for behavioral deviations, excrement production 
and for the quantity of food consumed. If monkeys spontaneously decrease their food 
intake or body weight by more than 30%, of their initial baseline levels, veterinary services 
will be summoned. In addition to possible \eterinary prescribed procedures, diet 
alterations may include the feeding of a highly palatable caloric rich substance or 
supplementation by enteral administration. . 

11.	 The IACUC granted the Time Mated Breeding program an exception to the AWA 
standards for allowed number of research directed major survival surgeries for adult 
female rhesus macaques. Availability of rhesus macaques that cycle well and provide 
consistent pregnancies is extremely limited at NIH supported research facilities. 
Allowance for the increase to a total of 4 major survival surgeries (hysterotomies) on up 
to 2 different projects will expand the capability of reproductive studies and refine the 
efficient use of this limited nonhuman primate resource. Within the reporting period, 31 
animals were tangential to the exception. The current exception approval was granted 
by Chester A. Gibson, Acting Deputy Administer, Animal Care, USDA for a period from 
March 1, 2002 to February 28,2005 for up to 100 animals. A total of47 animals are 
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tangential within this current exception time frame. The exception carries the following 
requirements: 
1) All animals under this exemption must be permanently identified. 
2) Complete health records must be maintained on each animal. lhese must include the 
name of any medication administered, as well as the dose, route and frequency/time of 
administration and a description of any complications that may arise. Health records 
must accompany the animals used in this study to any future studies. 
3) The time between hysterotomies for catheter/electrode placement and fetus/tissue 
collection must be maximized to the extent permitted by the experimental design. The 
time between sets of hysterotomies will be no less 'then 6 months. 
4) Appropriate post-operative analgesia is described; it is suggested that consideration 
be given to intra-operative or other pre-emptive analgesic administration. 
5) An annual IACUC evaluation of this exemption is required; including an assessment of 
the animals as well as the effectiveness and soundness of the methods and procedures 
used on them. Particular attention should be paid to the procedures used to minimize 
pain and distress. This information must be included in the IACUC reports required 
under Section 2.35(a)(1). 
6) The subject animals must not undergo any other major survival surgery unless justified 
in accordance with 9 CFR, Part 2, Section 2.31 (d)(x)(C). 

12.	 The IACUC granted an exception to the AWA standards for allowed number of research 
directed major survival surgeries for nonhuman primates for a specific project. This 
exception allows up to 20 adult female rhesus macaques per year for 3 years, that have 
had major survival surgery on a previous project to receive one additional major survival 
surgery on the exception granted project. The project requires that normal cycling 
females be ovariectomized. This creates a competition of use with reproductive studies 
that are limited presently due to the depressed existing quantity and the difficult 
acquisition of normal cycling rhesus macaques. Allowing the initial use of normal cycling 
monkeys to be assigned to reproductive studies especially protocols that end with an 
ovariectomy prior to use on the exception granted project, would enhance the efficient 
use of this limited nonhuman primate resource. One animal was tangential to this 
exception during this report period. This exception was approved by W. Ron DeHaven, 
Deputy Administrator, Animal Care, USDA, for the period August 1, 2001 to July 31, 2004 
with the following requirements: 
1) All animals must be permanently identified. 
2) Complete health records must be maintained on each animal. lhese must include the 
name of any medication administered, as well as the dose, route and time of 
administration. 
3) The second major survival operative procedure will be perfonned no sooner than four 
months after the ovariectomy. Appropriate perioperative analgesia must be provided to 
the animals as directed by your attending veterinarian, and it is suggested that ~u 
carefully consider administration of analgesics pre-emptively. 
4)An annual IACUC evaluation of the exemption is required; including an assessment of 
the animals as vvell as the effectiveness and soundness of the methods and procedures 
used on them. Particular attention should be paid to the procedures used to minimize 
pain and distress. This information must be included in the IACUC reports required 
under Section 2.35(a)(1). 

13.	 The IACUC granted an exception to the AWA standards for allowed number of research 
directed major survival surg~ries for nonhuman primates for a specific project. This 
exception allows for up to 3 additional laparotomies to be performed on up to 11 adult 
female rhesus macaques. The aim of a portion of the protocol is to perform laparoscopic 
surgery to harvest targeted ovarian tissue. Some of the assigned animals have had prior 
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major surgery and adhesions may negate the abilities to harvest tissue by laparoscopic 
surgical methods. Procurement of tissue would then necessitate a laparotomy. Three 
separate surgeries for tissue sampling are planned for each animal. This is a long telTTl 
study that contains some animals that ate age matched controls and others that are 
caloric restricted and all have well-defined reproductive histories. As a resource these 
animals are extremely rare and valuable and like substitution is not possible. Forthis 
reporting period, no animals were tangential to this exception. This exception was 
approved by Chester A. Gibson, Acting Deputy Administrator, Animal Care, USDA, for 
the period April 1, 2002, to March 31,2005 with the following exceptions: 
1)All animals must be permanently identified. 
2) Complete health records must be maintained on each animal. These must include the 
name of any medication administered, as well as the dose, route and frequency/time of 
administration and a description of any complications that may arise. Health records 
must accompany the animals used in this study to any future studies. 
3)The time between laparotomies will be no less then 2 months. 
4) Appropriate post-operative analgesia is described; it is suggested that consideration 
be g.iven to intra-operative or other pre-emptive analgesic administration. 
S) An annual IACUC evaluation of this exemption is required; including an assessment of 
the animals as well as the effectiveness and soundness of the methods and procedures 
used on them. Particular attention should be paid to the procedures used to minimize 
pain and distress. This information must be included in the IACUC teports required 
under Section 2.35(a)(1). 
6) The subject animals must not undergo any other major survival surgery unless justified 
in accordance with 9 CFR, Part 2, Section 2.31 (d)(x)(C). 
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APHIS Form 7023 Site List 

The following sites have been reported by the facility. 
-----------------------------------------------------_.-------------------------------------------------------------------------------­

Registration Number:	 92-R-0001 
Customer Number:	 1046 
Facility:	 OREGON HEALTH & SCIENCE UNIVERSITY 

3181 SW SAM JACKSON PARK RD. #L335I 

PORTLAND, OR 97239 
(503) 494-4460 

A.	 Comparative Medicine - MRBNolium Institute/CROET
 
3181 SW Sam Jackson Park Rd.
 
Portland, OR 97239
 

B.	 Casey Eye Institute
 
3181 SW Sam Jackson Park Rd.
 
Portland, OR 97239
 

C.	 Hatfield Research Center
 
3181 SW Sam Jackson Park Rd.
 
Portland, OR 97239
 

D.	 Oregon National Primate Research Center
 
505 NW 185th Ave.
 
Beaverton, OR 97006
 

E.	 Neurological Sciences InstituteNaccine & Gene Therapy Inst.
 
50S NW 18Sth Ave.
 
Beaverton, OR 97006
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UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRA nON NO. CUSTOMER NO. I 
FORM APPROVEDANIMAl AND PLANT HEAL TH INSPECTION SERVICE 118293-R-0026 

OMB NO. OS79-{:()36 

r'lEPORT OF ANI~ALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sfleels rf necessary or use APHIS FORM 702JA) 

8.	 Numoor of C.	 Number of E. Number of an,mals upon wn,ch leaetllng.D. Number of al1lmals upon F. 
an,mals being animals upon wh,ch experiments. experiments. research. surgery or lests were
 

Ar"mals Covered
 bred. whiCh teaChing. conducted inVOlVIng aCCDmpany,ng paIn or distresslaaCh,ng. researetl. TOTAL NO 
condlltoned. or3~ T~ Animal rasearetl. surgery. or lests ware to the al1lmals and for whICh the use "f aopropflate OF ANIMALS 

.~Jer.are R egulattons held for use In experiments. or anesthetic.analges,c. or tranqUilizing dNgs wouldconduCled involving 
:eaC'lng. !i::'SCrnr;. lests were a=mpanylng paIn or have adversely affecteo the procedures. results. or (Cols. C' 
expeflments. conducte<l distress to the animals inlerpretation of the leaChing. researetl. 0+ E) 
rssaaretl. or ,nvolving no and for which appmpriale axperiments, surgery. or tests. (An explanatIon of 
surgery but nol paIn. distress. or aneslhetic. analgesic. or the procedures producing pain or distress in these 
yet used tor such use of pain­ tranquiljzing drugs were animals and the reasons such drugs were not used 
purposes relieving dNgS must be attached 10 this repo(1) used. 
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':'SSUO..ANCE S TA rEM ENTS 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as reQistered with USDA 
inducJe lip Code)	 .ANNUAL REPORT OF RESEARCH FACILITY 

SRI INTERNATIONAL (TYPE OR PRINT) 
333 RAVENSWOOD AVENUE 

(~8)AR~g§!40171 
REPORnNG FACILITY (Llsl all locations where an,mals were housed or used ,n actual researetl. teshOQ. teaetllng. or experimentatIOn. or held for thase purposes ArtaCfl addu>Q(lal 

f sn&<!{s ~ necessary ) 

FACILITY lOCA nON S(SJtesj 

Buildings T, K and L 

11	 ~'otessoOr.ally aceeOlaole standarus governing the care [realmen!. and use of an,mals. inclUding appropflale use of af)eslheIOC. analgesIc. and tranQullrz,ng dNYS. pnor to: OUflng. 
a"C 'O'oow,ng aGual researCfl. leaetllng. tesllng. surgery. or expeflmentalion were followed by this research (acll,ty , , --'... __ ' _ . 

21	 :: ae:- or,ne'Oal Invasllgator nas conSidered alternatIves 10 paInful procedures 

3)	 -t\,s :acdlll IS aan;;,r,ng 10 Ihe standards and regulallons under the ACI. and II has r&quored that excepllons to the slandards and ragulations be specified and explaine<J by the 
:or'f\C'Oal ,r..est'galo' and approved by tne InSlllullonal An,mal Care and Use Committee (IACUC) A summary of all the &Xceptions is 3nached to this annual report. in 
ace'loO" :e ,cenll1')'.ng Ine IACUC ·approve<l excepltons. tn,s summary .nCludes a brief explanation uf the axcept,ons. as well as the species ana nurr~r of an,mals affacted 

J I	 ~~,e a::"nc,,'<; veleronaroan for In,s researetl faCIlity has appropflale authOrity 10 ensure the provision of adequate veteflnary care and to oversee the a<lequacy of other 
as~cs of animal care ana I...Jse 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
 
(Chief Executive Officer or Legally Responsibfe Institutional official)
 

I certify that the above is true. correct. and complete [7 USC. Section 2143)
 

--------- -- --------- ----- --------- ----- ----------------------- -------------- -------- --- -------- DATE SIGNED 
--- ------------- -- 

----- ------- --- ----------- --------- ---------- ----------  iI!l--'!Oi 
--------------- ---------- 
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Column E Explanation 

1.)	 Registration Number: 93-R-0026 

2.)	 Number of animals used in these studies (55). 

3.)	 Species (common nan1e) of animals used in these studies Dog. 

4.)	 Explain the procedure producing pain and/or distress. 

The object of these studies (6 total) was to establish any potential drug toxicity of 
novel compounds in the initial evaluation stages of becoming therapeutics for 
various human disorders/diseases. The effects of these compounds in whole, live 
animals w~re being evaluated in order to detennine their relative safety/toxicity. 

5.)	 Provide scientific justification why pain and/or distress could not be relieved. 
State methods or means used to detennine that pain and/or distress relief would 
interfere with test results. (For Federally mandated testing, see Item 6 below) 

Category E was selected for these studies during the initial review of animal 
research protocols because they involve administration of novel compounds with 
uncharacterized toxicity potentials. Anesthetics or analgesics are not administered 
during these studies due to possible effects on the metabolism, uptake, and 
elimination of the novel compounds that could alter research data and ultimately 
the interpretation of that data. 

6.)	 What, if any, federal regulations require this procedure? Cite the agency, the code 
of Federal Regulations (CFR) title number and the specific section number (e.g~, 

APHIS: 9 CFR 113.1 02). 

Agency: Federal Drug Administration (FDA) 21 CFR 312.23, a,5,ii,iii 

An Investigational New Drug (IND) submission requires: "A summary of the 
pharmacological and toxicological effects of the drugs in animals." 



Column E Explanation' 

1.)	 Registration Number: 93-R-0026 

2.)	 Number of animals used in these studies §). 

3.)	 Species (conunon name) of animals used in these studies Guinea Pig. 

4.)	 Explain the procedure producing pain and/or distress. 

. The object of these studies (2 total) was to develop treatments for cocaine and 
opiate-abuse disorders. The study required.obtaining chemical-free tissues from 
animals by euthanizing them by decapitation. 

5.)	 Provide scientific justification why pain andlor distress could not be relieved. 
State methods or means used to detennine that pain and/or distress relief would 
interfere with test results. (For Federall,y mandated testing, see Item 6 below) 

CategoryE was selected for these studies because decapitation without the prior 
use of anesthetics is the method of choice for these studies. Anesthetics or 
analgesics interfere with determining binding and biological activity of drugs of 
abuse and could ~ot be used because of possible interference with research 
results. Studies have been conducted comparing this form of euthanasia with other 
methods and it was found that tissue obtained in this manner was necessary for 
L~e subsequent in vitro assays. 

6.) . What, if any, federal regulations require this procedure? Cite the agency, the code 
of Federal Regulations (CFR) title number and the specific section number (e.g.,' 
APHIS, 9 CFR 1i 3.102). 

Agency: N/A 



Column E Explanation 

1.)	 Registration Number: 93-R-0026 

2.)	 Number of animals used in this study ill 

3.)	 Species (common name) of animals used in this study Rabbit. 

4.)	 Explain the procedure producing pain and/or distress. 

The object of this study (1 total) was to determine the pharmacokinetics and 
absorption, distribution, metabolisn1 and excretion ofnovel compounds in the 
initial evaluation stages of becoming therapeutics for various human 
disorders/diseases. The effects of these compounds in whole, live animals were 
being evaluated in order to determine their relative safety/toxicity. 

5.)	 Provide scientific justification why pain and!or distress could not be relieved. 
State methods or means used to determine that pain and/or distress reliefwould 
interfere with test results. (For Federally mandated testing, see Item 6 below) 

Category E was selected for these studies during the initial review of animal 
research protocols because they involve administration of novel compounds with 
uncharacterized toxicity potentials. Anesthetics or analgesics are not adlninistered 
during these studies due to possible effects on the metabolism, uptake, and 
elimination of the compounds that could alter research data and ultimately the 
interpretation of that data. 

6.)	 What, if any, federal regulations require this procedure? Cite the agency, the code 
of Federal Regulations (CFR) title number and the specific section number (e.g., 
APHIS, 9 CFR 113.102). \ 

Agency: Federal Drug Administration (FDA) 21 CFR 312.23, a,5,ii,iii 

An Investigational New Drug (IND) submission requires: "A summary of the 
pharmacological and toxicological effects of the drugs in animals." 
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ThiS report Is required by law (7 USC 2143). Failure 10 report acc:ardlng 10 the regulations can See reverse side for Inleragency Report Control N- -- 
result In an order to cease and deslsland 10 be subject to penalties as pt'OYided for in Section 2150. 8ddllionallnformlltlon. 0180-DOA·AN - ---- 

2. HEADQUARTERS RESEARCH FACIUTY (Name ,ndAddre,s, IS ~.red'NIh USDA, 
Include Zip Code) 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 93-R-0029 1180 

-
FORM APPROVED 

OMB NO. 057~36 

----------- -------- --------- -------- 
3431 HILLVIEW AVENUE 
PALO ALTO. CA 94304 
(650) 855-5384 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

13. REPORTING FACILITY (Uslalliocalions where animals were housed or used In actual research, lelUng, teaching, or experimentation, or held for these purposes. Attach addltlonal 
sheets If necessary.) I--------------------------­FACIUTY LOCATIONS(sl.,} 

_S_8e_A_ttache_d_l_IS_ti"_g 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach addIloMl ","'s'necessary or lISe APHIS FORM 7023.0' J 
A. B. Nurmerof C. Nurriler of D. Nurri»er or animals upon E. NuniMlr of animals upon which tachlng, F. 

anlmell being animals upon which experiments, experiments, research, surgery or tests were 
Animals Covered bred, which leaching, teaching. research, ccndueted InvoMng ac:corl1'8nylng patn or distress TOTAL NO. 

By The Animal condIUoned, or to the anlnwll and for which the use of appropriatesurgery. or testa were OF ANIMALSresearch. 
Welfare Regulations held for use In anestheClc,analgestc, or tranquilizing drugs WDUldexperiments, or conducted 1nvDIW1g 

teec:hlng, tesUng, have 8dvensely lIfJected the procedures, results, ortests were ~nyIng peln or (Cols.C+ 
expertmentB, Interpretation of the leeching, reseerch,d1ltrua to the animalsconducted D+I!) 
ruearch,or lIMIMI'II.'Iao, 1IIUlU-" UI (tlblao. (All tI~,,,ILt, uI11IvuI"h.u IIU .-. KJ ful wllll.1I MWI~I ..te. 
lllIJrgP.ry bllt n~ paln, d1strnl, or anesthetic, anaIgulC, or the proceduIes ptrJdudng ".tn or els""" In the.. 
yet used for such use ofpaln­ tranquilizing drugs were .nItnaIa .nd the rNSOnS such dfIJI1S were noI used 
purposes. relieving drugs. used. must be alt8c:hed to "* I'rIPO'tJ 

4. Dogs 4961t'J~131 0160 205 

0 05.	 Cats 8 37 45 01 

72 0 00 726. Guinea Pigs 

0 0 07. Hamsters 00 

20 180 0196 396 .?~8. Rabbits 

165 149 8 382 ;/1609. Non-Human Primates 

00 0 0 010. Sheep 

1 100 0 11 1°11. Pigs 

12. Other Farm Animals 

13. Other Animals 

ASSURANCE STATEMENTS 

1) Professionally acceptable standards governing the care, Irealment. and use of animals,lncIudlng appropriate use of aneslheUc:, analgesic:, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research fadDly. 

2) Each prIndpallnll8SUgator has considered a1iemBlIves to painful procedures. 

3)	 ThIs facility Is adhering to the standards and regulations under the Ad, and It has requlredlhal exceptions to the standards and regulations be specified and explained by Ihe 
prfncipallnvestlgstor and approved by the institutional AnImal care and Use CorrmIllee (IACUC). A summary of all the exceptions II attllched to th18 annUli report. In 
addition to IdenUfylng the IACUe-approved exceptions, Ihll surmmry Indudes abrief explanation of the exceplIons, as well a& the species and nurrber of anllTlllls affected. 

4)	 The attending veterinarian for Ihls research fadllty has appropriate aulhor1ty 10 ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief executive OffIcer or Legally Responsible Institutional official) 

I certify that the above Is true, correct, and complete fl U.S.C. Section 2143) 
----------------- ----- --------- ----- ----------------------- --------- AL NAME & TITLE OF C.E-O. OR INSTITUTIONAl OFFICIAL (Type or Print) DATE SIGNED 

(~ - 
--------  ------- -----------  --- ---------- ----------- 611 tJ b\l 03- -

APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which Is obsolet. PART1·HEADQUARTERS 
(AUG 91) 
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-------- ------ ------ ------ 
01 Oct 02 - 30 Sept 03 

APHIS Form 7023 

Column E Explanation 

1.	 Registration number: 93-R-0029 
2.	 Number.§ of animals used on this study. 
3.	 Species (common name) cynomolgus 
4.	 Explain the procedure producing pain or distress: 

Monkeys are trained to depress a switch for food. When a green light is on, switch 
presses result In the delivery of food and a mild foot-shock. (l\'lonkeys are not 
required to depress the switch and can avoid the shock) 

5.	 Provide scientific justification why pain and/or distress could not be relieved. 
State methods or means used to determine that pain and or distress relief would 
interfere with test results. (For federally mandated testing, see item 6 below) 

Shock levels are individually adjusted for each monkey and are minimized to 
produce an irritation. Under these conditions, monkeys respond to anti-anxiety , 
drugs, and this method is a well-established assay for anti-anxiety drugs. The 
administration of analgesics or other compounds will attenuate the models response 
to a noxious stimulus. 
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-------- ------ ------ ------ 
01 Oct 02 - 30 Sept 03 

APHIS Form 7023 

Column E Explanation 

1.	 Registration number: 93-R-0029 
2.	 Number.l of animals used on this study. 
3.	 Species (common name) cynomolgus 
4.	 Explain the procedure producing pain or distress: 

Two monkeys may have experienced pain or distress when used on a safety study to 
evaluate the toxicity of a new drug. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. 
State methods or means used to detennine that pain and or distress relief would 
interfere with test results. (For federally mandated testing, see item 6 below) 

Both animals were found dead after being observed as clinically normal 40 to 90 
minutes prior to death. Therefore, since there was no indication of pain or distress 
upon the most recent observation, no pain relieving drugs or veterinary attention 
was implemented. 
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-------- ------ ------ ------ 
01 Oct 02 - 30 Sept 03 

Registration number: 93-R-0029 

Summary of IACUC Approved Deviations from USDA Standards 

Thirteen dogs were exempted from regular exercise periods for a span of 10 - 42 days 
following the administration of a radiolabeled compound for mass balance metabolism 
studies. They were confined to individual metabolism cages to allow for the collection 
and isolation of radioactive urine and feces. The cage size conformed to USDA 
standards and they were in visual or olfactory and auditory contact with other dogs at all 
times. During confinement they received extra attention and human interaction with the 
study research associates. 
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This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional infonnation. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVEDANIMAL AND PLANT HEALTH INSPECTION SERVICE 93-R~50 1173 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA, 
inclUde Zip Code)ANNUAL REPORT OF RESEARCH FACILITY 

UNIVERSITY OF THE PACIFIC(TYPE OR PRINT) 
3601 PACIFIC AVE 
STOCKTON, CA 95211 

3. REPORTING FACILITY (Ust all locations where animals were housed or used in actual research. testing, teaching, or experimentation, or held for these purposes. Attach additional
1 sheets if necessary.) 

FACILITY LOCATIONS(sitesj 

UNIVERSITY OF THE PACIFIC 
STOCKTON, CA 95211 

UNIVERSITY OF THE PACIFIC 
SAN FRANCISCO, CA 94115 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets If necessary or use APHIS FORM 7023A ) 

A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching. F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred. conducted involving accompanying pain or distresswhich teaching. TOTAL NO.teaching, research. 
By The Animal conditioned. or research, to the animals and for which the use of appropriate surgery, or tests were OF ANIMALS 

Welfare Regulations held for use in experiments, or anesthetic,analgeslc, or tranquilizing dNgs wouldconducted involving 
teaching. testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cols. C + 
experiments, interpretation of the teaching, research.conducted distress to the animals D+E) 
research, or involving no and for which appropriate experiments, surgery, or tests. (An expianaffon of 
surgery but not pain, distress, or the procedures producing pain or distress in theseanesthetic, analgesic. or 
yet used for such use of pain- animals and the reasons such drugs were not used tranquilizing drugs were 
purposes. relieving drugs. must be attached to this report)used. 

4. Dogs 

5.	 Cats 

6. Guinea Pigs 

7. Hamsters 

8.	 Rabbits 8 3123 

9.	 Non-Human Primates 

10. Sheep 

11. Pigs 

r
12. Other Farm Animals 

13. Other Animals 

Rats 110 30 140 

ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards governing the care. treatment, and use of animals, including appropriate use of anesthetlc. analgesic, and tranquiliZIng drugs, pnor to. during, 
and following actual research, teaching, testing, surgery. or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of 811 the exceptio.. is attached to this annual report. In 
addition to identifying the IACUe-approvecl excaptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

(Chief Executive Officer or Legally Responsible Institutional official) 
I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

-------- --- --------------- -------- 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

-------- --- --------------- --------- ----------- 

DATE SIGNED 

11/2412003 
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,1. Registration Number: 93-R-00SO /1173 

:2/3. Species (common name) & Number of animals used in this study: 

Rats (30) 

; 4. Explain the procedure producing pain and/or distress. 

Animals will undergo constriction of the IoN under sodium pentobarbital anesthesia (see above). This involves surgical 
exposure of the nerve within the orbit and the placement of a single ligature (S-o chromic gut). In sham-injury rats the 
nerve will be exposed only. The surgical incisions will be sutured with 6-0 silk sutures. In some animals the effects of a 
prior unilateral sympathectomy on the development of neuropathic pain will be studied. Under anesthesia, the right 
superior cervical ganglion will be exposed and surgically removed. The animals will be allowed to heal 3-4 weeks before 
chronic nerve constriction. The surgical incision will be sutured with 4-0 Ethicon sutures. Prior to surgery the animals will 
be treated with an antibiotic (Crystoben, 0.1 ml) and an analgesic (acetaminophen in drinking water) is administered over 
the following two days. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means usedJto determine
 
that pain andlor distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below)
 

No medicCltions will be given for post-operdtive pain, as they may Cllter the neuroinflClmmatory interactions that occur arLer 
nerve injury. In addition, the biochemical and physiological changes in both the peripheral nerve and CNS can be affected 
by the administration of analgesics and local anesthetics. This would severely compromise the main objective of the 
study, which is to correlate the development of a painful neuropathy with anatomical and physiological parameters. The 
development of infection at the site of surgery would result in the loss of the animal from the study. Therefore, 
prophylactic administration of an antibiotic is intended control this potential variable. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title
 
number and the specific section number (e.g., APHIS, 9 CFR 113.102):
 

Agency:	 CFR: 

Approval Status: 
Approved/Disapproved By: 
Date: 

Disapproved Reason: 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for ~ragencyReport Control No 
resu1t'in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. O~O-OOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I
ANIMAL AND PLANT HEALTH INSPECTION SERVICE FORM APPROVED 93-R-0200 1139 

OMS NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY indude Zip Code) 

(TYPE OR PRINT) BIOSURG 

27956 STATE HWY 128 
WINTERS, CA 95694 
(916) 795-2356 

REPORTING FACILITY (list all locations where animals were housed or used in actual researdl, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY lOCATIONS(stfes) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Number of C. Number of D. Number of animals upon E. Number of animals upon which teaching, F. 
animals being animals upon which experiments, experiments, research, surgery or tests were 
bred,Animals Covered which teaching, teaching, research, conducted involving a=mpanying pain or distress TOTAL NO. 

Sy The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 
held for use inWelfare RegUlations experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or (CoIs. C + 
experiments, conducted distress to the animals interpretation of the teaching, research, 0+ E) 
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic. or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs I ...t:)5
 
5.	 Cats 

6. Guinea Pigs I 
7. Hamsters 

8. Rabbits ~a
 
I 
I 9. Non-Human Primates ~ 

I 10. Sheep b~13 Od.­
11. Pigs SfL\ 5\ 

ca.\\/es
12. Other Farm Anlmal~ l'f.\1­r:t 

13. Other Animals 

._-_..-,.-
'-~~ -, .-­

ASSURANCE STATEMENTS : : .c . ,
 

r::-:~-":;-7' 

...
1)	 Professionally acceptable standards governing the care, treatment, and use of animals, Including appropnate use of anesthetic, ~nalgeslc, and tranquilizing drugs, pnor to, dunng, 

and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility, i i ,-: : ! : 
2) Each principal investigator has considered alternatives to painful procedures.	 i ~.; L! ! OCT 2 6 200! ',_. 
J)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained ,by the 

principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC), A summary of all the exceptions is attached to this annual repor;t. In 
addition to identifying the IACUC-approved exceptions, this summary inc!udes a brief explanation of the exceptions, as well as the species and numberoi'ariimals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterina~ care and t~~ o~.e!'Se~· the a'deqy~c)/~f~iher 
aspects of animal care and use. ' ,. ", '._'_U_'...:-' _ 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

----- 
PART 1 - HEADQUARTERS 



:.. 
APHIS Fonn 7023 Site List 

Tile following sites have been reported by the facility. 

Registration Number: 93-R-0200 
Customer Number: 1139 
Facility: BIOSURG 

27956 STATE HWY 128 
WINTERS, CA 95694 
(916) 795~2356 

BIOSURG 
27956 STATEHWY 128 
WINTERS, CA 95694 



, ~ ;. .. 

October 4, 2001 

USDA Annual Report of Research Facility 93-R-0200 

Explanation of exception to the standard as stated in section 3.128 

Sheep and calf's weighing between 25-50 kg. Were given enclosures of 14 square feet, 
secured to restrict movement to 3 feet forward and 3 feet backward, and could have been 
the only animal in the room. The duration of the study lasted up to 90 days in some 
cases. The animals were able to rise normally and lie do\VIl normally, they could not tum 
around. The nature of the power source to the implanted device would not allow for 
interruption of the current or the animal would die vvithin 2 minutes. Animal care 
personnel were present in the room 24 hours per day to provide care and social 
enrichment. During 2 studies 2 animals were present in the room at the same time. 

Attached is a sample of the Exemption from Social Interaction or Environmental 
Requirements for Research Animals. The animals were observed by one or more of the 
IACUC at 2-week intervals and the form was completed, signed and added to the 
animal's record. Signs of distress, behavior problems, weight loss, appetite changes and 
any medical conditions were reviewed by the IACUC at this time and noted on the 
Exemption from. No adverse conditions ever occurred in these animals. 



This I'8f)Ort is required by lew (7 USC 2143). Failure to report according to the regulations can see reverse side for Interagency Repor- con~ 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additlona' information. 0180·00A-ANIUNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 
93-R-Q280 1117 FORM APPROVED 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA, 
include Zip Code) 

ELAN PHARMACEUTICALS, INC. 
800 GATEWAY BLVD. 
SAN FRANCISCO, CA 94080 

13. REPORTING FACILITY (Ust all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS(Site8) 

ELAN PHARMACEUTICALS, INC. 
SAN FRANCISCO, CA 94080 

GENZYUE TRANSGENICS CORP 
CHARLTON DEPOT, MA 01509 

1) Professionally acceptable stanclarda governmg the care. treatment, and use of animals, IncludIng appropnate use of anesthetic, analgesiC, and tranquilIZing drugs, pnor to, dunng, 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Aftach additbnal shHtB I necessary or use APHIS FORM 7023A) 

A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching, F. 
animals being animals upon Vttlich experiments, experiments, research, surgery or tests were 

Animals Covered bred, which teaching. teaching, research, , conducted involving accompanying pain or distress TOTAL NO. 
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use In experiments, or conducted inVOlving anesthetic,analgesic, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results. or (Cols.C+
experiments, conducted distress to the animals interpretation of the teaching, research, D+E)
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
8urgery but not pain, di8tress. or anesthetic, analgesic, or the procedures producing pain or distress in these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be 8t1ached to this report) 

4. Dogs 

5. Cats 

6. Guinea Pigs 11 991 274 1276 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

13. Other Animals 

ASSURANCE STATEMENTS 
., . 

and following actual research, teaching, testing, surgery. or experimentation were followed by this research facllity. 

2) Each principal investigator has considered alternatives to painful proceclures. 

3)	 This facility is adhering to the standards and regulations under the Ad, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A SlImmary of all the exceptions Is attached to this annual report. In 
addition to Identifying the IACUe-approlled exceptions, thiS summary includes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above Is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

---- ------------ -------------- 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

--------- ------ -------------- --------- ------------- 

DATE SIGNED 

10/2212003 

APHIS FORM 7023 (Rep....VI FORM 18-23 (OCt 88), whJch Is obaolete PART 1· HEADQUARTERS 
(AUG 91) 



1. Registration Number: 93-R-0280 / 1117 

2/3. Species (common name) & Number of animals used in this study: 

Guinea Pigs (274) 

4. Explain the procedure producing pain and/or distress. 

Introduction EAE is an autoimmune disease involving the central nervous system and is widely used as an animal model 
for multiple sclerosis (MS). a human demyelinating disease for which there is no known cause and no suitable treatment. 
MS is the most common disease of the central nervous system affecting young people (20-40 years old). It is estimated 
that there are 250,000 people in the United States with MS. MS is characterized by exacerbation and remissions of 
neurological dysfunction such as loss of muscle control, limb numbness, paralysis, blurred vision and blindness. An 
autoimmune reaction against spinal cord proteins is the hallmark of both human MS and guinea pig EAE. Procedure 
Immunization Anesthetize young adult or juvenile guinea pigs with 2.5% Isoflurane carried in 100% oxygen through a 
vaporizer. Shave the injection site on both flank areas and wipe with betadine or alcohol swab. Immunize each guinea 
pig by SUbcutaneous injection in shaved area with the immunogen emulsion. Each animal receives 75-150mg GPBSC / 
1-3mg MT / 0.3 - 0.6ml. Guinea pigs with a clinical score of no less than a 2 on Day 40 onwards will be treated with a 
positive control or test drug until termination. These treatments will be given by any of the following routes: subcutaneous. 
intravenous, intraperitoneal, or oral. Blood may be taken from some guinea pigs (via cardiacpuncture under anesthesia) 
at the termination of the experiment so that blood levels of drug may be estimated. Animals that have blood drawn via 
cardiac puncture will not be allowed to recover from the anesthesia. Guinea pigs will be euthanatized at different time 
points during the experiment for the histological examination of their brain and spinal cord. All gUinea pigs that have not 
attained a clinical score of 2 by day 40 will be euthanized by C02 asphyxiation followed by thoractomy. Post immunization 
care After immunization, the guinea pigs are checked daily for the first week for signs of infection at the site of 
immunization. The body weight and clinical score will be checked 2~3 times per week until animal shows clinical signs of 
disease and at least once per day after onset of the disease. The immunized animals are expected to develop hind limb 
paralysis approximately 10-17 days post immunization. When the animals develop hind limb paralysis, they will be 
checked daily or more often until the paralysis has completely resolved. In some cases, food will be placed on the bottom 
of the cage for ad libitum consumption by guinea pigs that have motor impairment. Saline (3-10ml per guinea pig per day) 
or heating pad (on low) may be supplied if necessary. If any animal is clearly moribund (quadriplegia, blood urine. 
foaming at the mouth), the guinea pig will be euthanized. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

The guinea pigs may experience some pain after the immunization. During the paralysis, the guinea pigs do not appear to 
experience acute or surgical type pain. They are active and do not show behavior typical of guinea pigs in pain, but they 
likely experience symptomatic distress resulting from the disease. The disease can cause dehydration, atonic bladder, 
fecal impaction and weight loss. Continuous administration of pain ameliorating drugs will interfere with the results of 
experiment and is not likely to relieve the pain or distress related to these symptoms. These symptoms are each 
addressed individually in the ?post immunization care? section of this protocol and in Table1. We hope that our 
treatments will prevent the paralysis and the distress. so that only 30% of the guinea pigs (the negative control group) in a 
study may experience the temporary paralysis. 

· 6. What, if any. federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS. 9 CFR 113.102): 

Agency: CFR: 

• Approval Status: 
Approved/Disapproved By: 
Date: 

Disapproved Reason: 



---- 
"fiis r~port is required by law (7 U~C 2143). Failure to report according to the regulations can See reverse side for Interagency Report ---------- ---- ----- - 

result In an order to cease and desist and to be subject to penalties as provided tot in Section 2150. additional information. o180-DOA-AN 

UNIII::U~IAIt::SI)E::f'ARTMENTOFAGRICUlTURE 1. RCCISTRATIONNO. CUITOIlERNO. I 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

93-R-Q287 3388 FORM APPI«JVI:U 
OMS NO. 0579-0036 

2.	 HEADQUARTERS RESEARCH FACILITY (Name and Address, as regi8tered with USDA, 
include Zip Code) 

INTERNArlONAL IMMUNOLOGY CORPORATION 
25549 ADAMS AVENUE 
MURRIETA. CA 92562 

13. REPORTING FACILITY (Ust all locations where animals were housed or used in actual research. testing, teaching. or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS(sites) 

INTERNATIONAL IMMUNOLOGY CORPORATION 
MURRIETA, CA 92562 

INTERNATIONAL IMMUNOLOGY CORPORATION 
MURRIETA. CA 92562 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach addiliollBl sheets' f16cesssry or use APHIS FORM 7023A) 
A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching. F. 

animals being animals upon which experiments. experiments, research, surgery or tests were 
Animals Covered bred. which teaching. teaching. research, conducted involving accompanying pain or distress TOTAL NO. 

By The Animal conditioned, or research, surgery. or tests were to the animals and for Which the use of appropriate OF ANIMALS 
Welfare Regulations held for use in experimen.... or conducted Involving anesthetic,analgeslc, or tranquilizing drugs would 

teaching. testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cols.C + 
WlP8riments, conducted distress to the animals interpretation of the teaching. research, D+E) 
research. or InvolVIng no and for whl1.1, llIIpplU\Jfllil6 experImenb, :su'lIu'y, UI lur.olr.. (A,; .iijll.n.tion of 
surgery but not pain. distress. or anesthetic, analgesic, or th9 procedures pmducing pain or distress in these 
yet used for such use of pain­ tranqUilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Farm Animals 

Goats 73 550 62 612 

13. Other Animals 

ASSURANCE STATEMENTS 
. , .

1)	 Professionally acceptable standards goveming the care, treatment, and use of animals. indudlng appropnate use of anesthetic, analgesiC, and tranquiliZing drugs. prior to, dunng• 
and following actual research, teaching. testing, surgery, or experimentatiOn were fOllowed by this research facility. 

2)	 Each principal investigator has considered altemalives to painful procedures, 

3)	 This facility is adhering to the standards and regUlations under the Act, and it has reqUired that exceptions to the standards and regUlations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Ule Committee (lACUC). A summary of all the exceptio.. ia atbched to this annual report. In 
addition to Identifying the IACUC-approved exceptions. this summary indudes a brief explanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAl. 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 
SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

---------- -------------- 

NAME & TITLE OF C.E.O. OR INSTITUnONAL OFFICIAL (Type or Print) 

---------- --------------- -------------- ------- 

DATE SIGNED 

10/03/2003 

APHIS FORM 7023 (Replaces VS FORM 18-23 (OCt 88). which Is ObtIolete PART1-HEADQUARTERS 
(AUG 91) 



1. Registration Number: 93-R-0287 I 3388 

2/3. Species (common name) & Number of animals used in this stUdy: 

Goats (62) 

4. Explain the procedure producing pain and/or distress. 

The use of Freund Complete Adjuvant (CFA) for the production of antibodies may cause results ranging from momentary 
or slight pain. to distress such as decrease appetite/activity level, open sores/necrotic skin lesions, abscesses. IIC 
employs the use of minimal amounts of CFA (among other commercially available adjuvants)in the production of 
polyclonal antibodies, and is committed to insure that the animals receive any care necessary to relieve symptoms noted 
above.The least amount of CFA possible is used per injection site and per animal to obtain acceptable immune response, 
and the animals are monitored twice daily to insure their welfare. Any goat appearing to show distress is reported to the 
Animal Operations Manager and appropiate steps are taken to relieve such condition.Analgesic drugs are employed if 
there are observable signs of pain or distress. . 

. 5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

IIC's management toom continuoely strives to ensure proper care is taken of our animRI~. It iR imperative that our goats 
maintain a long, healthy life, as the antibodies they produce represent the primary source of revenue for our company. 
Our goal is to produce a high quality product for the medical diagnostic industry while employing the least stressful means 
with respect to our animals. This is accomplished by careful observation of the animals as well as a continuos refinement 
of our procedures and techniques. Wherever possible we employ alternative adjuvants such as RIBI (Corixa)and 
Incomplete Freund Adjuvant (IFA). We also remain vigilant with respect of new industry developments by performing 
database searches on alternatives to the use of CFA. Complete Freund Adjuvant still plays an important role in our ahility 
to produce quality material. We continue to strive to maintain a delicate balance between our animals welfare and the 
quality of our product. The following are examples of the information sources we employ: Guidelines on: Antibody 
Production, Canada Council on Animal Care, 2002 ILAR Journal Articies.Vol. 37, Number 3, 1995: Review of Polyclonal 
Antibody Production Procedures in Mammals and POUltry. Review of Selected Adjuvants Used in Antibody Production. 
Institutional Policies and Guidelines on Adjuvants and Antibody Production. Harlow & Lane. Antibodies, A Laboratory 
Manual. Cold Spring Harbor Laboratory, 1988. A Comparison of Commercially Available Adjuvants for Use in Research, 
Journal of Immunological Methods, 153, 1992. Howard & Bethell. Antibodies Production and Characterization, CRC 
Press, 2001. Ian Tizard. Veterinary Immunology. W.B. Saunders Company, 1996. M. Podolsky & V. Lukas. The Care and 
Feeding of an IACUC, CRC Press, 1999. AWIC Resource Series No 7. Information Resources for Institutional Animal 
Care and Use Committees, Sept 1999, Rev. 2000. ECVAM Workshop 35. The Production of Polyclonal Antibodies in 
Laboratory Animals. 1998. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency: APHIS, Animal Care Policy Manual, Policy #11 CFR: 
and #12.; 9 CFR Part 2, Section 2.28.; 9 CFR Part 3, 
Section 3.134. 

........__.....•._..._----_._--•.._-­ •• ._•• __ ~"',••,_•••_ •• ~.ft .." __._~_••••,._••_., ._.. ••_ _ •••_ ••­ ••-------­ - -­ - _ " •••~._._.__•.,.••••••••• ­

Approval Status: 
Approved/Disapproved By: 

, Date: 

• Disapproved Reason: 

'-----_ __..__._---_.-•.. ­ __.._-----_ _._--_._-.­ __ _----_ - __ - _ _ __ .. -_.- _-_ - ..­ .. 



1'_:1 report IS reqUltea DY law (I U::iL.: ~14J). Failure 10 report according 10 the regulations can See reverse side for Interagency Report Conlrol No 
r:~!)lt in at' order 10 cease and desist and 10 be subject 10 penalties as prcMded for in Seclion 2150. additional information. 01S0-D0A-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
ANIMAL AND PI..ANi HEAlTIt INSPECTION SERVICE 93-R~348 1249 FORM APPROVED 

OUB NO. 0579~36 

2.. HEADQUARTERS RESEARCH FACHJTY (Name and Adcre.ss, as ""'isler«l with USDA 
trcJude ZP Code)	 •-. ....ANNUAL REPORT OF RESEARCH FACILITY 

BERlEX BIOSCIENCES(TYPE OR PRINT) 
2600 Hilltop Drive 
Richmond. CA 94804 
(510) 262-5000 

3. REPORTING FAClUTY (Ust aillocalions ~ animals wet'e housed CIt used In IduaI reseaf'd\, testing. teaching. or experimentation. or held for Ihese purposes. AtIaeh additional 

1 sheetS If necessary.) 

FACUTY LOCATIONS(stes) 

SeeA_tta.:...:-:.-...:c:hed~~'--:..--.:----=----I~-~-~-@-w--
~600 Hilltop Dr., Richmond, CA	 .. ~~~~ 

REPORT OF ~sUseD BY OR UtUR COHTROL Of RESEAACH FACIUTY (AItadI NditirJnM $IteetIJ I neotIsayor use APHIS FORM 7023A) 

A. B. NIM1lber d C. Number d D. MJmber of ....s upon E. Number d animals upon .t1ich teaching. 
..wnaIs being Irimab upon lIIIhIc:h uper'.tnellls, experiments. reseate:h, surgery or tests .,.. 

Animals CoYered Ind, 'MhId\ teaeting. leaching. reseatd\ conducted IrwoMng ~ pain or cishss 
By The MimaI canditoned. or resean:t\,. swvecY. Of tests went to Ile animals end lor which fie use 01 appnlpriate 

Welfate Regulallons held far use In uperiments. or conduaed inlo'OMng anesfhetic,.naI~ or hnquiIizing dNgs would 
tNcHng, testing. tests were ~)'fng pain or have advecsely dec::aed "" procedures. res&As. or 
~ c:onduc:tod di__ to ht .... Interpretation d h teac:Nng, research. 
resean:h. Of k'lvoMng no end far which 8PPtOPri* elCperiments, swgery, or tests. (An.~ 01 
surgery but not pain. dislre=. cr 8MSthetic:. anaI~ or liepr-ocedtns ptOducing pHI or dish. it the$e 
)'l'l used Jgr lue:h use of pain- hnquiIi.zing drvgs were anltnaIs and the rNS»IIS wdl ctugs ..... not used 
purposes. reieoJfng dNgs. used. must be attxhed b this ~ 

F• 

TOTAl NO. 
OF ANIMALS 

(Cob. C + 
D • E) 

.c. Dogs o 21 5 1 27 

5. Cats 
o o o o o 

6. GUnea Pigs o o o o o 

7. Hamsters o 84 12 o - -- 
8. Rabbits 

9. Non-Human PrImates 

10.Sheep 

o 

o 
o 

186 

o 
o 

o 
o 

o 
o 

~/g9~ 
o 

11. Pigs o o o o o 

12. OCher Fann Animals o o o o o 

13. Other Animals o o o o o 

ASSURANCE STATEMENTS 

1)	 Professionally acceptable standanIs govel'I1Ing hi care. ~ end use fI ~,lnctuding~ use of anesthetic, analgesIC, Md nnquIlizjng drvgs, pnor 10, during. 
and foIowlng 1duaI. research. teaching. testing. turgery. Of 8lq)eI imeratian were followed by INs research facility. 

2) Each pctndpal hvesti~ator has COI\SIdenld altemafiws Il:I painIU ~. 

3)	 This fadljty Is adhering to the standards end regulations under the Ad. and It has requited lhat eJCCe9f.Ions to lie standards and regulations be specified end eJqJCained by the 
principallrweslgator end ~ by lie InStitutional MINI Care IIfld \J$e Conniliee ~CUC). A summary or aft the exceptions. Is attached to tills annual report. In 
.cidition 10 ~ lie IAcvc-.pproyed eceptions.11Is summary Indudes a brief~ of 1M uc:ep6ons. as wei as the sPecies Md ~ 01 anilnafs affected• 

.q	 The attending Wlterinarian for this ,.ean:h faciIq has lIppnlPriate aullarity to ..... IM ptOVision oflldequale veteMal'y care and to owrsee lie adequacy of OCher 
aspects d .nimaI eate and use. 

DATE SIGNED 

PART1_HEADQUARTERS

/'
--- -------- -Oct aa). which is obso4ete 

CERTIFICATION BY HEADQUARTERS RESEARCH FACIlrtY'OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that If)e above Is true. correct. and compCete (7 U.S.C. Section 2143) 

----------- ------------  NAME" 11ll.E OF C.E.O. OR INSlTTUTlONAL OFFICiAl (Type or Print}

--- --- --------- --------- ------- . 
-------------- ---- 

JUN 1 4 2004 ,.cDt 4 2003 



Exemption: 

For the duration of one week after medical device implantation, animals assigned to the protocol 
were exempt from group exercise. This exemption was reviewed and approved by the ACUC. 
Study animals were housed in the study room in typical one- over- one cages approved for the 
laboratory animals. This exemption was instituted as a safety measure in order to closely monitor 
animals during their post-surgical recovery period. During this peliod oftime all animals 
received additional positive human contacts several times per each day. 

Animals Listed in Column E: 

In year 2003, a total ofthree rabbits were euthanized due to adverse effects ofthe experimental 
compounds. Additionally, one dog experienced some degree ofcomplications associated with the 
implantation of medical devices and subsequently this animal was euthanized. 

DEC 4 Lu03 



Th'~ report is required by law (7 USC 2143). Failure 10 report according 10 lhe regulations can See rs....enJe side for •	 1 
Interagency Report Control No 

result in lin O/"de( to cease and desist and to be subject 10 penalties as provided for in Section 2150. additional information. 0180-00A-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVED ~ANIMAL AND PlANT HEALTH INSPECTION SERVICE 93-R-0348 1249 

OMS NO. 0579-0036 ~ 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address, as r8lJistered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Zip Cede) 

(TYPE OR PRINT) BERLEX BIOSCIENCES 
15049 SAN PABLO AVE 
RICHMOND, CA 94086 
(510) 262-5000 

3. REPORTING FACIUTY (List alllocalions where animals were housed or used in actual research, testing, tead1ing, Of expefimentation, Of held for these purposes. Attach additional 
sheets if neceuary.)/ 

FACIUTY LOCATIONS(siies) 

See Attached Listing 

15049 San Pablo Ave. I Richmond, CA 94804 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets if neaJsssry or use APHIS FORM 7023A ) 

A. B. Numberof C. Numbercf D. Number. C'f animals upon ::. Number of animals upon which teadling, 
animals being animals upon which experiments, experiments, research, surgery Of tests were 

Animals Co....ered bred, which teaching. teaching, research. cooducted irwolvino accompanying pain 0( distress 
Sy The Animal conditioned, or research, surgery, or tests were to the animals and fOf which the use of appropriate 

Welfare Regulations held fO( use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing ~s would 
teaching, lesting, tests were accompanying pain 0( have adversely affected the procedures, results, 0( 

experiments, conducted distress to the animals interpretation of the teaching, research, 
research, or invotvino no and for which appropriate experiments, surgery, or tssts. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these 
yet used for such use of pain­ tranqUilizing drugs were animals and the reasons such drugs W8flJ not used 
purposes. relieving dl'uQs. used. must be attsched to this report) 

4. Dogs 12 12 Rf) 0 

5. Cats 0 0 0 0 

6. Guinea Pigs 0 30 246 0 

7. Hamsters 0 54 0 0 

8. Rabbits 9 0 103 0 

9. Non-Human Primates 0 0 0 0 

10. Sheep 0 0 0 0 

11. Pigs 0 0 0 0 

12. Other Farm Animals 0 0 0 0 

13. Other Animals 
.' . 
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i,' I'ASSURANCESTATEUENTS	 'l I linnl~ '1"\\ I 

1) Profeaaiooally BCC8Ptable standards governing the care. treatment, and use of animals, including appropriate we of anNthetic, anaIges!<;i and tnlrl\w\1~s, Priof'-tb, durirlQ. 
and following actual research, teaching, testing. surgery, Q( experimentation were followed by this research facility. 

2)	 Each principal in....e.tioator has considEH'ed alternatives to painful proceduras. i-- ,.~.~.--_.-~. 

3)	 This facility is adhering to the stancIards and regulations under the Act, and it has required that exceptions to the standards and reg~'ationa be ~~~ ~ eXp~~'br the 
principal in....estigator and approved by the Institutional Animal Care and Use Committee (IACUC). A .Ul1VnIIry of all the exceptions Is attached..~o.~III~.'tn.u.trwport.:In_--_·· ,-
addition to identifying the IACUC-Qppro....ed exceptions, this summary incIude8 a brief explanation of the exceptions. as weU as the 1p:iCiiia;;a;;umber of anima~ affected. 

4)	 The altendino veterinarian fOf this researctl facility has appropriate authority to ansure the provision of adequate ....eterinary care and to oversee the adeqlJacy of other
 
aspects of animal canl and USB.
 

F. 

TOTAl NO. 
OF ANIMALS 

(Cols. C + 
0+ E) 

98 

0 

276 

54 

103 

0 

0 

0 

0 

1 n c:: 

; 

.". .... 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

ICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

--- -------- -------- ------- -----------  

DATE SIGNED 

11/20/0 

PART 1 - HEADQUARTERS 



--

Exception Summary 

Our Animal care and Use Committee reviewed and 
approved two exemptions for dog exercise. Dogs recovering 
from surgery or included in a chronic drug dosing study 
were exempted from daily routine exercise for up to three 
weeks. 

:-:;;~-\:~ 

-~ 



"This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
resuli in an order to cease and desist and to be subject to penalties &8 provided for in Section 2150. additional information. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTU~E 1. REGISTRATION NO. CUSTOMER NO. I FORM APPROVEDANIMAL AND PUtlNT HEALTH INSPECTION SERVICE 93-R.Q353 1253 
OMS NO. 0579-0036 

2. Hr:ADQUARTERS RESEARCH FACILllY (Name and Address. as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

(TYPE OR PRINT) PARKINSON'S INSTITUTE, THE 
1170 MORSE AVENUE 
SUNNYVALE, CA 94089 
(408) 734·2800 

3. REPORnNG FACILllY (List all locations where animals were housed or used in aetual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
1 sheets if necessary.) o· 

FACILIlY LOCAnONS(sites) 

See Attached Listing I 
An 'r&eJ ~.=....:;,*t+--Yq>~"lO-,;:s.;'"-·---r....t/3 __ /--:;~=~_+-	 _.......2..---r/.&..r3'..,>_'_'t_2~/ .....


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILIlY (Attach additional sheets if necessary or use APHIS FORM 7023A J 

A: B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching. 
animal8 being animals upon which experiments, experiments, research, surgery or tests were 

Animals Covered bred. which teaching, teaching, research, conducted involving accompanying pain or distress 
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate 

Welfare Regulations held for use in experiments, or conducted Involving anesthatic,analgesic, or tranquilizing dnJgs would 
teac;hina. testina. tAl'ItllWl'lrA 'Il"t'I'lITlrAnyinO rAin nr hll". actv.",ety affected the proclldurec, results, or 
experiments, conducted diltress to the animals interpretation of the teachinQ. research. 
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain ordistress in ttrese 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report) 

F. 

TOTAl NO. 
OF ANIMALS 

(CDle.C t 

D+E) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 
i 

8. Rabbits 

9. Non·Human Primates 0 6C 0 Ji) 7CJ 
# 

10. Sheep ". 

11. Pigs 

12. Other Farm Animals 

I 

13. Other Animals 

ASSURANCE STATEMENTS 

1)	 Professionally ecceptable standards governing the care, treatment, and us. of anmals, Including appropnate use of anesthetiC, aNI/gHlC, and tranquilizing drugs, poor to, dunng, 
and following actual researctl, telChing, testing. surgery. or experimentation were folloWed by this resewd'l facility. 

2)	 Each p~llnve8tigator has considered altematives to painful procedure•. 

3)	 This facility is adhering to the standards and regulations under the Ad., and it hal required that exceptions to the standards and regulation. be apecifl8Cl and explained by the 
principal inveatigatOt and approved by the Institutional Animal Cal'8 and Use Committee (IACUC). A HummIUY of all the exc.,atlan. f. att8ched to til.. ann.,,, report. In 
addition to identifying the IACUC-approved exceptions, this summary inductes a brief explanation of the exceptions. 81 well as the speci88 and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authOrity to ensure the provilion of adequate vet8rin.-y cere and to OVllrHe the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I.~rtify ----- the above is true, correct, and complete (7 U.S.C. Section 2143) 

DATE SIGNED 

l~N~6TOOA...l
------- /1- -f13 

A~IStFORM ---------- 

----------------- -- - ---------- --------- -- --------- ---- --------- ----- ----------------------- -------------- ------- or Print) 

_,_,:L.~·.---, - ------------- 
~-'- ------ -- - - ---- - - 

-- -AUG 91) 
---- 



Updated on 10/8/02 

'. 

Category E Justification Statement
 
For 2002 - 2003 USDA Annual Report
 

10 animals were included in the "E" category because these animals were on studie, involving induction of Parkinson's disease. 
This process involves injection of MPTP (1-methyl-4-phenyl-l ,2,3,6-Tetrahydropyridine), a neurotoxin that selectively destroys nigrostriatal 
dopaminergic neurons. Presumably, there is some psychological distress associated with the temporary impairment of motor function experienced by 
these animals. In addition, there may be some temporary systemic side effects related to the chemical induction agent. In humans, Parkinson's 
disease causes increasing motor impairment and a portion of our research into the nature and possible treatment of this disorder involves induction of 
the disorder in living animals. In particular, non-human primates represent the only animal model in which the behavioral, neurochemical and 
neuropathological features of Parkinsonism are fully expressed and thus they are the best models for studies on Parkinson's disease. Based on our 
experience in humans, this disorder is not known to cause physical pain; however, animals may experience some distress during the time they have 
diminished motor function. We have strong reason to believe that this statement is correct, since we have cared for a number of humans with a fonn 
of Parkinsonism identical to that experienced by these animals, and none had pain. The impairment in our experimental studies cannot be alleviated 
since it is necessary to the objectives of our studies. Use of sedatives or tranquilizers is also not justified because the effects of these agents would 
interfere with the results of our investigations. Nor is it justified on purely medical grounds, since pain, psychosis, or agitation is not a part of this 
syndrome based on our experience in humans. 

Registration Number: 93-R-0353 
Saimiri Sciureus (Squirrell\1onkey) 

r-.. 
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I 

this report Is required by law (7 USC 2143). Failure to report according to the regulations can See ",verse side for InterageflCY Report Control No 
",suit in an ~er to ~asa and desist and to be subject to penal1les 8S provid'9d for In Section 2150. additional InfOllT1ation. 0180-00A-AN 

1. REGISTRATION NO. CUSTOMER NO. I 
FORM APPROVED S!lP"1 

OMB NO. 0579-0036
93-R-0353 1253 

U 

2. HE:AOQUARTERS RESEARCH FACIUTY (Name and Address, as ragisterad with USDA, 
ANNUAL REPORT OF RESEARCH FACILITY Include ZJp Code) 

PARKINSON'S INSTITUTE, THE (TYPE OR PRINT) 
1170 MORSE AVENUE 
SUNNYVALE, CA 94089 
(408) 734-2800 

REPORTING FACILITY (List aillocatlons where animals were housed or used in adual resean:tl. testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS(sites} 

See Attached Llstfng 

Animal Facility Rms.131, 132, 136, 143. 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. B. Number of C. Numberof D. Number of animals upon E. Number of animals upon which teeching. 
animals being animals upon which axperlments, axperiments, rasearctl. surgery or tests were 

Animals Covered bred, which leecl1lng, teaching. researctl, conducted Involving accompanying pain or distress 
By The Animal conditioned. or researctl, surgery, or tests Wen! to the animals and for which the use of appropriate 

Welfare Regulations held for use In experiments, or conduded Involving anesthetlc,analgeslc, or tranquilizing drugs would 
teaching, testing, tests were accompanying pain or have adversely affected the proce<lures, results, Of 

experiments, conducted dislressto the animals Interpretation of the leaching, resean:tl, 
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of 
5urgery !:lut not pain, dis:ress, or anesthetic. analgesic, or ths procedures producing pain or distress In these 
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drur;s were not used 
purposes. relieving drugs. used. must be attached to this report) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates 0 34 0 6 

10.Slleep 

11. Pigs 

12. Other Fann Animals 

13. Other Animals 

r 

ASSURANCE STATEMENTS I 

F. 

TOTAL NO. 
OF ANiMAlS 

(Cols. C + 
D+E) 

40 

...
1) Professionally aceaptable standards governIng the care, trealment, and use of anlmels, JrlCludlf1Q appropriate use of anesthetic, analgesIC, and tranqulhzlflQ drugs, prlOl' to, dI.Jrin<J, 

end following adual resean:tl, teaching, testing, surgery, or experimentation were followed by this renarch facility. 

2)	 Each princlpallnvestlgator has considered alternatives 10 painful procedures. 

3)	 this f8Cl1ity Is adhering to the standards end regulations under the Act, and It has required thet exception. to the stlJnderds and regulations be speclf1ed and explained by \he 
principal investigator and approved by \he Inslilutlonal Animal Care and Use Committee (IAGUC), A lIummary of all the exceptions I. attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary Indudes a brief explanation of the exceptions, as well as the species and number of enimals affected. 

4)	 The attending velerinarian for this research fecility has appropriate authority to el1lluralhe provision of adequate veterinary care and to oversee the adequacy of other 
• aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
 
(Chief Executive Officer or Legally Responsible Institutional official)
 

I certify that the above Is true, correct, and complete (l U.S.C. Section 2143)
 

-- ----- --------- ----- ----------------------- -------------- DATE SIGNED 

(Rep ace. VS FORM. 184 23. (Oct 88), whIch I. O~~lljt' LS ® LS U \!J ~	 PART.1 :. HEAD 

~~ li);j: 
.l 

n1 00f232001 ILSI .. . 
~. J: 

USDA, APHIS, REAC, AC . \ 
'M~RAMFr\TO. r.A 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

It;----- ---- ----------- ------------ ----------- ------- --- ------ - --- n 
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APHIS Form 7023 Site List 

The following sites have been reported by the facility. 

Registration Number: 93-R-0353 
Customer Number: 1253 
Facility: PARKINSON'S INSTITUTE, THE 

1170 MORSE AVENUE 
SUNNYVALE, CA 94089 
(408) 734-2800 

THE PARKINSON'S INSTITUTE 
1170 MORSE AVENUE 
SUNNYVALE,CA 94089 

Category E Justification Statement
 
For 2000 - 2001 USDA Annual Report
 

Six animals were included in the /JE" category because these animals were on studies involving induction of 

Parkinson's disease. This process involves injection of NIPTP (1-methyl-4-phenyl-l,2,3,6-Tetrahydropyridine) , a 

neurotoxin that selectively destroys nigrostriatal doparninergic neurons. Presumably, there is some psychological distress 

associated with the temporary impairment of motor function experienced by these animals. In humans, Parkinson's 

disease causes increasing motor impairment and a portion of our research into the nature and possible treatment of this 

,.disorder involves induction of the disorder in living animals. In particular, non-human primates represent the only 

animal model in which the behavioral, neurochemical and neuropathological features of Parkinsonism are fully expressed 

and thus they are the best models for studies on Parkinson's disease. Based on our experience in humans, this disorder is 

notknown to cause physical pain; however, animals may experience some distress during the time they have diminished 

motor function. We have strong reason to believe that this statement is correct, since we have cared for a number of 

humans with a form of Parkinsonism identical to that experienced by these animals, and none had pain. The impairment 

in our experimental studies cannot be alleviated since it is necessary to the objectives of our studies. Use of sedatives or 

tranquilizers is also not justified because the effects of these agents would interfere with the results of our investigations. 

Nor is it justified on purely medical grounds, since pain, psychosis, or agitation is not a part of this syndrome based on 

our experience in humans. 

Registration Number: 93-R-0353 
Saimiri Sciureus (Squirrel Monkey) 

USDA, APHIS, REAC, AC 
SACRAMENTO CA 



This report is required by law (7 USC 2143). Failure 10 report according to the regulations can See reverse side for Interagency Report Control No 
, casult ~~ an order to <;ease and desist and to be subject to penalties as provided for in Section 2150. additional information. 01 BO-DOA-AN 

--''I--~ UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. I 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 93-R-0370 1300 FORM APPROVED / 

OMS NO. 0579-003s<-a,/S 

2. HEAOQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

(TYPE OR PRINT) ENDOCRINE TECHNOLOGIES, INC. 
35325 FIRCREST STREET 
NEWARK, CA 94560 
(510) 745-0844 

REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes, Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS(sltes) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FA~ILlTY (Attach additional sheets if necessary or use APHIS FORM 7023A) 

A. B. Number of C. Number of E. Number of animals upon which teaching, F.D. Number of animals upon 
animals being animals upon experiments, research, surgery or tests were which experiments, 
bred,Animals Covered which teaching, conducted involving accompanying pain or distress TOTAL NO.teaching, research, 
conditioned, or Sy The Animal research, to the animals and for which the use of appropriate surgery, or tests were OF ANIMALS 
held for use inWelfare Regulations experiments, or anesthetic,analgesic, or tranquilizing drugs would conducted involving 
teaching, testing, tests were have adversely affected the procedures, results, or (Cols. C + accompanying pain or 
experiments, conducted interpretation of the teaching, research, 0+ E)distress to the animals 
research, or involving no experiments, surgery, or tests. (An explanation ofand for which appropriate 
surgery but not pain, distress, or the procedures producing pain or distress in these anesthetic, analgesic, or 
yet used for such use of pain- animals and the reasons such drugs were not usedtranquilizing drugs were 
purposes. relieving drugs. used. must be attached to this report) 

NiL4.	 Dogs, f'//A -
5.	 Cats JvfL-r/A 

JViL--­6.	 Guinea Pigs iV/ll 
;v'i l. ­7.	 Hamsters fY /;4 

;vIA­[VIA­ ;252.-'~J)3.	 Rabbits 

frlL­9,	 Non-Human Primates I 
rvlL10. Sheep 

NIL 

filL 

11. Pigs 

12. Other Farm Animals 

~ 

filL­13. Other Animals 

~f<~~2-0fv\ '\ U­ .20 

ASSURANCE STATEMENTS 
..

1)	 ProfeSSionally acceptable standards governing the care, treatment, and use of antmals, InclUding appropriate use of anesthetrc, analgeSIC, and tranqUlIt:Zlng drugs, ::' lor to, dUring, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. . 

2)	 Each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IAGUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
 
(Chief Executive Officer or legally Responsible Institutional official)
 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143)
 

DATE SIGNEDNAME &TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print)SIGNATURE OF C.E.O, OR INSTITUTIONAL OFFICIAL 

--------------- -- ------- -- -- _._ers€~ --------  11J;2-&l O IRC\fYVXA-~~Y~~. - ------- r.J (;;") r::J 11 lin r::J .-~ 
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,-< 

~ lJo ~ U I!J ~ : 1" I I 

! 1 Ii : 
PART 1 • HEADQUARTERS 

~~J tEe 4 2001 
;: I' I;,dI:i ') 

I I 
I 

....J 
~. 



APHIS Form 7023 Site List 

The following sites have been reported by the facility. 

Registration Number: 93-R-0370 
Customer Number: 1300 
Facility: ENDOCRINE TECHNOLOGIES, INC. 

35325 FIRCREST STREET 
NEWARK, CA 94560 
(51 0) 745-0844 

ENDOCRINE TECHNOLOGIES, INC. 
35325 FIRCREST STREET 
NEWARK, CA 94560 

ENDOCRINE TECHNOLOGIES, INC. 
1115 MARINE VIEW DRIVE 
VISTA, CA 92083 

USDA, .~;T~~-
~:";'==~ ::::::~=>~~:-:.-..:..~~~~/ _::'C_,_~L-_------------



f'" 

.. ........... #.
 \ 

Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an otncial form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1.	 Registration Number: CJ.....:..-3--::-._K~_O-...:.s~/..:.......::::O::....- _
 

2.	 Number I.=::J-~'5"~ of animals used in this study. 

3.	 Species (common name) ~l.{- of animals used in the study. 

4.	 EXPla.in the procedure producing pain and/or distress. .1'1 0~~~ 
... ....~/ ,,_ ", ,,-~d.-W~ (

E:~L<0-J\A.Q... ~--P~ #. .A 0 r ,~,,~"~ 
~~,~~~~--~~
 
. - 1 -__ ....~, ,....0 0 t;;" ~~
fe:tivv J ~~~ VJ ~~ . .
 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) , ' . 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency	 CFR _ 

USDA. APHI~"REAC~ AC 
SACRAMtlS fO CA 



I 

This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for -- Interagency Report contrL No 
result it; an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. --- 0180-DOA-AN . 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.  
ANIMAL AND PLANT HEALTH INSPECTION SERVICE FORM APPROVED 93-R-0375 1308 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

(TYPE OR PRINT) THE NEUROSCIENCES INSTITUTE 
10640 JOHN JAY HOPKINS DRIVE 

SAN DIEGO, CA 92121 
(858) 626-2000 

REPORTING FACILITY (List all locations where animals were housed or used in actual researcn, testing, teacning, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS(sltes) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Actach additional sheets if necessary or use APHIS FORM 7023A) 

Animals Covered 
By The Animal 

Wetfare Regulations 

A. B. Number of 
animals being 
bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number af 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain-
relieving drugs. 

O. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, oqests. (An explanation of 
the procedures produdng pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 
OF ANiMAlS 

(Cols. C + 
0+ E) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates o 
10. Sheep 

11. Pigs 

12. Other Farm Animals 

__ ..._co .. ~~ 

- 1-:" ::: ~~\: 

13. Other Animals 

!! u/1
'. J. 

~. '1:-.' , "..,.."

! i 

)	 ,Ii 

ASSURANCE STATEMENTS 

I 

I 
, 

I 
I 

1) Professionally acceptable standards governing the care, treatment, and use of animals, Including appropnate use of anesthetiC, analgeSIC, and tranquilizing drugs, pnor to, dunng, 
and following actual research, teacl1ing, testing, surgery, or experimentation were followed by this research facility. 

2)	 Each principal investigator has considered altemati~es to painful procedures. 

J)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete [l U.S.C. Section 2143) 

SIGN~E\OF~ -------------  OFFICIAL 
NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

------- -------- -------- - ------ ------ ------------ J 1-) V-OJ 
APHIS FORM 7023 (~eplaCes VS FORM 18-23 (Oct 88), which is obsolete PART 1 - HEADQUARTERS 

(AUG 91) 



APHIS Fonn 7023 Site List 

The following sites have been reported by the facility. 

Registration Number: 93-R-0375 
Customer Number: 1308 
Facility: THE NEUROSCIENCES INSTITUTE 

10640 JOHN JAY HOPKINS DRIVE 
SAN DIEGO, CA 92121 
(858) 626-2000 

THE NEUROSCIENCES INSTITUTE 
10640 JOHN JAY HOPKINS DRIVE 
SAN DIEGO, CA 92121 



Attachment 

United States Department of Agriculture
 
Animal and Plant Health Inspection Service
 

Annual Report of Research Facility (Form 7023)
 
October 1, 2000 through September 30, 2001
 

The Neurosciences Institute
 
Registration # 93-R-0375
 

Summary of Exceptions to the Standards and Regulations Under the Act 

1) An investigator was granted IACUC approval to perform multiple 
survival surgeries on the same non-human primate as part of the same 
experimental protocol. During this reporting period, two primates were used. 

2) An investigator was granted IACUC approval to use carefully 
monitored water scheduling as a motivational and training tool for non-human 
primates. Animals receive less than four hours of free access to water for five or 
six days per week during part of the protocol, when they receive water or other 
liquids during the day as a reward for performing tasks. They have free access to 
water at all times on the other days. Guidelines are in place to ensure that the 
animals receive adequate amounts of water to support their health and well­
being. During this reporting period, fOUf primates were used. 

:1)E iJn'r 
NOV! 9 2001 lW 

L . 1 
. USDA, APHIS. REAC. AC 

SACRAMEN ro, CA 



This report Is required by law C1 USC 2143). Failure 10 report according 10 the regulBlions can see reverse side for Inleragency Report Control No 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA·ANIUNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 
93.R-0397 1753 FORM APPROVED 

OMS NO. 0579·0036 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address, IS reglslered with USDA, 
include Zip Code) 

B. BRAUN MEDICAL INC. 
2525 MCGAW AVENUE 
IRVINE, CA 92614 
(714) 660-2954 

3. REPORTING FACIUTY (List all locations where animals were housed or used in actual research, tesling, teaching, or experimentation, or held fOr these purposes. Attach additional 
sheets If necessary.) 

FACIUlY LOCATlONS(sltes) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Atlach additional sheets ifnecessary or use APHIS FORM 7023A) 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-Human Primates 

: 10. Sheep 

B. Numberof 
animals being 
bred. 
condItioned, or 
held fot use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which teaching. 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, dlslress, or 
use of paIn· 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching. research, 
surgery, or tests were 
conducled involVing 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquiliZing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthelic,analgesic. or tranquilizing drugs would 

- have adversely affected the procedures, results, or 
Interpretation of the teaching, research, 
experiments, surgery•. or tesls. (An explanation of 
the procedures producing pain or distre$S In these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 
OF ANIMALS 

(Cols.C+ 
D+E) 

0 10 6 0 16 

0 0 0 0 0 

50 830 0 1.760 2.590 

0 0 0 0 0 

0 5,825 509 0 6,334 

0 0 0 0 0 

0 0 0 0 0 

11. Pigs 0 0 9 0 9 

12. Other Farm Animals 0 0 0 0 0 

13. Other Animals 0 :0 0 0 O· 

ASSURANCESTATEMENTS 
...

1)	 Professionally acceplable standards governing the care. treatment, and use of animals, Including appropriate use of anesthebc. analgesiC, and tranquiliZing drugs. pnor to, dunng, 
and following actual research, teaching, lestlng, surgery, or experimentation were followed by this research facllity. 

2)	 each principal investigator has considered alternatives to painful procedures. 

3)	 This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Anirnal Care and Use Committee (IACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure Ihe provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

DATE SIGNED 

11-24-03 
PART 1 • HEADQUARTERS ~ 

--- --------- ------- ------------ ------ ------ 

bsolete 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

- -------- ----- ----- ----- ve is true, correct, and complete (7 U.S.C. Section 2143) 
--------- ---------- NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DEC 3 2003
 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1. Registration Number:__9_3-_R_-_O_3_9_7	 _ 

2.	 Number 1~,7_6_0 of animals used in this study. 

3. Species (common name) Guinea Pigs of animals used in the study. 

4.	 Explain the procedure producing pain and/or distress. 

Animals developed lesions associated with Freunds complete adjuvant injected
 
intradermally.
 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

Freund's adjuvant was used per the FDA guidance document and 15010993. A 
thorough literature review was conducted during the past year to investigate an 
alternative to Freund's. Current consensus is that although there are other 
adjuvants on the market, none creates an immunogenic response as readily as 
Freund's. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g.. APHIS, 9 CFR 113.102): 

Agency	 FDA Center for Devices ~ General Program Mem~randum (G95-1)
 
and Radiological Health
 

See Attached (6 Pages) 

DEC 3 iG03 
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Column E Expranation 

This Term is intended as an aid to completing the Column E explanation. rt is not an officiar form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like. are not required as part of an 
expranation. A Column E explanation must be written so as to be understood by lay persons as weI! as scientists. 

1.	 Registration Number:. 9_3_-_R_-_O_3_9_7 _ 

2.	 NUmber 2_3_2_O of anjmals used in this study. 

3.	 Species (common name) Guinea Pigs of animals used in the study. 

. 4. Explain the procedure producing pain and/or distress. 

Animals developed lesions associated with Freunds complete adjuvant 

injected intradermally. 

S.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

Freund's adjuvant was used per the FDA guidance document and 15010993. 

A thorough literature revuew was conducted during the past year to 

investigate alternatives to Freund's. Current consensus is that although 

there are other adjuvants on the market, none create an immunogenic 

response as readily as Freund's. 

6.	 What, if any, federal regulations require this procedure? CITe the agency, the code of Federal Regulations 
(CFR) title number and the speciiic section number (e.g., APHIS, 9 CFR 113.102): 

Agency	 _ CFR 

~	 © ~ ~ W
.. 

~ 

r~ DEC 6 2001 00 
USDA, APHIS. R£AC AC 

SACRAMEN re, CA -i 
DEC-03-2001 14:18 9168576212	 P.07 



- ---- -- 
ThiS report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No ----- 
result i,n an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
 
ANIMAL AND PlANT HEALTH INSPECTION SERVICE
 FORM APPROVED 

OMS NO. 0579-0036 
93-R-0449 11593 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. 88 registered with USDA.
ANNUAL REPORT OF RESEARCH FACILITY include Z" Code) 

(TYPE OR PRINT) 

See Attached Listing 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets ifnecessary or use APHIS FORM 7023A) 

A. B. NUmberof C. Numberof E. Number of animals upon which teaching, F.D. Number of animals upon 
animals being animals upon which experiments, experiments. research, surgery or tests were 

Animals Covered bred. which teaching, conduded involving accompanying pain or distress TOTAL NO.teaching, research. 
By The Animal conditioned. or surgery, or tests were to the animals and for which the use of appropriate OF ANIMALSresearch. 

Welfare Regulations held for use In conducted InvolVIng anesthetlc.analgeslc, or tranqUilizing drugs wouldexperiments. or 
teaching, testing. tests were accompanying pain or have adversely affected the procedures. resUlts. or (Cols.C+ 
9 vperimentt, interpretation of the teaching, ,..arch,oonduotod dictrotlc to tho llInimAlc D+i) 
research, or involving no experiments. surgery. or tests. (An explanation ofand for whlch epp/'OC)rlate 
surgery but not pain, distress, or the procedures producing pain or distress In theseanesthetic, analgesic. or 
yet used for such use of pain- tranquilizing drugs were animals 8nd the reasons such drugs were not used 
purposes. relieving drugs. must be altBched to this report)used. 

4. Oogs tJk 
5. Cats fJA 0 

6.	 Guinea Pigs -m-1JJin~<b44
• 

7. Hamsters IJA 
8. Rabbits AiA 
9.	 Non·Human Primates AlA 
10. Sheep iJA­
11. Pigs ,.lit 

12. Other Fann Animals AlA­

13. Other Animals tJ/Jr 

ASSURANCE STATEMENTS 

1)	 ProfesSIonally acceptable standards goveming the care, treatment, and use of animals, Including appropriate use of anesthetic. analgesiC, and tranquiliZing drugs, prior to. dunng, 
and following actual research. teaching, testing, surgery. or experimentation were followed by this research facility. 

2) each principal investigator has considered alternatives to painful proeecJures. 

3)	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a brief 8)Cplanation of the exceptions. as well as the species and number of animals affected. 

4)	 The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to OV8nlee the adequacy of other 
aspects of animal care and use. 

DATE SIGNED 

PART 1 • HEADQU7
vP~ ---- II tl./el 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true. correct. and complete (7 U.S.C. Section 2143) 

(Replaces VS FORM 18-23 (Oct 88). which is obsolete 

------------------ ----- --------- ----- ------------------ AL OFFICIAL NAME & "ITLE OF C.E.O, OR INSTITUTIONAL OFFICIAL (Type or Print) 

NOV 28 2003
 



APHIS Fonn 7023 Site List 

The following sites have been reported by the facility. 

Registration Number:	 93·R-C449 
Customer Number:	 11593 
Facility:	 AVANIR PHARMACEUTICALS 

11388 SORRENTO VALLEY ROAD, STe 200 
SAN DIEGO, CA 92121 
(858) 622-5227 

11388 SORRENTO VALLEY ROAD, SrE 200 
SAN DIEGO, CA 92121 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay personas as well as 
scientists. 

1. Registration Number: 93-R-0449 

2. Number (six hundred sixty-eight) 668 of animals used in the study. 

3. Species (common name) guinea pigs of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Female Hartley guinea pigs are inoculated intravaginally with HSV-2, which will produce virus-induced lesions. 
The inoculation is accomplished using a moistened calcium alginate tipped swab soaked in an appropriate virus 
concentration. The swab is inserted into the vaginal tract rupturing the vaginal closure membrane and it is rotated 
approximately 10 times. Topical treatment is given three times daily beginning 24 hours after viral inoculation and 
is continued for 10-11 days. Topical treatment will be applied using a cotton swab both intravaginally and 
topically to the perineal skin of the guinea pig. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. (For Federally mandated 
testing, see Item 6 below.) 

During all procedures, the guinea pigs are anesthetized using isoflurane to minimize both pain and stress. 
Topical analgesics cannot be used without compromising the results of the study, since topical treatments 
themselves are being investigated. Systemic analgesics such as NSAIDS or narcotic analgesics have effects on 
the immune system and would not be appropriate for use in this study because they will affect the immune 
system, which will then affect the reaction to the virus. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency CFR. _ 
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APHIS FORM 702 

NAME & TI'fL£ OF C.E..O. OR INSTfTUTlON:AL OFflClAl.. a'li)': 'l'r ~""~(J 

:YQ-\-~\GK ---- --------------- 

---------- ~'~+I~C 

DATE SIG~EO 

(AUG 91) 

PART - HEADQUARTERS 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses} protocols. veterinalY care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as weH as scientists. 

1. Registration Number.__ CT	 _--..:3=---_R_·_-_O_4_'5..::.-:.\ 

2.	 Number \ i~' ~of animals used in this study. 

3.	 Species (common name) ~aA::>b, + of animals used in the study. 

. 4. Explain the procedure producing pain and/or·distress. 

R~, h, &'H.. ~ L-k<a-u.P \~ i\ ct'nu --\y, <. Ju.j U 1lMr" IJ un evvJ-

Ciko -\- \d CMi ~ ) Q<" d'k -\!-~aY- v~ v'\ ().;.N.. .c (fmo >( oJ 0J.r ~ 1 

~Hol.X<9 ~ D rrt>'y (Z.w-h--~ j,v.., ~ ~,+ r ~"11"" 
u~~ , 

awa.~ ~ O-.1-<o~h0 ) w~,I-6 lch~l:u, p8N~r<"uk-s 
{).;v z., .h10n \ ~v-~ ~ 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State met~ods or means used to
 
determine that pain andlor distress relief would interfere with test results. (For Federally mandated testing, see
 
Item 6 below)
 

Agency ~_~	 ___~CFR.__~ 



This report is required by law (7 USC 2143). Failure to report according to \he regulations can See reverse side for Interagency Report Control No 
r\aSult In an order to cease and desist and to be subject to penalties as provided for in 8ection 2150. additional information. 0180-DOA-ANIUNITEO STATES OEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(7YPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 
93-R.Q484 15322 FORM APPROVED 

OMB NO. 0579-0036 

WESTERN UNIVERSITY OF HEALTH SCIENCES 
309 EAST SECOND STREET 
POMONA, CA 91766-1854 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, 8S registered with USDA, 
include q, Code) 

1
3. REPORTING FACILITY (Ust all locations where animals were housed or used in actual research. testing, teaching, or experimentation, or held for these purposes. Attach additional 

sheets If necessary.) 

FACILITY LOCATIONS(sites) 

HEALTH PROFESSIONS CENTER 
POMONA, CA 91766-1854 

I 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if nece8S8fY or use APHIS FORM 7023A) 

A. 

Animals Covered 
By The Animal 

Welfare RegUlations 

B. Numberof 
animals being 
bred. 
conc:Iitioned. or 
held for use In 
teaching, telling. 
experiments. 
research. or 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which teaching. 
research, 
experiments, or 
team we." 
conducted 
illvulvillY IIU 
pain, distress. or 
use of pain· 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
ifill! rUI whil;h IfW'ulJ,iiilltl 
anesthetic:. analgesic, or 
tranqUilizing drugs were 
used. 

E, Number of animals upon which teaching, 
experiments, research, surgery or tests MIre 
conducted involving accompanying pain or distress 
to the animals and for which the use cd appropriate 
anesthetic.analgesic. or tranquilizing drugs would 
have adversely affected Ule prooodufw. rooullll, or 
interpretation of the teaching, research. 
t:lllfJtlIilllttnli., &U'ytlly, uf It'tl.l:t. (AI) tlAfJ/d/liJliu/) ur 
the ptOcedures ptOducing pain or di9lress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 
OFANIUALS 

(CoIs. C .. 
D+E) 

4. Dogs 

5, cats 

6. Guinea Pigs 4 34 34 

7. Hamsters 

8. Rabbl1s 

9. Non-Human Primates 

10. Sheep 

11. Pigs 

12. Other Fann Animals 

13. Other Animals 

ASSURANCE STATEMENTS 
...

1)	 Professionally acceptable standards gOWlming the care, treatment. and use of animals, Including appropriate use cd anesthetic, analgesic, and tranqulllzrng drugs, prior to, dunng, 
and following actual r....rch. teaching, testing, surgery. or experimentation were followed by this research facility. 

2) Each principal Investigator has considered altematlves to painful procedures. 

3)	 This facility Is adhering to the standards and regulations under the Ad, and It has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal care and Use Committee (IACUC). A eullllNlly of an the exc.ptlorw Is att8ched to this annual Alport. In 
addition to Identifying the IACUe-approved exceptions. this summary InclUdes a brief explanation of the exceptions, as well as the species and number cd animals affected. 

4)	 The attending veterinarian for this research facility has appropriate aulhorlty to ensure the provision cd adequate veterinary care and to oversee the adequacy of other 
ISpects of animal care and use. 

CERTIFICAnON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief executive Officer or Legally Responsible Institutional official) 

I certify that the above Is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

------- ---- --------------- 

NAME & 1,TLE OF C.E.O. OR INSTITUnONAL OFFICIAL (Type or Print) 

------- ---- ---------------- --------- ---- --- ------------- --------- 

DATE SIGNED 

10/31/2003 

APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88). which Is obsolete PART 1 • HEADQUARTERS 
(AUG 91) 



APHIS Form 7023 Column E Explanation 

This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official form and its 
use is voluntary. Names. addresses. protocols, veterinary care programs. and the like. are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1.	 Registration Number: 93-R-Q464 

2/3. Species (common name) & Number of animals used in this study: 

Guinea Pigs (34) 

4.	 Explain the procedure producing pain and/or distress. 

Guinea pigs are guillotined to obtain brain tissues following the protocol recommended in the AVMA Policy on Euthanasia 
(2000). 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing. see Item 6 below) 

A review of the pharmacology of currentty available anesthetics indicates that anesthetetics elevate prolactin levels (as 
well as other pituitary hormones) by a direct action on the hypothalamic A12 dopamine neurons that tonically inhibit 
prolactin release. The release of prolactin adversely affects the electrophysiological records of hypothalamic slices being 
studied in the protocol. Review of the current literature of acceptable means of euthanization conducted by the PI and 
reviewed by the IACUe determined that all chemical means of euthanization would adversely impact the physiologic 
processes being investigated. Guillotining by appropriately trained personnel was determined to the the least painful 
means of euthanization available to meet the requirements of the study. 

6.	 What, if any. federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title
 
number and the specific section number (e.g., APHIS, 9 eFR 113.102):
 

Agency:	 CFR: 



APHIS Form 7023 Additional Reported Sites 

The following additional sites have been reported by the facility. The reported sites have not been verified by APHiS and 
have been provided by the facility solely for completeness of the APHIS Form 7023 Annual Reporting submission. 

Registration Number.	 93-R-Q464 
Customer Number:	 15322 
Facility:	 WESTERN UNIVERSITY OF HEALTH SCIENCES 

309 EAST SECOND STREET 
POMONA, CA 91766-1854 

Site A Alumni Center Laboratories 
Site A 309 East Second Street 
Site A Pomona, CA 91766 
Site B Health Professions Center 
Site B 521 East Third Street 
Site B Pomona, CA 91766 
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PART1.HEADQUARTE~ 

---- --------- ---- ----------------------- ----- ICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

GCT - 2 2003 

~1' 

lhl~ rer .....ll!> ,toQUII"r1lJ)'luw 17 USC 2143). flilUle to 1epcr18CC01ding 10 lhe regulalions can See reversoe side for Inlereoency Report Cnntrnl '''I' 
rC\1I11 in an Oteler Itl Ct:O!>t' anel desisl and 10 be subject to per1allies as provided fOt in Seclion 2150. addilional information. 0180-00A-AN
 

UNITED SlA1ES DEPARTMENT OF AGRICUllURE
 1. REGISTRATION NO. CUSTOMER NO. I FORM APPROVf.['ANIMAL AND PLANT HEALTH INSPECTION SERVICE 93--R-047S 22163 OMB NO. O~7~-OO:.tl, 

2. HEADQUARTERS RESEARCH FACILITY (Name and Adafess, as '.,;sIe,~ will. USI)/" 
indUf1e Zip Code) 

OPTIMER PHARMACDEUTICALS, INC. 
ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 
10110 SORRENTO VAlLEY ROAD. STE. C 
SAN DIEGO. CA 92121 
(858) 909-0736 

3.	 REPORTING FACILITY (List all locations where animals were houSed Ot used in adual research. lesting. teaching, Ot experimentation. or held for Ihese purposes. AttaCh additional
 
5heels if necessary.)
 

FACILITY LOCATIONS(de.) 

10110 Sorrento Valley Road, Suite C 

San Diego, CA 92121 

RE PORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach ~81 net••neceasal)' or UI8 APHIS FORM 7023A)
 

A,
 B. Number of C. Numberof D. Numbel of animels upon E. Number of animals upon which Ie8c:hlng. F. 
animals being anlmtlsupon experimenll, research, surgery or tests were
 

Animals Covered
 
which bPeriments. 

bred. which leaching. leaching. research. conducled in¥Clving ac:cot11*lylng peIn or d1l1ress TOTAL NO. 
By The Animal c:ondllioned, or reseerch, surgery, or Iells were to the anlllllla and for which !he use 01 appropriate OFANlMALS 

Wellare Regulations held for use in experi.-nts. or anesthetic....lgeslc:. or InInquilizing drugs WCUd 
teaching. testing. 

conclUded Invalving 
tests were 8CCOl'l1l8nying pain or hlwe 8dverMIy atreded the procedur•• raullI, or ,CoILC. 

experiments. c:onc:Iueted distress to the animals in~of the tellching. rueerdl. D.E) 
research. or Invalving no and for whictl appropriaIe uperiments. surgery. or tests. (All e1fP/8ll8liOlt of 
surgery but not pain. distress, or the ptOCtIfJurt. ptOdut:inQ ,." or distrea In the. 
yet used tor such 

anesthelic. anelgeslc. or 
use oIpsin­ lrsnquilizing drugs Mre animals and the fNlOIIS ,uch drugs .... nat UItId 

purposes. relieving drugs. used. must be attached to this repott) 

04. Dogs 

5.	 Cats
 

;

6, Guinea Pigs . 
7. Hamsters 17868110 00.. 
8. Rabbits 

II Non-Human Primetes
 

lO.Sheep
 

11. Pigs 

1:', Other Fann Animals 

.­
, :~. Olher Animals 

" ­

t.··· ... ·• 

.; ........
 

M.~UHANCESTATEMENTS 

11	 i'IIjfe!>S1Oll8l1y acceptable 8IIndards governing the care, treatment. and use of animals. including appropriate use of anesthetic, analgesIC, and ItanquIIIzIng drugs. prtor 10. dUrinQ, 
/IIMJ Jollowing 8ClU81 research, teaching. testing. surgery. or exper!nwuuon were followed by 1111 research facility. 

71 I:lldl prirlcipellnvesligalOlhu c:onsiGered .11em8tives 10 painful procedures. 

:II	 1I11~. tRCilily is adhering to the standards and regulations under the Act. and it has required thai exceptions to the standards and regulations be specified and "Ined by !he 
,'YlIlClpat investigator and approved by the Inslilullonal Animal Care and use Corm'Iihee (IACUC). A summary of aU the e.ceptlonlls attached to thIS annuli report. In 
j.lll1ll1on 10 idenlifying !he IACUc-approved exceplions. this sunmary includes. brief exptanaUon of the exceptions, as well BSthe species and nurmer 01 Bnillllis affected• 

• )1111' ,IlIending velerinarian for this reHarch facility has awapiale authority 10 ensure the provision of adequate veterinary care and to oversee 1hI1ldIQUICY of other 
""11l'C15 oJ animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
 
(Chief Executive Officer or Legally Responsible Institutional official)
 

I certify that the above is true. correct. and complete (7 U.S.C. Section 2143)
 



ANNUAL REPORT OF RESEARCH FACILITY Optimer Pharmaceuticals, Inc I 
Column E Explanation 

1. Registration Number: 93-R-0478 

2. Nurnber of animals used in this study: 

3. Species (common name) of animals used in this study: hamster 

4. Explain the procedure producing pa.in and/or distress. 

The animals were used in an experimental model of Clostridium difficile-Associated Diarrhea (CDAD). 
CDAD is a significant problem in hospitals and in long-term care facilities. Clostridium difficile is the 
most common cause of nosocomial diarrhea in developed countries: The organism accounts for 
approximately 200/0 of the cases of antibiotic-associated diarrhea, and for the majority of cases of 
antibiotic-associated colitis. Fifteen to twenty per cent of hospitalized patients may carry or acquire this 
organism; approximately 10% of that number develop CDAD, which can be fatal ifuntreated. 

In 1977, a scientific team that included Optimer consultant Dr. Sherwood Gorbach identified C. difficile as 
the cause of the disease, and developed the hamster model of CDAD1

• In this model, which has been used 
extensively by other investigators, hamsters are pre-treated with clindamycin to disrupt the normal gut 
flora, subsequently challenged with toxigenic C. difficile, and then treated with antibiotics. 

IInfect. Immun 1978; 20(2):526-9 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below.) 

In the hamster model of COAD, Clostridium difficile-infected animals that are untreated or treated with 
ineffective experimental antibiotics progress rapidly from apparent good health to death in a period of a 
few hours. In our implementation of this model, pain is managed by limiting its duration: Animals that 
are in distress or discovered moribund are humanely euthanized with CO2 gas, in compliance with the 
recommendations of the AVMA Panel on Euthanasia (J. Am. Vet. Med. Assoc. 2000;218: 669-696). 
Investigators who regularly work with this model do not provide analgesia, as the literature documents that 
analgesia would either be ineffective or interfere with the experiment regardless which of the three major 
classes to which the drug might belong: (a) opiates--e.g. buprenorphine, which may be conveniently 
given to rodents, interferes with gut motility, while specific alterations in gut motility are features of this 
disease (other accessible opiates would react similarly); (b) anti-inflammatory drugs-NSAIOs, aspirin, or 
(to a lesser extent) acetaminophen would suppress the inflammation that is an essential feature of the 
disease; acute diarrhea, relapse of inflammatory bowel disease (IBD), microscopic colitis and acute 
pancreatitis may be induced by ingestion of standard NSAIDs; hemorrhage, a feature of COAD, might be 
exacerbated by aspirin or NSAIOs ; (c) peripherally-acting compounds such as local anesthetics or 
antihistamines would be ineffective. 

6. What, if any, federal regulations require this procedure? 

No federal regulations require this procedure. 



1

------ 
TiL repOl1 Is requi;"ed by law (lIJSC 2143). Failure to report according 10 the regulations can See reverse side for Interagency Report Conl101 No - ~ 

~resull in an order 10 cease and desist and 10 be subjeCt to penalties as proVided for In SeCllon 2150. additional information. 018G-DOA·AN - 

- , UNITED STATES OEPARTMENTOFAGRlCULTURE 1. REGISTRATION NO. CUSTOMER NO. , 
ANIMAL AND PlANT HEALTH INSPECTION SERVICE 95·R-0002 19 FORM APPROVED 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Add,.•• as regiStered with USDA.
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 

UNIVERSITY OF HAWAII AT MANOA(TYPE OR PRINT) 
OFFICE OF THE CHANCELLOR 
BACHMAN HALL, 2444 DOLE STREET 
HONOLULU, HI 98822 
(808) 956-7651 

3.	 REPORnNG FAClLnY (list alliacalians where animals were housed or used In actual researct1, testing, leaChing, or experimentation, or held fat these purposes. Attach additional
 
sheets if necessary.)
 

FACIUTY LOCATIONS(sles) 

1)	 ProfesSIonally acceptable standards gavermng lIle care, treatment. and use of animals, IIldudlng appropnllte use of anesthetic, analgellc. lind tranquiliZing drugs. pnar to, dunng,
 
and fallOWing actual researen. leaching, lestlng, surgery, or experimentation were fallowed by this research facility.
 

See Attached Listing 

Refer to attachment (page 2) 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach arJrImrJM/sheets I flecessaty or use APHIS FORM 7023A) 

A. B. NurmeroJ c. Numberof D. Number of animals upon e. Number ofanimals upon which teaching. F. 
animals being anllJ1lls upon which experiments. experiments, research, surgery or leslS were 

Animals Covered bred. which teaching, teeChing. research. conducted Involving 8ClCO/1lPlInying pain or distress TOTAl. NO. 
ByTheAnillll\ conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS 

Welfare Regulations held for use in experiments, or conducted Involving anesll1ellc,analgeslc, or tranquiliZIng drugs would 
leaching, testing, lestswere accompaFlying pain or have adwnely affecIecI the procedures, results, or (ee..C+
exper:iments, conducIed distress 10 the animals interpretation 01 the teechlng, research, ' D+E)
researCh, or invalvingna and far which appropriate experi".,ts, surgery, or tests. (An eKfJ/anatJon of 
surgery but not pain. distress, or anesthetic, analgesic, or the procedures PfDt/UC/tIg pain or diltress in these 
yet used for suCh use of pain· tranquilizing drugs were animfJls and the reeSDnS Juch drugs were nor used 
purposes. relieving drugs. used. must ~ attached to this repott) 

4. Dogs -- - - -- 0 

5. Cats - 1 -- - 1 

6. Guinea Pigs - 2 - - 2 

7. Hamsters - 93 22 149 264 

8. Rabbits - 26 - 15 41 

9. Non-Human Primates 21 - - -- 0 

10. Sheep - - -- - 0 

11. Pigs -- - -- - 0 

12. Other Farm Animals - - -- - 0 

13. Other Animals 

polpbi.ns -- 5 - - 5 

'alse Ki.ller WhaJe -- I -- - 1 

~onk Seals - 2 -- -- 2 
ASSURANCE STATEMENTS 

... 

2) Each principal investigator haS Qlf'Isidered allemativalo painful procedures. 

31	 This facility Is adhering to !he slandards and regulations under \he Act, and it has required thai exceptions to the standards and regulations be specified and explained by the 
principel investlgalar and approved by the Institutional Animal care and use Camrrittee (IACUC). A summary of all the exceptlona IS attached to thle &Mual report. In 
addition to identifying the IACUc-.pproved exceptions, this sunmary Includes a brief explanation oJ the exceptions, as well as the species and number 01 anImals affected. 

4)	 The attending veterinarian for this research taeility has apprapl1ate 8IJiharity to ensure the prollislon of adequate vetennary care and to oversee the '1dequacy oJ other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFRCIAL 
(Chief Executivi Officer or Legally Responsible Institutional official) 

I certify that the above Is tNe, correct, and complete (7 U.S.C. Section 2143) 
SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

---------- --- --- ~ 
NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

------- --- ---------- ------- 
------ ---- ---- ------ -- ------ ---- 

DATE SIGNED 

1~/~JU1 
APHIS FORM 7023 

(AUG 91) 
(Replace. VS FORM 11-23 (Oct I'), which Ie obsolete PART 1 - HEADQUARTERS 

r;rt~ .', .., 
'):'l.', ~t 

tlltk; L l l~D 



APHIS Form 7023 Site ListReporting Facility - University of Hawaii 
October 22,2003 

The following sites have been reported by the facility.	 Page 2 

Registration Number:	 95-R..QOO2 
Customer Number:	 19 
Facility:	 UNIVERSITY OF HAWAII AT MANOA 

OFFICE OF THE CHANCELLOR 
BACHMAN HALL. 2444 DOLE STREET 
HONOLULU. HI 96822 
(808) 956-7651 

UNIVERSITY OF HAWAII AT MANOA
 
OFFICE OF THE CHANCELLOR
 
BACHMAN HALL. 2444 DOLE STREET
 
(MANY BUILDINGS)
 
HONOLULU, HI 96822
 

ANNUAL REPORT OF RESEARCH FACILITY· 2002·2003 

Reporting Facility (This listing represents all locations where animals were housed or used in actual.research, 
testing, teaching, or experimentation or held for these purposes.) 

For the Reporting Period - October 1, 2002 to September 30,2003 the following locations (facilities and 
laboratories) were used by Registrant 95-R-0002. 

U of HI - Biomedical Sciences Building: 
1960 East-West Road 
Honolulu, HI 96822 
County of Honolulu 

U of HI- Snyder Hall51h Floor 
2538 McCarthy Mall 
Honolulu, HI 96822 
County of Honolulu 

U of HI - Auxiliary Services Building 
19~1 East-West Road 
Honolulu, HI 96822 
County of Honolulu 

U of HI - Institute for Biogenesis Research 
1960 East-West Road 
Honolulu, HI 96822 
County of Honolulu 

U of HI - Bekesy Laboratory of Neurobiology 
1993 East-West Road 
Honolulu, HI 96822 
County of Honolulu 

U of HI - Kewalo Basin Dolphin Research Laboratory 
1129 Ala Moana Blvd. 
Honolulu, HI 96814 
County of Honolulu 

U of HI - Woodlawn Small Animal Facility 
2721 Woodlawn Drive 
Honolulu, HI 96822 
County of Honolulu 

U of HI - Marine Mammal Research Program 
Hawaii Institute of Marine BiOlogy 
Coconut Island, P.O. Box 116 
Honolulu, HI 96734 
County of Honolulu 

U of HI - Waikiki Aquarium 
2777 Kalakaua Ave. 
Honolulu, HI 96815 
County of Honolulu 

Contact: ---- -------- --------- 
(808) - 956-8770 

Contact ---- -------- --------- 
(808) - 956-8770 

Contact: ---- --------- ------------------ 
(808) - 956-8746 

Contact: ---- --------- ------------------ 
(808) - 956-8746 

------------ ---- ---------- ------------- 
------- - ------------- 

Contact: ---- -------- ---- ----------- 
(808) - 538-0067 

------------ ---- ---------- ----------- 
------- - ------------- 

Contact: ---- ------ -------------- 
(808) - 236-4001 

Contact: ---- ----------- --------- 
(808) - 923-9741 
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Column E Explanation (#1) 

1.	 Registration Number: 95-R-0002 (Customer #19) 

2.	 Number of animals used in the study. 149 

3.	 Species (common name) of animals used in 'the study: Hamsters 

4.	 Explain the procedures producing pain and/or distress. 

One-hundred forty-nine (149) Golden Syrian Hamsters were used by one University of 
Hawaii (UH) Principal Investigator (PI) in the continuation of a study entitled "Effects of 
Novel Anti-Depressant Compounds in a Visible Burrow Svstem". The PI's research 
investigates the effects of treatments ofnovel antidepressant compounds on chronic 
social stress and the behavioral and brain systems involved in defense and depression. 

The PI explains that the study uses animal subjects for testing levels ofaggression in a 
Resident-Intruder paradigm. In the paradigm, an intruder hamster is placed into the 
homecage of the resid~nt. The model involves transient/distress to both the resident 
and intruder. Because 'hamsters, like other rodents, are territorial, the resident will 
protect its cage by engaging in defensive behavior. The PI explained that hamsters are 
an ideal model because these animals are the most frequently utilized species in 
studying vassopressin and aggression; therefore, the species behavioral profile in 
agonistic encounters is well documented. 

A CRF (Corticosteroid Releasing Factor) is administered to the resident animals and the 
agent affects on aggressive behavior is assessed. The PI tested several proprietary 
compounds during the study. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State 
methods or means used to determine that pain and/or distress would interfere with test 
results. (For Federally mandated testing. see Item 6 below). 

Since the study involved the administration of the putative antidepressant in the intruder, 
the administration of anesthetics, or pain-relieving drugs would interfere with the ability to 
effectively evaluate the compounds being tested by preventing normal patterns of 
behavior. In addition, the use of anesthetics in the intruder may have interfered with the 
response to the resident and further influence the behavior of the resident by providing 
an olfactory cue that may have functioned to reduce aggression. The PI affirmed that 
the aggressive behavior observed was considered to be relatively light and bites did not 
involve the breakage of skin of the intruder. The resident/intruder pairing last no more 
than a maximum of 15 minutes but terminated earlier if an animal subject incurred four 
bites before the end of the test. 

6.	 What, if any, fedeal regulations require this procedure? Cite the agency, the code of 
federal regulations (CFR) title number and the specific section number (e.g., APHIS, 
CFR 113.102): Not Applicable (N/A) 

Agency: (N/A) CFR: (N/A) 
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Column E Explanation (#2) 

1. Registration Number: 95-R-0002 (Customer #19) 

2. Number of animals used in the study. 3 

3. Species (common name) of animals used in the study: Rabbits 

4. Explain the procedures producing pain and/or distress. 

Three (3) New Zealand White rabbits were used by one Principal Investigator (PI) in the 
continuation of a study entitled "Development ofa MSP1-p42 Subunit Vaccine for 
Malaria'~ The objective of the research was to test a candidate malaria vaccine, that has 
been shown to have good antigenic properties and is produced at high levels for 
protective antibody response in animal host. One of the main objectives of this study 
was to compare the effect of several alternative adjuvants which are potential 
candidates for use in humans for their ability to elicit the desired immune response. 
Positive results from the immunization of rabbits would allow the recombinant malaria 
antigens to be advanced as a serious vaccine candidate to be later test in non-human 
primates 

The PI explained that rabbits immunized with the candidate malaria vaccine combined 
with the proposed adjuvants to test for the ability to generate serum antibodies that are 
capable of killing malaria parasites in an in-vitro assay. The in-vitro assay has been 
shown to be a surrogate marker for in-vivo protective immunity against malaria 
infections. 

The three rabbits assigned to the E pain and/or distress category are those animals that 
received Freund's adjuvant which is considered to cause some discomfort at the 
injection sites. The administration ofFreund's adjuvant is being used as a control so 
that comparisons can be made to the other adjuvants being tested. If the experiments 
proved to be successful in identifying an adjuvant the provides results approximately 
equal to that elicited by Freund's treated animals, then the PI will no longer require the 
use ofFreund's adjuvant as a control. 

The rabbits that served as controls did not appear to be in any distress during the study. 

5. Provide scientific justification why pain and/or distress could not be relieved. State 
methods or means used to determine that pain and/or distress would interfere with test 
results. (For Federally mandated testing, see Item 6 below). 

If the rabbits that were treated with Freund's adjuvant were observed to exhibit behavior 
that was associated with pain and/or distress, the animals would have been removed 
from the study by the PI. The University attending veterinarian would have then 
administered pain-relieving drugs and medications. 

Additional justification why pain and/ or distress could not be relieved. 
CFA is required in the study: 

Explanation why 

The PI explained that the objective of this project is to test a candidate malaria vaccine 
that has been shown to have good antigenic properties and is produced at high levels, 
for protective antibody response in animal hosts. One of the main goals of this study is 
to compare the effect of several alternative adjuvants that are potential candidates for 
use in humans for their ability to elicit the desired immune response. The strategy being 
employed requires screening ofadjuvants in mice and rabbits, selecting an adjuvant 

~I()\I ? 1.1 IOO~ 
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Column E Explanation (#2) 

formulation that is suitable for human use, and then testing the selected adjuvant 
formulation in a relevant monkey challenge model. A successful outcome in a malaria 
challenge experiment with an adjuvant that is suitable for human use would be a major 
advancement in the field ofmalaria vaccine development. 

The PI explained that the development ofa malaria blood-stage vaccine faces two major 
obstacles. These are the lack ofa established assay for assessing immunological . 
relevance with out conducting a monkey challenge study and the only adjuvant that has 
been repeatedly demonstrated to result in a relevant immune response with candidate 
vaccines is CFA. 

The work in this study is designed to identify an adjuvant formulation other than CFA for 
use in a malaria blood-stage vaccine containing a MSP-1 subunit antigen. The PI has 
chosen to utilize the ability to generate serum antibodies that are capable ofkilling 
malaria parasites in an in-vitro assay as the assay to screen various adjuvant 
formulations. This in-vitro assay has been shown to be a surrogate marker for in vivo 
protective immunity against malaria infections. CFA is the only adjuvant that has been 
demonstrated to reproducibly result in the generation ofsuch serum antibodies. 
Therefore, in the experiments for screening adjuvants will need to include a group of 
animals that receive vaccine formulated with CFA to provide a standard to compare all 
other vaccine formulations. CFA is still Widely used by malaria researchers. It is the PI's 
goal to identify an adjuvant to replace the use of CFA due to its tendency to cause pain 
and distress in experimental animals and that it cannot be used in humans. 

The PI confirmed that none of the rabbits that served as controls, those receiving CFA 
appeared to be in any distress during the course of the studies. Furthermore, these 
studies have successfully identified an alternative adjuvant formulation and the PI will no 
longer use CFA adjuvant with MSP-1 subunit vaccine candidates. 

6.	 What, if any, fedeal regulations require this procedure? Cite the agency, the code of 
federal regulations (CFR) title number and the specific section number (e.g., APHIS, 
CFR 113.102): Not Applicable (N/A) 

Agency: (N/A) CFR: (N/A) 

NOV 2" iUI: 
L. v" I 
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c91umn E Explanation (#3) 
I 

Registration Number: ~5-R.0002 (Customer #19) 

Number of animals used in th'
i 

study. 12 

I 

Species (common name) of arimals used in the study: Rabbits 

Explain the procedures produtng pain andlor distress. 

Twelve (12) New Zealand Wh~e rabbits were used by one University ofHawaii (UH) 
Principal Investigator (PI) in the continuation of a study entitled "Immune PathwaYs as 
Prere uisite for Ad'uvants' E J acies". The overall goal of this study is to dissect the 
immunological requirements fj r adjuvant's efficacies. The PI largely uses mice that are 
genetically deficient in a numb r ofselected immune mediators and evaluate the 
immunopotentiating activities Qf several non-toxic adjuvants in inducing antibody and cell 
mediated immune responses t~ a candidate malaria vaccine. The PI extended the 
evaluation of the efficacies of t e adjuvants to different animal species. At this time 
rabbits were also used in the s, udy. The PI justifies that a better understanding of the 
mode ofaction ofadjuvants w~ allow rational design of the next generation ofadjuvants 
with increased potency and fu, rner reduced toxicity 

The twelve rabbits assigned to I the E pain and/or distress category are those animals 
that received Freund's adjuvant which is considered to cause some discomfort at the 
injection sites. The PI affirms that currently Complete Freund's Adjuvant (CFA) is the 
only adjuvant that reliably gen~rates a biologically active antibody response in rabbits 
using the candidate vaccine. 1ti'herefOre, to compare the efficacy of different vaccines, 
the PI's research group required the use of CFA.1 

I 
The rabbits that were treated w,ith CFA did not appear to be in any distress during the 
study. 

Provide scientific justification why pain and/or distress could not be relieved. State 
methods or means used to determine that pain and/or distress would interfere with test 
results. (For Federally mandat,d testing, see Item 6 below). 

I 

If the rabbits that were treated~1ith CFA were observed to exhibit behavior that was 
associated with pain and/or dis ress. the animals would have been removed from the 
study by the PI. The Universi attending veterinarian would have then 
administered pain-relieving ugs and medications. 

Additional justification why painlandl or distress could not be relieved. Explanation why 
CFA is required in the study: 1 

I 

The PI explained that adjuvants 
I 

are once thought ofas non-specific potentiators of 
l 

immune responses. The PI claims there is mounting evidence that adjuvants can have 
effects on the quality of immune responses; namely, they can affect the specificity of 
immune responses. The PI's laporatory found that using CFA together with a malaria 
vaccine enables animals to develop specific anti-malaria antibodies that kill the malaria 
parasites. While other non-toxiq adjuvants can induce antibodies to the malaria 
parasites, these antibodies h8V~ been do not kill the parasites. CFA is able to induce a 
special type ofantibody that mo~t other adjuvants cannot. One of the research objects 
is to replace' CFA with other no~·toxic adjuvants during immunization with malaria 
vaccines. Because the PI does ot know what kind ofantibody will kill the malaria 
parasites, they need to use CF. as a positive control adjuvant for the malan'a vaccines. 
Therefore, if animals that receiy, CFAlmalaria vaccines do not develop parasite killing 4It"1', -. 

I ,~I, ~ I -,:. I:;: l 
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Column E Explanation (#3) 

antibodies, the PI suspects that the vaccine itself has not been optimized. Ifother 
adjuvants in combination with malaria vaccines do not induce parasite killing antibodies, 
but, the CFA/malaria vaccine does, then the PI can conclude that the non·toxic 
adjuvants that are being tested are not efficacious. If this is the case, then the research 
will move on to test other non·toxic adjuvants. 

6.	 What, if any, fedeal regulations require this procedure? Cite the agency, the code of 
federal regulations (CFR) title number and the specific section number (e.g' l APHIS, 
CFR 113.102): Not Applicable (N/A) 

Agency: (N/A) CFR: (N/A) 
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UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. 
FORM APPROVEDANIMAL AND PLANT HEALTH INSPECTION SERVICE 
OMS NO 0579-003614-V-OOJ #: [0.53 I 

2. HEADQUARTERS RESEARCH FACILITY	 {Name and Address. as rer}lstered with USDA. 
mc/urie Zip Code) 

Dept. of Veterans Affairs National HeadquartersANNUAL REPORT OF RESEARCH-FACILITY 
810 Vermont Avenue, NW(TYPE OR PRINT) 
Washington, DC 20420 

3. REPORTING FACILITY (LISI	 all locations where ammals were housed or used In aclu<ll resl!urc:h. lestlng. te<lchlng. or expewnellialioll. or held lor Ihese purposes. Allach addlliollal 
sheets IllIecessary_)f 

FACILITY LOCATIONS (Sites) 

525 VA lledical Center 
940 Belmont Street (Brockton DIVbfido) 1400 VFW Parkwav (West RoxbuJ"V Division) 
Brockton, MA 02301 West R.oxbury, MA 02132 

IREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach iJ,liliit""'iJl sheets If necessary or lise APHIS FORM 1023AJ 

A. B. Number ot E.	 Number 01 anim..ls upon whl<.:h teaching.C Number 01 D. NUlnber 01 alumals UpOIl F.
animals. being experiments. research, surgery or lests wereanlmalli upon which experiments.
bred. conducted involving accomp<lnying pain or distresswhich leaching.Animals Covered teaching, research, 
conditioned, or to the animals and lor which. the use 01 <lppropriateresearch,By The Animal TOTAL NO. surgery. or tests were
held lor use in anesthelic. analgesic. or Iranquillzing drugs wouldexperimenls, orWelfare Regulations OF ANIMALsconducted involving
leaching, lesling, have adversely aflected Ihe procedures. results. orlesls were accompanYing pain or
experiments. Inlerpretation 01 the teaching. research.conducted distress to the animals
research. or experimenls, surgery, or tests. (An explanation ofinvolVing no (CoIS. C +and lor which appropriate
surgerybul nol the procedures producillg pain or distress III thesepam. dislress, or o + E)aneslhetlc. analgesic, or
yel used lor such animals and the reasons such drugs were not useduse 01 pain- Iranquilizing drugs were 
purposes. must be attached to thrs reporl). relieving drugs. 

.(" 
(,
/'i/

(,-. usedI" --.. .' 

-.~	 '-,I -'" 

:...­4. DOQS 

5. Cats 

6. Guinea PiQS 

7. Hamsters 

96 (WR Div) 968. Rabbits 

9. Non-human Primates 

10. Sheeo 

4­4 (\vR Div)11. Pias 

12. Other Farm Animals 

13. Other Animals 

Rats 36 (WR) ~b (f\lkDrlT~) 647 

Mice 588'l~~~wiX 
68 (WR DIY)0 ms 

I ASSURANCE STATEMENTS 

1). Professionally acceplable slandards govermng the care, Ireatment. and use 01 animals. including apprOrlale use 01 anesthetic, analgesic, and tranquilizing drugs, prior to. during,-
and lollowing actual research, leaching. lesting, surgery. or experimentation were lollowed by this rese<lr<.:h lacility. 

2).	 Each principal investigalor has considered allernatives 10 pa/lliul procedures 

3).	 This lacility is adhering to the standards and regutations under the Acl, and it has required Ihal exceptions to the standards and regulations be specilied and expl<lined by the 
principal investigalor and approved by the Inslilulional Animal Care and Use Cornmillee (IACUC). A summary of all such exceptions is attached to this annual report. In 
addilion 10 idenlifying the IACUC-approved exceptions. this summary includes a brlel explclllallon of the exceptions. as well <IS the species and number of anllnals <llIecled_ 

4).	 The allending veterinarian lor Ihis research lacillty has appropri<lte <luthority to ensure the provlsi')J1 01 adequale velerinary care and to oversell the adequacy 01 other aspecls 01 
ammal care and use. 

CERTU'ICATION BY IIEADQUARTES HIo:SJl~ARCH I"ACILITY OIo'Io'ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I cerilly th<lt the <lbove is true. correct. and complele (7 USC Section 2143). 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Prtllf) DATE SIGNED 

APHIS FORM 7023 (Replaces VS FORM 
(AUG 91) PART 2 . SECTOR C~.cE 
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UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

FORM APPROVED 
OMB NO 0579.0036I-1J. ,. -­ I 

14-V-004 -:;-; 4~ J : 
1. REGISTRATION NO. 

2.HEADOUARTERS RESEARCH FACILITY (Name and Address. as registered wIth USDA.. 
mclude Zip Code) 

Department of Veterans Affairs Central Office 
810 V~rm~nt Avenue, ~w 

Washington, DC 20420 

1 
3. REPORTING FACILITY (List all locations where anrmals were housed or used in actual rest!drc:h. lesllllg, teaching. or expenmenlallon. or held lor these purposes. Allach addllional 

sheels il necessary.) 

FACILITY LOCATIONS (SItes) 

523 VA l1edical Cvatler 
150 s. Hun~inQ:ton Ave. ~ Boston, ~.A 02130 

(REPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Attach alihtlt/o/la/ sheets II,WCeSSi2fY or (lse APHIS FORM 1023A) 

A. 

Animals Covered 
By The Animal 

Wellare Regulations 

B. Number of 
anrmals being 
bred. 
conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research. or 
surgery but nor 
yet used for such 
purposes. 

C Number of 
anllnals upon 
which leaching. 
research, 

·experiments, or 
tests were 
conducted 
IIlvolving no 
pam. distress, or 
use 01 pain­
relieVing drugs. 

D. Number 01 aUllnals upon 
which experirnenls, 
leaching, research, 
surgery, or tesls were 
conducted IIlvolving 
accompanymg pam or 
dislress 10 Ihe animals 
and for which appropriale 
aneslhelic, analgesIc, or 
tranquilizing drugs were 
used 

9 

E. Number 01 anrm..ls upon which leaching, 
expenmenls, research, surgery or lests were 
conducled involliing accompanYing pain or distress 
10 Ihe animals and lor which Ihe use of appropriale 
anesthetic, analgesIc, or lranquihzing drugs would 
have adversely allected the procedures, results, or 
mlerprelalion of Ihe leachlllg, research, 
experiments, surgery, or lesls. (An e)(ptanation of 
the procedures producing pam or distress m these 
animals and the reasons such drugs were not used 
must be attached to thIs report). 

F. 

4. DOQS 

5. Cats 

6. Guinea Pias 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pias 

12. Other Farm Animals 

13. Other Animals 

R~.,.C! 

'M;I"Q 
.. 

a 
0 

0 

nh 

n 

n 

n 

0 

40 

c;71 

~~ - . 

TOTAL NO.
 
OF ANIMALs
 

(Cols. C + 
0+ E) 

9 

66 

6 

40 

573 

I ASSURANCE STATEMENTS 

1).	 Professionally acceptable standards governing Ihe care, Ireatment. and use 01 alllmais. includmg apprortate use 01 anesthetiC, analgesIc, and tranqUlll.lmg drugs, prior to, durtng, 
and lollowing actual research, teaching, testing, surgery. or experimentation were followed by Ihis research facility. 

2). Each principal investigalor has considered alternatives 10 palllful procedures. 

3).	 This lacility is adhering 10 the standards and regulations under the Act, and it has required thai exceptions 10 Ihe slandards and regulalions be specified and explamed by Ihe 
principal invesllgator and approved by Ihe Institlltional Animal Care and Use Cornrniltee (IACUG). A summary 01 all such exceptions is attached 10 this annuaf report. In 
addition 10 identifying the IACUC-approved excepllons, Ihis summary includes a brief explanalion of the exceplions, as welf as the species and number of animals affected. 

4).	 The altending velerinarian tor this research lacllity has appropriale authorily to ensure Ihe proVision 01 adequate velerinary Cilre and to oversee the adequacy 01 other aspects 01 
animal care and use. 

CERTII<'ICAT10N BY IIEADQUARTES RI':S]<~ARCH FACILITY 01"1<'ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I cerllfy lhdt Ihe above is true, corr----- ------------------ --- ------- ~Iion 2..!-~3) 

DSIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL DATES:7

{{(1(~! 

~HIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), wtllt;h IS - bsulete ) 
j~ (AUG 91)	 PART :2 • SECTOR OffiCE 
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This reporl IS required by law (7 USC 2143) Failure to repOrl accurdmy II) Ihe regulcliiolls call See reverse side lor Inler.Jgency Report Conlrol No 
result In an order 10 cease and desist and to be sublect to penalties as provided for in Section 2150 QI80.00A.AN Iadditional informatIOn 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL ,AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 

16-v-002 -#- 454 I FORM APPROVED 
OMS NO 0579.0036 

2. HEADQUARTERS RESEARCH FACILlTV (Nama and Address, as rey/stered With USDA. 
inctude Zip Code) 

Department of Veterans Af'fairs 
Research and Development Computing Center (15lA 
103 South Gay Street, Room 400 
Baltimore, MD 21202-4051 

1 
3. REPORTING FACILlTV (list all local ions where anjma/~ were housed or used In actual researc:h, lestlllg. leaching, or expemnentation, or held 'or these purposes. Allach Jddl1lonal 

sheets tI necessary.) 

FACILITY LOCATIONS (SItes) 

VA Connecticut	 Healthcare System (689) 
n.-n ~ ... II~A. _.___J.,- ".,

-c 

Vest Haven, CT 06516 
IREPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Affach dlli<lillllnat sfwets II Ilecessary or use APHIS FORM 1023A.) 

A. 

Animals Covered 
By The Animal 

Wellare Regulations 

4. Dogs 

5. Cats 

6. Guinea Pies 

7. Hamsters 

B. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pias 

12. Other Farm Animals 

13. Other Animals 

.. 
-w 

B, Number 01 
animals being 
bred, 
conditioned, or 
held for use in 
teaching, lesting, 
experiments, 
research, or 
surgery but nol 
yet used lor such 
purposes. 

0 

C Number 01 
Bmmals upon 
which teaching, 
research, 
experimenls. or 
tests were 
conducted 
involVing no 
pain, distress, or 
use 01 pain-
relieving drugs. 

n 

0 

n 

n 

0 

n 

n 

n 

n 

D. Number 01 alnmals upon 
which experiments, 
leaching, research. 
surgery, or lests were 
conducted IJIvolving 
accompanying pain or 
distress 10 the anllnals 
and lor which appropriate 
anesthetic, analgeSIC, or 
Iranquilizing drugs were 
used 

n 

n 

0 

n 

Q 

?6 

n 

n 

R~ 

E. Number 01 anirnCils upon which teaching, 
experiments, research, surgery or tests were 
conducled involVing accompunying pain or distress 
to the animals and lor which the use 01 appropriale 
aneslhetic, analgesic. or tranquiliZing drugs would 
have adversely allected the procedures, resulls, or 
Interprelation 01 the teaching, research, 
experiments, surgery, or tests. 
the procedures produclIIg pain or dislress In these 
animals and the reasons such drugs were not used 
must be attached to thIS report). 

0 

0 

0 

0 

0 

0 

0 

n 

n 

n 

n 

n 

n 

1? 

0 

n 

,1;1	 

F. 

TOTAL NO, 
OF ~NIMAls 

(An e)(planation of (Cols. C + 
o + E) 

0 

0 

0 

0 

q 

26 

0 
.' n 

Rit 

, 

I ASSURANCE STATEMENTS 

1).	 Prolessionally acceptable slandards governing the care, Ireatment, and use 01 animals, lIIc1udmg appronale use 01 anesthetic. analgeSIC, and tranqulllzlflg drugs, prior 10. durmg. 
and lollowing aclual research, leaching. tesling, surgery, or experimentation were lollowed by Ihls research lacility. 

2). Each principal investigator has considered alternalives to palJllul procedures. 

3).	 This lacility is adhering to Ihe standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specllied and explamed by the 
principal investigator and approved by the Institutional Animal Care and Use Commillee (IACUC) A summary of all such exceptions is attached to this annual report. In 
addition to identilying lhe IACUC-approved exceptions, thiS summary includes a briel explanation 01 the exceptions, as well as the species and number 01 animals i1l1ected. 

4).	 The allending velerinarian lor this research lacility has appropriate authority to ensure the prOVision 01 i1dequate veterinary care and to oversee the adequacy 01 other as~cls 01 
animal care and use. 

CERTIFICATION BY HEADQUART~S RI<~SJo~ARCH FACILITY OI<',"'ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certlly thai the above is true,	 correct, and complete (7 USC Section 2143)
 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Pr/llf)
 DATE SIGNED 

APHIS FORM 7023 (Replaces VS FORM IH-23 (OCT HH), whu;h IS ubsolete)
 

(AUG 91) PART 2 • SECTOR OFFtCE
 



This reporl IS required by law (7 USC 2 t 43) Failure 10 reporl acc.ordlnU 10 Ihe regulation!> can See rel/erse side 'or IlIlerLl\Jency Reporl tonlr, 
result In an order 10 cease and deslsl and 10 be ~ublecl 10 penalties as prOlllded for ill Section 215U. addl\lonal inlormallon 01 aU·DOA-AN 

UNITED SlATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERViCE FORM APPROVED 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

OMB NO 0579·0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered wIth USDA. 
include Zip Code) 

Dept. of Veterans Affairs 
810 Vermont Avenue, NW 
Washington, DC 20420 

3. REPORTING FACILITY (llsl all localions where animals were housed or used In aclual reS'!urch, lesl1l19, teachin\J, or experimenlatlon, or held lor Ihese purposes. Altach addllional 
sheers il necessary.) 

FACILITY LOCATIONS (Sites) 

Dept of Veterans Affairs Medical Center
 
un~vers~ty tic Wooell.and Avenue
 
Philadelphia, PA 19104
 
IREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach ill/illi(Ul/Ial shuets II necessary or lise APHIS FORM lO23A.J 

A. 

Animals COl/ered 
By The Animal 

Wellare Regulalions 

4. Dogs 

5. Cats 

B. Number 01 
animals being 
bred, 
condi'ioned, or 
held lor use m 
'eaching, lesling, 
expellmenls, 
research, or 
surgery bur flol 
ye' used lor such 
purposes. 

0 

2 

C Number 01 
animals upon 
which leaching, 
research, 
experimenls, or 
tests were 
conducted 
inl/oll/ing no 
pam, dislress, or 
use 01 pall1' 
reliel/ing drugs 

0 

0 

D. Number 01 a/lllnals upon 
which experimenls, 
'eaching, research, 
surgery, or 'es's were 
conduc'ed inl/olving 
accompanymg pain or 
dislress to the arllma's 
and lor which approplla'e 
aneslhellc, analgeSIC, or 
IranquiJizing drugs were 
used 

0 

18 

E. Number 01 anlln.. /s upon which leaching, 
expellmenls, research, surgery or les's were 
conduc'ed inl/oll/ing accompanying pain or dis'ress 
'0 Ihe aOlmals and lor which 'he use 01 appropriale 
anes'hetic, analgesic, or Iranquillzing drugs would 
hal/e adl/ersely altected the procedures, results, or 
mlerpretatlon of Ihe 'eachlllg, research, 
experiments, surgery, or res's. (An eJlplanation of 
the procedures producing pam or distress in these 
animals and the reasons such drugs were n6t used 
must be attached to thIS report). 

U 

0 

6. Guinea PiQS 0 0 0 0 

7. Hamsters 0 0 0 0 

08. Rabbits 0 0 12 

9. Non-human Primates 5 0 10 0 

10. Sheep 

11. Pies 

12. Other Farm Animals 

13. Other Animals 

F. 

TOTAL NO
 
OF ANIMAls
 

(Cols. C ... 
0 ... E) 

U 

18
 

0
 

0 

12 

10 

I ASSURANCE STATEMENTS 

1).	 Prolessionally acceptable standards gOl/erning Ihe care, Irea'menl, and use 01 animals, IIlcluding approriate use 01 aneslhetic, analgesic, and IranquiliLing drugs, prior 10, during, 
and lollowing aClual research, leaching, lesting, surgery, or experimenlalion were followed by Ihl~ research facility. 

2).	 Each principal inl/esligator has considered allernalil/es 10 pa\lltuf procedures 

3).	 ThIS lacilily is adhering 10 Ihe standards and regulalions under Ihe AcI, and it has required lhal exceplions 10 the slandards and regulations be specified and explained by the 
pllncipal inl/estigalor and approved by the Inslilulional Anllnal Care and Use Committee (IACUC). A summary of all such exceptions is attached to Ihis annu<ll report. In 
addi'ion 10 iden'ilying Ihe IACUC-approved exceplions, Ihls summary includes a briel explanalion 01 Ihe exceplions, as well as Ihe species and number 01 unimells altecled. 

4).	 The allendlng I/eterinarian lor Ihis research facilily has appropllale aUlhorily 10 ensure Ihe prol/lsion 01 adequale I/elerinary care LInd 10 ol/ersee Ihe adequacy 01 o'her aspects 01 

animal care and use. 

CERTIFICATION BY HEADQUARTES RI<:SJ<;AHCH (o'ACILITY OI<'I<'ICIAL 
<Chief Executive Officer or Legally Responsible Institutional Official) 

I cerllly .hal rhe abol/e is Irue, correct, and complele (7 USC Sec lion 2143) 

SIG------------- ----- --------- ----- ------------- IONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (7ype or Pnnt) 

---------- ------- ------ ------ ;1:;;;°---------- --------------- ----- 1~~ 
APHIS FORM 7023 (Replaces VS FORM 18-2.3 (OCT 88), ~t1I~h IS ubsol~te) 

(AUG 91) PART 2· SECTOR ames 



l.ere. 
a180-DOA·AN 

FORM APPROVED 
OMB NO 0579·0036 

2. HEADOUARTERS RESEARCH FACILITY (Name and Address. as registered WIth USDA, 

Dept. of Veterans Affairs Nat1. Headquarters 

purposes. Allach addllional 

F. 

conducted involving accompanymg pain or distress 
to Ihe animals and lor which the use 01 appropriate TOTAL NO. 
anesthetic, analgesic. or tranquilizing drugs would OF ANIMAls 
have adversely altecled the procedures, results. or 

(An explanation of (Cols. C + 
the procedures producing pain or distress 'in these o + E)
animals and the reasons such drugs were not used 

-
16 

-
-
hC\ 

-
17 
6 

1066 

1192 

348 

Inleragency Report C~ntrol No 

result in an order to cease and desist and to be subject 10 penalties as provided lor in Section 2150_ additional inlorm<lllon 
This report is required by law (7 USC 2143) Failure (0 report according 10 the regulations can See reverse side for 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO.
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 ,,-V....()(), #&ft~ I 

include Zip Code) 

ANNUAL REPORT OF RESEARCH FACILITY 810 Vermont Ave. , N.W. 
(TYPE OR PRINT) Washington, DC 20420 

13. REPORTING FACILITY (l,st all locations where animals were housed or used III actual res~arc:h, reslJng, teaching, or experimentation, or held lor Ihese 
sheets il necessary.) 

FACILITY LOCATIONS (Sites) 

V.A.W.N.Y. Healthcare System 
~QC\ ~;'t::o\7 J,l-rQI"IJIQ-Buffalo, New York 14215 

IREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach C/t/itlitlOlIC/1 sheets IIl1eCeSSilfY or use APHIS FORM 102304.) 

A. 

Animals Covered 
By The Animal 

Welfare -Regulations 

B. Number of 
aOimals being 
bred, 
conditioned, or 
held' lor use in 
teaching, testing, 
experiments. 
research. or 
surgery but not 
yet used for such 
purposes. 

C Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ot pain· 
relieving drugs. 

4. OOQS I 

5. Cats ,f; 
6. Guinea Pigs 

1 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pios 

12. Other Farm Animals 

13. Other Animals 

Rats 316 938 

Mice 128 230 

Nude/Scid/KO Mice 238	 

E. Number of anim..ls upon which leaching.D. Number 01 aUllnals upon 
experiments, research, surgery or lests werewhich experiments, 

teachlllg, research, 
surgery, or tests were 
conducted involVing 
accompanying pain or 

interpretation 01 the leaching, research.distress to Ihe animals 
experiments, surgery. or tests.and tor which appropriate 

anesthetic, analgesic, or 
tranquilizing drugs were 

must be attached to thIS report). used. 

64 

17 

6 

128 

777 

348 
ASSURANCE STATEMENTS 

1)	 Professionally acceptable standards governing the care. treatment. and use 01 animals, including approriate use 01 anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and 10110wing actual research, teaching, testing, surgery, or experimentation were lollowed by this rese<lrch lacility. 

2). Each principal investigator has considered allernatives to pallliut procedures. 

3).	 This lacility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulalions be specilied and explained by Ihe 
principal investigator and approved by the Institutional Animal Care and Use Commillee (IACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying the IACUC·approved exceptions, this summary includes a brief explanation 01 the exceptions. as well as the species and number 01 animals allected 

4).	 The attending veterinarian lor this research lacility has appropriate authority to ensure the provision 01 adequate veterinary care and to oversee the adequacy 01 other aspects 01 
animal care and use. 

CERTIFICATION BY HEADQUARTES KESJo:ARCH FACILITY OJl'Jo'ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certily lhal Ihe above is true, correct, and complete (7 U.S.C. Section 2143) 

DATE SIGNED SIGNATURE OF C.E.O. OR INSTITUTIONAL OFF.ICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or P"nt) 

---------- --- --------- ---------- 
---------------- -------------- --------- (({SJaILJ~d'~

.. - ........... .,...... ------ ~"'"",. 'D,. •• l~~"... \Ie:: 1=f'\L:UA ------- 1 /()(":T 881. wtm.;h IS obsolete)
 



Inleruyency Re~or1 CrJlllrlH ,,,,, Thl~report JS required by JdW (7 USC 2143) FJllure 10 reporl acCordHl\j to Ihe regulJllOns can See rel/erse Side lor 
01110-DQA·AN Iresult In an order to cease and desist and to be subJecl to penal!les as prol/ided for III Section 2150 addl1ional inlormdrlon 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 

23-'1-003 I FORM APPROVED 
OMS NO 0579.0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as regislerel1 with USDA. 
Include Zip Code) 

Department of Veterans Affairs 
Central Office 
810 Vermont Avenue, NW 
Washington, DC 20420 

f 
3. REPORTING FACILITY (LIS' dll localions where anlmab were housed or used In aclual resp'dIC;h, lesllng, leaching, or eXlJerlmtmtalloll, or held tor these purposes. Allach addlliollal 

sheers I' necessary.) 
- . 

FACILITY LOCATIONS (Slles) 

VA Pittsburgh Healthcare System 
TTniupr~ii-v nl""iu~ ~ 

6 

Pittsburgh, PA 15240 
I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach <1I11l1lt/olla; sheets tlnecessi:lrv or lise APHIS FORM 1023.4..) 

A. B. Number of E.	 Number of animCits upon which leaching,C Number of 0 Number of amrnals ulJon
ammals being alllmais upon 
bred, which leachlOg,Animals GOl/ered 
conditIoned, or research.By The Animal 
held for use in experiments, orWelfare RegUlations 
leaching, testing, tests were 
experiments, conducted 
research, or involl/lOg no 
surgery but not pam, distress, or 
yet lISed lor such use 01 pain-
purposes. reliel/ing drugs. 

4. Dogs 

5. 'Cats 

6. Guinea Pigs 

7. Hamsters 

B. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pies 

12. Other Farm Animals 

13. Other Animals 

I ASSURANCE STATEMENTS 

0 

24 

0 

which experiments, 
leachlOg, research, 
surgery, or lests were 
conducted /llI/olving 
accompanymg pain or 
distress 10 lhe ammals 
and tor which appropriate 
anesthetic, analgeSIC, or 
tranquilizing drugs were 
used 

0 

experiments, research, surgery or tests were 
conducted II1110tl/IOg accompullylllg pain or dlslress 
to lhe animals and lor which the use ot ilpprOprlate 
anesthetic, analgesiC, or Iranqulhzing drugs would 
have adl/ersely allected the procedures, results, or 
IOterprelation 01 the leachlOg, research, 
experiments, surgery, or rests. (An explanation of 
the procedures producing pam or distress In these 
animals and the reasons such drugs were not used 
must ba attached to thIS report). 

F. 

TOTAL NO.
 
OF ANIMALs
 

(Cols. C + 
o + E) 

0 

a 

24 

0 

1)	 Protesslonal/y acceptable standards gOl/erning the care, treatment, and use ot animals, including <lpproriate use 01 anesthetic, analgesic, and tranquiliZing drugs, petor to, during, 
and lol/owing actual research, teaching, tesling, surgery, or experimentation were tol/owed by thiS research lacllity. 

.:~ 

2). Each principal investigator has considered alternatil/es 10 pallliul procedures 

3). ThiS lacility is adhering 10 the slandards and regUlations under the Act. and it has required that exceptions to the standards and regulations be sp~cjtied and explalOed by the 
principal investigator and alJprol/ed by Ihe Insti'utiollal Animal Care and Use Gommillee I,AGUC). A summary of all such exceptions is attadled to Ihis annual report. In 
addition 10 identilying the IACUC·approl/ed exceptions, this summary includes a briet explalldlion 01 the exceptions, as well as Ihe speCies aA'd number 01 <Inllndls allecled. 

._~~ 

4).	 The allending I/eterinarian lor this research tacility has appropridle authorlly to ensure the prol/lsion 01 adequate I/eterinary c<l,J8 MlCl to oversee the adequacy 01 other aspects ot 
animal care and use. ..,.c''''''''­

CERTn'ICATION BY IIEADQUART~S IU~SJl~ARCH It'ACILlTY OIt'It'ICtAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I cerllty Ihat the abol/e is true, correct. and complete (7 U SC SectIOn 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL N.~ME -- --------- ----- C:E.O.~\:!:~~~'O~1=Ic:lAL (Type or Prtrlt) 

- - 
---- ---- ------  ~. ------------ 

---------- 

DATE SIGNED 

/~'(!~/ 
APHIS FORM 7023 (Replaces VS FORM 18·23 (OCT 88), wtlll;h IS ubsolete} 

(AUG 91) PART 2 • SECTOR CFF:'CE 



('~\. Inter<.lgency Re~lJrt Control Nil 
oIBO-DOA-AN 

ThIS report IS reqlJlred by law (7 USC 2t43) Failure to re~ort ilccordln\j In Ihe reglllilllon:. can See reverse side lor ---  
resull 10 an order 10 cease and deslsi and 10 be subject to penallies as prQlllded for III Seclion 2150 additional inlormallun 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. FOAM APPROVEDANIMAL AND PLANT HEALTH INSPECTION SERVICE 
OMS NO 0579-0036I') 1 _iT. J1(\ I. 

2.	 HEADQUARTERS RESEARCH FACILITY (Name and Address. as regislered wrlh USDA. 
include Zip Code) 

Dept of Veterans Affairs Central 6ffice
ANNUAL REPORT OF RESEARCH FACILITY 

Vermont Avenue N.W.(TYPE OR PRINT) 
Washington DC 20420 

3. REPORTING FACILITY (list alliocalions where alllmab were housed or used in aelual research, lestmg. teaching, or experimentation. or held lor Ihese purposes. Allach addlllunal , 
sheels ,I necessary.) 

FACILITY LOCATIONS (SlIes) 

VA New York Harbor Healthcare System
 

800 Poly Place Brooklyn NY 11209
 

I REPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Attach aliitlillllnal shuets If IwceSSiUV or use APHIS FORM 1023A.I 

A 

Animals Covered 
By The Animal 

Welfare Regulations 
~~ ...... ~-

B. Number 01 
anllnals being 
bred, 
conditioned, or 
held lor use m 
teaching, testing, 
experiments, 
research. or 
surgery but nol 
yet used lor such 
purposes. 

C Number 01 
animals upon 
which leachmg, 
research, 
experiments, or 
tests were 
conducted 
involvlOg no 
palO, distress, or 
use 01 pam­
relieving drugs. 

0 

D. Number ul <.II/llnals upon 
which experiments, 
teaching, research, 
surgery. or lesls were 
conducled invulving 
accompanymg pam or 
distress 10 the anllnals 
i1nd for which appropriilte 
anesthelic, analgeSIC, ur 
Iranquilizing drugs were 
used 

1 

E. Number 01 arumals upon which teaching, 
ex~erlments, research, surgery or tests were 
conducled involving i1ccompanylOg pain or dis'ress 
10 the animills and lor which Ihe use 01 i1ppropriate 
anesthetic. analgeSIC, or tranquilizing drugs would 
have adversely allected Ihe procedures. results, or 
lIl'erprelallon o/the leachlllg, research, 
experiments. surgery, or rests. (An explanation of 
Ihe procedures producrng pam or distress in Ihese 
animals and the reasons such drugs were not used 
must be attached to Ihls report) 

n 

n 

f'l 

() 

() 

n 

() 

" 
() 

(\ 

() 

" 

4. DogS 0 

5. Cats 0 0 0 

6. Guinea Pigs I) 0 

0 

58 

07. Hamsters 0 

8. Rabbits 0 0 

0 

36 

09. Non-human Primates 0 

10. Sheep 0 () 0 

11. Pies 11 () 

0 

0 

0 

0 

0 

0 

343 

220 

12 

12. Other Farm Animals 0 

13. Other Animals 

Rats ?I:i 

Mice 227 

Frobs () 

F. 

TOTAL NO
 
OF ANIMAls
 

(COls. C + 
o + E) 

1 

() 

58 

n 

36 

() 

f'\ 

()-

n 

141
 

220
 

1 ?
 
I ASSURANCE STATEMENTS 

t).	 Prolessionally acceptable standards governing the care, lreatment, and use 01 animals. including approriate lise 01 anesthetic, anillgesic, and tranquiliZing drugs. prior 10, dUllng. 
and lollowing actual research. teaching, resting, surgery, or experimentation Were lollowed by this research lacility 

2).	 Each principal investigator has conSidered alternalives to pain lui procedures 

3).	 This lacility is adhering to the standilrds and regulilllOIlS under the Act, and it has required that el<ceptions 10 the standards and regulations be speCified i1nd explallled by the 
prinCipal investigator and approved by the Institutional Animal Care and Use Comrmllee (IACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identilying the IACUC-i1pproved exceplions, this summary includes a briel explanation ot the exceptions, as well as the specIes and number 01 animals altected. 

4).	 The allending veterinarian lor this research lacillty hilS i1pproprl<lte authurlly to ensure the prOVision 01 adequate veterinary C,He and to oversee rhe adequacy 01 other aspects ot 
animal care and lise. 

CERTU'ICATION BY IIEADQUARTJ<;S IU~SEARCH I"ACILITY O(o'(o'ICIAL 
.- (Chief Executive Officer or Legally Responsible Institutional Ofticial) 

I certlty that the above is t",e, correct. and complete (7 USC Section 2t43) 

DATE SIGNEDSIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

APHIS FORM 7023 (Rtlplaces VS FORM 18·23 (OCT 88), 'Nhl~h IS --- 

-------- 

(AUG 91)	 PART 2 • SECTOR OFFlCE 



This rei'or! IS ff'qlJlred by l<.lw (7 USC 214:J) Fdilure 10 reporl dCCllrdlny 10 11)/, '(;(jIJI"IIOIlS (dll Sf~(~ reVf~rse ~i(jt~ lor 
resu/l In an order 10 cease and desist and 10 be subject to pena/lies as provldelj for III Sectioll 2150 addllioll<.ll inforrnCltlon 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. 

21-V-006 I FORM APPROVE--- - 
OMS NO 0579-0036 

t" . ,.:: i. :..y,)';. .. 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as regisIered with USDA, 
include Zip Code) • 

Departmentiof- Veterans Affairs Central Office 
810 Vermont Ave. 
Washington, DC 20420 

1 
3. REPORTING FACILITY (List aU locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held 'or these purposes. Atlach additional 

sheets it necessary.) 
. . , , . '.. ';~.' 

FACILITY LOCATIONS (Sites) 

..if	 632 VA Medical Center, 79 Middlevill~ Rd ,-' 
., 

. ~'Northport, NY 11768 ~';	 ~ 

IREPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiLlitllmal sheets if necessary or lise APHIS FORM 7023A.) 

A. " 

Animals Covered 
By The Animal 

Wellare Regulations 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheep 

Pins11. 

12. Other Farm Animals 

13. Other Animals 

Mice 

Rats 

j. ~B. Number of C Number of 
animals being ,animals upon . 
bred, which teaching, 
conditioned, or research, 
held lor use in experiments, Or 
teaching, testing, tests were 
experiments, conducted 
research, or involving no 
surgery but not pain, distress, or 
ye1 used lor such use 01 pain-
purposes. relieving drugs. 

0 

0 

10 

0 

0 

0 

0 

8920 

10 

400 

D. N~mber 01 'ailimals uJon 
• i_~'which experimen1S,
 

teaching, research,
 
surgery, or tests were
 

. conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthelic, analgesic, or 
tranquilizing drugs were 
used. 

70 

2 

120
 

E, Number of animals upon which teaching, 
experiments, research, surgery or tests were 

-/. 
F. 

conducled involving accompanying pain or distress 
to the animals and lor which the use ot appropriate TOTAL NO. 
anesthetic, analgesic, or tranquilizing drugs would OF ANtMALs 
have adversely allected the procedures, results, or 
interpretation 01 the teaching, research, 
experiments. surgery, or tests. (An explanation of (Cols. C .. 
the procedures producing pain or distress in these o .. E)
animals and the reasons such drugs were not used 
must be attached to this report}. 

0 

0 

70 

0 

0 

0 

0 

2 

0 

23 8943 

18 138 

I ASSURANCE STATEMENTS 

1)	 Prolessionally acceptable standards governing Ihe care, treatment. and use 01 animals, including approriate use 0' anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and lollowing actual research, teaching. testing, surgery, or experimentation were 'ollowed by Ihis research tacility. 

2).	 Each principal investigator has considered alternatives to painlut procedures 

3).	 This lacility is adhering to the standards and regulalions under Ihe Act, and il has required that exceptions 10 Ihe standards and regulations be specilied and explained by the 
principal investigator and approved by the InstitUlional Animal Gare and Use Commillee (IACUG). A summary 0' all such exceptions is attached to this annual report. In 
addition to identifying the IAGUC-approved exceptions, this summary includes a brief exptanation 01 Ihe exceptions, as well as the species and number 01 animals allected. 

4).	 The attending veterinarian for this research lacilily has appropriate authority to ensure the proVision 01 adequate veterinary care and to oversee the adequacy of other aspects of 
animal care and use. 

CERTU'ICATION BY HEADQUARTJ4~S RE8.fl:ARCH FACILITY OJl'I<'ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Ofticial) 

I certily that the above is true, correct, and complete (7 USG Section 2t43). 

~IGNA~"fi~N~~F1CIAL -------------- ----- --------- ----- ----------------------- ---- FICIAL (Type or Pflllt) 

- --- - --- - -- --- ----------- 
---------- -------- ---------- 

--------- 
----- 

DATE SIGNED 

({3' /Oi) 
~. 

APHIS FORM 7023 (Replaces VS FORM lB-23 (OCT BB), wtul;h IS obsolete.) 
(AUG 91) PART 1 • HEADQUAFrrERS 



- -- -------- 
ThiS report IS required by law (7 uSC 214:1) Fililure to reporl ilcr.orrjmg 10 Ihe rf:!glJlilllon~ Cilll See reverse side lor '--.~ Interagency Reporl Conlrol No 
resull 10 an order 10 cease and ueslsl and 10 be suo/ect to pellallies as prOVided lor III Section 2150 addllional IOlormallon. 0180-DOA-AN 

UNITED SlATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 

21-V-007 
FORM APPROVED 
OMS NO 0579-0036 

2. HEADaUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

Department of Veterans Affairs Control Off 
810 Vermont Ave NW 
Washington, DC 20420 

, 3. REPORTING FACILITY (LIst all local ions where animals werf:! housed or used In <lclual rese<lrch, restmg, leachmg, or experlmenlalion, or held lor Ihese purposes. Allach addillollal 
sheets II necessary.) 

FACILITY LOCATIONS (Sites) 

VA Medical Center Department Of Lab Animal Resources 
800 Irving Ave SUNY HSC 766 Irving Ave 
Syracuse, NY 13210 Syracuse NY, 13210 

IREPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY IANach iJdrllit/(l/IiJl shvets II IIvcessilry or lise APHIS FORM 1023A.) 

A B. Number 01 
aOlmals being 
bred, 
conditioned, or 
held lor use 10 

teaching, teliting, 
expenmenls, 
research, or 
surgery but not 
yet used lor such 
purposes. 

C Number ot 
anllTlals upon 
which leaching, 
research, 
experiments. or 
lests were 
conducted 
IOvolving no 
pam. distress, or 
use 01 pain-
relieving drugs 

?? 

81 

1304 

D. 

used 

4 

E. 

Which experiments, 
Number 01 allllnals upon 

Animals Covered leaching. research,
By The Animal surgery. or tests were 

Wellare Regulations conducted illvolving 
accompany109 pain or 
distress to ttle ailimais 
and lor which appropriate 
anesthellc. analgeSIC, or 
tranquilizing drugs were 

4.	 DOQS 

5.	 Cats 

6.	 Guinea Pias 

7.	 Hamsters 

8.	 Rabbits 

9.	 Non-human Primales 

10. Sheep 

11.	 Pios 

12.	 Other Farm Animals 

13.	 Other Animals
 

RATS
 

MICE 

I ASSURANCE STATEMENTS 

Number 01 anlln..ls upon which teaching. F.
expenmenls. research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and lor which Ihe use ot appropriate TOTAL NO. 
anesthetic, analgesic. or tranquilizing drugs would OF ANIMALs 
have adversely allected the procedures. results, or 
interpretation 01 the teachlOg, research, 
experiments, surgery, or lests. (An e)(p/anation of (Cols. C + 
the procedures producing pain or distress in these D + E)
animals and the reasons such drugs were not used 
must be attached to thiS report) 

22 

4 

81 

1304 

1).	 Prolessionally acceptable standards governing Ihe care. treatment, and use 01 animals. including approriate use 01 anesthetic. analgesic. and hanquilizing drugs, prior to, during, 
and lollowing actual research, teaching, testing, surgery, or experimentation were lollowed by thili research lacility. 

2). Each principal investigalor has considered alternatives to pallliul procedures. 

3).	 This lacility is adhering 10 the standards and regulations under the ACI, and it has reqUIred Ihat exceptions 10 Ihe standards and regulalions be specilied and explained by the 
prmcipal invesligator and approved by the Institlltional Anill'lal Care and Use Commillee (IACUC). A summary 0' all such exceptions is attached to this annuill report. In 
addition 10 identilying the IACUC·approved exceptions, thiS summary includes a briet explanation 01 Ihe exceptions. as well as the species and number 01 animills affected. 

4).	 The altending veterinarian for Ihis research tacllllY has iJppropriale aUlhor,'y 10 ensure the provision ot auequale velerinary care and 10 oversee Ihe auequacy 01 other aspecls 01 

animal care and use. 

CERTI1"ICATION BY IIEADQUARTI!:S lU~S"'~ARCH FACILITY OI<'I<'ICIAL 
(Chief Executive Officer or LegaJly Responsible Institutional Official) 

I certlly fhal the above is trlle, correcl, and complele (7 USC SeclIon 2143). 

SIGNATURE OF C.E.O. OR ----------------- --- --  --- 
NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Pf/nf) 

-------- ------- 
----------- ----- ---------- -------- ---------- 

DATE SIGNED 

II;/'t/r; 
APHIS FORM 7023 (Replac~s VS FORM 18-23 (OCT !HH, whll.:h IS ubsolete ) 

(AUG 91)	 PART 2 • SECTOR OFFiCE 



Inlerdgency Report Conlrol NoThis report IS reqUIred by IdW (7 USC 214:.J) F.Jllure 10 report dccordlny 10 till! regul.Jllons can See reverse SIde lor o180·DOA·ANresull In an order 10 cease and desist and to be sUbject 10 penalties !IS provided lor in Sec lion 2150 addtlional informa"on 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 

21-v-008 -Lj. .t. 1--' 
-r~~ ._" I FORM APPROVED 

OMS NO 0579-0036 

Affairs 
Ave., NW 

20420 

2. HEADOUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
inc/tide Zip Code)
Dept. of Veterans 
810 Vermont 
Hashington, DC 

1 
3. REPORTING FACILITY (LISI all local ions where anlmab were housed or used In actual resp'd,ch, lesllllg, teaching, or expenmentaliull, or held lOr these purposes. Altach additional 

sheels I' necessary.) 

FACILITY LOCATIONS (Sites) 

528A8 Strabton VA Medical Center
 
113 Holland Avenue
 
Albany, NY 12208
 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Allach a,lhlii/(lIlal shvels II IleCl!ssary or lise APHIS FORM I023A) 

A B. Number of C Number 01 D. Number ul allllnals upon E. Number 01 anim..ls upon which teaching, 
animals bemg animals upon which experiments, experiments. research, surgery or lests were 

Animals Covered bred, which teaching, teachmg, research, conducted involvmg accompanymg pain or distress 
By The Animal condtlioned, or research, surgery, or tests were to the animals and tor which the use of appropriate 

Welfare Regulations held for use in experiments, or conducted IIlVolving anesthetic, analgesiC, or tranqUilizing drugs would 
teaching, testing, tests were accompanymg pam or have adversely aflected the procedures, results. or 
experlmenls, conducted distress 10 Ihe anllnals inlerpretatlon of the leachmg. research, 
research, or involvmg no and for which appropriale experiments, surgery, or lests. (An explanatioll of 
surgery but not pam, dist ress, or aneslhetlc, analgeSIC, ur the procedures producing pam or distress ill these 
yet used for such use 01 pain- tranquilizing tjrugs were animals an<lthe reasons such drugs were not used 
purposes. relieving drugs. used must be aI/ached 10 thiS report) 

4. DOgS 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 29 0 41£1	 0 

9. Non-human Primates 

10. Sheep 

11. Pios 

12. Other Farm Animals 

13. Other Animals 

Rats -~ 10 0 1077 0 

Mice 0 0 159 0 

F. 

TOTAL NO 
OF ANIMALs 

(Cols. C + 
o + E) 

414 

1077 

159 

I ASSURANCE STATEMENTS 

1).	 Professionally acceptable standards governing the care, treatment, and use 01 animats. inclUding approriate lise of anesthetic. analgesic. and tranquih.zmg drugs, prior to, durmg, 
and following actual research, teaching. tesling, surgery, or experimentation were lollowed by this research tacility. 

2). Each principal investigator has considered allernatives to painlul procedures 

3).	 This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to Ihe standards and regulations be spe<:J1ied and explained by the 
principal investigator and approved by the Instltutiunal Animal Care and Use Committee (IAGUC). A summary ot all such exceptions is attached to this annual report. In 
addition 10 identifying the IACUC·appruved exceptions, thiS summary inctudes a briel explanation 01 the exceptions, as well as the species and number 01 dnimals ulleeled. 

4).	 The attending veterinarian for thiS reseurch lacility has approprlale authOrity to ensure the prOVIsion of adequate veterinary care and to oversee the adequacy ul other aspects of 
animal care and use. 

(Re~lacus VS FORM 18-23 (OCT 88). wtllc.;h IS ubsol~te ) 

PART 2· SECTOR OFf'lCE 

CERTIFICATION BY IfEADQUAR'n~S IU;SI<~ARCIf I"ACILITY OI<'I<'ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I cerllly that the above is true, correct, and complete (7 U SC Seclion 2t43) 

SfGNATURE OF C.E.O. OR tNSTITUTIONAL OFFICIAL ME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Prill/) /;z;?:ED
------- - 

~LYDE --- ----------- 
-- -- - - 

-- --------------- ,) , 

APHIS FORM 7023 
(AUG 91) 



This re~ort IS reqUired by law (7 USC 2! 43) Failure 10 reporl accordlnlJ 10 the regulallofls coln See reverse side lor Inlerclgency Re~ort Conlrol No 

result In an order 10 cease and desist and '0 be sub,ecl 10 penallies as provided for ill Sectioll 2150 additional inlormallon 01 UO·DOA·AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACtLiTY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 

(') f ~/ F',i' ; .' rJ
y-.' y ~- ' ..­ I FORM APPROVED 

OMS NO 0579.0036 

2. HEADOUARTERS RESEARCH FACILITY (Name and Address, as retjlslered wllh USDA. 
iflclude Zip Code) 

QEPftRl1VE'IT Cf \/flEPNtS ~FAIRS 

C'E'JTRAL CFFICE 
810 Ve:rm:rt A'Jerue, N.tJ. 
J.AiJsh:irgtm, D. C. 2f'J420 

, 3. REPORTING FACILITY (Llsl all locations where a/llmals were housed or used In aclual res'larch, resllng, leaching, or ex~erllnenlillion,or held lor Ihese ~urposes. Attach addlliollal 
sheels .1 necessary.) 

FACILITY LOCATIONS (Sties) 

526- VA t;Edical eerr-~ ..
 
130 ':.J K:in:lsb:ri~ Fbad
 
Brmx, Neli York 1CLlffi
 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach ad,(/tllllllal ,huels II necessary or lise APHIS FORM 1023A.) 

A. 

4. 

5. 

6. 

7. 

8. 

9. 

10. 

11. 

12. 

13. 

Animals Covered
 
By The Animal
 

Welfare Regulations
 

DOQS 

Cats 

Guinea Pigs 

Hamsters 

Rabbits 

Non-human Primates 

Sheep 

Pias 

Other Farm Animals 

Other Animals 

14. R3ts 
15. Mice 

: 

I ASSURANCE STATEMENTS 

B. Number of 
aOlmals being 
bred, 
conditioned, or 
held lor use in 
teaching, testing, 
expeflmentS, 
research, or 
surgery but not 
yet used lor such 

C Number of 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involvlOg no 
palO, distress, or 
use of pain· 

purposes. relieving drugs. 

29 
0 

1 

0 

0 

0 
0 

0 

a 
0 

0 0 

0 

0 

0 

10 

0 

0 

a 
a 

E.	 Number 01 animiJls upon whl<:h leaching,D. Number 01 allllnals u~on 

which experiments, 
leaching, research, 
surgery, or tesls were 
conducled Involving 
accompanylOg pain or 
distress 10 the illllmdis 
and lor which a~propriate 

anesthetic, analgeSIC, or 
tranquilizing drugs were 
used 

8 
0 

0 

0 

37 ­
15 

2 

25 

200
 

181
 

expeflments, research, surgery or tesls were 
conducled involVing accompanymg pain or distress 
10 Ihe animals and lor which Ihe use 01 appropriate 
anesthetic, analgeSIC, or tranquilizing drugs would 
have adversely attected the procedures, results, or 
IOterprelation of the teaching, research, 
expeflments, surgery, or leStS (An explanation of 
the procedures producing pam or distress in these 
animals and the reasons such drugs were not used 
must be aNached to thiS report). 

0 
0 

0 

0 

a 
0 

0 

0 

0 

0 

F. 

TOTAL NO.
 
OF ANIMALs
 

(Cols. C + 
o + E) 

37 
0 

1 

0 

~-....1 

15 
y 

2 

25 

2a3 

191 

1)	 Professionally acceptable standards governing the care. treatment, and use of animals, including approriate lise of aneslhetic, analgesic, and tranquilizing drugs, prior to, dUring, 
and following actual research, teaching, testing, surgery. or experimentation were followed by Ihis research facility 

2).	 Each principal investigator has considered alternatives to palllful procedures 

3).	 ThiS faCIlity is adhering to lhe standards and regulations under the Acl, and if has required lhat exceptions to the standards and regulations be specified ilnd explained by the 
prinCipal investigator and approved by the Institutional Anilllal Care and Use Commillee (IACUC). A summary of all such exceptions is attached to Ihis annual report. In 
addition to identifying the IACUC-approved exceptions, lhls summary includes a brief explanation of Ihe exceptions, as well as Ihe species and number of animals alte<':led 

4).	 The allending veterinarian lor this research facility has appro~riate authorlly to ensure the proVision 01 adequate veterinary CiJre and to oversee the auequacy of other aspects of 
animat care and use. 

CERTIFICATION BY HEADQUARTJo~S R«~SJt~ARCH FACILITY O«'f<'ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certify lh<lt Ihe above is true, correct. and complele (7 USC Sec lion 2143) 

DATE SIGNEDSIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL N------- -- --------- ----- --------- ----- ----------------------- -------------- -------- --- -------  

-------------- M.SJ~ECI/ 

- --  - - - -- - - ~ - 

----- ~f1}JI>~(--- - --- --- 
APHIS FORM 7023 (Rtiplaces VS FORM Ul-23 (OCT I:Ul). wtUt;h IS ubsolete) 



(Repl~ces Vs FORM --- 

------- OA.ANaddllional IOlormCillun - ---- 

1. REGISTRATION NO. 
FORM APPROVED 
OMS NO 0579.003634-V-002 ~ 739 

2.	 HEADOUARTERS RESEARCH FACILITY (Name and Address. as regIstered WIth USDA. 
include Zip Code) 

Department of Veterans Affairs Central Office 
810 Vermont Ave. NW 
Washington, DC 20420 

'3. REPORTING FACILITY (LISI all locations where ammals were hoUsed or used in aClu~1 reseCirch. tes1l1l9. teachlOg, or experlmelltalloll. or held lor these purposes. Allach addfllonal 
sheelS "lIecesS4)ry.) . 

FACILITY l OCAnONS (Siles) 

VA Ann Arbor Healthcare System (506)
 
2215 Fuller Rd.
 
Ann Arbor, MI 48105 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Mad acticJitlolllll sheets If necessi:lry or use APHIS FORM 7023A.) 

1)	 Prol~1iSlonally acceplable standards governing the care. Ireal/nenl, and use 01 anlmals. jncludl/lg approriale lise 01 aneslhetic, analgeSIC, and tranquih.llOg drugs, PIIOI 10. durmg. 
and 101l0wlOg aClual research, teaching, le1iting, surgery, or elCperlmenlatlon wer~llollowed by Ihl:; research Ii:lcihly. 

21·	 ECich prlllcipal inveStlgalor has con1ildered allerllatlves to pallliul procedures 

3) ThiS laclllly is adhering to Ihe slandards and regulallulls ullder the Act, and it has reqUired thai elCcepllolls 10 Ihe stalldards and regulations be speclhed i1nd elCplallled by the 
prlOc:lpal investlgalor alld appruved by the Inslltllilullal AOimal Care alld Use Commlltee (IACUe) A summary 01 all such ellceplions is all ached to this annual report. III 
adl.hllon 10 Idenlilying Ihe IACUC·appruved l!lCCepllOlls, thIS summary includes a brlel explanation 01 the elCceptiolls. as well as Ihe species and numbel 01 ...nllll&.lls allected 

4) TIll.! atltmdlllg velefllwrlall 101 thiS re1iearch lacllily has i:lpplUpllilte authurlly to ensure Ihe provIsion ul adequate velerlOClry cilre and 10 oversee the al.lequi:lcy 01 olher aspl.!cls 01 

anl/nal care and U1ie 

7 SC FTh IS reporl IS required by law (U 2143) ailure 10 report accord109 10 the regUIr.~lons can 
resull 10 an order 10 cease and deslsl and to be subleci 10 pellallies as provided lor II SeC\lon 2150 

UNITED STATES DEPARTMENT OF AGRICULTURE I 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

A. 

Animals Covered
 
By The Animal
 

Wellare Regulalions
 

4. Doas 

5. Cats 

6. Guinea Pios 

7. Hamsters 

8. Rabbits 

~) . Non-human Primates 

10. Sheeo 

11. Pios 

12. Other Farm Animals 

13. Other Animals 

I ASSURANCE STATEMENTS 

B. Number 01 
D. N~~~r ul alll/nals uponanimals being 

C Number 01 
animals upon 
whICh teachlOg, 
research, 
experlmenls, or . 
lesls were 
conducted 
inv~ving no 
pain, dislress, or 
use 01 pain-
relieving drugs. 

wh 

ac 

a 

u 

h experimenls,
bred. 

t~Chtn9. research.conditioned, or 
:e.ery, or tesls wereheld lor use in
 

leaching,lesling.
 ~ ""'ed ~voI"'n.ompanying pain or
experimenls, di1i ress to the animals 
research. or lor which appropriate 
surgery bUI nol 

a±'helic, analgesic, oryet used lor such Ira quilizing drugs were 
purposes. . 

65 

0 

0 

0 

55 

28 

2 

13 

0 

0 

I 

I 

See reverse side lor nleragency Report Conlrul No 

E.	 Number 01 ammals upon which leachlOg, F. 
experiments, research. surgery or lesls were
 
conducted involving accompanying pain or dislress
 
10 the animals and lor which Ihe use 01 appropriale
 TOTAL NO. 
aneslhelic. analgesic, or tranquilizing drugs would OF ANIMALs 
have adversely allecled Ihe procedures, resulls, or
 
interprelalion 01 the leachlOg, research.
 
experimenls, surgery, or tesls. (An explanation of
 (Cols. C + 
the procedures producing pain or distress in Ihese o + E)
.animals and the reasons such drugs were not used
 
must be attached to this reporl).
 

CERTIJo'ICATION 8Y IlEAnQUART"~SRF.SEARCII "·ACII.ITY O ..•..·ICIAL 
(Chief Executive Officer or Legally ltesponsil.>lc Institutional Oflicial) 

I certlly Ihal tlte Clbove IS trill!, corrl!cl, Cllld complele (7 USC Sm;llcl/l 21431
 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (7ype or PfII,t)
 DATE SIGNED 

-------- ---- ----------------- ---------- 11/14/01 



This reporl IS required by !<lW (7 USC 2) 4:1) F<lliure to repor! accordlll(J 10 the regul<lIIOIl:i can See reverse side lor IlIler<lgency Report COlllrol No 
resull In an order 10 cease and desisl and 10 be sub/ecl 10 penalties as provided lor ill Section 2150 addilional inlormallOn-i'f ._!..•..~.1 aO·DOA·AN 

.t'~ 

UNITED STATES DEPARTMENT OF AGRICULTURE ,. REGISTRATION NO.
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 FORM APPROVED'-// - !/~(r/ '/

--'·~/. OMS NO 0579·0036A	 3493-01 I 
2. HEADQUARTERS RESEARCH FACILITY	 (Name and Al/dress. as regIstered wIth USDA. 

include Zip Gode) 

U.S. Dept. of Veterans Affairs Heo.tfquaattrs
ANNUAL REPORT OF RESEARCH FACILITY Offic2(TYPE OR PRINT) 

310 Verr:10flC Avenue:: H~l 

t~as hi ng:on ~ DC 20420 

'3. REPORTING FACILITY (LISI all local Ions where alllmais were housed or used In aclual resllurch, lesllIIg, teaching, or expeflmelllallon, or held lor these purposes. Allach uddltlonal 
sheels il necesSClry ) 

FACILITY LOCATIONS (S,les) 

VA Medical Center i~t~~,~151),
 
One Veterans Dri~e, Minn~apolis, NN 55417
 

I REPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Attach ati/t/ilulIla/ sheels 11 necesSary or lise APHIS FORM 1023A) 

F. 

TOTAL NO 
OF ANIMALs 

(Cols. C + 
o + E) 

36 

A 

Animals Covered 
By The Animal 

Welfare Regulations 

4. Doas 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits ,.. 

9. Non-human Primates 

10. Sheep 

11. Pins 

12. Other Farm Animals 

13. Other Animals 

Rats 

Mice 

I ASSURANCE STATEMENTS 

B. Number of 
antmals being 
bred, 
condl1 ioned, or 
held lor use in 
teaching, tesling, 
experiments, 
research, or 
surgery but not 
yef used for such 
purposes. 

C Number of 
animals upon 
which leaching, 
research, 
experimenls, or 
lests were 
conducted 
involving no 
pelln, distress. or 
use of pain-
relieving drugs. 

9 

12 

3 

116 

213 

D Number 01 alllmals upon 
which experiments, 
leaching, research, 
surgery, or lests were 
conducted involving 
accompanYing pain or 
distress 10 Ihe anllnals 
and lor which appropriale 
anesthellc, allafgeslc, or 
tranquilizing drugs were 
used 

27 

129 

6 

33 

109 

2262 

2919 

E. Number of anim...ls upon which leaching, 
experlmenls, research, surgery or 1ests were 
conducled involVing accompullying pain or dislress 
10 the animals and lor which the use of appropriale 
anesthefic, analgesiC, or IranqUllizing drugs would 
have adversely alfected the procedures, results, or 
Interprelatlon 01 Ihe leaching, research, 
experunenls, surgery, or lests. (An a:x.planalion of 
Ihe procedures producillg pain or dislress In these 
animals and the reasons such drugs were not used 
must be attached to thiS report). 

3 

141 

4 9 

33 

109 

2378258 

94 3132 

1)	 Prolessionally acceplable slandards governing the care, treatmenf, and use 01 aOlmals, IIlcludrng approrlale use 01 anesthellc, analgeSIC, and tranqUlhLlng drugs, prior 10, durmg, 
and lollowing actual research, leaching, tesling, surgery, or experimenlalion were lollowed by Ihls research lacility 

2). Each principal invesligalor has considered allernalives 10 painlul procedures. 

3).	 This lacility is adhering to Ihe standards and regulalions under the Act. and 11 has required that exceptions to Ihe standi.llds and regulallons be specrhed and explained by Ihe 
principal investigalor and approved by Ihe Instl\lItional Animal Care and Use Commiltee (IAGUC). A summary of all such exceptions is attached to this annual report. In 
addifion to idenlifying the IACUC·approved exceplions, thiS summary includes a briel explanalion 01 Ihe exceplions, as well as the species and number 01 animdls allecled 

4).	 The allending velerinarlan lor this rese<lrch laclhly has appropriate aUlhorily to ensure Ihe prOVision 01 udequate vetermary care and 10 oversee the adequacy 01 olher aspects 01 

animal care and use. 

CERTU'ICATION BY HEADQUARTfo~S Rft$Jt~ARCH )4'ACILITY Ofo'fo'ICIAL 
(CbiefExecutive Officer or Legally Responsible Institutional Official) 

t e--- --- I~a~ -- e above is true, correct, and cOinplele (7 U S.C Secllon 2t43) 

DATE SIGNEDNAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or POllt)
SIGNATURE OF CEO. O-- jV~NAL ---- 

~':( ------------ ------------------- 
-------- ---------- --------- ---------- l:f);f; 

.APHIS FORM 7023 - (Replaces VS FORM t8-23 (OCT !Hl), wtlll;h IS ubsolele) 

(AUG 91)	 PART 2 . SECTOR OffiCE 



I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Mach adiuitlOllalsheels illlece;sary or use APHIS'FORM l023A.j· 

.' 
TOTAL NO. 

OF ANIMALs 

(COIS. C + 
0+ E) 

Ci,Numbe,of:-,.:..:, [);"ltumb~r'l;"~iilii"aIS'1Jpon'C Eo ,~umbero.tanim6Is,upon."thichJeilching. .;;:-. '\'::F. 
'~-t animal~ iJpo~,~.. .~··which:experilnenrs:iblj:Si )5i~·,~~r~~r,l1~. r~s~.~~_!,~u!Qery'.o_r 1e5:1~ were. 

. which teaching;'" teaching research, conducl~ involVing acco~panyrng pam or dlsl~ess 
research. "' sur er ~r.1 fs ere _ . ~o the ammalsand'lor which the use ~t !,ppr.op"~te . 

.. eXpeiiments; or j' "20n~uJii,d'i!Jol~~g,';fl:-;:JiQ;:lanesthe!ic.:.anarliesio~ior:.lrariquiliziilgdrugs would :.:. J 

';. lests·were· (1 .:' r'~; accompanyi"ng :p~jin~oi V; ~: ..~ ~l~a~e ~dver.sel~ .~.Hf!!cl~ t~~ procedures, results, Or 
conducled distress 10 Ihe animals .~:dP,t~rPf~~ltC~WI~"f.f,h~r-iI~~~h~~g.research, . 
involving no and lor which appropriale e)(pe"ment~.surgery, or lests. (An explanatIon of . 
pain, dislress, or ,'. ar)esthelic•. analgesic, Dr, ...-" . ...t!>.~ prp~~l!,e~ p'~~~~i'!,g pai!1 0.' d;s.t~E!~s....i,! ~~~~S~._: 

~ :'~'use of paln.. \ .<~, ....1 .ranqu'miing drUgs"were-l :~Hlantm8's·8nd t~ rs~o~s--such drugs W8(8.110t used ::: 
relieving drugs. used." must be aI/8che.d: ~o th~ repOrl~. 

!!:,!JI.",'!!!>er·ol: c,";" 
ani~ls. being ~ 
bi;c'i:"" " ' 
conditioned, or. 

"heldi"r use in .... 
.:J!tit~.ac.hi')g, .~~sting, . 
\ experiments, 

research, or 
.surgery but not 

::;'J~':'::'::f) . ' I:: r:: ?2y~r.us~d-:fo(Such"' 
purposes. 

Animals Covered 
By The Animal 

Wellaie Regulatioris. l1j:. 
t::(~\.:? 10 JnnG .nn~2 

A 

4. Dogs 

5. Cats 

6. Guinea PiQS 

7. Hamsters 

8. Rabbits 

9. Non-human Pfimates 

10. Sheep 

11. Pios 

12. Other Farm Animals 

4 

o 
58 

36 
58 

36 

....... 
13. Othef Animals 

Rats 
" 

6 38 u~-
It 

38 

J 

CERTIFICATION BY IIEADQUARTES RESEARCH FACILITYQIo'Jt'ICIAL 
... (Chief Executive Officer or Legally Responsible Institutional Official) 

I cerlify that Ihe above is true. correct, and cOlnplele (7 U.S.C. Seclion 2143). 

.'" 

Jo -.;,lS--Cr 
.' DATE SIGNEDNAME & TITLE OF C.e.O. OR INSTITUTIO"'AL OFFICIAL (Type or Prin!) 

--------- -- ------- 
----------- ------------- 

.\ 

'This report is required by law (7 USC 2143). Failure to reporl according 10' the regula lions can ., See reverse side for Interagency Report Control No. 
~ul~"i",anrorder to· cease and desist ~nd.lo be subject to.penallies,as plovi~ed;lor:i",Section2·!.50y:,. "I b91~ffli!2!l addil~al:iillormaliOn'.i1"~<'n "<9.t.BO:D()i";~.~"H191'iUU" 

?~ ';Iy\D9UA~IE,RS·~ESEA.!lCH.F~CthlJv.<tNam,~d.Address,as registered with USDA, 
'inclUtJe'ZipCixJe) • C.ifjV~~~Vr. ~ '_"~'l , 

j\j(~ .::; \'\i~'=\ R~J ,~ o'}·'\':.1.ali\
VACefttra1 Iowa .Health Care System
3600 30th Street ;> . 

68aJ).~.~!! MOj;,ll~~,,?J gW~~;1~,9~~g'1~'i' J 
",/ /~ . 

1 
3. REPORTING FACILITY (.Lisl al.1 /~iion.S'Whe'ie'ar\j"lnaIS we,,;'tioused Oiuseit.'fn·,!,.·duiil ;e~jii:"h~lil.sl\iig~'le:'cHing:'ilr'i!x.Pe.Hi-n11i1.a.,lioii;'or'he.id 'io'r the.se· purposes~ Att~ch additional 

sheets II necessary.) .' fl' . . . . ' '. . _w". . 

....~ )·.,,,,ld-,,\ __... d~ ~,·,I;,.'')·~t "~"·i~ .. V~;·_" t.... ,.,'""l.:. :', I".''';,~'', ... ,.-. hn-.>ltrwi -:\1,:",.v?!~n,i.u~ r>,,.}(l,/.! (:.t;?:~"1 "tlln~~(r"'1'~.·l(\;'-'i:,!it..~,...,! bl i . ~. !·~'::r:-~ 

.\C:)k,,c'G 

October 2000.- Sepeember 2001 

t). Prolessionally acceplable slandards governing the care. trealment, and use 01 animals, including approri 
and lollowing actual research, teaching. testing. surgery, or experimentation were lollowed by this research·lacility. 

ellc; analgesic. and tranquilizing drugs. prior 10. during, 

-L 
2). Each principal investigalor has considered al1ernalives 10 painfUl procedures. 

l 
3). This facility is adhering to.lhe standards and regulalions under the Acl. and if has required Ihal exception.s 10 (he standards/and regUlations be specilied and explained by Ihe 

.principal investigator ·and approved by the Instilll.iollal Animal Care and Use Commillee (IACUC). A summary of all such: exceptions is attached to this annual report. In 
addition to idenlitying the IACUC-allproved exceptions. this summary includes a briel explanalion ollhe exceptions. as well ~s.the species and number 01 animals at/ected. 

4).	 The aHending veterinarian lor this r~search facility has appropriale authority to ensure the provision'ol adequate veterinary care and to oversee Iheadequacy 01 other aspects of 
animal care and use. ... 

'" b	 ••AW.,.n .'1"""'- t" ·•..:·_·~ ......-.·~.r.'l!_,.-A7_w. APHIS FORM 7023	 OCT I h(Replaces VS,FORM 18-23 ( . 88), W llC '~ 0 soll.'e.}· .. _ ... :~~~~~ 
.' (AUG 91)	 ~ PART 2 • SECTOR OFACE 



I ~ i J 
Interayency Report Conlrol NoThiS report IS reqlllred by I~w (7 USC 2t 43) Failure to report acc.:urd",y to the regUlatiOiQ ~F 1 520D3 See reverse side lor 
0180·00A·ANresult in ~n order to cease and desist and to be subject 10 penailles as provided lor in Seelio" 2150. addilic.mal inlormatlon. 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 

43-V-001 I FORM APPROVED 
OMS NO 0579·0036 

2. HEADOUARTERS RESEARCH FACILITY (Name alld Address. as registelfJd with USDA, 
inctude Zip Code) 

Department of Veterans Affairs Central Office 
810 Vermont Avenue NW 
Washington, DC 20420 

t 
3. REPORTING FACILITY (list all locations where ammals were housed or used in actual research, testlllY, tcaching, or experimentation, or held lor these purposes. Attach additIonal 

sheetli II necessary.) 

FACILITY LOCATIONS (Sites) 

VA Medical Center (543), 800 Hospital Drive, Columbia, MO 65201 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach atlil1itlOllal ~ltl!ets if rUJcessary or use APHIS FORM lO23A) 

A. B. Number 01 C Number ot D. Number 01 <JulinaIs upon E. Number 01 animals upon which leaching, F.
animals being anirnatli upon which experilllenlS, experimenlS, research, surgery or lesls were 

Animals Covered bred, WhICh leaching, teaching, research, conducted involving accompanying pain or distress 
By The Animal conditioned, or research, surgery, or tests were to the animals and lor which the use 01 appropriate TOTAL NO. 

Welfare Regulations held tor use in experiments, or conducted involVing anesthetic, analgesic, or tranquilizing drugs would OFANtMAls 
teaching, testing, tests were accompanying pain or have adversely a'fected the procedures, results, or 
experiments, conducted distress 10 the animals interpretation 0' the teaching, research, 
research, or invotving no and lor which appropriate experiments, surgery, or lests. (All explanation of (CoIS. C + 
surgery but not pain, distress, Or anesthelic, analgesic, or the procedures producing pain or distress in these 0+ E) 
yet used 'or such use 01 pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report). 

4. Doas 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. SheaD 

11. Pios 

12. Other Farm Animals 

Mice 0 1076 218 0 12'4 

13. Other Animals 

I ASSURANCE STATEMENTS 

1)	 Prolessionally acceptable litandards governing Ihe cure, treatment. and use of animals. includlllg approrwte use 01 anesthetiC, analgeSIC, and lranqUlllLlng drugs, pllor to, dUring, 
and folluwing actual research, teaching, testing, surgery. or eKperimentation were tollowed by Ihili researr:h lacility 

2)	 Each principal invesligalor has conSidered alternatives 10 pillnlul procedures 

3).	 This ta(:lhty is adherin9 to Ihe standards and regutatic.lIls under the Act, and it has required that oxc.:eptlons to the standards and regula lions be lipeclliel1 i.lOd explained by Ihe 
princ.:Ipat investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary 0' all such exceptions is attached to this annual report. In 
addition 10 iden1ifying the IACUC·approved l!XCflptiOl\li, thili summary includes a briel explanation ot Ihe exceptions, as well CiS the specIes and number ut animals CIltected. 

41	 Thl! uthmding veleriniHlall lor this research ICI(:Ihly hali alJPwJ!Jlate authOrity to fmsure Ihe pruvlsuln of adequate velerinary Colre and to oversee the adequacy 01 uthe,· <lsPI!Cb 01 
"lIilllal care eJlld use. 

C"~R'I'n'ICATION flY IIEAUQUAl------ -------- -- ------ -------------- --------------- 
(Chief Executive Officer or Lega---  ------------ -------- - --------------- 

tcertl/y IhClI lhe abuve is true, enr---- ----- ------------- --- ------- ----- -- --------- 

DATE StGNED SIGNATURE OF C.E.O. OR INSTITUTtONAL OFFICIAL 

1(-7~ 

APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), which IS obsolete) 



/:> (JDEC 1 52003 InteliJgency Reporl Conlrol NoThis reporl IS required by law (7 USC 2143) Failure to repOrl accordmg 10 Ihe regulalionl> can See reverse side for 
01 BO-DOA-ANresult in an order to cease and deSist and to be subject 10 penaltles as provided for ill Seclion 2150. additional information. 

UNITED STATES DEPARTMENT Of AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 

43 V - 003 I FORM APPROVED 
OMS NO 0579-0036 

2. HEADOUARTERS RESEARCH FACILlTV (Name and Address, as regislerod wifh USDA. 
include Zip CgpeL

Dept. or veterans Affairs Headquarters 
810 Vermont Avenue, H.W. 
Washington, D.C. 20420 

I 3. REPORTING FACILlTV (lIst all locations where alumall> were housed or ul>ed in actual reliearch. lesllllg, teaching, or experrmenlatioll, or held tor Ihese purposes. Attach addllional
II sheels II necessary.) 

FACILITV LOCATIONS (Siles) 

Dept. of Veterans Affairs Medical Center Dept. of Veterans Affairs Medical Center 
915 H. Grand Blvd. , JC Division #1 Jefferson Barracks" JB Division 
St. Louis, HO 63106 St. Louis, HO 63125 

IREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILlTV (Attach 8rfilJitlollai sheets if necessary or use APHIS FORM 1023A) 

A. B. Number 01 C Number of 
animals being animal\; upon 
bred, whIch teaching, 
conditioned. or research, 
held for use in experiments, or 
teaChing, testing, tests were 
experiments, conducted 
research, or involving no 
surgery bUI nol pain, distress, or 
yet used tor such use of palO­
purposes. relieVing drugs. 

2 

11,6491,550 

200 

18	 

E. Number 01 animals upon which teaching, D. Number of alllmalli upon 
experiments, research, surgery or tests werewhich experimentl>. 
conducted involving accompanying pain or distressAnimals Covered leaching, research, 
to the animals and lor which the use ot approprialeBy The Animal surgery, or tests were 
anesthetic, analgesic, or Iranquihzing drugs wouldWelfare Regulations conducted involving 
have adversely affected the procedures, resulls, oraccompanying pain or 
interpretation of the teaching, research, dislress to the animals 
experiments, surgery, or tests.and tor which appropriale 
the procedures producing pain or distress in these aoeslhetic, analgesic, or 
animals and the reasons such drugs lIIIere not usedtranquilizing drugs were 
must be attached to this report).used 

4. Doas 

5. Cats 

6. Guinea Pies 

7. Hamsters 

8. Rabbits
 

9_ Non-human Primates
 

10. Sheep 

11. Pios 

12. Other Farm Animals 

13. Other Animals 

14. Mice 

15. Rats 182 
16. Frogs 

I ASSURANCE STATEMENTS 

(An explanation 01 

F. 

TOTAL NO. 
OF ANIMAls 

(Cols. C + 
o + E) 

2 

1].199 

382 

18 

I)	 Professiollattv acceptable standards governing Ihe care, Irealrnellt, and use 01 animals, including approriate use of anesthelic, analgesic, and tranquih.ling drugs, prior 10, during. 
alld lollowing actual resemch, teaching, tesling, sllrgmy. or ex~erjmclltation were lollowed by this research lacility. 

2)	 Each fJrirocipal investigator has conSidered alternalivel> 10 painlul procedures. 

3)	 ThiS lacihly i!> adhering 10 the slandards and regulaliClns under Ihe Act, and it has required that exceptions to the slandards and regulalions be specified alld explained by the 
prill(:Ipal investigalor and appmved by the IlIslllllllolliJl Animal Care and Use Committee (IACUC) A summary of all such exceptions is altached 10 this annual report. III 
addition 10 idelliitying the IACUe·approved exceptions. thi~ SUmJJWry includes a brief explanCilion 01 Ihe exceptions. as well as Ihe species and number 01 cJOillWls alleeled 

4)	 Tlw il.h.mdlllg vclcrillariall lor this rescarch lacllily has appropriate authorrty 10 ensure the pr<lvlsiun 01 adequale veterinary Cilre and to oversee the adequacy <ll other aspccls <>1 
alliuwt care alld lise, 

Cfo:ItTU'ICATION UV IIEAUQUARTfo~S Rf:SEARCII i"ACIUl'V Ot't'ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Onicial) 

I cerllly thaI the above is Irue. eormcl. and cumplele (7 USC Sm:llon 2143) 

--------- -- --------- ----- --------- ----- ----------------------- ---- CIAL (1ype or Prill/) DATE SIGNED 
SIGNATUREO~TL ---------- --------- ------ ------ 

-------------- ------------ --------------- 
~'{. '01"'/03­

APHIS FORM 7023 (Rt,lpla(;es VS FORM 18·23 (OCT 88). which IS obsolete) 

(AUG 91) 



Interagency Reporl Control NuThis report is required by law (7 USC 2143) Failure 10 report aceordlllg to I he regulations can See reverse side lor 

I 
0180·00A·ANresull in Ull order to cease and desIst and tu be subject to penailles as provIded lor in Seclion 2150 additional inlormatlon. 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

:2-bO~ 
ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

,. REGISTRATION Y 
~~nl C#)$6L 

FORM APPROVED 
OMB NO 0579·0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA, 
include Zip Code) 

VA MEDICAL & REGIONAL OFFICE CENTER ~ 

2501 W. 22nd STREET JC~ 

SIOUX FALLS. SD 57105 ~ \;.,ry 

1 
3. REPORTING FACILITY (list i1l1locations where animals were housed or used in aclual relttlarcll, testlllg. lei.lchiny. or experunentatioll, or held lor these purposes. Attach addlliollal 

sheets II necessary.) 

FACILITY LOCATtONS (Srtes) 

I REPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (AI/ach atliltitrollal sheets if tlUCOSSclfY or lise APHIS FORM lOJ3A.) 

A. 

Animals Covered 
By The Animal 

Wellare RegUlations 

B. Number 01 
animals being 
bred. 
conditioned, or 
held lor use in 
teaching, tesling, 
experiments, 
research. or 
surgery but not 
yet used lor such 
purposes. 

C Number 01 
unimals upon 
which leaching. 
research. 
experimenls. or 
leslS were 
conducted 
involving no 
pam, distress, or 
use o. pain-
relieving drugs. 

D. Number 01 anllnals upon 
which experiments. 
teaching. research, 
surgery, or lesls were 
conducted involving 
accompanying pain or 
distress 10 Ihe animals 
and IOf which appropriate 
anesthelic. analgeSic, or 
Iranquilizing drugs were 
used 

15 

E. Number 01 animals upon which teaching, 
experiments. research. surgery or tesls were 
conducted involving accompilnying pain or dislress 
to the animals and lor Which the use 01 appropriale 
anesthelic, analgesic. or tranqUilizing drugs would 
have adversely altected the procedures, results, or 
inlerpretation ollhe teaching. research. 
experiments. surgery. or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO 
OF ANIMALs 

(Cols. C ... 
D ... E) 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pias 

12. Other Farm Animals 

15 

13. Other Animals 

I ASSURANCE STATEMENTS 

1)	 Prolessionally ac<:eptable standards governing Ihe CClre, treatment, Clnd use of anilJlills, including approriate use 01 anesthetic. analgesic, and tranquihLing drugs, prior to, during,
 
aud 101l0wIIlg a(:lual research, teaching, tesling, surgmy, or ellpllfimenlation were lollowed by Ihis reltear<;h lacilily.
 

2).	 E,I<:h prillcipal invesligalor has considered allernalives 10 pallliul pro<:edures 

31	 ThIS tacillty il> adhering to the standards and regllliJtlllllS under the ACI, and il has requlfed Ihat eXl:epllOns 10 Ihe slandards and regufalions be ltpel;llied ilfld explained by Ille
 
princ;rpal investigalor and approved by the InslitutiOllal Animal Care and Use Committee (IACUC). A sumn,ary ot all such ellceptions is attached to this annual report, III
 
additlO/l 10 idelltifyIH9 Ihe IACUC'approved "xcepliotll>, Ihl!> suulIYwry indudes a brief explanation ufllle exceptions, a:> well as Ille species and numb!!1 of anfllials <Il1llcleu
 

4)	 lhe athmding velerillanolll tur Ihi~ reseiJrch f<l(;llrly has appru~liale authOrity 10 ensure thl! provisio/l 01 auequate velerinary care iJnd \0 oversee the aJlllluacy ()Iothel aspl!cl:; of 
ilflinlill care and lise. 

CERTU'ICA'I'ION BY IIEAl}(~UAR'n~S ---------- ---- 
(Chier Executive Oft'icer or Legally I-------- - 

I c:erllly Ihal Ihe i1bove is !rUI!, C:(Jfff!CI, a---- -- 

SIGNATURE OF C.E.a. OR INSTITUTIONAL OFFICIAL	 DATE SIGNED 

------------ -------- 

(Rtlpl,u;es VS FORM 18-23 (OCT 88). which IS obsolete) 

-- ~ 

APHIS FORM 7023 
(AUG 91) 



ThIS reporl is required by law (7 USC 2143) Failure 10 reporl accordlllg 10 Ihe regulaliol'\';;'~n'" .J. c.} LUU';' See reverse side lor 'nterClgency Report Cont- 
re!iull in ---- -- der 10 cease alld desisl ellld 10 be subjeci 10 penailleli as provided lor in Section 2150. additional informalton. 0180-DOA·AN 

2. HEADQUARTERS RESEARCH FACiLITY (Name and Address, aa registered with USDA, 
include Zip Code) 

Department of Veterans Affairs Headquarters 
810 Vermont Avenue, NW 
Washington, DC 20420 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

"~' --- ANNUAL REPORT OF RESEARCH FACILITY 
- (TYPE OR PRINT) 

1. REGISTRATION NO. 

47-V-001 
FORM APPROVED 
OMB NO 0579·0036 

3. REPORTING FACfLllY (llsl all local ions where alUmals were housed or used in actual research, testing, leaching. or experimenlation. or held lor these purposes. Attach additiollal 
sheets it lIecessary.) 

FACiliTY LOCATIONS (Sites) 

IREPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Attach adidil,ollal slwats if lIocosaary or lise APHIS FORM lO23A.) 

A­ B, Number 01 C Number 01 D. Number 01 ilmmals uJJon E. Number 01 animals upon which leaching, F. 
animals being animals upon which experiments, experiments. research, surgery or tests were 

Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress 
By The Animal conditioned, or reseCl.ch. surgery. or tests were 10 the animals and lor which the use of appropriate TOTAL NO. 

Welfare RegUlations held lor use in experimenls, or conducted involving anesthetic, analgesic. or tranquilizing drugs woutd OF ANIMAls 
teaching, lesling, lests were accompanymg pain or have adversely allected Ihe procedures, resul1s, or 
experiments, conducted dililress 10 Ihe animals interpretation of the teaching. research, 
research, or involving no and lor which appropriale experiments, surgery, or tests. (An explanation 01 (Cols. Cot 
surgery but nol pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these 0+ E) 
yet used lor such use 01 pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report). 

4. Doas 13 13 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 12 12 

9. Non-human Primates 

10. Sheep 

11. Pias 

12. Other Farm Animals 

13. Other Animals 

Rats 1)0 818 610 1,428 
Mice 950 950 

I ASSURANCE STATEMENTS 

t) I"'rolessionally acceptaule standards governing Ihe cafe, heatm!!:.. t. ill\J use 01 bhimdls, indudilU;' d ......,v,idl~ u:.~ vI ,,"~~I"~lil;, dlldlyesi(;, emu Irallquili,dng drugs, prior 10, during, 
and lollowing aclual research. teaching, testing, surgery, or el(perimcntalion were tollowed by this research lacility. 

2). Each principal invesligator has I.:ollsidered alternativcs 10 pallllul procedures 

31 TIlls li.ll:i1l1y i!o adhering 10 Ihe slilndards and regUlations under the Act, aud it has reqlllred Ihat cl«;eptions to thE! slandards and regulations be spedtied and eKplaillcd by the 
prinl:lpal invp.sliOillm and arprnVl~d hy Ihp. 'nslillliinuill Animal l.i1rP ;lIld 11<;" 1.1lInmilll"t' {IACUC) A summary of all such exceptions is attached to thili annual report. In 
addlllon 10 identilyiny Ihe IACUC-i.Ipproved cKceptiOI\l>, Ihil> l>UHlnli.lfY includes i.l brief eXpli.llli.llioll 01 the excuptions, as well as the species and number 01 j.lllil1ldls allectcd 

4) The illlt:lllJing velellllariall lor this research facilily has apprulJria'e iJuthorily to ensUle thEl pruvlsion 01 adequale vClerinClry Cilre and 10 oversee Ihe adequacy of olher iJsPf!cls ul 
iJllurwl (;iJre and use. 

CER'I'II<'ICA'I'ION RY IIEAJ)QUART)O~S RF.SEARCII )o'ACII.ITY Ot')o'ICIAL 
<Chief Executive Officer or Legally Responsible Institutional Oflicial) 

Il:urllly Ihill Ihe abova it; hUll, l:orrm;I, .Jfld complete (7 USC S(!f:lron 21'13) 

SIGNATURE OF C'E~STm", NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (1ype or Pfillt) 

---- ------------- 
---------- 

DATE SIGNED 

APHIS FORM 7023 
(AUG 91) 

(Replaces VS FORM 18-23 (OCT 88), which IS obsolete) 

PAQT 1 

VA Medical Center (636) 
4101 Woolworth Avenue 
Omaha, NE 68105 



------------ 

InlS report IS reqUired by lilW (7 USC 2143) FJllure 10 reporl according 10 the regulal,oll~ Colli See reverse side lor Irller.Jgency Reporl Conlrol No 
resull In an order to cease and desist and to be :;ub/ec! to penallies as provided for ill Section 2150 addilional inlormiltlon 0180·DOA·AN 

3.	 REPORTING FACILITY (list all local ions where a'lImal:, were housed or used III aclual res'larch, !eSllflg, leachmg, or expeflmelliatlon, or held tor these purposes. Allach additional 
sheets il necessary.) 

FACILITY LOCATIONS (SItes) 

512;	 VA Maryland Health Care System
 
10 N. Greene Street
 
Baltimore, HD 21201
 

IREPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACIUTV (Attach atlhlitwllal sheets If necessary or lise APHIS FORM ?023A) 

1)	 Prolessionally acceptable standards governing the care, "ealment, and use 01 animals, including approriate use 01 anesthetic, analgesic, and tranqUlliLing drugs, prior to, during, 
and lollowing actual research, teaching, testing, surgery, or experimentation were lollowed by Ihls reseilrch lacility. 

2).	 Each principal investigator hilS considered allernatives to painlul procedures 

3).	 This lacility is adhermg 10 the slandards and regulallOns under Ihe Acl, and iI has required Ihal eKcepliolls 10 Ihe standards and regulations be specilied and explained by the 
principal investigator and approved by the Institlltional Anllnal Care and Use Commillee ('ACUC) A summary 0' all such exceptions is attached to this annual report. In 
addition to identilying the IAGUC-approved exceptions, thiS summary includes a brief explanation of the exceptions, as well as (he species and number 01 animals ... /lected. 

4).	 The allending veterinarian lor Ihis research lacili.y has appropriate authOrity 10 ensure the proviSIOn 01 adequate veterinary care and to oversee the adequacy 01 other aspects 01 
animal care and use. 

CERT(Ic'ICATION BY IlEADQUARTI'~S lU~SJt;ARCH Ji'ACILITY o(4'I"ICI AL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

--------- 

I cerlily Ihill the above is Irue, correcl, and complete (7 USC Seelion 2143) 

DATE SIGNEDNAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Prml) 

--- ---------- 
-------------- ----- ------------------ ------------ -------- 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH -FACJLlTY 
(TYPE OR PRINT) 

A. B. Number 01 
animals being 

Animals Covered bred, 

By The Animal condilioned, or 

Welfare Regulations held lor use in 
teaching,lesting, 
expeFlmenlS, 
research, or 
surgery but nol 
yet used lor such 
purposes. 

4. DOQS 

5. Cats 

6. Guinea Pigs 

7. Hamsters 0 

B. Rabbits 0 

9. Non-human Primates 

10. Sheep 

11. Pios 

12. Other Farm Animals 

13. Other Animals 

I ASSURANCE STATEMENTS 

C	 Number 01 
alllmais upon 
which leaching, 
research, 
expeFlments, or 
lesls were 
conducled 
involving no 
palO, distress, or 
use 01 pain' 
relieVing drugs. 

0 

0 

D	 Number 01 alll/nals upon 
which experiments, 
teaching, r~!>earch, 

surgery, or tesls were 
conducted IIlvolving 
accompanymg pain or 
distress to the animals 
and lor which applOpFlale 
anesthetiC, analgesic, or 
tranquilizing drugs were 
used 

3~638 

185 

1. REGISTRATION NO. 
FORM APPROVED~ OMS NO 0579-0036i'51-V-OIO 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as re!J'stered With USDA. 
I"clude Zip Code) 

Department of Veterans Affairs Headquarters 
810 Vermont Avenue, N.W. 
Washington, DC 20420 

E.	 Numbe, 01 anim..ls upon which teaching. F. 
expellmenls, research, surgery or lests were
 
conducted involving ilccompanylOg pain or distress
 
10 the animals and lor which the use 01 appropriate
 TOTAL NO. 
anesthetic, analgesic, or tranquilizing drugs would OF ANIMALs 
have adversely atlected 'he procedures, resulls, or 
inlerprelalion 01 Ihe leaching, reseilrch. 
experllnents, surgery, or tests (An explanation of (COIS. C+ 
the procedures producillg pam or distress ,,, these 0+ E)
animals and the reasons such drugs were not used
 
must be attached to thIS report).
 

3,638 

0 

0 

185 



InleriJgency Report Conltal NoThis reparl is required by law (7 USC 21431. Failure 10 reporl according 10 Ihe regulallons can A See reverse sideQO l 3> 
01 BO·DOA·ANresull in an order 10 cease and desist and to be subject 10 penal lies as provided for in Section 2150. .1dditional inlor,ellOn.V	 0 \0 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE ORPRINT) 

1. REGISTRAT~N NO. I£­

51-V-OIO& 51-V-Ol' I FORM APPROVED 
OMB NO. 0579-0036 

2. HEADOUARTERS RESEARCH FACILITY (Name and Address. as regislered wilh USDA. 
in«iud9 Zip Code) _ 

Department of Veterans Affairs Hentral Office 
810 Vermont Avenue, N.W. 
Washington, D.C. 20420 

1 
3. REPORTING FACILITY (LlSr all locarions where anImals were housed or used in aelual research, lesling. leaching. or experimenlalion, or toeld lor these purposes. Allach addirional 

sheels ililecessary.) 

FACILITY LOCATIONS (SI/es) 

641 VA Medical Center512 VA Medical Center 
; Perry Point, MD 2190110 N. Greene Street 

Baltimore, MD 21201 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Anach a,li<1i/iollal sheels i( necessary or use APHIS FORM 7023A.) 

A. B Number of C Number 01 D. 
animals being animals upon
 

Animals Covered
 bred, which teaching,
 
By The Animal
 condilioned, or research,
 

Wellare Regulahons
 held lor use in experiments, or 
leaching. lesliog. tests were 
experiments, conducled 
research, or involving no 
surgery but nol pain, distress, or 
yer used for such use 01 pain· 
purposes. relieviflg drugs. used. 

4. Dogs 

5. Cats 

6. Guinea Pias 

7. Hamsters 2 446 20 

8. Rabbits 0 6 

9. Non-human Primates 

I 
. ­

10. Sheep 

/J
11. Pins '" 

!12.	 Other Farm Animals
 
.-

Numb E.

which experirnenlS,
er 01 i;lnunals upon

leaching,
ry, or lests were

research,

conducted
surge

mpanying pain or
involving

distre
acco

or which ilppropriate
ss 10 the animals

anest
and l

tranquilizing drugs were
helic, analges~, or

378 

204 

-,­

13. Other Animals ./ 

----Z''­
I ASSURANCE STATEMENTS 

1)	 ProiesslOIlaily acceplable standards governing lhe care, heillment, and use of a:llIm~ls. including apprOrl<Jle lise at aneSlhellc, analgesic, and IranquiJiLing drugs, pri~r ro, during, 
and lollowing actual research, teaching, lesling, suryery, or experimentation were 1ollowed by Ihis research facility. 

2). Eaeh prtncipal invesligalor has considered al1ernalives 10 pailliul procedures. 

3)	 This laclilty is adhering 10 Ihe slandards and regulaliolls under the Act, and it hilS required thai eKceplions 10 Ihe standards and regulalions be specllied and explained by the 
prinGlpa' invesligator and approved by the InsHtu1iollai Animal Care and Use Commitlee (IAGUC). A summary of all such eKceptions is attached to Ihis annual report. In 
addilion 10 idenlitying Ihe IAGUC·approved ex<:epllon~, lhis summary includes a brie' explana"tion 01 the excepl.ions, as we" as the species and numbe, of .U1imals attected. 

4;	 HIe illl~lIdlllg veleriniJriilfl to, this ,eseilrch 'CJClltly has ilprroptlale aUlhortty 10 ensure Ihe 5-Jfovisioll of aqequale velerirwry care and 10 oversee Ihe adequacy of other aspec1s of 
cJflimal care and lise. 

Number o. animals upon which leaching. F. 
experimenls, research, surgery or lesls were 
conducled involving accompanying pain or distress 
to the animals and tor which Ihe use 01 appropriate TOTAL NO. 
aneslhetic, analgesic, or tranquilizing drugs would OF ANIMALs 
have adversely affected the procedures. resulls. or 
inlerprelahon 01 Ihe teaching, research, 
experiments, surgery. or lasls. (An explanation of (Cols. C + 
the procedures producing pam or distress in these 0+ E)
animals and the reasons such drugs were not used 
must be a/lached to Ihis report). 

0 
.. 

4.824 

0 210 

".-'S:t, 

~'c • 

'\. 
;.",~ ... -. '.f~ 

.I~':·~·· 
-tj'" 

!. 

APHIS FORM 7023 (Replaces VS FORM 18·23 (OCT 88). "h,ch IS obsolere) 

(AUG 91) 

I~~'H'-"'" -------- --- ------- .c~~· 

----- 

CJo:R1U'ICATION BY II Jo:AIlQU AItn:s RESEARCH I<'ACII~ITY ()I<'nCIAL 
(C hier Executive Officer or Legally Responsible Institu'tional Ol'liciall 

I f:etlljy thai the above is hll--- ------ -- (;Ot~\plele --- --- ----- ----------- -------- 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL - .-DATE SIGNED 

-..s\l:_~ ... 



I

~ ~ - ..o, ' ...... u ..... 1\.1 ''''''tJ''''''' (J~curuu\u to lne r~guia"on~ CiJn See reverse side lor \nler ...qency Report Con Hoi tJo 
0' aU·QOA-ANresull In an ord~ to cease and ueslsl and 10 be :;ubJecl 10 penailies as provided fOr III Seclion 2150. addillOnallOlormallon 

UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 1. REGISTRATION NO. .U- I oj I FORM APPROVED 

52-V-003 -It" LP 0 OMS NO 0579·0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as reYlstered wIth USDA 
mctude Zip Code) 

Department of Veterans Affairs Central 6fficeANNUAL REPORT OF RESEARCH FACILITY 
310 Vermont Avenue 
Washington, DC 20420 

(TYPE OR PRINT) 

J. REPORTING FACILITY (liS' ...11 locations where ammal:; were housed or used in aclual reseoJrc:h, lesllllg, leaching, or experimenlation, or held lor Ihese purposes. AlldCh <lddillonal 
sheels " lIecessary.) 

FACILITY LOCATIONS (SItes) 

652	 McGuire VA Medical Center
 
1201 Broad Rock Blvd.
 
Richmond, VA 23249
 

IREPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Attach atfit/itwllal sheets II IIeceSS<lrv or use APHIS FORM 1023A) 

A. B. Number 01 C Number 01 D. Number o' allllnals upon E. Number 0' anlln..ls upon which leaching. F. 
anrmals being alllmais upon which experimenls, experlmenls. research, surgery or leSls were 

Animals Covered bred, which leaching, leaching. research, conducled involving accompanying pain or dislress 
By The Animal condilioned. or research, surgery, or lesls were 10 Ihe animals and lor which Ihe use 01 appropriale TOTAL NO. 

Welfare Regulations held lor use in expeflmenls, or conducled involving anesthetic, analgesIc, or lranquillzing drugs would OF ANIMALs 
leaching. lesling, lests were accompanying pain or have adversely altected the procedures, results, or 
experimenls, conducled dislress to the alllmais IOlerprelalion o' Ihe leachmg. research, 
research, or IOvolvlng no and for which appropriale experimenls, surgery, or lests. (An Bxplanation of (CoIS. C + 
surgery but nol pam, dislress. or aneslhel'c, allalgeslc, or the procedures producing pam or distress in Ihese o + E) 
yel used lor such use 01 pam- lranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used must be attached to thiS report). 

4.	 Doas 52 52 

05. Cats o 
6. Guinea Pigs 0n 

7. Hamsters 0o 
8. Rabbits 75 75 

9. Non-human Primates o 0 

10. Sheep o 0 

011. Pius o 
12. Other Farm Animals o 0 

13. Other Animals 

Rats 727 727 

Mice 127 127 

I ASSURANCE STATEMENTS 

1).	 Professionally acceplable standards governing Ihe care, Irealment, and use o' animals, including approriale use of anesthelic, analgesic, and IranqUilizing drugs. prior la, during. 
and following actual research, 'eaching, .esling, surgery. or experimenlalion were tollowed by Ihls research 'acllity. 

2). Each principal investigalor has considered allernalives to pallltul procedures 

3)	 This lacilily is adhering 10 'he slandards and regulalions under Ihe Acl. and if has required Ihal excepllons 10 [he slandards and regulations be specllied and explained by lhe 
principal investigalor and approved by .he tnslilulional Ammal Care and Use Commillee (IACUC). A summary of all such exceptions is attached to this annui'\' report. In 
addilion 10 identilying Ihe IACUC·approved exceplions. thiS summary includes a briel explanation of Ihe exceptions, as well as Ihe species and number 01 animals aflecled 

4).	 The allending ve'erinarlan lor Ihis research 'acility has appropriate au.horlly '0 ensure 'he provision 01 adequCJte veterinilry care and 10 oversee Ihe adequacy 01 o'her aspects 01 
animal care and use. 

CERTIFICATION BY IfEADQUARTJo.:S RI'~SEARCH l"AClLITY OI"nCIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I cerfl'y fhal the above is I~p., correc', and complele (7 USC Section 2t431 

DATE SIGNEDNAME &TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

---------- --- ------------- /.~ /j/i<' {
---------- 

--------- FORM 7023 (Replaces ~ --------------------- --- CT 1:11:1), wtlll;h IS obsole'e) 
-- --- UG 91) ~ PART .2 • SECTOR OffiCE 



1 

- ,,~» ...".. ..""".', n .... ~;.;mUNITED STATES DEPARrMENrOF AGRICULTURE '''-,,,,, ," ."",i.·r.',,·.· 1. 'REGISTRATION N.d.'·,n,-., ",,,. ··~i ' '','bOO JO' • "·,,,,i,,.p "~.,,' ...< 

,,,,,.,,,je,;"'>l\.NfMAL AND PLJ(N1'HEAI;TH INSPECTION SERVICE" :" "',,-[,,,..0 '.;. .... _.. ,. c.',,,,, '0' bl"'" -' ",,,1; .. ,,,, .'I~l" ·t. "i" ..c,fORM ~PROVED,. 
~;;)t:':~ . 'lO ....}JII:I;'-"i'...~1 /{'~)~.".::;~. 5.::>¥P.03 'J ":;1,,,(; .ti7f' ~""'IU\t!.!,;~ twa L')l::,,'n', ld ,:;",:QMF;l·:NQ. 0519·OQ;36~ 

2.; l;'~at,l,ARTERS .!!ESj:ARCH f~!!:.lTV (!tern!' end/"ddress. as registered with USDA, 
i iGr:' j . )ifl¢l~tjp.ljp GotI,et-; ~~ U I,JU M I ~ 1r. I 

'.'" >'s ·\.)VA'Meaic1i~" c'entet"F,ANNUAL REPORT OF RESEARCH FACILiTY 
(TYPE OR PRINT) 508 Fulton St. 

Durham, N.C. 27705 
...:,~,r],?i.~" "·t._,;ii.~ ....j~~~ :() ;p':Yn]~s( ....' -,-\.',' ;-};··'IU \~".~ "~'L ....;~·L ": ::;n ')fJJ , .... ~"'i :~'~::;..'~ .;'".i .&~·ij;~>;: :::._~.i.l':~;2jL'Y; ,',' ,­

3. REPORTING FACILITY (lisI al~locijlions whe<e,a',>im:'is were housed or used in·actua.1 r,esearch., tesliog'" leaching. or experj"",ulalion, or held lor lhese purposes; Atii,ch addilional 
sheets It necessary.) 

FACILITY LOCATIONS (S,tes). 

',' ,. 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Allach aditJitio".(sheels " necessary or use APHIS fORM 7023A.) 

A. B, Number of C Number 01 D, Number 01 an.mals opon " E. Number 01 animals upon which leaching, F. 
animals being animals upon ' .'.. e'xperimen'ts.- research" surgery'or'tests were
 

Animals Covered
 bred. which leaching, .which experilnents, -. c: ,. ,J' tonducled involv"ing" accompanying 'pain or distress 

By The Animal conditioned, Or research, leaching. research. to the animals and tor which the use of appropriale TOTAL NO 
Wetlar.e. Regulalions .. 

surgery, or lests were 
held tor use in experimenls, or conducled" involving .". aoes.helie, analgesic, or I~anquilizing drugs w~!J~ OF ANIMALs 
reaching,lesling, tesls were accompanying pa!n or have adversely altecred the procedures; resutls: or ,~ 
experiments, conducled distress to the animals " interpretalion of Ule leaching. research, 
research, or involving no and for which appropriate ": 'experlments. surgery. or tesfs. (An explanalion of (Cols_ C + 
surgery but not pain, distress. or aneslhe1ic, analgesic, or the procedures producing pain or distress in these 0+ E) 

.yet used for such use 01 pain- tranquilizing dr.ugs were animals a,!d the reasons such drugs were not used 
- purpOses, 'relieving drugs. used. must be attached 10 Ihis raporl), 

13(7) +614, Doas 

(12) + 31 435. Cats 

6. Guinea Pias 

7. Hamsters 

(4) + 2 68. Rabbits 

(4) 49, Non·human Primates 

10. Sheeo 

11. Pias 

12. Other Farm Animals 

13. Olher Animals 

I ASSURANCE STATEMENTS 

1'. Prolessionally acceptable standards governing Ihe care, treatmenl, and use ot animals, inctudillg approriCJte lise of aneslhehc, analgesic, and tranquilizmg drugs. prior to, durifl9, 
and lotlowing actual research, teaching, lesling, surgery, or experimenlation were followed by thiS research facility. 

2). Each principal investigator has considered alternalives 10 paintul procedures. ( ) indicates number reported in 2003 and 
.. . . .. ('onr inued in ?0£)4 . . . 

3)	 This 'ilclhly IS adtlenng to the slcUldards and regulCltlollS uuder Ihe ACI. and .t hiJS reqUIred 1Tiat excepTiOns to the sfanaarQ'S and regUlations be specltled cmd e)(pkllned by .he 
principal invesligalor and approved by Ihe Institutiollal Animal Care and Use Committee HACUC). A summary 0' all such exceptions is attached to this annual report. In 
addition 10 identifying Ihe IACUC-approved exceptions, this summary illcludes u brief explanation of 'he excepliolls, as well as the species and number of aniuwfs allected. 

4'.	 The atlending veterirwriilf1 lor Ihis restwrch facility ha~ appropritJte ilulhoflly to ensure the provlsiun 01 adequate velerinDry care and 10 oversee the adequacy 01 other aspecls 01 
cJl1im"ll care and use. 

CERTn'JCATION BY IlEADQUAR'n~S RF.SEARCII l<'ACJLlTY On'ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I eerllly IhCJI Ihe iJbove is 1f11~, corred, and complele (7 U S.C SecllOn 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL --------- -- --------- ----- --------- ----- ----------------------- -------------- ------- --- -------- D~IGNED 
------ --- --------- -- 1;6--- oyIn~m '»irec~ ------------------ ---------- ----- --- - - -- 

'. ' ';·:I<,q",-- - --- '~'t'!.~) - ---- 

APHIS FORM 7023 (Repl"ces VS FORM t8-23 (OCT 88). wh,ch IS obsolele) 

(AUG 91) 

PART 1 - HEAOOUARTERS 



,",:> rt:!~url IS reQUlreo oy law (I U:JL. LI4J) f-allure to report aCcurdlng II) the re«)LJlaIIO'll> can See reverse side tor Irller<.lljency Report Control No 
result In an order 10 cease and deslsl and to be subject 10 penalties as provided lor in Seclion 2150. at80·DOA·ANadditional inlormallon. 

UNITED STATES OErARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 

56-V-002 I FORM APPROVED 
OMS NO 0579·0036 

2. HEADOUARTERS RESEARCH FACILITY (Name and Address. as regIstered with USDA 
include Zip Code)
Department of Veterans Affairs Central Office 
810 Vermont Avenue Nl:.J 
Washington J DC 20420 

1 
3. REPORTING FACILITY (llsl all localions where al1lmall> were housed or used In actual reseilrch, lesllllg, teaching, or experirnellialioll, or held for these purposes. Allilch addillollal 

sheets " necessary.) 

FACILITY LOCATIONS (SlIes) 

534 VA Hedi!al Center 
109 Bee Street 
Charleston. SC 29401-5799 

IREPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (ANach illtiltlllllllal sheets" lIecesSary or lise APHIS FORM 1023A.) 

A. 

Animals Covered
 
By The Animal
 

Welfare Regulations
 

4. DOQS 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pias 

12. Other Farm Animals 

13. Other Animals 

Mice
 
Rats
 

I ASSURANCE STATEMENTS 

B.	 Number 01 
al1lmals being 
bred, 
conditioned, or 
held lor use rn 
teaching. testing. 
experrments, 
research, or 
surgery but not 

.	 yet used IOf such 
purposes. 

27 

., .
.'	 ­

440
 
135
 

C Numbe, 01 
anllnals upon 
which teaching, 
research, 
experiments. or 
tests were 
conducted 
involvmg no 
pam, distress, or 
use 01 pain-
relieving drugs. 

D. Nurnber 01 allllnals upon 
which experiments, 
leaching. research, 
surgery. or lesls were 
conducted illvolving 
accompallymg pam or 
distress 10 Ihe alumals 
and lor which appropriale 
anesthetic, analgeSIC, or 
Iranquilizing drugs were 
used 

56 

- - : 

1554,289 
1,416 19 

E.	 Number 01 anlln"ls UPOIl which teaching, 
experlmenls. research, surgery or teslS were 
conducted involving accompallyrng pain or distress 
to Ihe animals and lor which Ihe use 01 ilppropriale 
anesthetic, analgesic. or tranquilizing drugs would 
have adversely attected the procedures, results, or 
mterpretallon of the teaching. research, 
experiments, surgery, or lesls. (An explanalion of 
Ihe procedures producing palO or distress in these 
animals and the reasons such drugs were not used 
must be attached 10 thIs reporl). 

F. 

TOTAL NO. 
OF ANIMAls 

(Cols. C -to 
o -to E) 

56 

-..! ; .... -;",.> 

4,444 
1,435 

1).	 Prolesslonally acceptable standards governing the care, lrealmenl, and use 01 animals, including approriate use 01 ilnesthetic. analgesic, and Iranquilizing drugs, prior 10, during, 
and lolloWing aClual research. teaching. lesting, surgery, or experimenlation were lollowed by Ihls research facility. 

2).	 Each prmcipal investigator has considered alternatives to painlul procedures. 

3).	 This lacility is adhering to the standards and regulations under the Act, and it has required thai exceptions to the standards and regulations be specilied and explained by the 
principal investigator and approved by the Institutiollal Animal Care and Use Committee (IACUC) A summary of all such exceptions is attached to this annual report. In 
addition 10 identifying the IACUC·approved exceplions. this summary includes il briel explanalion 01 the exceplions, as well as the species and number 01 ilnlmdls allected. 

4).	 The allending veterinarian lor Ihis research lacility has apprOIJrJate authorrty to ensure the prOVision 01 adequate velerinary care and to oversee the adequacy 01 other aspects 01 
animal care and use. 

CERTIFICATION BY IIEADQUARTI<~S IU~S"~ARCH FACILITY OI"I<'ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certlly thai Ihe above is true, correct, and complete (7 USC Section 2t43) 

DATE SIGNEDS'GN----------- ----- --------- 0~T10NAL OFFICIAL --------- -- --------- ----- --------- ----- ----------------------- ---- FICIAL (Type or Print) 

------ ------------------ ------ //j;t(/.; }------ - ------ ------------ --------------- ---  
-- 

APHIS FORM 7023 (Replaces VS FORM 18·23 (OCT 88). wtlll;h IS ubsolete) 

(AUG 91)	 PART 2 • SECTOR OFACE 



A. B. Number of C Number 01 D. Numver 0' Clllunals Ui)on E. Number 01 anlln..ls upon which teaChing, 
ammals being anunals upon which experiments. experiments, research, surgery or tests were 

Animals Covered bred. whIch teadung, teaching, research. conducted involVing accornpanymg pain or distress 
By The Animal conditioned, or research, surgery. or tesls were to Ihe ullImals and lor which Ihe use 0' appropriate 

Welfare Regulations held lor use in experimenls, or conducted involving anesthetic. analgeSIC, or tranquilizing drugs would 
teaching, testing. tests were accornpanylllg pain or have adversely affected the procedures, resulls, or 
experiments, conducted distress 10 the iJlllmals Interpretation of the teachmg, research, 
research, or involving no and lor which appropriate experiments. surgery, or tests. (An explanation of 
surgery but nol pain, distress, or anesthetic, allalgeslc, or the procedures producing pain or distress in Ihese 
yet used for such use 01 pain- tranquilizing drugs were animals and the reasons such drugs were not used 
purposes, relieving drugs used must be attached 10 thIS report). 

4. DOgS 

5. Cats 

6. Guinea Pius 

7. Hamsters 

8. Rabbits .' 104 

9. Non-human Primates 

10. Sheep 

11. Pias 

12. Other Farm Ammals 

13. Other Animals 

'D".:lIt"~ ,:\7;' L...l 

M-4,..o ~h ?nr:; 

Inler<.lgency Report Control NI)-r-" .- ..... ,,"-"' .............. J ....... I' U..JU.c.. I 'oJ' • UlIlUIC IU It:fJUII c.J .... l.UIUIIIY 10 Ine regulLillOn::. Celn See reverse side for ~
 
01 HO-DOA-ANresull m an order 10 cease and tleslst and 10 be ~ubJecl 10 penailies as i)rovlded lor III Section 2150. additional in'ormalton. 

UNITED SlATES DEPARTMENT OF AGRICULTURE' 
AN'MAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 

56-V-003 I FORM APPROVED 
OMS NO 0579.0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as rey,stered With USDA. 
include Zip Code) 

Department of Veterans Affairs Central Office 
810 Vermont Ave., NW 
U;t~h;n(7t:()n_ D C 20420 

IJ. REPORTING FACILITY (Llsl all locations where ammal~ were housed or used in actual rest!<.Irch, restmg, leaching, or experimentation, or held tor these purposes Allach addlllOnal 
sheets II necessary.) 

FACILITY LOCATIONS (Sttes) 

WJB Darn VA Medical Center 
6439 Garners Ferry Road 
r.nl11mh;;t ~r. 2920Q-1639

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY IAttach a(/i<iiltollal sheets II necessi1ry or lise APHIS FORM 1023A.) 

F. 

TOTAL NO. 
OF ANIMALs 

(Cols. C + 
o + E) 

104 

408 

241 

I ASSURANCE STATEMENTS 

I).	 Prolessionally acceptable standards governing the care, trealmenl, and use 01 animals, Including approriate use of anesthetic. analgesic, and tranquili.ling drugs, prior to, during, 
and following actual research, teaching, testing. surgery, or experimentation were lollowed by thiS research lacility. 

2).	 Each principal investigator has considered alternatives to pafl1lul procedures. 

3).	 This facility is adhering to the slandards and regulations under the Act, and it has required that exceptions to the standards and regulations be specilied ana explained by the 
principal investigator and approved bV the Inslitlltional Animal Care and Use Cornmillee (IACUC). A summary 01 all such exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions. this summary includes a briel explanation 01 the exceplions, as well as the species and number 0' anilnals affected. 

4).	 The attending veterinarian 'or Ihis research lacllity has approi)riate authonty to ensure the provision 0' adequate veterinary care and to oversee the adequacy 01 other aspects of 
animal care and use. 

CERTn'ICATION BY HEADQUARTJo;S KIt~SJl~AKCH FACILITY o It' I"ICI AL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I cerllly Ihat the above is trlle, correct, and complete (7 U S.C Section 2143) 

DATE StGNEDSIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Pflnt) 

------- ---------- /lHO\
------- ------------ -------- ~ 

APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88). which IS ubsolete) 

(AUG 91)	 PART 2 . SECTOR OffiCe 



This report IS reqUired by l.Jw (7 USC 214:j) Failure 10 reporl according III lhe regul"llons Celn See reverse side lor IlIler<lgl~ncy Reporr Cunlrol No 
resull In an order 10 cease and deslsl and fo.be subJecl 10 penallies as provIded lor ill Section 2150 addilional inlormatlon 01 BU·DOA·AN

IUNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATiON NO. I I FORM APPROVED 

57-V-I02 ~: 1.... :(, -l OMBNO 0579·0036 

2.. HEADQUARTERS RESEARCH FACILITY (Name and Address, as regIstered wrlh USDA, 
"'elude Zip Code) . 

Department of Veterans Affairs Heatral Office 
810 Vermont Avenue, NW 
Washington, DC 20420 

, 3. REPORTING FACILITY (LIs' .Jlliocations where illllmal~ were housed or used In ilclual resp.<lr(;h, leslIng, leaching, or expellmenlallon, or held lor Ihese purposes. Altach iJddlllollill 
sheets II necessary) 

FACILITY LOCATIONS ($Ites) 

(509)	 VA Medical Center
 
1 Freedom Way'
 
Augusta, GA 30904-6285
 

IREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach ill/I,II/IOII"I sheets tlllecHSs"ry or lise APHI$ FORM lO23A.) 

A. 

Animals Covered 
By The Animal 

Welfare Regulations 

B. Number ot 
animals being 
bred, 
conditioned, or 
held lor use in 
leaching, testing, 
experimenls, 
research, or 
surgery but nol 
yet used lor such 
purposes. 

C Number 01 
anllnals upon 
which leaching, 
research, 
experiments, or 
lests were 
conducted 
involvmg no 
pam, distress, or 
use ot pain-
relieving drugs. 

0 

D. Number ot allunab upon 
whIch experiments, 
teaching, research, 
surgery, or lesls were 
conducled lIwolving 
accompanYing pam or 
dislress '0 lhe ammals 
and lor whIch appropriate 
anesthelic, analgesic, or 
Iranquilizing drugs were 
used 

6 

E. Number 01 animals upon which leaching, 
expellments, research, surgery or leslS were 
conducled involving accompanYlllg pain or distress 
to Ihe alllmais and lor which Ihe use 01 appropriale 
anesthellc, analgesiC, or lranquillzing drugs would 
have adversely alfecled Ihe procedures, results, or 
interprelalion 01 the leachmg, rese<Jrch, 
experlrnenlS, surgery, or lesls. (An explanation of 
the procedures producillg pam or distress in these 
animals and the reasons such drugs were not used 
must be attached to thIS report). 

a 
0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

4. Dogs 0 

5. Cats 0 0 0 

6. Guinea PiQS 0 0 0 

7. Hamsters 0 0 0 

8. Rabbits 0 0 0 

9. Non-human Primates 0 0 0 

10. Sheep 0 0 0 

11. Pins 3 0 3 

12. Other Farm Animals 0 00 0 

0 845 

13. Other Animals 

Rats 1046 

Mice 932 0 656 

F. 

TOTAL NO 
OF ANIMALs 

(CoIS. C -to 
o -to E) 

0
 

0
 

0 

0
 

0
 

0
 

0
 

3
 

0
 

845 

656 

I ASSURANCE STATEMENTS 

1).	 Prolessionally acceplable standards governing Ihe care, treatment, ilnd use 01 animals, including approriate lise 01 anesthetic, analgesic, and tranquiliLing drugs, prior 10, during, 
and lollowing actual research, teaching, lesling, surgery, or experimental ion were lollowed by Ihls research facility. 

2).	 Each principal invesligalor has considered alternalives to painlul procedures 

3).	 ThiS lacility is adhering to Ihe standards and regulallolls under the Act, and il has reqUired Ihal exceptions 10 the standards and regulations be speCified and explained by Ihe 
prinCipal investigator and approved by the Instillltlonal Animal Care and Use Commillee (IACUC) A summary of all such exceptions is attached to this annual report. In 
addition to identitymg the IACUC·approved exceplions, this summary includes a briel explClnation ot Ihe exceplions, as well as Ihe species and number 01 annnals allecled. 

4).	 The allending veterinarian lor this research laclilly has approprliJle aUlhorily 10 ensure Ihe prOVision 01 adequate velennary care <lnd 10 oversee the iluequacy ot other aspecls 01 
animal care and use. 

CERTU'ICATION BY IIEADQUARTJ<.:S RIt~S}~ARCH FACILITY OIt'i"ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I c:erllly Ihal Ihe ilbove is Irue, correct, and complele (7 U S.C Seellon 2143). 

DATE SIGNEDSIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME -- TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (rype or P""O 

-------- ---- ~iiddleton - ---- ------- 
----------- -- -------------- --------- ------ ------- /),.JJJ~p?);J;;7~~!_~~.r9

--------- --------- ------- (RE:!places VS FORM 18-23 (OCT 88), which IS ubsul~te) 
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This report is required by law (7 USC 2143): Failure 10 report according 10 Ihe regulalioos call V G ~UU~e reverse side IOf
 

r~I~~\1t i~...:~ or~e.r JOl~~ase ?nd ~~s!~~ an,?.},~,~ subje~11o per.lal~i~~ as prov~~~~:lo~ .ill.~~~ion 2J.5~. . . .....:, ... " ·,'0',
additional inlormalion 

••.. UNITED STATES DEPARTMENT OFAGRICULTURE . ,,,,.•< ••" .......
 

ANIMAL AND PLANT HEALTH INSPECTION SERVIC! ''C,'" '>.,..,;
 '1'i:.~~~~RA~I?~"NO., ~:,'. ;·'~.,,;;'~~'~,ta3'"'3·····'1· .';~·:,~.;·FQR'M 'APPROVED. 
, .'J':;I· ,.Y '.,:h-iJd ·"n" 58-V-Q05' '.H'· ",,~6',T .. .j,OMB NO. 0579-0036 

~==.=::-::::;:::-:-:::=:-::::-:::::-:::----~~- .....~~~~ ....2,' HEADOU.ARtER.S..~.ES~~tt FA~IL~j'f~(IIe and Address. as registered with USDA. 
;iilcIUi!e Zip C~!,), ~ '" 1_' I , '-' 'jM 1 -:..~ V'l 
·o:epartmellt'· of Ve.terans Affairs

ANNUAL REPORT OF RESEARCH FAC'ILiTV' 810 Vermont Avenue, NW(TYPE OR PRINT) 
Washington, DC 20420 

", '-, . ~ ..:.... ; 

3. REPORTING FACILITY (List	 aU loc"tionS'''Ihere alllmais w~re housed or used·in,actual·research. tesling;leaching..orexperimenlaljon.,!lJ' held IQr Ihese' purposes: .....Jach addilional
 
sheets il necessary. •
 

FACILITY LOCATIONS (S,tes) 
1" • ';- ~,'lr, ,.r..c, '. ., 

.. 
""I-:;~~ : , ,.:.;\. ':.;} T;':;' .. .,... d'. .	 '~ . " ,. . '~-:.l.' ,,':"" :'"-'	 

;" 

" ". -'VA Me(fictH Centerl546 
. . ..	 ­~

1201 N~l 16th Street	 " 
:: ··:~~)nC 

Minm; Florida 33125 
.; -~I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach aclit/iliona' sheets if oeee'.ary or use APHIS FORM 7023A.)· 

A. 

Animals Covered 
By The Animal 

Weltare Regulations 

B. Number 01 
animals being 
bred._ 

held lor use in 

experiments. 
research, or 

purposes. 

4. Dogs 0 

5. Cats 

6. Guinea PillS 

'" 

7. Hamsters 

8, Rabbits 

0 

1 

0 
2 

9. Non-human Primate.s 

10. Sheeo 

0 

0 

11. Pins 0 

12. Other Farm Animals 0 

13. Other Animals 

Ri'lt~ ?R 

~1i Col" 3fiR 

./ Frnn~ 1fi	 

E. Number 01 animals upon whichteaching,C Number at Number o' allunals. upon. 

which teaching, 

0 

0 

3 

0 

animals u(Jon 

experiments. or 

pain, dislress, or 

relieving drugs. 

D. 

used. 

0 

0 

0 

0 
14 0 

0 C 

a a 
0 0 

0 0 

1 673 189 
550 29 
., OR 0	 

J:~experiments, research, surgery or tests werewhich eXPerimenls, . 
.. conducted involVing accompanying pain or distressteaching. research, 

to the animals and lor which the use of appropriateconditioned, or research, surgery. or tests were 
anesthelic, analgesic•. or tranquiliZing drugs wouldconducled involving 
have adversely' affected the procedtjres. results. orteaching. lesling, lests were _accompanymg pain Or , 

.: " interpretation of the teaching, research,~"conduCled dislress to the animals 
experimenls, surgery, 01: lesls. (An explanation ofinvolving no and for whtch appropriale 
the procedures producing pa;n or distress ;n thesesurgery bul not aneslhetic, analgesic, or 

. animals and the reasons such drugs were not usedyel used tor~~c,h use 01 pain· tranql.-!ilizing' drugs were inusl be attached'to this repOrt}. ..' .' ... ' . -

0.'-.. 

0 

0 

0 

0 

0 
0 

a 
. 0 0 

55/ 
0/ 
0 

) 

I ASSURANCE STATEMENTS 

. . 

F. 

TOTAL NO. 
OF ANIMAls 

(COIS. C + 
0+ E) 

0 

0 

3 

0 

14 
0 

0 

0 

0 

1,908 

579 

108 

1).	 Protesslonalty acceptable standards governing Ihe care, trealment, emu use 01 anlmaJs, mcludmg iJppronale use 01 anesthetiC, analgeSIC, and IranqUlhzmg drugs, prior la, durmg, 
and following actual research, leaching, testing, surgery, or experimentation were followed by Ihis research facility. 

2).	 Each principal invesligalor has (;onsidered allernalives 10 pai"lul procedures. 

3).	 This hJcilily is adhering 10 Ihe slandards and regula1ions under Ihe Act, and it hus required Ihat exceptions 10 the standards and regulations be specified and explained by the
 
principal invesligalor and approved by the Instilutional Anilnal Care and Use Comonillee (IACUe). A summary 01 all such exceptions is allached 10 Ihis annual repor1. In
 
addilion 10 idenlityirlg the IACUC·approved ex(;epliolls, this summary includes if brief explanation of the exceplions, as well us 1he species and number of animals allee1ed.
 

4).	 The allending veterinarian lor this research facility has uppropriule iJulhorily 10 ensure Ihe provision 01 Cldequale veterinary care and 10 oversee the adequacy of olher aspects 01 
i1nluwl t:iJre emd use. 

CERTIJt'ICATION HY.IIEADQUAnn~SRESEARCII t'ACILlTY Ot't'ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I eerllty Ihal Ihe iJbove is Irue, corre(;1, £Iud complete (7 U S.C Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFtCtAL DATE SIGNED NAME & TITLE OF C.E.O. OR tNSTITUTlONAL OFFtCIAL (Type or Prlllt) 

- /£..?7CC~
.J~.J.--'"  - - ~.~ ---------- --- -------- ---------- Cent~L,P.J - t~~6p.r ./1:;;1tr'J.~r::B 

APHIS --------- ------- (A'eplaces VS FORM '18·23 (OCT 88 , which IS obsolete 
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The following excerpt from the Animal Component Of Research Program (ACORP) of a 
funded VA Merit Review program active at our facility is provided as an explanation of the 
procedures producing pain or distress in animals listed in Category E of the Annual Report. 

All surgeries are done under anesthesia, and the animals are insensate to the procedures 
(Cat.D). With the excitotoxic pain model (QUIS surgery, all Cat. E), post-op analgesics have 
not been used, since they are known to intefere with the development of the outcomes to be 
examined. The same has proved to be true after transplantation of cell lines intra-spinally. 
Due to the nature of the excitotoxic injury, animals recover the next day without complications. 
On occasion, however, animals will develop excessive self-directed behavior, Le., grooming, 
and should this become a problem, animals will be euthanized. Providing analgesia with such 
categories of drugs such as NSAIDS (anti-inflammatories), naracotic analgesics (morphine 
analogues), anti-convulsants or alpha-adrenergic analgesics are known to interfer with the 
mechanisms of pain being studied here (and treated with the cell therapy interventions). Any 
animal which develops signs of severe pain (vocalization, autotomy, lethargy, dull coat, 
aggressive response to mild stimuli, fighting in the cages, weight loss >10% ) will be excluded 
from the study and humanely euthanized with a DVR cocktail overdose. Each animal will be 
observed twice daily after each surgery, with body weight measured weekly. Each animal will 
have a personal health record maintained, including observations and treatments, including 
euthanasia, for untoward behaviors or signs of pain/distress. Although the PI will be 
responsible for such health records, the actual surgeon performing all procedures will perform 
the observations, treatments, and keep all health records for inspection in the Behavior suite. 
of Dr. Eaton, Miami VAMC Animal Facility. 

Class of analgesic Justification for absence of use 

OPIOIDS may replace/interfere with alterations 
in the animals endogenous opioid 
system after injury; opioids are also 
known to participate in the secondary 
injury cascade, thereby exacerbating 
the extent of injury. 

ALPHA-2-AGONISTS may lead to long-term changes in 
adrenergic receptor (or 
others)/receptor desensitization which 
is an important component in the 
onset of chronic pain behaviors. 



LOCAUTOPICAL ANESTHETICS 

NSAIDS 

SEDATIVESITRANQUILIZERS 

OTHERS: ketamine, GABA agonists, 
NMDA antagonists 

may interfere with or block sodium 
channels/or their firing; this is 
especially true in the case of 
peripheral injury models, but may be 
acceptable in the spinal cord injury 
models (such as QUIS. 

may prevent the immune response 
associated with injury that leads to the 
development of pain, e.g., apoptosis; 
as a critical component of the injury 
process, these drugs would 
significantly confound the 
experimental objectives of the 
research (such as the loss of 
endogenous GABA interneurons after 
injury). 

they do not function as analgesics; 
may lead to weight loss, abnormal 
grooming. 

may interfere with the cellular 
mechanisms/interventions being 
evaluated, i.e., the imbalance of 
excitatory/inhibitory systems after 
injury and with interventions. 



----- --- 
This report is required by law (7 USC 2143) Failure 10 report according 10 the regulallons can See reverse side lor Interagency Report Control No. 
resull in an order 10 cease and desist and 10 be subject 10 penalties as prOl/lded for in Section 2150 additional inlormation. OISO-DCA·AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO.
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 58-V-005 # q33

ANNUAL REPORT OP RESEARCH FACILITY 
include Zip Code) 

V£CIImltWA"tJ~iFOR ANNUAL REPORT Dept.
 
1201 NW 16t6F5BESEARCH FACILITY
 810 Vermont Avenue, NW
 
Miami, FL 3fJ12~TYPEOR PRINT)
 Washington, DC 20420 

-

IREPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditional sheets II necessary or use this form.) 

B. Number 01 C Number 01 
ammals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involVing no 
palO, distress, or 
use 0' pain· 
relieving drugs. 

a 
a 

4 

a 
2 

a 
a 

a 

a 

2207 

74 

150	 

E.D. Number 01 animals upon
animals being which experiments,
bred, teaching, research,
condilioned, or surgery, or tests were
held lor use in conducted involving
teaching, testing, accompanymg pain or
experiments, distress to the animals
research, or and lor which appropriate
surgery but not anesthetic, analgesic, or
yet used 'or such tranquiliZing drugs were 
purposes. must be anached to this report).used. 

-

12 a a 
'0 O'0 

12 a a 
a 0 0 

a ·0 a 
es a "'cY 

a 
a 
a 0 

a a a 
Is a 0a 

123 0409 

40 96 0 

0 030 

1). Prolessionally acceptable standards governing the care, treatment, and use 0' animals, including approriate use of anesthetic, analgesic, and tranquilizing drugs. prior to, during, 
and 'ollowing actual research, teaching, testing, surgery, or experimentation were lollowed by this research tacility. 

2). Each principal investigator has considered alternatives to pain'ul procedures. 

3).	 This 'acility is adhering to the standards and regulations under the Act, and it has reqUired that exceplions to the standards and regUlations be specified and explained by the 
principal investigalor and approved by the Institutional Animal Care and Use Commillee (IAGUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying Ihe IACUC-approved exceptions, this summary includes a brie' explanation 0' the exceptions, as well as the species and number 01 animals allected. 

4).	 The attendi---- v~~rian for this ------------  acility has appropriate authority to ensure Ihe provisionQI adequate veterinary care and to oversee the adequacy 0' other aspects 0' 
animal car-- ----- ------ - -- 

CERTIFICATION BY HEADQUARTES RESEARCH FACIUTY OFFICIAL 
(Chief Executive Officer or Legally Responsible InstitutionaJ OfficiaJ) 

- I cerlily that Ihe above is true, correct, and complete (7 U.S.C. Section 2143). 

DATE SIGNEDNAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or P"nt) 

--- --- ----------- ---------- -------- ---------- 7~ 
APHIS FORM 7023A PART ~ - SECTOR OFFICE 

A. 

Animals Covered 
By The Animal 

Wellare Regulations 

-----------------­
t2. &lOR 13 Other 

(Ust by species) 

Dogs 

Cats 

Guinea Pigs 

Hamsters 

Rabbits 

Non-human prima 

Sheep 

Pigs 

Other farm aninu .. 
13. OTHER 

• Mice 

Rats 

Fro~s 

." 
'11 

. 
IASSURANCE STATEMENTS 

I FORM APPROVED 
OMB NO 0579·0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 

of Veterans AffairsaHeadquarters 

Number 0' animals upon which leaching, F
experiments, research, surgery or tests were 
conducted involving accompanymg pain or distress 
to the animals and lor which the use 0' appropriate TOTAL NO. 
anesthetic, analgesic, or tranquiliZing drugs would OF ANIMAls 
have adversely al/ected the procedures, results, or 
interpretatIon 01 the teaching, research, 
experiments, surgery, or lests. :rAn explanation of (CoIS. C + 
the procedures producing paidor distress in these o + E)
animals and the reasons such ?1rugs were not used 

j 

a 
.. a 

4 

a 
Q 

a 
a 

0 

0 

1616 

170 

1110 

(AUG 91 ) 
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This reporl IS reqUIred by law (7 USC 2143) Failure to reporl dccordln!j to the reaulallol\s call See reverse side for Inler.Jgency Report Control No 
result 10 an order to cease and deslsl and 10 be subJecl 10 penalties as provided for III Seclion 2150 additional IOIormatlon. o180·DOA-AN

IUNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. . :::f-~I 
/:)<;­ - V· ..;;~O ~ --, ; :::U. :.:~ 
_~ v 

FORM APPROvED 
OMS NO 0579·0036 

2. HEADaUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA. 
include Zip Code) 

DEPA.ltTMENT OF VETERA..\JS AFFAIRS "HEADQUARTERS 
810 Vermont Avenue 
Washington, D.C., 20520 

IJ. REPORTING FACILITY (list all locations where aJllmals were housed or used 10 actual research, lestlllg, teaching, or experimentation, or held lor Ihese purposes. Allach dddllional 
sheets il necessary.) 

FACILITY LOCATIONS (SItes) 

North Florida/South Georgia Veterans Health S""stem 
Malcom Randall VA Medical Center (573) 

1601 S.W Archer Road
Gainesville. Florida 32608-1197 

A. B. Number 01 
animals being 
bred, 
conditioned, or 
held lor use In 
teaChing, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 

"l .... 

1 

0 

0 

10 

0 

0 

0 

0 

42 

100 

C 

Animals Covered
 
By The Animal
 

Welfare Regulations
 

4. DogS 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pias 

12. Other Farm Animals 

13. Other Animals
 

Rats
 

Mice
 
'. 

I ASSURANCE STATEMENTS 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach a(/il/itlllnal sheets II necessary or lise APHIS FORM 1023A) 

Number 01 E.	 Number 01 aJllm",ls upon which leaching,D. F.Nurnber 01 <Jllllnals upon 
experiments. research, surgery or tests wereamrnals upon whIch experirnenls, 
conducted involving accompanylrlg pain or distresswhIch teactllng, teaching. research, 
10 the animals and lor whIch Ihe use 01 appropriateresearch, TOTAL NO.surgery, or tests were 
anesthetic, analgeSIC, or Iranquilizing drugs wouldexperimenls, or OF ANIMAlsconducted IIIvolving 
have adversely allected Ihe procedures, results, ortests were accompanylOg pain or .' 
IrIterpretation 01 the teaching, research,conducted distress to Ihe ..ullmals 
experirnents, surgery, or lests. (An explanation ofinvolvlrlg no (Cols. C +and lor which appropriare 
the procedures producing pam or distress In IhesepalO, distress, or 0+ E)anesthetiC, allalgesIc, or 
animals and the reasons such drugs were not useduse 01 pain- tranquilizing drugs were 
must be attached to thIS report). relieving drugs. used 

500 5 

0 30 3 

0 

0 

000 

000 

161 

0 

00 161 

000 

000 0 

0 

0 

000 

000 

o~· 109501095 

22520200 2052 

1).	 Prolessionally acceptable standards governing the care, treatment, and use 01 animals, including approriate use 01 anesthelic, analgesic, and tranquilizing drugs, prior 10, during, 
and lollowing actual research, teaching, testing, surgery, or experimentation were lollowed by this research tacility. 

2).	 Each principal investigator has considered alternatives to painlul procedures. 

J).	 ThiS lacility is adhering to Ihe standards and regulations under the Act. and it has reqUIred lhal exceptions 10 the standards and regulaltons be specified and explained by Ihe 
principal investigator and approved by the Inslitlliional Animal Care and Use Committee (IACUC) A summary of all such exceptions is aUached to this annual report. In 
addition to identilying the IACUC-approved exceptions, this summary includes a briel explanation 01 the exceptions, as well as the species and number 01 dnllnals allected. 

4).	 The attending velerinarian lor this research tacllity haS appropriate authorlly 10 ensure the provision 01 adequilte veterinary Cdre and to oversee the adequacy 01 other aspects 01 
animal care and use. 

CERTU'ICAT10N BY HEADQUAR'n~S IU~SJ<;ARCH FACILITY OJo''''ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certlly that the above is true, correct, and complete (7 U S.C Section 2143) 

DATE SIGNED~JJRE---- --------- ----- ----------------------- --------- IAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Prlllf)
----- ------------- -- --------------- ------ -- -- - - - *~ ------- 

--------- ------------------ ----------------- \\I~\/-J'---------- ----------- -------- -------- ------------- -- --------------- ------- 
APHIS FORM 7023 (Replaces VS FOAM 18-23 (OCT 88). whll:h IS ubsolete) 

(AUG 91)	 PART 2 • SECiOA OffiCE 



------- -  
Trl:i rcporl IS reqUIred by law (7 use 2143) FiJllure 10 report according 1o Ihe regula/ions can See reverse sIde for Inlerclgency Reporl Gonlrol No 
re:)',11 III an order to cease and deslsl and to be subject 10 penalties as pro\llded lor III Section 2150. additional inlormallon DlllO-DOA·AN 

-~~~---uN'iT;~E~D:-:S~T;O:;A:-;T;E':;'S"':D:E;";P~A~R;';T;M~E;-;:N~T~O~F~AO;:;G~R:IC~U"::L~T;';'U;';;R:-:;E~-----""~l·_	 ..,r-------------....R~EG~IS~T~RA~TIIIIIIO"N~N~O·.----·(1~-----
ANIMAL AND PLANT HEALTH INSPECTION SERVICE \ \. j. 11 - FORM APPROVED

61-V-003 r .:JVJ OMBNO 0579·0036 

2. HEADQUARTERS RESEARCH FACILITY	 (Name and Address, as rey,slered wllh USDA, 
Include Zip Code) . 

Department of Veterans Affairs
ANNUAL REPORT OF RESEARCH FACILITY 810 Vermont Avenue NW(TYPE OR PRINT) 

Washington, DC 20420 

3. REPORTING FACILITY (lIst ailloeations where ammal~ were housed or used in actual research, testlllg, teaching. or experimelllallon, or held lor these purposes. Allach addlliollal , 
sheets II lIecessary.) 

1)	 Prolessionally acceptable standards governmg Ihe care, Ireatment, and use of alllmals, includlllg appronate use 01 aneslhelic. analgeSIC, and tranqullizlI1g drugs, pllor 10, durmg. 
and lollowing actual research, teaching, lesting. surgery, or experimentation were lollowed by Ihis research lacility. 

2).	 Each principal investigator has considered alternalives to painlul procedures. 

3).	 This lacility is adhering to Ihe standards and regulations under Ihe Act, and ;1 has required that exceptions 10 the slandards and regulalions be specllied and explClined by Ihe 
prmcipal investigalor and approved by the Institutional Animal Gare and Use Gommillee (IAGUe). A summary of all such exceptions is attached to this annual report. In 
addition to idenlifying Ihe lAGUe-approved excepllons, Ihls summary includes a briel explanation 01 the exceptions, as well as the species and number 01 anirnals allecled. 

4).	 The altending velerinarian lor this research facilily has appr0J,lllate authollty to ensure Ihe proVision 01 adequale veterinary care and to oversee Ihe adequacy 01 other aspects 01 
animal care and use. 

FACILITY LOCATIONS (SlIes) 

596	 VA Medical Center
 
2250 Lees town Road
 
Lexington, K'[ 40511-1093
 

I REPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Attach atinlillOllal sheels tlllecessiiry or lise APHIS FORM lO23AJ 

A. E.	 Number 01 amm..ls upon which teaching,C Number 01 D Number 01 Clullnals upon B. Number 01 
ammals bemg 
bred, 
conditioned, or 
held lor use m 
leaching, lesling, 
experimenls, 
research, or 
surgery bUI flOt 

yet used lor such 
purposes. 

100 

2493 

anl/nals upon 
Animals Covered which teaching, 
By The Animal research, 

Welfare Regulations experiments, or 
lesls were 
conducted 
I/lI/olvmg no 
pam, disl ress, or 
use 01 pain-
relieving drugs. 

4. DogS 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pias 

12. Other Farm Animals 

13. Other Animals 

518 

Mic.e 

Rats 

4992 

I ASSURANCE STATEMENTS 

which expelllnenls, 
teachmg, reseClrch, 
surgery, or tesls were 
conducted involving 
accornpanymg pain or 
distress 10 the arllmals 
and lor which appropriale 
aneslhelic, analgesic, or 
Iranquilizing drugs were 
used 

2 

~xpellmenls.research, surgery or tests were 
conducfed illl;olvmg accompanymg pain or distress 
to Ihe animals and tor which the use 01 appropriale 
anesthetic. analgesic, or tranquilrzing drugs would 
have adversely allecled the procedures, results, or 
mterprelalion 01 Ihe leaching, research, 
experimenls, surgery, or tesls. (An explanalion of 
the procedures producing pam or distress in Ihese 
animals and Ihe reasons such drugs were /lot used 
must be attached 10 Ih,s report). 

F. 

TOTAL NO
 
OF ANIMAls
 

(Cols. C + 
o + E) 

618 

7485 

CERTIFICATION BY IIEAnQUARTJI~S RJI~SJl~ARCH Jt'ACILlTY OJl'Jt'ICIAL 
(Chief Executive Officer or Legally ----------- --- - --------- alOfficial) 

I cerllfy Ihal the above is true, correcl, ----- -------- --- --- --- -------- 2143) 
- 

DATE SIGNEDSIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

li~ ,
~j;1 

APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), wtm;h IS ubsolt=le) 

(AUG 91)	 P,~RT 2 • SECTOR OFACE 

2 



---

------------------

This report IS required by law (7 (JSC 2143) Failure 10 report according 10 the regulalions can See reverse side tor Interagency Report COllirol No. 
resu/l in an order to cease and desisl and 10 be subJecl 10 penal lies as-provided lor ill Sectloll 2150. addilional in'orrnation. oISO-DCA·AN 

I FORM APPROVED 
OMS NO. 0579-0036 

NT..l 
30420 

Number 01 animals upon which teaching, f
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
10 the animals and lor which the use 01 appropriate TOTAL NO. 
anesthelic. analgesic. or lranquilizing drugs would OF ANIMALs 
have adversely aflected the procedures. results, or 
interpretation 01 the teaching, research, 

{An explanation of (Cols. C + 
the procedures producing pain or distress in these o -+ E)
animals and the reasons such drugs were not used 

1 c;n 

1).	 Prolessionally acceptable standards governing the care, treatment, and use 01 animals, including approri~e use 01 anesthetic, analgesic. and tranquilizing drugs, prior to, during, 
and follOWing actual research, teaching, testing, surgery, or experimentation were lollowed by this resear~h l~ililY.

'. . I ,/
2).	 Each principal investigator has considered alternatives to painlul procedures. 

J	 l. _. 
3).	 This lacility is adhering to the standards and regulations under the Act. and it has required that excepllonsJ'O the standards and regulalions be specified and explained by the 

principal investigator and approved by the Institutional Animal Care and Use Committee (tAGUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying the IACUC-approved exceptions, this summary includes a briel exp'analton 01 Ihe exceptions, as well as the species and number 01 animals aUected. 

4).	 The attending veterinarian lor this research lacility has appropriate authority to ensure the provisioll 01 adequale veterinary care and to oversee the adequacy 01 other aspecls 01 

animal care and use. 

APHIS FORM 7023A 
(AUG 91 ) 

-.
 UNITED STATES DEPARTMENT OF AGRICULTURE
 
- ANIM;"L AND PLANT HEALTH INSPECTION SERVICE 

CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

( TYPE OR PRINT) 

A. B. Number 01 
animals being 
bred, 
condilioned, or 
held lor use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 

I REPORT Of ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditional sheets jf necessary or use this form.) 

experiments, surgery, or tests. 

must be attached to this report). 

. , . 

C Number 01 
animals upon 

Animals Covered which teaching, 
By The Animal research, 

Wellare Regulations experlmellts, or 
tests were 
conducted 
involving no 
pain, distress, or 
use 01 pain-
relieving drugs. 

12. &JOR 13. Other 
(Ust by species) 

~~Thil~ 

-

IASSURANCE STATEMENTS 

E. 

which experiments. ­
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquilizing drugs were
 
used.
 

D. Number 01 animals upon 

1 ~() 
~ 

1. REGISTRATION NO. 

61-V-003 
2. HEADaUARTERS RESEARCH FACILITY (Name and Address. as registered wrth USDA, 

include Zip '-:OOe) 

Department of Veterans Affairs 
810 Vermont Avenue 
Washington, DC 

CERTIFICATION BY HEADQUARTES RESEARCH F ACIUTY OFFICIAL 
(Chief Executive Officer or Legally Respons----- --------------- -- fficial) 

I certlly that Ihe above is true, correct, and comple--- ------- ------ -------- 

DATE SIGNED SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL --------- -- ~----- -- -- --- 
! ,~-/ IJaCElue{in~ - 
A))--------  -------- 

PART 2 • SECTOR OFFICE 



1 

.DEC	 0 22003 
Inleragency Reporl Conlrot No1his reporl is required by "w (7 USC 2101 Failure 10 reporl according 10 lhe regu"'ions c:-. S- reverse side 101 
0180-D0A-ANresult In an order 10 cuse and desist and 10 be ~bjecllO penalties .. provided 101 in SecI ion 2150. addil~ in'ormallon. 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECnON SERVICE 

1. REGISTRATION NO. I FORM APPROVED 
OMS NO 057!il·003fS 

2. HEADQUARTERS RESEARCH FACIUTV (Name end Add,ess••• ,eg/s/.red IIIIlth USDA. 
include Zip COdeI . 

..' 
ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 
Department of Veterans Affairs BQ 
810 Vermont Avenue, NW 
Washington, D.C. 20~20 

1. REPORTING FACILITY (LISI .11 Iocalions where .mlNls were housed 01 used 1ft acl~ r.....c;h. 1.lIng. Iuc:hlng. 01 uperlmenl.,IOfI. 01 held 101 lhese purposft. Allach .ddillonal 
slteels if necessary.) 

FACILITY LOCATIONS (S,/e.1 

VA Tennessee Valley Healthcare Syst em 
~ashvl.~J.e l;ampus {blb) 
1310	 24th Ave. S. Nashville, TN 372 12-2637 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (AniCh 1I,/IlIi"(lIIa' sheets It necessary 0' use APHIS FORM lO23A) 

a Numbe,olA. Eo	 Numbe' 01 animals upon whK,;h leaching. ,.C Numbe' 01 D. Number u' .,umals upun
animals being expenmenlS. research. surgery Of leslS were animals upon WhICh ..perimenIS. 

conducled invohllng accompanying pain Of diSlressbred.Animals Coveted wl\lch 1uc:I\lng. leaching. r...rch. 
10 lhe anllnals oand IOf which lhe use 01 appropr~lecondilioned.OIBy The AnilMl research. TOTAL NOsurgery. or leslS were 

held lor use in aneslhelic. analQesic. Of Iranquilizing drugs wouldexperimenlS. OfWeltare ReQulalions OF ANIMALsconduCled Involving 
leaching.lesling. hoIve adversely a"acled the ptoc:edures. resulls. 01leslS were KcomPoinYlng Polin Of
expenmenls. inlerprelallon 0' 1M l-.ching. research.conducled dititress 10 lhe alllmals
research. or experunenlS. surgery. 01 leslS. (Art eJlplanation 01involving no (Coil. C +and IOf WhICh approptiale 

lite ptoc:edu,.. producing pain 01 di.t,... in the.esurgery bul nol pain. dislress. 01 D + E) aneslhetic. analOesic. Of enima', and ,,.. ,...on• • uch d,ug. w.,. nol u.edyel'Used IOf such use 0' pain- Iranquilizing drugs were 
purposes. mu.' be attKh«I to lit,. ,.po",.relieving drugs. used 

4. Doas 

5. Cats
 

6~ Guinea Pias
 
... Hamsters
 

.... Rabbds
 ,qn &A 770 

9. Non-human Primates 

10. Sheep 

11. Pins 

12. Other Farm Ammals 

13.	 Other Animals
 

Mi,..A
 n , 7&Ft 8.905136Ft n" 
~20 599108RAt:~ 102 171 

I ASSURANCE STATEMENTS 

I)	 P'ulnslonatly acceplable slanda,ds governing the care. trealmenl. and use 01 ammoals. Including ..ppro"oal. use 0' aneslhellC. analgesic. and Iranqullloling d'ug5. prior 10. dUtlng. 
and lollowing acluoal ,esearch. leaching. lesling. surgery. or e.petlmenloalion we,e loIlowed by Ihno rese..rch 'acllily. 

2). Each prirlCipal invesl~IOI has COIlS6dered alternalives 10 palnl", proc:adur.. 

3).	 This 100cihly is adhering 10 lhe Slandoards and r~ulollians under lhe ACI. and il has ,equired INI exceplions 10 lhe sla~rds and r~u"'lions be sp8Cllied oand exploa.ned by Ihe 
prinCipal invesltgator alld approved by lhe InslllllliulIOII Anilnal Care and Use Co!nmill.. (IACUC). "lumma'Y of aJlluch exceptions Is attached to this annual report. In 
adlJihon 10 idenlilying lhe IACUC·oapproyed eaceplions. Ihls SUlnmary includes a br.1 ~la4IlIOn 01 the e.caplions. as well as Ihe spec:18S and number 01 anun.als OIt1ecled. 

~)	 The iultmdlllg vele'"I01,..,n lor Ihis reseowch lacdily has appropri.ue OIulhurlly 10 ensure lhe prOYISIOn ul adequoale vele,iMry care and 10 oversee the adequiXy 01 Olher .speclS ul 
illIllnal care alld use. 

CERTU'ICATION BY II[AOQUAR'n;S RF.S£AItCIlJo·ACIU1·Y O ..•..·IC1AL 
<Chief Executive Officer or Legally Responsible Inst.itutional Official) 

• eerlll., Ihill lhe ..bo"e is lrue. cO"Ik:I. lind cC)lnpleh' (7 USC Sftc;hon 2143) 

NAME & TITLE OF C.E.O. OFlINSTITUOONAl OFFICIAL (T,,,. or P''''V DATE SIGNED 

-- (OCT 88). wtuch IS obsolete) 



Column E explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1.	 Registration Number: 6~3~-_V.;..-_O;;.,O.;;.2~ _ 

2.	 Number --=2:,.=:6::...- -:ofanimals used in this study. 

3.	 Species (common name)rat-spraaue of animals used in the study. 
davIe} 

4.	 Explain the procedure producing pain and/or distress. 

REM Sleep Deprivation 

Behavioral Test- Free-operant avoidance 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

see attachment 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS. 9 CFR 113.102): 

Agency.__-----:N~/:..::A::......	 CFR:--__N....:./...;;.;A~ _ 



REMSD have been found only to alter avoidance responding so the free-operant 
(	 avoidance procedure is necessary. Pain cannot be relieved because the stimulation 

produced by the shock is the animal's motivation for lever pressing to avoid shock. 

7.	 Expected Clinical Signs OfPainlDistress: 
Please describe clinical signs to be expected. Indicate the severity and duration ofeach clinical sign. 
thefrequency the animal will be monitored and when the pain will be eliminated or managed 
(euthanasia. drugs or withdrawal ofpainful stimulus). The comminee must understand that the pain is 
the minimum neededfor the shortest time possible. consistent with the experimentalgoals. 

8.	 REMSD: No anticipated clinical signs ofpain/distress are anticipated given our 
previous use of this technique. However, if animals fall repeatedly into the water 
they will be removed from the experiment. 

b.	 Free-operant avoidance: No anticipated clinical signs ofpain/distress are 
anticipated given our previous use of this technique. However, if an animal fails 
to avoid at least 75% ofshocks for 5 sessions they will be removed from the 
experiment. 



" .. 
, /	 .' 

Column E explanation 

This form is intended as an aid to completing the Column E explanation. It is not an officiaf form and its use is
 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an
 
explanation. A Column E explanation must be written so as to be understood by fay persons as well as scientists.
 

1. egistration Number: 63-V-002	 _R 

2.	 Number 1_O_O_%_(_8_2_> --:ofanimals used in this study. 

3.	 Species (common name) _R_a_t_s o.f animals used in the study. 

4.	 Explain the procedure producing pain and/or distress. 

Various tests of thermal and chemical pain sensitivity: 

including hotplates. tail flick. escape task. feeding 
interference task. place preference task (all are 
variations on hotplate) and Formalin test. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

The purpose of all of the above tests are to find 
ways to decrease pain sensitivity without applying 
some uncomfortable stimuli, it is impossible to 
detect a decrease in pain sensitivity in response 
to our various selective neural lesions. 

6.	 What. if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

AgenCY.	 CFR:....--------__ 



",­

Column E Explanation 

This form is intended as an aid to completing the Column E explanation. ti is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1. Registration Number:, 6_3_-_V_-_O_O_2	 _ 

2. Number l_O_O_%_C_1_3_6_) -:ofanimals used in this study. 

3. Species (common name) __"_i_c_e o,f animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Hotplate, Tail flick (thermal pain tests), 
Chemical pain tests (capsaicin, Acetic acid, 
Formalin) 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

The purpose of these experiments are to detect 
changes in pain sensitivity as a result"of genetic 
manipulations. It would be impossible to identify 
genes that affect pain sensitivity without testing 
the responses of genetically altered mice to 
uncompfortable stimuli. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency - CFR.	 _ 



Inleragency Report Control No"'"'' ''''pUIl I~ reqUlreo oy law (l U~C <!14::l). failure 10 reporl according to Ihe regulations can See reverse side lor 
0180-DOA-ANresull iii a41 order to cease and desist and 10 be subjeci to penallies as provided lor in Section 2150. additional inlormation. 

UNITED STATES DEPARTMENT OF AGRICULTURE
 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
 

Department of Veterans Affairs HQANNUAL REPORT OF RESEARCH FACILITY 
810 Vermont Avenue, NW 
Washington, D.C. 20420 

(TYPE OR PRINT) 

,. REGISTRATION NO. FORM APPROVED 
OMB NO 0579-0036 

3. REPORTING FACILITY (UsI all locations where alllmats were housed or used in actual reseilrch, testing, teaching, or experimentation, or held lor these purposes. Allach additional 
sheets ilnecessary.) 

FACILITY LOCATIONS (Sites) 

VA Tennessee Valley Healthcare Syst em
 
Nashvl11e Campus tb:lb)
 
1310 24th Ave. S. Nashville, TN 37212-2637
 

I REPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Attach ad;u;t;ollal sheets if IIccessllry or lise APHIS FORM lO23A) 

I) ProfeSSionally acceptable standards govermng the care. treatment, and use 01 alllmills, includlllg approriate use 01 i1nesthetic, analgesic, and tranqUilizing drugs, prior to, during, 
and lollowing actual research, teaching, testing, surgery, or experimentation were lollowed by thiS research lacility. 

2). Each prillclpal investigator has considered alternatives to pain lui procedures 

3) This facility i5 adhering to the standards and regulillions under the Act, and it has required thai exceptions to Ihe standards and regulations be 5peci'ied and explained by the 
prinCIpal investigator and approved by the Institutional Animal Gare and Usc Gommillee (fACUG) A summary of all such exceptions is attached to this annual report. In 
addition 10 identifying the IAGUG-approved exceptions, Ihi~ summary includes a briel explanalion 01 the exceptions, as well as the species and number 01 animals allected. 

4} The allendin9 veterinarian lor this research tacllity has appropriale authority to ensure Ihe provision 01 adequate velerinary care and 10 oversee the adequacy ot other aspects of 
animal care and use. 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Prtlll) DATE SIGNED 

---------- 
PART 1 - HEADQUARTERS 

---- -- (OCT 88), which IS obsolele ) 

CERTU'ICATION BY IIEAnQUARTI<~S RESEARCH «'ACILITY OI<'nCIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I cerllly Ihat the above is true, correct, and complele (7 US G Section 2t43) 

A. B. Number 01 C Number ot D Number 01 8mmals upon
animals being animats upon which experiments,
bred, which teaching,Animals Covered teaching. research,
conditioned, or research,By The Animal surgery. or tests were 
held lor use in experiments, orWelfare Regulalions conducted involVing
teaching, testing, tests were accompanymg pain or 
experimenls, conducted distress to the animals 
research, or involving no and lor which appropriate 
surgery but not pain, distress, or anesthelic. analgesic, or 
yet used lor such use 01 pain- tranquilizing drugs were 
purposes. relieving drugs. used 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

7Q8. Rabbits 6.R0 

9. Non-human Primates 

10. Sheep 

11. Pias 

12. Other Farm Animals 

13. Other Animals 

M;r~ 0 2 746 6 021 

RRt:.~ 102 171 320 

I ASSURANCE STATEMENTS 

E. Number 01 animals upon which teaching, F. 
expeJlments, research, surgery or lests were 
conducted involving accompanying pain or distress 
to the animals and lor which the use 01 appropriate TOTAL NO. 
anesthetic, analgesic, or tranquiliZing drugs would OF ANIMAls 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of (Cols. C + 
the procedures producing pain or distress in these o + E)
animals and the reasons such drugs were not used
 
must be attached to this report).
 

770 

8,,905136 

599108 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1.	 Registration Number: 6_3_-_V_-_O_O_2 _ 

2.	 Number --=2::..;:6~ ofanimals used in this study. 

3.	 Species (common name) rat-sprague of animals used in the study. 
davley 

4.	 Explain the procedure producing pain and/or distress. 

REM Sleep Deprivation 

Behavioral Test- Free-operant avoidance 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

see attachment 

6.	 What, if any, federal regulations reqUire this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency N-=-/_A	 CFR~ __N.:..../_A _ 



Statement C: Justification for Type C Animal Use 

(Ifthis statement is blank, you may delete it) 

Attach a separate Statement C for each species 

1.	 Species: Sprague-Dawley Rat 

Procedures that may cause more than momentary or slight pain must, in their planning, involve 
consultation with a veterinarian trained in Laboratory Animal Medicine. 

Veterinarians, Dr. Joan Richerson and Dr. Greg Hanley, may be reached by calling the Division 
ofAnimal Care at 322-2231. 

2.	 Which Veterinarian Have You Consulted? Joan Richerson 
Date Consulted: 12/02 

3.	 List Procedures That Will Cause Pain That You Propose To Use: 

a.	 REM sleep deprivation: REMSD entails placing an animal on a 7 cm pedestal in 
an environment surrounded by 28 C water. Two pedestals are present to allow 
movement. Food and fresh water are available ad libitum. Animals will be 
exposed to REMSD for 48 hr. 

b.	 Free-operant avoidance: Avoidance entails placing an animal in a conditioning 
chamber. While in the chamber a 1 rnA shock of 0.5 sec duration is delivered 
every 5 sec. Each time a lever is pressed, the next shock is postponed for 20 sec. 
By intermittently pressing the lever an animal can avoid most, or all, shocks. 

4.	 Alternatives To Painful Procedures: 
The Principal Investigator must provide a written narrative ofthe sources consulted to 
determine whether or not alternatives exist to procedures that may cause pain or 

The minintal written narrative must include: 
• Databases searched or other sources consulted, 
• Date of the search, 
• Years covered by the search, and 
• Key words or search strategy used by the Principal Investigator when considering 
alternatives to the above listed procedures or descriptions of other methods. This 
information should provide assurance that there are no alternatives available to the 
painful or distressful procedures listed above. The Narrative should be such that the 
Institutional Animal Care and Use Committee can readily assess whether the search 
topics were appropriate and whether the search was sufficiently thorough. 

From the USDA Animal Care Resource Guide -- Policy #12: 
Consideration of alternatives to each procedure which may cause pain or distress must 
state sources consulted, such as Biological Abstracts, Index Medicus, Medline, the 
Current Research Information Services (CRIS) , and the Animal Welfare Information 
Center (AWIC). 

Reduction, replacement, and refinement (the three R's) must be addressed, not just 
animal replacement. 



distress. 

Please Provide Your Narrative Below: 

We have conducted a literature review to determine if (a) an alternative non-animal 
model existed to study the questions proposed and (b) if we were inadvertently 
replicating work from another laboratory. The search was conducted on 1/2/02 and 
covered the dates from 1/1/1970 to 3/1/02. The databases searched were Medline 
and PsychLit. In addition, an independent review has been conducted using the 
Animal Welfare Center of the U.S. Department of Agriculture's AGRICOLA 
database. 

a.	 REMSD: Keywords included alternatives, sleep deprivation, rapid-eye movement 
sleep deprivation, paradoxical sleep deprivation, flower pot technique, and 
pedestal-over-water method. No alternative procedures or models were found for 
studying the mechanisms of sleep deprivation, nor was there any evidence that we 
are proposing to replicate previous work. Reduction: 48 hr of REMSD has been 
the minimum level demonstrated to induce changes in negatively reinforced 
operant behavior. Replacement: No procedures were found that would replace 48 
hr of REMSD using the pedestal-over-water method. Refinement: In order to 
reduce possible stress produces by placement on a pedestal via immobility, we 
will use two pedestals to allow animals free movement within the REMSD tanks. 

b.	 Free-operant avoidance. Keywords included alternatives, active avoidance, 
negative reinforcement, free-operant avoidance, avoidance. No alternative 
procedures or models were found for studying avoidance reinforcement, nor was 
there any evidence that we are proposing to replicate previous work. Reduction: 
A reduction in the level of stimulation increases the amount of time the animal 
needs to establish a useable baseline. An increase in the level of stimulation 
decreases the amount of time the animal needs to establish a useable baseline. 
Our use of I mA shock for 50 min sessions seems to minimize the balance 
between shock intensity and session duration. Replacement: No procedures were 
found that would replace the free-operant avoidance method. Refinement: We 
believe that we are currently using the best balance between shock intensity and 
session length to minimize stress to the animal. 

5.	 Results Of Search: 
X No alternatives were found.
 

_ Yes, alternatives were found. Explain why they cannot be used below:
 

6.	 Justify No Pain Relief: 
Provide a scientific justification why drugs, which might alleviate pain, will be withheld. Document 
the rationale for this decision and provide references, ifpossible. This information is required in our 
annual USDA report and may be quoted directly from this protocolform. 



REMSD have been found only to alter avoidance responding so the free-operant 
avoidance procedure is necessary. Pain cannot be relieved because the stimulation 
produced by the shock is the animal's motivation for lever pressing to avoid shock. 

7.	 Expected Clinical Signs Of PainlDistress: 
Please describe clinical signs to be expected. Indicate the severity and duration ofeach clinical sign, 
the frequency the animal will be monitored and when the pain will be eliminated or managed 
(euthanasia, drugs or withdrawal ofpainful stimulus). The committee must understand that the pain is 
the minimum neededfor the shortest time possible, consistent with the experimental goals. 

a.	 REMSD: No anticipated clinical signs ofpain/distress are anticipated given our 
previous use of this technique. However, if animals fall repeatedly into the water 
they will be removed from the experiment. 

b.	 Free-operant avoidance: No anticipated clinical signs of pain/distress are 
anticipated given our previous use of this technique. However, if an animal fails 
to avoid at least 75% of shocks for 5 sessions they will be removed from the 
experiment. 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1.	 Registration Number: 6_3_-_V_-_O_O_2 _ 

10O2. Number	 _ _%_{_1_3_6_) ofanimals used in this study. 

3.	 Species (common name) ..,.....-M_i_c_e of animals used in the study. 

4.	 Explain the procedure producing pain and/or distress. 

Hotplate, Tail flick (thermal pain tests), 
Chemical pain tests (capsaicin, Acetic acid, 
Formalin) 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

The purpose of	 these experiments are to detect 
changes in pain	 sensitivity as a result-of genetic 
manipulations.	 It would be impossible to identify 
genes that affect pain sensitivity without testing 
the responses of genetically altered mice to 
uncompfortable	 stimuli. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency	 CFR'--- _ 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

63-V-0021.	 Registration Number:, _ 

1OO2.	 Number ___%_<_8_2_) ofanimals used in this study. 

3.	 Species (common name) _R_a_t_~ of animals used in the study. 

4.	 Explain the procedure producing pain and/or distress. 

Various tests of thermal and chemical pain sensitivity: 

including hotplates, tail flick, escape task, feeding 
interference task, place preference task (all are 
variations on hotplate) and Formalin test. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

The purpose of all of the above tests are to find 
ways to decrease pain sensitivity without applying 
some uncomfortable stimuli, it is impossible to 
detect a decrease in pain sensitivity in response 
to our various selective neural lesions. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency	 CFR. _ 
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ANNUAL REPORT OF RESEARCH FAC'ILlTY'· 
(TYPE OR PRINT) 
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2, HEAO,OllAR1J.I'l.S .,,!ES~~C~ FA$:ILlTY (Na"l'J.-and Address, as registered with USDA, 
·.c,jn~!u<te4ip C:od~) .~ ',' _. i ) tJ ::: t-H 
, 2VA:: Medi"calCenter"\ 

1101 Veterans Drive 
Lexington, Kentucky 40502 

, 3. REPORTING FACILITY (Lisl all localians when" animals were housed or used in aClUal research, lesling, leaching. or experimelllal.ion, o. hetd lor IMs.t, purposes: Allach additional 
sheels il necessary.) 

FACILITY LOCATIONS (SItes) 

" .~1. " 
- .' 0>-, ~-.' .. ..596-.VA Medical Center 

.L.LU.L vet:erans ur:Lve 
'.' ....

Lexington, Kentucky 40502 
.- ...... ~:.. ;I REPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (ANach a,lhJilio".1 sheers if necess.ry or use APHIS FORM 702M) 

A. B. Number at E.	 Number of ani~als upon Whic~)~,i!'1hing, ~ ...C Number 01 F. O. . Number 01 ammals upon l;1:1
experiments, research, surgery or lests wereanimals being animals upon : which experimenls: 
conducted involving accompanying pain or distressbred, which teaching,Animals Covered teaching, research, 
10 the animals and 'or which the use 01 approprialecondit ioned, orBy The Animal research, TOTAL NO. surgery. or tests were 
anesthetic, analgesic, or uanquilizi"Q d~ugs would:; ...jheld lor use in experiments, prWelfare Regulations OF ANIMAlsconducled Involving 

'" have adversely alfecled the procedu'res, resulls, Or ."teaching, testing, tests were accompanying pain Or.­ interpretation of the teaching, research,experiments, ~conducted distress to the animals 
experimenls, surgery. or lests. (An explanalion ofresearch, or involving no {Cols. C + and lor which appropriale 
the procedures producing pain or distress ;n thesesurgery but not pain, distress, or D+ E)aneslhetic, analgesic, or 
animals and the reasons such drugs were flot usedyel used lor such.~ use of paUl­ tranqUilizing drugs were .. must be attached to thIS report). •- • '. •• ­·purposes. relieving drugs. used. 

04. DOQs 0 0 00 

5. Cats 00 / 00 0 

6. Guinea PiQS 0 0 000 

7. Hamsters 0 0 000 

8. Rabbits 0 0 4 4B 
,9. Non-human Primates 0 0a 0 a 

,.oe;..~ ­ .. 
10. Sheep 0 0 0 0 a 

.;:.~ 

11. Pins 0 0 n 0 0 

12. Other Farm Animals 0 00 0 a 

13. Other Animals 

26')1) 1418Mice 8tl 2126 6423 

Rats 73 15 400 29 444 

I ASSURANCE STATEMENTS 

l}	 Proh~sslol1allyacceplab,e stao.dards governmg the care, treatment,. and use ot aIlHn.:als, IIlciudlOg ilppronare lise of anesthellc, analgesic, and uanquilizing drugs, prior to, during. 
and tollowing actual research, leilching. lesting, surgery, or experimentation were followed by thiS research facility. 

2).	 Each principal investigator has conSidered allernalives to painful procedures 

3).	 This 'ilcilily is adhering to the standards and regulalions under Ihe Act, and it has required thai exceptions 10 the standards and regulahons be specified and explained by the 
principal investigator and approved by Ihe Institlltionill Animal Care and Use Cornmitlee IIAGUC). A summary of all such exceptions is attached to this annual report. In 
addition 10 identifying lhe IACUC·approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals alleeted 

4).	 The atlending veterinarian lor Ihis research faCility has, appropriilte Cluthorily 10 ensure the provision 0' adequale veterinary care and 10 oversee the adequacy 01 other aspects of 
a llilflCl I cure and lise. 

CERTIFICATION BY IlEAnQUARTft:S RESEARCfI f'ACIUTY O}<'Io'ICIAL 
(Chief Executive Oflicer or Legally Itesponsible Institutional Official) 

I cerl.ly Ihat the above is true. correct, .,md complele (7 U.S.C $ecHon 2143) 

SIGNATUR-- ----- --------- ----- ----------------------- -------------- DATE ~IGNEDJNAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (TYlle or Pnllt) 
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Pain Category E Justifications 

------- -- ------------ 
Painful Procedures: 

•	 Administration ofchemotherapeutic agents (SC or IP) to reduce 
xenograft tumor size. 

• Surgical excision oftumors with assistance of anesthetic 
Endpoint requirements: 

•	 10% weight loss, poor coat skin condition, decreased in grooming, 
activity, appetite and/or behavior. 

•	 Xenograft tumors exceeding 3200 cubic millimeters, showing 
ulceration to the skin surface, evidence of infection, or impaired 
mobility. 

The use ofpain relieving medications is not possible since normal course 
of tumor progression may be altered by treatment. 

------- -- ------------- ------------ 

Painful Procedures: 
•	 Bone marrow transplant recipients for the determination of graft 

versus host disease 
•	 Leukemia survival studies 
• Irradiation survival studies
 
Endpoint requirements:
 
Stress reliefnot possible because pain-relieving drugs may affect
 
outcome of the disease process.
 
•	 20% weight loss from pre irradiation weight 
•	 Decreased activity, ruffled fur, or failure to groom. 

VMU # Ol-0026V, 04-0010V 

Painful Procedure: 
•	 Lethal or sub lethal total body irradiation (TBI) 
•	 Tumor cells (Lewis Lung or AlO lymphoma cells) 
•	 Combination of TBI and tumor cells 



Endpoint requirements: 
•	 Sub lethal TBI experiments will experience some discomfort and may 

have diarrhea 
•	 Sub lethal TBI and tumor cells experiments will be euthanized prior to 

cancer related death at specific time points. 
•	 Lethal TBI with/without radioprotective drug therapy will experience 

unavoidable distress prior to death. 
Mice will be euthanized at selected post treatment time points. Any mice 
experiencing pain or unexpected discomfort will be euthanized 
immediately. Unexpected discomfort is exhibited by lack ofgrooming, 
decreased inquisitiveness, and 20% weight loss compared to pre 
irradiation weight. 
The use ofpain relieving medications is not possible since nonnal course 
of tumor or irradiation damage may be altered by treatment. 

------- -- 02~0028V 

Painful Procedure: 
.•	 Simulating uncontrolled hemorrhagic shock (UHS) in battlefield 

conditions. Current medications to alleviate pain depress cognitive 
function as well as negatively affecting physiological responses to 
trauma. To measure analgesic properties of the proposed opioid, 2 
analgesic assays will be used. The rat-tail flick reflex and the paw lift 
hotplate assay. 

•	 Pain relieving drugs can't be used because it may depress pain models 
and cognitive function, which is what is being measured.
 

Endpoint Criteria:
 
•	 Decreased activity that affect locomotion and grooming patterns 
•	 10% weight loss from initial weight 

VMU # 03-0002V 
Painful Procedure: 
•	 Surgery for catheter placement will have appropriate anesthesia;
 

however, they will be bled from the femoral artery catheter to
 
simulate rapid blood loss in a battlefield condition. Uncontrolled
 
hemorrhagic shock occurs without immediate analgesia and
 
appropriate fluid resuscitation; therefore, the study requires rapid
 
blood loss until the blood pressure drops to 30mmHg.
 



•	 Fluid resuscitation will be initiated at 30mmHg with lactated ringers 
and opioid infusions via the femoral vein until the pressure is steady at 
60mmHg. 

•	 Analgesic models using Rat tail flick, hotplate assay, and Carrageenan 
Hyperalgesia assay. 

•	 Thermal stress- Animals will be placed in 42 degree C incubator for 
one hour. 

Endpoint Criteria: 
•	 Pain relieving drugs cannot be administered because the animals must 

experience the desert battlefield conditions and pain associated with 
UHS to measure if lactated ringers vs. lactated ringers combined with 
the delta opioid is a better treatment plan. 

•	 Decreased activity that affect locomotion and grooming patterns 
•	 10% weight loss from initial weight 

------- -- --- - --------- --- - -------- 

Painful Procedure: 
•	 Immunodeficient scm mice are used as a source ofPneumocystis 

organisms because the fungi cannot be cultured. scm mice die from 
a natural infection within 8 weeks of exposure, usually from severe 
inflammatory response. Weekly subcutaneous cortisone injections 
will be administered beginning 6 weeks post exposure. 

Endpoint Criteria: 
•	 To decrease the numbers of animals used for organism collection, the 

wait period must be prolonged to allow significant growth. The lungs 
will be harvested when it has a large lung burden (8 weeks post 
exposure). 

•	 Mice will be euthanized if found moribund. 

------- -- ------------ 
PaUnfUIProcedure: 
•	 Examines the interaction of viral infection with graft vs. host disease. 
•	 Any interference in disease progression will limit ability to obtain 

meaningful data. 
Endpoint criteria: 
•	 weight loss greater than 20% 
•	 severe signs of graft vs. host disease including skin lesions, diarrhea, 

alopecia, and hunched posture. 



------- ------------ -- 
Painful Procedure: 
•	 Inoculation of Pneumocystis Carinii (PC) and cytomegalovirus 

(CMV) in dually infected animals will cause pain and distress during 
course of the infection. 

•	 Administration of analgesics and anti-inflammatory agents may alter 
the host immtme responses that are being investigated. 

Endpoint Criteria: 
•	 More than 20% basal weight loss at any time 
•	 Showing signs of distress: hunched posture, failure to groom, labored 

breathing, and lack of activity for 3 days. 
•	 Moribund or fail-to respond to external stimuli. 

------- -------------- 

Painful Procedure: 
•	 Interactions between a cytomegalovirus (CMV) and allogenic immune 

responses that ultimately result in disease. 
•	 Total Body Irradiation (TBI) to eliminate hematopoietic cells. 
•	 IV injection of Bone marrow cells-Under anesthesia mice will receive 

retro orbital IV injections ofbone marrow and splenocytes. These 
mice will develop either graft vs. host disease and/or CMV. 

•	 Administration of analgesics is not possible because it may alter the 
natural host responses and disease progression. 

Endpoint Criteria: 
•	 Appear moribund or in clinical distress 
•	 20% weight loss 
•	 loss of inquisitiveness, lack of mobility, hunched posture, severe 

diarrhea, or severe skin lesions 

------- -- ---------- -- 

Painful Procedure: 
•	 Tissue cages previously surgically implanted will be infected with S. 

Aureus to determine growth characteristics of bacteria in vivo. These 
animals will not receive antibiotics. 

Endpoint Criteria: 



•	 Pain and distress will be relieved as much as possible during sampling 
procedures with the use ofanesthetics and analgesics. It will not 
possible to relieve all pain and distress associated with the infection. 

•	 If animal is in obvious pain, becomes anorexic, develops diarrhea, or 
exhibits greater than 10% weight loss for more than 2 days, it will be 
euthanized. 

•	 All animals will be euthanized after sampling endpoints, no more than 
10 days. 
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ANNUAL REPORT OF RESEARCH'FACILITY 
(TYPE OR PRINT) 

o'J 1
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1. REGISTRATION NO. 

2:HEA.oQ\.IARTER~.aES~RC~~~~ILlTY JNatr)~,andAddress, as registered with USDA, 
·iticlud!l z.;p Cod~': ,J, i~ ',,'j ; ,",,' .,1 1c. y I 

De'partmehC' of, Veterans Affairs Headquar 
810 Vermont Avenue, N.W. 
Washington, D.C. 20420 

;~. ..... .~~].. : 

1 
3. REPORTING FACILITY (Lisl alUocalions where animals were housed Of'used in actual research, teslillg, leaching, or eJCperimelllalion, or held lor Ihese purposes~ AUach addilional 

sheets it necessary.) , ' 

FACILITY LOCATIONS (Sites) 

VA Te~nessee Valley Healthcare5y~tern '.1	 _ ,.;~ ~~ '.' 

Nashville Campus'(6L6)
 
1310 24th Ave. S. Nashville. TN 3721
 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach a,li<litional .heels ilnecessa,y 'or u.e APHIS FORM 7023A1 

A. B. Number 01 C Number 01 D. Number 01 alllmais upon E. Number 01 animals upon which leaching, ., •.; .. F. 
animals being 'animals upon which experiments, experimerils', research, surgery'or tesls were ,_. 

Animals Covered bred. which leaching, leaching. research, conducled'involving accompanying Pain or dislress 
By The Animal conditioned, or research, surgery, or tesls were to the animals and lor which the use of appropriate TOTAL NO. 

Welfare Regulalions held tor use In experiment-s,.Of conducled involving anesthelic, analgesic, or tranquilizing drugs would OF ANIMALs 
leaching. tesling, lesls were . \ accompauving pain or have adversely altected Ihe procedures, resulls, or 
experiments, conducled distress 10 Ihe animals inlerprelation o. the leaching, research, 
research, or involving no and lor which appropriate experimenls. surgery, or lesls. (An explanation 01 (Cols. C + 
surgery but nol pam, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these o + E) 

.' .' yet used tor such use at pain~ Iranqui'izing drugs were '. animals and the reasons such drugs were not used 
. purposes. .' .... .relieving dnigs. used.' .. iriust be attached to this report). .' 

4. Doas 

5. Cats 

6. Guinea Pias 

7. Hamsters
 

B, Rabbits
 222 20 
9. Non-human Primates
 

1O. Sheep
 

11. PiCls 

12. Other Farm Animals 

13. Other Animals 

Nonregulated: 
8,557 

98 7B 454 82 
Mi rp 4 302 4 081	 174 

614 
I ASSURANCE STATEMENTS 

t)	 ProfeSSionally acceptable standards governmg Ihe care. 'rcarmenl, and use 01 animals. IOcludlflg approflale lise at aneslhellc, analgeSIC. and .ranqUlllzlng drugs, prior 10, during, 
i)nd following aclual research, leaching. testing. surgery, or eMperimenlalion were lallowed by Ihis research 'acitily. 

2).	 Each principal investigator has considered allernalives to pamlul procedures, 

3)	 This lacility is adhering to Ihe standards and regulations under the Act, and il hilS required Ihal exceplions 10 the slandards and regulalions be specified and explained by the 
prindpal invesligator and approved by the tnsliluliorliJl Animal CiJre and Use Commiltee (IACUe). A summary of all such exceptions is attached to this annual report. In 
addilion to idenlitying the IACUe-approved exceptions, Ihis summary includes a briet explanation ot the excepliolls, as well as the species and number of animuls attecled 

4),	 The attending velerirwrliln lor Ihis research laclfily has ilppropriale ilulhority 10 ensure Ihe proVision of ildcquute veter.inCJry c()re ilnd to oversee the adequ()cy ot olher aspecls of 
iUlirnal l:i)re and lJse. 

CEH1U'ICATION BY I1EAnQUAHn:S RF.SEAHCH I"ACILITY OI"I"ICIAL 
(Chief Executive Officer or Legally Itesponsible Institutional Ofliciall 

I (:erilly Ihell Ihe CJbove is hue. correct. mld complele (7 U S,C Set;tion 2143) 
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---------- ---- 
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Column E Explanation 

This fonn is intended as an aid to completing the Column E explanation. It is not an 
official fonn and its use is voluntary. Names, addresses, protocols, veterinary care 
programs, and the like, are not required as part of an explanation. A column E 
explanation must be written so as to be understood by laypersons as well as scientists. 

1.	 Registration Number: 6l1o'.3""'---V..::.....-~O~O-=2 _ 

2.	 Number of animals used in this study. 8_2 _ 

3.	 Species (common name) of animals used in the study. Rats 

4.	 Explain the procedure producing pain and/or distress. 

Thennal sensitivity testing using hotplates at 44C, 47C and 52C. Cut-off times 
are provided for each temperature to prevent tissue damage, but rats will 
undeniably experience some degree of discomfort that cannot be relieved by 
drugs if meaningful results are to be obtained. Operant escape from thennal 
plates at .3, 38,44, 47C; animals are allowed free access to a non painful 
alternative. Algesic chemical sensitization by intra-plantarfonnalin and topical 
application of capsaicin also produce nocifensive behaviors for 90 and 5 minutes 
respectfully. Surgical procedures: Lumbar intrathecal delivery of targeted toxins 
or drugs. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. 
State methods ofmeans used to detennine that pain and/or distress relief would 
interfere with test results. (For Federally mandated testing, see item 6 below) 

When the object of the research is to study pain perception, there is no alternative 
that does not involve some discomfort to the experimental subjects, animals or 
human. Most of the procedures being used in the present proposal involve 
significantly less intense pain stimuli than are routinely used in the great majority 
of published reports. The operant task minimize suffering by always allowing 
animals free access to a part of the test chamber that is at room temperature or 
cool. All surgical procedures are carried out using standard anesthesia and post­
op care to minin1ize discomfort. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code 
of Federal Regulations (CFR) title number and the specific section number (e.g., 
APHIS, 9 CFR 113.102): 

Agency	 CPR 



Column E Explanation 

This form is intended as an aid to completing the Column E explanation. It is not an 
official form and its use is voluntary. Names, addresses, protocols, veterinary care 
programs, and the like, are not required as part of an explanation. A column E 
explanation must be written so as to be understood by laypersons as well as scientists. 

1.	 Registration Number: __6_3_-_V_-_O_O_2 _ 

2.	 Number of animals used in this study. 1_5_9 _ 

3.	 Species (common name) of animals used in the study. Mice 

4.	 Explain the procedure producing pain and/or distress. 

Thermal sensitivity testing using hotplates at 44C, 47C, and 52C. Cut-off times
 
are provided for each temperature to prevent tissue damage, but mice will
 
undeniably experience some degree of discomfort that cannot be relieved by 
drugs ifmeaningful results are to be obtained. Operant escape from thermal 
plates at .3,38,44, 47C; animals are allowed free access to a non painful 
alternative. Algesic chemical sensitization by intra-plantar formalin and topical 
application of capsaicin also produce nocifensive behaviors for 90 and 5 minutes 
respectfulIy. 

5.	 Provide scientific justification why pain and/or distress could not be relieved.
 
State methods ofmeans used to determine that pain and/or distress relief would
 
interfere with test results. (For Federally mandated testing, see item 6 below)
 

When the object of the research is to study pain perception there is no alternative
 
that does not involve some discomfort to the experimental subjects, animal or
 
human. Most of the procedures being used in the present proposal involve
 
significantly less intense pain stimuli than are routinely used in the great majority
 
of published reports. The operant tasks minimize suffering by always allowing
 
animals free access to a part of the test chamber that is at room temperature or
 
cool.
 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code
 
of Federal Regulations (CFR) title number and the specific section number (e.g.,
 
APHIS, 9 CFR 113.102):
 

Agency	 CFR _ 

i 

I
/



Column E Explanation 

This fonn is intended as an aid to completing the Column E explanation. It is not an 
official fonn and its use is voluntary. Names, addresses, protocols, veterinary care 
programs, and the like, are not required as part of an explanation. A column E 
explanation must be written so as to be understood by laypersons as well as scientists. 

I.	 Registration Number: 6'-3lo.:-~'~7-::.10 _.......... ....0_.2
 

2.	 Number of animals used in this study. __........1;;.;5~ _
 

3.	 Species (common name) of animals used in the study......M~i_ce _ 

4.	 Explain the procedure producing pain and/or distress. 

Aggression toward conspecific. Ten minute tests of the degree to which a 
Particular mouse will engage in aggression toward another mouse. Referred to as 
the "resident-intruder" model. 

5.	 Provide scientific justification why pain and/or distress could not be relieved. 
State methods ofmeans used to detennine that pain and/or distress relief would 
interfere with test results. (For Federally mandated testing, see item 6 below) 

Animals need to be ambulatory to become aggressive or receive aggression from 
Another mouse. 

6.	 What, if any, federal regulations require this procedure? Cite the agency, the code 
ofFederal Regulations (CFR) title number and the specific section number (e.g., 
APHIS, 9 CFR 113.102): 

Agency	 CFR _ 
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1. REGISTRATION NO. 

63-V-002 I FORM APPROVED 
OMS NO 0579·0036 

2. HEADOUARTERS RESEARCH FACILITY (Name and Address. as registered With USDA. 
include Zip Code) 

Department of Veterans Affairs I~adqunrters 
810 Vermont Avenue, rnv 
washington, D.C. 20420 

1 
3. REPORTING FACILITY (llsl all locations where aOimals were housed or used in actual research, lestlllg, leaching, or experimentation, or held for these purposes. AlldCh addItional 

sheels " necessary.) 

FACILITY LOCATIONS (SJles) 

VA Tennessee Valley Healthcare System
 
Nasnville Campus (626)
 
1310 24th Avenue South Nashville. TN 37212-2t>37
 

IREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach attitlitlllllal :;heets II necessary or lise APHIS FORM lO23A.J 

A. 

Animals Covered 
By The Animal 

Wel1are Regulations 

B. Number 01 
animals being 
bred, 
condilioned, or 
held lor use in 
teaching, testing, 
experimenls, 
research. or 
surgery bur not 
yet used lor such 
purposes. 

C Number 01 
animals upon 
which teachmg, 
research, 
experimenls, or 
lests were 
conducted 
involVing no 
palO, distress, or 
use 01 pam­
relieving drugs. 

D Number 01 allllnals upon 
which experiments, 
teachmg, research, 
surgery, or tesls were 
conducted involving 
accompanymg pain Or 
distress 10 Ihe alltmals 
and lor which appropriale 
aneslhellc, analgesic, or 
tranquilizing drugs were 
used 

280 

25 

?RflQ 

624 

E. Number 01 anunills upon which leaching, 
experiments, research, surgery or teslS were 
conducted involving accompanymg pain or distress 
10 Ihe animals and for which Ihe use of appropriate 
aneslhetic, analgesic, or tranquilizing drugs would 
have adversely affecled Ihe procedures, results, or 
inlerprelation of Ihe teachmg, research, 
experiments, surgery, or tesls. (An explanation of 
the procedures producl/Ig pain or distress If) these 
animals and the reBsons such drugs were not used 
must be attached to thiS report). 

0 

n 

n 

«~66 

4. DOgS 

5. Cats 

6. GUinea Pigs 

7. Hamsters 

B. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pias 

12. Other Farm Animals 

13. Other Animals 

Mice 

0 

0 

-

0 

0 

70 

2456 

449R:1f"Q n 
., 

F. 

TOTAL NO. 
OF ANIMAls 

(Cols.	 C -to 
o -to E) 

?Rn 

os 

C)~?r:; 

11 ~iq 

I ASSURANCE STATEMENTS 

1).	 Prolessionally acceptable standards governing the care, trealment, and use 01 animals, including approriale use 01 anesthetic, analgesic, and Iranquilizing drugs, prior to, during, 
and following actual research, leaching, lesling, surgery, or experimentation were lollowed by thiS research facility. 

2).	 Each principal investigalor has considered alternalives to pamlul procedures 

3).	 This facilily is adhering 10 the standards and regulations under the Act, and II has required thai exceptions to Ihe standards and regulalions be specilied and explained by the 
prmcipal investigator and approved by Ihe Inslillltiollal Animal Care and Use Cornmiltee (IAGUG). A summary 0' all such exceptions is attached to this annu~1 report. In 
addition 10 identilying the IACUC·approved exceplions, thiS summary includes a brief explanation 01 the exceptions. as well as Ihe species and number 01 anundls alleeted. 

4).	 The altending velerinarlan lor this research facllily has appropriate aUlhorlly to ensure Ihe provision 01 adequale velerinary care and to oversee the adequacy 01 other aspects 01 
animal care and use. 

CERTn~ICATION BY IIEADQUART"~SIU~S"~ARCH FACILITY OI'~I"ICIAL 

(Chief Executive Officer or Legally Responsible Institutional Official) 
I cerllty thai Ihe above is lrue, correct, and complete (7 U S.C Seclion 2t43). 

S----------------------- ----- ----------------------- -------------- NAME &TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

- - --  --   - -- -- -- ---- 
--- -- - ~./. --- - --- - - -- ~,./ I~.J ---- Il;;;--------- --- -------- ---------- ------ - - ---- --- --  - ---------- -- --- -- -- --------- -- 

APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), whlt;h IS ubsoh:te ) 

(AUG 91) PART 2 • SECTOR OFFlCE 



--

This repor! IS reqUIred by law (7 USC 2143) F':lIlure to report according 10 Ihe reglllal'OIl~ can See reverse side lor IlIlerugenc, Reporl Coni") 1Ju 

resull In an order 10 cease and deslsl and tu be subteCI 10 pellallies as provided '?r III S~clioll 2150 addllional inlormallon. oIBO·DOA·AN 

UNITED STATES OEPARTMENT OF AGRICULTURE ~GISTRATION NO.I ; FORM APPROVED ANIMAL AND PLANT HEALTH INSPECTION SERVICE .. / ~ ;:;. ­ 'U ':2.' \/~"n/3 ~J .~':i ':2 ,f" OMS NO 0579·0036,../....;r V _ __ ._' I-"-> 
~UARTERS RESEARCH FACILlTV (Name and Address, as registered with USDA 

cfude Zip Code) 

Depart!!lent of Veterans Affairs Central Office
ANNUAL REPORT OF RESEARCH FACILITY 

810 Vermont Avenue NTtJ(TYPE OR PRINT) 
Washington, D.C. 20420 

, 

13. REPORTING FACILlTV (liSI all local ions where ammal~ were housed or used In aClual rese,lIch, tesling, leaching, or experlmenlalion, or held for these purposes. Altach addlliolial 
sheels II necessary.) 

FACILITV LOCATIONS (Sites) 01~ 
, 

#~/~~ ~ 
,,; 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILlTV (Attach ilditlitTo/li11 shuels If necessCiry or lise APHIS FORM 1023.4..)	 ! 

A. 

Animals Covered 
By The Animal 

Wellare Regulalions 

B. Number 01 
ammals being 
bred, 
conditioned, or 
held lor use In 

leaching, lesting, 
experimenls, 
research, or 
surgery bUI not 
yet used lor such 
purposes. 

C llklmber 01 
anurlals upon 
which leaching, 
research, 
experimenlS';<Qf 
lesls were 
conducled 
involving no 
pam, distress, or 
use 01 pain­
relieVing drugs. 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

D. 

4. DOQS 0 

5. Cats 0 

6. Guinea Pigs a 
7. Hamsters 0 

8. Rabbits 0 

9. Non-human Primates 0 

10. SheeD 0 

11. Pins 0 

12. Other Farm Anrmals 0 

'.
"'­

13. "''Other Animals 0 

14. Rats 0 

15. Mice 0 766 

- E. Number 01 anrmills upon which leaching,Number 01 alllfnals upon 
experlmenls, research, surgery or lesls werewhIch experimenlS, 
conducled involving accompanying pain or dlslressleaching, research, 
to the animals and for which Ihe use 01 appropnalesurgery, or lesls were 
aneslhetic, analgesIc, or tranquilizing drugs wooldconducled involving 
have adversely allected lhe procedures, results, or accompanymg pam or 
mlerprelalion of Ihe leaching, research,dislress 10 Ihe alllmais 
experimenlS, surgery, or tests. (An explanation ofand lor whIch appropriale 
the procedures producing pain or distress in theseaneslhellc, allalgesic, or 
animals and the reasons such drugs were not usedlranqllilizing drugs were 

used must be attached to thiS report). 

0 0 

0 0 

0 0 

0 () 

12 0 

a 0 

0 0 

0 0 

0 () 

0 0 
\. " 4 0 \\ 

1015 60 ~ 

F. 

TOTAL NO. 
OF ANIMAls 

(Cols. e + 
0+ E) • 

0 

0 

0 

() 

12 

0 

0 

0 

f\ 

n 

!J.. 

~"'1841 

-
I ASSURANCE STATEMENTS 

1)	 Prolessionally acceplable slandards governing the care, Irealmenl, and use 01 animals, includmg appronale use 01 aneslhelic, analgeSIC, and IranqUlllzlng drugs, prior 10, durlOg, 
and lollowing actual research, leaching, lesting, surgery, or experimental ion were lollowed by Ihls research lacilily. 

2).	 Each principal investigalor has considered alternalives 10 pain lui procedures. 

3).	 This lacilily is adhering 10 Ihe slandards and regulalions under Ihe Act, and it has required Ihal excepllons 10 Ihe slandards and regulalions be specllied and explained by Ihe 
principal investigalor and approved by Ihe Inslilulional Animal Care and Use Commillee (IACUC). A summary 01 all such exceptions is attached to this annu,::ll report. In 
addition 10 identilying Ihe IACUC·approved exceplions, Ihis summary includes a briel explanation 01 the exceplions, as well as Ihe species and number 01 anunals allecled. 

4).	 The allending velerinarian lor Ihis research lacllity has appropriale aUlhorily 10 ensure Ihe proVISion of adequate veterinary care and 10 oversee Ihe adequacy ul olher aspecls 01 

animal care and use. 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type 01 Pf/nt) 

CERTIFICATION 8'v IIEADQUART~SIU~Sj<~ARCH l"ACILIl'Y 01"I"ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I cerllly Ihal Ihe above is true, correct, and complele (7 U S.C Seclion 2143). 
I 

--- --- ---------------------- ---- 
-------------- ----------- --------------- 

OATE SIGNED 

whl~h IS ubsolele ) 
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This reporl is required by law (7 USC 2143). Failure to reporl according 10 Ihe regulations can . . . See reverse side lor Interagency Repor' Conlrol No 
resuilin 'an order' to cease arid'dlisisl and'lo' 00 subjecllo:penalliei"'as iliovided' 10fl,i'Se''ciion 2l50"!G '~l ~,~,"",,", ddlllOn,,1 into,ri1i,lion:"';;''''' ?..-it l 0180,DOA,AN ",., .,' /i·.l·" 
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'2~ HEADQUARTERS RESI=AAc.R; FACltllX '(fJame-caniN\ddress, as registered with USDA, 
s .i~~IJ;fe"tip bOde) " .,;'"$'"1-;:-"". - - ­ . .; .. - " -I ~ 

du? .~~·l.,.f~G\ f\:":\J Q at iO'\8f\',
VA Medlcal CenterKRXQ 

60~Q AmarillO\Blvd., West 
1\m',[:r'i1fo"/'2Texa!~v"7'9t'd6~' "~'i ..;3 "f'JTi 

~;. ... 

"'13' REPORTING FACtLIlY (LiS.I ".U.·I·ocalio.riS ;';heie'anlm'afs were'.hOU~.· or'us'e,Ji" ach'ai res"a'.Ch"eSllii9 ' 'teaching: or 'expe,imei'laiion,',;r held'tor lIlese purposes., A.iiach addilional 
. .sheels if necessary.) ..' ,'. / , - ", ~ . . . ,. , . • .. I .~ .. ~~ 
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, I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILIlY (Attach a,Ii,IitlOnat sheets. ilnecessary or use APHIS FORM 7023A.), 

"~ •• J .,:...... • ••"., B."Number, of ; 'Y,'
 
anir,!a.l!!- belnlt:'
 

Animals Covered
 bred,'
 
By The Anima\
 . condilioned, or ':f TOTAL NO. 

Well;te'R~~iJlaiib~~i~?-, ,{h~l~ for;use-i~:" OF ANIMALs 
sr",:; . -~ ~:""n'",",! .:,~..:.~.; .·~"·Ieachl,.g;·tesllng. 

eXptjrimenls, 
research, or (Cals, C + 

'.,' .._- _ .' .-. 1".' . 0 + E) 
.,:l..)l'~ ',:) ·"';V. '" 

-, . sJl~~e.ry b~l. ,~.~\-., 
".jet,used lor· such­
/purposes,
 

7 

/ 
I 

8. Rabbits /
i 

9. Non-human Primates i 
;' 

11. Pios
 

12, Other Farm Animals
 

13. Other Animals 

:: ii 1\ . ~ U f . 

UL '.1'NOV t.~ lUUI ,oW'I 
I I 

I ASSURA.NCE STATEMENTS .Nro CA 
1). Professionally acceptable standards governing the care, treatment, and use 01 animals, including approria e use 01 anesthetic, analgesic, and tranquilizing drugs. prior' to. during, 

'" and following actual research~ leaching, lesting. surgery, or eMperimenlation were followed by this research facility. 

2).	 Each principal investigator has considered alternalives 10 painful procedures. 

3).	 This facility is adhering 10 lhe standards and regula lions under the Act, and it has required that exceptions to the standards and regulalions be specilied and explained by Ihe 
principal invesligator and approved by Ihe Institulional Animal Care and Use Commillee (IACUC),·· A summary of all such excepUons is attached to this annual report, In 
addillon to idenlilying the IACUC,apprOved exceptions, this summary includes abriel explanation oltha exceplions, as well as Ihe species and number 01 animals allected. 

4).	 The'attending veterinarian· lor this research facility has appropriate authority to ensu,~ the provision 01 adequate veterinary care and to oversee the adequacy 01 otller aspects of 
anima"care and use. . 

...;: 

CERTIFICATION BY HEADQUARTES IU~SJt~ARCHFACILITYOFFH:::IAV 
(Chief Executive Officer or Legally Responsible Institutional Official) . 

t certify thaI Ihe above is Irtle, correct, and complete (7 U.S,C. Section 2143), ' 
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Inleragency Reporl C09.1rot ·No•.This report is required by law (7 USC 2143). Failure to repor! according 10 Ihe regulalions can See reverse side tor 
OISO·DOA-AN . /' " •.	 result in.an order 10 cease and desist and to be subjeci 10 penalties as provided lor ill Section 2150. additional informalion. t-:c .,\ \ 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

~'I~C I I 
ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

FORM APPROV~'c:r~ J 
OMB NO. 0579'O~II. REGISTRATION NO. 

74-V-009 
2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA. 

include Zip Code) 

Department of Veterans Affairs Central Office 
810 Vermont Avenue, NW 
Washington, DC 20420 

1 
3. REPORTING FACILITY (List all local ions where animals were housed or used in actual resf~urch, lesting, leaching. or experimenlation, or held lor Ihese purposes. Allach additional 

sheets if necessary.) 

671 FACILITY LOCATIONS (Sites) 

South Texas Veterans Health Care
Audie L. Murphy Division 

System 

7400 Merton Minter Blvd. 
San Antonio, TX 78284 
IREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach a,t,,'itlClllal sheets If necessary or lise APHIS FORM lO23A1 

A. 

4. 

5. 

6. 

7. 

8. 

9. 

10. 

11. 

12. 

13. 

C Number 01 
a-nirnals upon 

Animals Covered whIch teaching, 
By The Animal research, 

Welfare Regulalions experimenls, or 
tests were 
conducled 
involving no 
pain, distress, or 
use of pain· 
relieving drugs. 

Doas 

Cats 

Guinea PiQS 

Hamsters 

Rabbits 

Non-human Primates 

Sheep 

Pios 

Other Farm Animals 

Other Animals 

B.	 Number 01 
animals being 
bred, 
condilioned, or 
held tor use in 
teaching. lesting, 
experimenls, 
research, or 
surgery but not 
yet used lor such 
purposes. 

8523 

D. Number uf afltlnals upon 
which experiments, 
leaching, r~search, 

surgery, or tes1s were 
conducted invulving 
accompanying pain or 
dislfess to Ihe animals 
and lor which appropriate 
anesthelic, analgesic, or 
tranquilizing drugs were 
used. 

15 

41 

36 

4342 

E.	 Number 01 anirniJls upon which leaching, 
ex~eriments, research, surgery or lesls were 
conducted involving accompanying pain or distress 
tu the animals and lor which Ihe use of appropriate 
anesthetic, cJnalgeslc, or lranquilizing drugs would 
have adversely attecled the procedures, resul1s, or 
inlerprelation at the leaching, research. 
experiments, surgery, or lests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to thIS reportl. 

60 

397 

9076 

F. 

TOTAL NO.
 
OF ANIMAls
 

(Cols. C + 
0+ E) 

75 

41 

631 

18022 

198Rats 

4604Mice 

I ASSURANCE STATEMENTS 

1).	 Protesslonally acceptable standards governing the care, t,ealment, and use at animals, mcludmg appronate lise 01 anes1he1fC, analgeSIC, and tranqUilizing d,ugs, prior to, during, 
and tallowing aClual research, leaching. lesling, surgery. or eXfJerimentalion were followed by Ihis research lacility. 

2).	 Each principal investigalor has considered al1ernatives 10 pClinful procedures. 

3).	 This tacilily is adhering 10 the slandards and regula lions under 1he Acl, and il has required that exceptions 10 Ihe standards and regujalions be specified and explained by Ihe 
principal invesligalor and approved by Ihe Inslillllional Animal Care and Use Commillee (IAGUG). A summary 01 all such exceptions is allached to this annual report. In 
addilion 10 identitying Ihe IACUC·approved exceplions, lhis summary includes;) briet explanation at the exceptions, as well as the species and number ot animals attecled. 

4).	 The attending velerinarian lor Ihis research tacility has appropriate aUlhorily 10 ensure Ihe provision ot adequate velerinary care and 10 oversee the adequacy 01 other aspects ot 
animal care and use. 

CERTIFICATION BY BEADQUARTES Rl'~SEARCH FACILITY 01"1"ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I cerlity Ihat Ihe above is true. correct. and complete (7 US.G. Section 2143). 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL --------------- .zrype or Pant) DATE SIGNED 

-------------- --- --------- ------ 
----------- --- --------- ------- - --- --------  ---------- ---- 

~OSER. ------------------ ---------- --------  Director',<~ -- ~ ----- 'Nl~jffJ--------- 
- 

APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88l. wtll<:h IS obsolele)' 
(AUG 91) -PART 1 • HEADQUARTERS 



1 
671 

cJ ~ 'J ~_. 
This report IS requIred by law (7 USC 2143), FIIlI'uro:'J , l[~· r "lccordtng Ie the regulallons can ... . <; .: ~: •• ~: c.]!~e~se side fo~ Interagency Report CC'J)!rol No. 
resull inAn order ~\n!ase and desi~.I;j;ld 10 ~ SlJb;... • \,0;5 as p"lVIded lor III Seclion 215u. ;' (la,lie'""", inlormallon. . 0180·DQA·AN "'f". \ ,":·'·>------"'II....---FO...;.;:;;;~-· A-P-'P-R-O-V• UNITED STATES ~;~RT~',:NT"oF:·' .~~;~u;.~RE 1. REGISTRA=oir·....- ­ .. ..~~·;.;;···~~«~J;,,-o!"_...- J........., 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 74-V-009 OMB NO 0579.0~ 

'.',..,
: r: i...; ) 1 2. HEADOUARTERS RESEARCH FACIUlV (Name and Address. as registered witl1 USDA. 

include Zip Code) 

ANNUAL REPORT OF RESEARCH FACILITY 
Department of Veterans Affairs Central Office 

(TYPE OR PRINT) 810 Vermont Avenue, NW 
Washington, DC 20420 

3. REPORTING FACILllV (Lis\ all local ions where animals were housed Or used in ilcluill research, '''Sling, leaching, O' experimenlalioll, or held lor Ihese purpos..... Allach addiliollal 
sheels il necessary.) . . 

FACILITY LOCATIONS (SIles) 

South Texas Veterans Health Care System
Audie L. Murphy Division 
7400 Merton Minter Blvd. 
San Antonio. TX 78284 
I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILllV (Anach adi<liIlOn"t sl1"e/. it necess"ry or lise APHIS fORM lD23A) 

A. B. Number 01 
animals being 
bred, 
conditioned. or 
held lor use in 
leaching, leslil~g. 

experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 

C Number 01 
animals upon 
which leaching. 
research, 
experiments. or 
tests were 
conducted 
involving no 
pain, distress, or 
use 01 pain-
relieving drugs. 

D. Number 01 illUlnals ufJOn 
whiCh experiments. 
teach'ng. r~search. 

surgery, or lests were 
conducted invulving 
accompanying pain Or 
dis1ress 10 the animals 
and lor which appropriate 
anesthehc, 311algesic, or 
1raoquiJizing drugs were: 
used 

15 

41 

36198 

8523 4604 4342 

E. Number 01 anim..ls upon which leaching, F. 
experiments, research, surgery Or tests were
 

Animals Covered
 conducted involVing ac.companying pain or distress 
By The Animal \0 Ihe ilnimills ~nd lor which Ihe use 01 appropriale TOTAL NO. 

Welfare Regulalions anesthetic, analgesic. or tranquilizing drugs would OF ANIMAls 
have adversety affected the procedures. resulls. Or 
interpretation of the leaching. research, 
experiments. surgery, or tests. (An e~plBnBtion of (COls. C + 
the procedures producing pain or distress in Ihese 0+ E)
animals and the 188sons such drugs wale nol used 
musr be snacned /0 tl1is reporl). 

4. DOQS 

5. Cats 

6. Guinea Pies 

757. Hamsters 60 

8. Rabbits iLl 

9. Non-human Primates 

10. Sheep 

11.	 Pies
 

,
12.	 Other Farm Animals
 
!
 

~3, Other Animals 

631
 

Mice
 

397Rats 

180229076 

I ASSURANCE STATEMENTS
 

1). ProfeSSionally acceplable siandards governing Ihe care. trealment, and use of animals, includlOg approriate use of anesthelic, analgesic, and Iranquilizing drugs, prior 10, during,
 
and lollowing actual research, teaching, lesting, surgery, or experimenlalion were lallowed by ntis reseilrch lacililY.
 

2). Each principal investigator has considered allernalives 10 painlul procedures.
 

3).	 This lacility is adheri,~g 10 the .standards and regulalions under Ihe Act, and iI has required thai exceplions 10 Ihe standards and regulations be specified and exp'ained by the 
principal inveshgalor and approved by the Institutionill Anim~1 Care and Use Commillee (IACUC). A summary 01 aU such excepllons ;$ allached to Ihi$ annual repor1. In 
addilion 10 idenlifying the IACUe-approved exceplions, this summary incJudes a brief explanalion of the exceptions, as well as the species and number ot Clnimals ."tlected. 

4).	 The ullending veterinarian lor Ihis resec1rch laciliry has appropriale li)uthorHy 10 ensure Ihe provision 01 adequale velerinary care and 10 oversee Ihe adequacy ul Olher aspects of 
animal care and use. 

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY 01"I"ICIAL
 
(Chief Executive Officer or Legally Responsible Institutional Official)
 

1certily thai the ilbove is Irue. correcl, and complete (7 U S.C. Sechon 2143).
 

------------------ ----- --------- ----- ----------------------- ------ ICtAL 

-------------- --- --------- ------ 
--------- ---------- ----- 
---------- ------------------ ----------  
~rector 

--------- -- --------- ----- --------- ----- ----------------------- ----------------------- --- -------- DATE SIGNED 

-------------- --- --------- ------- -- - - ~I . 
--------  ---------- ''{~  -----  r--v/"i/(lJ 

APHIS FORM 7023 (Repla~es VS FORM 111·2~ (OCT Illll, wlllc:h IS ubsolete.) 
(AUG 91) ..PART 1 • HEADQUARTERS 



Interilgency Reporl Conlrol NoThis reporl IS required by law (7 USC 2143) Failure 10 reporl accordlllg 10 the regulaliom. ca(. v "UU~e reverse side lor 
01S0-DOA·ANresuilin an order 10 cease and desisl and 10 be subjeci 10 penallies as provided lor in Section 2150 addilionill inlormallon 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH 'NSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

FORM APPROVED 
OMB NO 0579·0036 I1. REGISTRATION NO. 

74-V-011 
2. HEADQUARTERS RESEARCH FACILi1Y (Name and Address, as registered wittl USDA, 

include Zip Code) 

Department of Veterans Affairs 
810 Vermont Avenue, N.W. 
Washington, D.C. 20420 

1 
3. REPORTING FACILIlY (llsl all localions where animals were housed OJ used in actual rest!iuch, tesuIIg, teachlOQ, or expeJimentalion. or held lor Ihese 

sheets II necessary) VA Medical Center (580/151), 2002 Holcombe Blvd., Houston, TX 
purposes. Allach addl1iullal 

77030 
FACILllY LOCATIONS (Sites) 

I REPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Attach atiiditlOllal sfwefs ,1 lIOC8SSiUY or lise APHIS FORM 102M) 

A. 

Animals Covered 
By The Animal 

Wellare RegUlations 

B. Number 01 
animals being 
bred, 
condilioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 

C Number 01 
animals upon 
which leaching. 
research, 
eJtperimenIs, or 
tesls were 
conducted 
invulving no 
pain, dislress. or 
use 0' pain· 
relieving drugs. 

43 

D. Number ul iumnals upon 
which experiments, 
leaching, research, 
surgery, or lests were 
conducted involving 
accompanying pain or 
distress to lhe animals 
and lor which appropriate 
anesthelic, analgesic. or 
tranquiliZing drugs were 
used. 

15 

E. Number 01 animals upon which teaching. 
experiments, research. surgery or laslS were 
conducled inVolving accompanying pain or disIress 
10 the animals and lor which lhe use 0' appropriate 
anesthetic. analgesic, or tranquilizing drugs would 
have adversely allected the procedures, results. or 
interpretation 0' the teaching. research, 
experiments, surgery. or lests. (An explanation o( 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be allached to this report). 

4. Dogs 

5. Cats 

6. Guinea Pias 

7. Hamsters 

48. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pins 

12. Other Farm Animals 

13. Olhor Animals 

F. 

TOTAL NO.
 
OF ANIMAls
 

(Cols. C+ 
o + E) 

15 

43 

4 

I ASSURANCE STATEMENTS 

1)	 Prolessiollally acceptaLle standards governing Ihe care, lreatlllelll, and use 01 animals, ilicludlllg approriate use 01 aneslhetic. analgesic. and lranquili.ling drugs, prior 10, during, 
and lollowing actual research, teaching. testing, surgery, or experllnentation were lollowed by Ihls resceJl(:h lacility. 

2)	 EClch prlllcipal investigator has cOllsidered alternatives 10 pallllllll)rOcedures 

3)	 This 1.1Cillly is adhering 10 the slandel/cls aile! rcgulCI!ions IIl1der Ihe Ac;t, alld il has reqUIred lhal el(l:eptiolls to tht! standards and regulations be specilied and e)(plained by the 
principal investigalur and approved by lhe Inslilliliollal Animal Care and USl! Committee (IACUC). A summary of all such ellceptions is attached to this annual report. III 

ilddition 10 identifying Ihe IAGUe'approved exceptions, till!> sUlIllllClry includes a briet explanalion uf Ihe elCcep!iolls, as well as the spedes and number 01 C111l1ll..J1S allecled 

4)	 Till! <lllendlllg VclClIlIClrlCln for Ihis research ladlily h&ls appr0!lIl&lIO i1Ulhollty to c/lswe thll pruvrslllll ul adequale velerinary C:,1re &lntl 10 oversee the adequacy 01 other aspccls of 
elllilllClll;are i1ntlusc. 

C"~ltTn'ICA'I'IONBY IH:A()QUAItTIt~S RI':SEAR<'~II I"ACU.ITY OIt'It'ICIAL 
<Chief Executive Officer or IAegally Itesponsible Institutional Official) 

t r:erllly rh<J1 Ih-- --------- --- - ilI', (:OIrm;I, <Jruf (;ol1lplf!I(! (7 US G Sm:llnll 2t43) 

ITUTIO~NAL OFF"-IC_I_A~LoI---- ~_---- ------ --- ----- - M~E~&r:oTlTLE ----- --------- ----- ----------------------- ------- IAL (1¥pe or P,IIII) 

~ ----------- --- ------------ 
------ -------- ---------- 

(A~places VS FOAM t8-23 (OCT 88), which IS obsoll'lle ) 

PART 1 - HFAnnIIARTI=RC:: 



.- ....
 ~ IJ 'UUv 
Interagency Reporl cor~1lJ[:~/"thiS rep'ort is required by law (7 USC 2143) F.ulure to reporl according to the regulations can See reverse side lor 
0180·DOA·ANresult in an order 10 cease and desist and to be suulect 10 penalties as tJrU\lll.l~l.I lUI ill 5ection ~150, .1dditiollill int(\rrnilhnn 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1_ REGISTRATION NO. 
85-V-001 I FORM APPROVED 

OMB NO, 0579·0036 

2. HEADOUARTERS RESEARCH FACILITY (Name and Address, as rcgislere(1 wilh USDA, 
include Zip Code) 

Department of Veterans Affairs Central Office 

810 Vermont Avenue N.W. 
Washington, D.C. 20420 

, 3. REPORTING FACILITY (List alt locations where alllmals were housed or used in aclual reSt!arch, testlll9, leaching, or experimentalioll, or held lor these purposes. Attach c1ddlllollal 
sheels if necessary.) 

FACILITY LOCATIONS (S,'es) 

501 New Mexico VA Health Care System 
, .. "', .. ..... , ..... .. .... 
.L..,IVL Ua.U LeU-LV U.L • .... .1'1 • 

Albuquerque, NM 87108 
I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach a!llllitw/lal shvels if necessary or lise APHIS FORM 1023A.) 

A. B. Number 01 C Number ot D Number 01 anllnals upon E. Number 01 animals upon which leaching. 
animals being animals upon which experimenls, experimenls. research, surgery or tests were 

Animals Covered bred, which leaching, teaching, research, 
conducted involving accompanying pain or distress 

By The Animal condilioned, or research, surgery, or lests were 
to the animals and lor which the use 01 appropriate 

Wellare RegUlations held lor use in ex.perimenls, or conducted involving anesthetic, analgeSIC, or tranquilizing drugs would 
leaching, lesting, tests were accompanylllg pain or have adversely allected the procedures, resulls, or 
experiments, conducted distress 10 the animals interprelation of lhe teaching, research, 
research, or involVing no and lor which appropriate experiments, surgery, or teslS. (An explanation of 
surgery but nol pain, dislress, or anesthetic, analgesic, or the procedures producing pain or dislress in these 
yet used lor such use 01 pain- lranquilizing drugs were 

animals and the reasons such drugs were not used 
purposes. relieving drugs. used must b6 attached to this report). 

4. Dogs 0 0 0 0 

5. Cats 0 0 0 0 
7 0 103 0 

6. Guinea Pigs 

7. Hamsters 0 0 0 0 

8. Rabbits 0 0 6 0 

9. Non-human Primates 0 0 0 0 

10. Sheep 0 0 0 0 
0 0 196 0 

11. Pias 

12. Other Farm Animals 

13. Olher Animals 
~ -

- -
" .- . -

-,. .	 - . -

F. 

TOTAL NO, 
OF ANIMAls 

(Cols. C + 
o + E) 

0 

0 
103 

0 

6 
0 

0 
196 

I ASSURANCE STATEMENTS 

I)	 Prolessiollally acceplable standards governing the care. trealme"t, and use ot animals, including cl~...rUli...l~ lise 01 aneslhetic. ollulgc:;ic, ;)nd Iranquilizing drugli, prior to, dmi"Q. 
alld 10llowUlg actual rese.lH:h, teaching, testing, surgery, 01 eKperirnentalion weu? tollowed by this research tacilily. 

2), Each prinCipal investigator has (;onsidered allernalives to painlul procedures 

3j	 This I•.u;illty is adhering 10 the standards and regulatIOns linde, the Act, and it has reqUired Ihal excepllons to the standc1rds and regulations be spc(;/lied and cJ<plaiued by the 
prilll:lpal invesllgator and approved by the tnslitutional Animal Care and USl! Commillee (IACUCI, A summary 0' all such exceptions is attached to this annual report. In 
addition 10 identilying the IACUC-approved l~xceplious. this sUlllnwry includes a brief explanation of the exceptions, as well CIS Ihe species and numbl~r ot anllnLlls allected 

4)	 The athmdlng vetCrllIarl,J11 lor this rese.Jrch lacllily has Llpplopliate .Juthouty 10 ensure thl! provlsiOIl 01 Lldequute veterinary (:Llre and to Oversee the adequacy (It other aspllCI:. ot 
allimat care aud use. 

CJ<;RTU'ICA'I'ION BY IIJt~AnQUART";S RF.SEARCII .'ACILITY O.'.'ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I <:erllly Ihdl Ihe above is Irue, I:orrm;t, iUld coltlplcl~ (7 USC SI~l:lIon 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL L OFFICIAL (1ype 01 PrlllO 

APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88). whlc.h IS obsolele)
 

(AUG 91)
 



Ilol a.. \i .l J LUU~ Interagency Rt!port ~.~hisreporl is required by law (7 USC 21431 Fililure 10 report accOfding 10 Ihe reouialiom,; cali See reverse side lor 
rol;UIt in an order II) ("Pi'lO;P AI.,. dp"I,,1 illll1ln hp. subjecl to pellall1es as provided lor ill Seclion 2150. additional inlorlnallon 0180-DOA·AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

1. REGISTRATION NO. 

82-V-00I I FORM APPROVED 
OMS NO 0579·0036 

2. HEADQUARTERS RESEARCH fACILITY (Name and Address. as registered with USDA, 
include Zip Code) 

Department of Veterans Affairs 
VACO 
810 Vermont Avenue NW 
Washington, DC 20420 

1 
3. REPORTING FACilITY (list alliocalions where alllmallo were houStld or used in actuallese'.lIch, tesll1l9, teaching, or experimelliation, or held lor these purposes. Allach ad,Ji!iollal 

sheels il necessary.) 

FACILITY LOCATIONS (Sites) 

531 VA Medical Center 
500 West Fort Street 
Boise, ID 83702 

IREPORT OF ANIMAL.S USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach iJl/icJit,ollai sheels if 1I0ceSStlrl' or lise APHIS FORM lO23A) 

F. 

TOTAL NO. 
OF ANIMAls 

(Cols. C + 
o + E) 

42& 

A. 

Animals Covered 
By The Animal 

Welfare Rlegulations 

4. DOgS 

5. Cats 

6. Guinea Pias 

7. Hamsters 

R. Rabbits 

9. Non-human Primates 

10. SheeD 

11. PiCls 

12. Other Farm Animals 

13. Other Animals 

I ASSURANCE STATEMENTS 

B. Number of 
animals being 
bred. 
conditioned, or 
held lor use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yel used lor such 
purposes. 

C Number 01 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain. dislress. or 
use 01 pain­
relieVing drugs. 

D. Number 01 anllnahi UpOIl 

which experimenls. 
teaching. research, 
surgery, or lests were 
conducled involving 
accompanying pain or 
distress to Ihe animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used 

E. Numbel 01 animals upon which leaching, 
experiments. research. surgery or tesls were 
conducled involving accompanying pain or dislress 
10 Ihe animals and lor which Ihe use 01 appropriate 
anesthetic, analgeSIC. or Iranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation 01 the leaching, research, 
experiments, surgery. or lests. (An explanation ot 
the procedures producing pain or distress in these 
animals and the reasons such drugs were nol used 
must be attached to this report). 

~~ 

t)	 P,ulessiullally accl!ptable :;landauJI; govarning th.. Cilrtl, tre•.lIrn",n', .lIld 111>.. 01 animals. inctUdinQ approriate lise 01 anesthelic, analgesic, and tranqUlltLlIlg drugs, prior 10, durmg. 
and lollowing actual research. leaching. lesting, suryery. or eKperirnenlaliol1 were lollowed by Ihis research lacility. 

2)	 Each prlllcipal invesligalor has conSidered allernalives 10 painlul procedures 

3)	 This lacilrly is adhering 10 Ihe slandards and reglliulions under Ihe Acl, and il has required thai exceplions 10 Ihe siandards and regulations be specllied and explained by the 
prinl;lpal inllesligalor and approved by Ihe Instituliollill Animal Care and Use COlOmiltee (IACUC) A summary of all such exceptions is attached to this annual report. In 
addilion 10 identilying the IACUC'approved exceplions, this sUlTlmary includes a briel explanalion ollhe exceptions, as well as Ihe species and numbt!1 01 ilnilllais atlected. 

4)	 The aillmding veleriJwrwn lor Ihis research lacllity has appropridle authOrlly 10 ensure the proVIsion 01 iJdequale veterinary care and to oversee Ihe adequacy 01 olher aspecls 01 
animal l:iJre illld lise. 

C~R'I'''''ICA'I'ION 8Y II~AJ)QUARTJt~SRF:SEARCII ..'ACILITY ()10''''ICIAL 
<Chief Executive Officer or Legally Responsible Institutional Official) 

I l:t!rlily thai Ihe above is IlIle, l:mmct, and complelt! (7 USC Se<:lilln 2143) 

StGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

--------- 

DATE SIGNED 

10/27/0 
APHIS FORM 7023
 

(AUG 91)
 



,	 'jl 'j D£C .~ OOA -- - -- - - -- ---- -- --  --- 
---------------- -------- ---------- -----  This report is required by law (7 USC 2143) Failure to report according 10 the regulalions can' - ·See reverse side for,0	 I 2 

I 
01 BO-DOA-ANresult in an order to cease and desisl and 10 be subjeci to penalties as provided for in Section 2.150. additional informal ion. 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE QRPR/NT) 

\ 1. REGISTRATION NO. FORM APPROVED 

82 - V-DOl OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
I··· include Zip Code) 

Departm2Dt of Veterans Affairs 
V/~CO' 
810 V~rmont Avenue NW 
Washington s DC 20420 

1 
3. REPORTING FACILITY (List all locations where animals were housed or used in aclual research, lesting, leaching, or experimenlalion, or held tor Ihese purposes. Attach additional 

sheets it necessary.) 

FACILITY LOCATIONS (Sites) 

531 VA f1edical Center 
!)f)r) ;Jp~·r F{)rl~ Si~:~~;'~i~ 

IREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach aliiliitiollal slwets iI,jecessary or lise APHIS FORM 7023A) 

A. B. Number 01 E.	 Number of animals upon which teaching,C Number of D. Number 01 anllnals upon/ F.
animals being experiments, research, surgery or tests wereanimals upon which experiments, 1 

bred, conducted involving accompanying pain or distressAnimals Covered which teaching, teaching, research,
conditioned, or to the animals aNd lor which the use 01 appropriateBy The Animal research, TOTAL NO.,surgery, or tests were
held lor use in anesthetic, analgesic, or tranquilizing drugs wouldWellare Regulations experiments, or OF ANIMALsconducled involving
leaching, testing, have adversely aflecled the procedures, resulls, ortests were accompanying pain or 
experiments, interpretation 01 the teaching, research,conducted distress to the animals 
research, or experiments, surgery, or tests. (An explanation ofinvolving no (Cols. C +and lor which appropriate 
surgery but nor the procedures producing pain or distress in thesepain, distress, or o + E)anesthetic, analgesic, or 

animals and the reasons such drugs were not usedyet used for such use 01 pain­ tranquiliZing drugs were 
purposes. must be attached to this report).relieving drugs. used. 

4. DOQS
 

5., Cats
 

6. Guinea PiQS 

7. Hamsters 

..,..., 
1~318. Rabbits J.. / 

9. Non-human Primates 

10. Sheep 35 

11. Pias 

12. Other Farm Animals 

13. Other Animals 

1{1 
~ T'. ; 96 

""".­/ ~J 98 

I ASSURANCE STATEMENTS	 c' 

1)	 Professionally acceptable standards governing the care, treatment, and use 01 animals, including approriate lise 01 anesthetic, analgesic, and tranquilizing drugs, prior 10, during, 
and following actual research, leaching, lesting-, surgery, or experimentation were lollowed by this research lacilily. 

2).	 Each principal investigator has considered allernatives to painlul procedures. 

3).	 This lacility is adhering to the slandards and regulalions under Ihe Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigalor and approved by the Inslillltional Animal Care and Use Commillee (IAGUC). A summary of all such exceptions is attached 10 this annual report. In 
addition to idenlilying Ihe IACUC·approved exceptions, this summary includes a briel explanation 01 the exceptions, as well as the species and number 01 animals allected. 

4).	 The allending velerinarian tor this research lacility has appropriate authorily 10 ensure the provision 01 adequate velerinary care and to oversee Ihe adequacy 01 olher aspects 01 
animal care and use. 

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Orticer or Legally Responsible Institutional Official) 

I cerllty Ihat the above is Irlle.> correct, and complele (7 USC Seclion 2t43). 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Prlllt) 

~'Jayne ---- --------- 
---------- -------- ---------- 

DATE SIGNED 

11/10/04 

APHIS FORM 7023 (Replaces VS ----------- -23 (OCT 88), which IS obsolele) 
(AUG 91) DEC 2004 



Investigator: ---- ----------- --------- -------- 

Protocol #: ---------------- 

Justification of category E Animals 

The category E rabbits were injected with anthracyclines chronically and they 
may develop congestive, heart failure over a 10-week period. Use of anxiolytic 
agents or stress reducing drugs such as barbiturates or benzodiazepenes may 
induce or inhibit microsomal liver metabolism or displace anthracycJines from 
plasma protein stores thereby altering the pharmacokinetics of anthracycJines. 
Such an effect may interfere with the experimental outcome. The drugs may 
have direct effects on the proteins of the heart being studied and interfere with 
the results of the study' 

rabbi+S 

DEC 1 3 2004
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-- -- ---- -  -- ---- -- --- - - 
This repon is required by law (7 USC 2143) Failure 10 reporl according 10 the regulalions can See reverse side tor Inlerage~cy Report C~OI No' 
resull h~C)n order 10 cease and desist and 10 be subject to penalties as provided for ill Section 2.150. additional in:tormalion. /J. .......(2) ~O.?,~~-AN .,;
 

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. C. "S"T"~ FORM APPROVED I 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE	 .J ,	 - 82-V-OCl 131, ..I;fr. OMBN00579-0036

A.'/-/ -- ·------ ~.-o- ----- - 
~l - ------------------- 2. HEADOUARTERS RESEARCH FACILllY (Name and Addless. as registered with USDA, 

 - (j ------- -- ---- -- .include Zip Code) 

ANNUAL REPO T OF RESEARCH FAtILlTY,----- Dp.[Jaj·l:T'1ent of Veterans ,;f~~....J/L-;"b)"L /~<)..,,-"-r-<.': 
(TYPE OR PRINT) V,;CO --:r"j.2.-.;s .-J-,........, It· 'r 

GIG \j~r'rr!n1t j\";(~nue N~;l ~;j~~~'-" ..~.=.:~B!&:.k:~~',~ 
i·lash i ngt.c:n, DC 20420 :;..~{/;; - ;;;'2'=>>>-crc(&tZS:' '" 

J. REPOR!ING FACILITY ~LISI all local ions where alHmajs were ~used or used in aclu()1 res~t.lrch. leslmg. leaching, or experimentation. or held.~or I~. e..se purposes. Attach additiOi..-ril ,.'-I sheets ,I necessary.) . ",,:;t:s 4'c?,/~ II 6'(J i~ 

FACILllY LOCATIONS (Slles! ;fT~'~",- )?"c. :V/.hJ-~·'--' 
-:::=C'-=J-.~"i.--.~-! ,-/2-,-i·.'-::'-:;:-(,-1-;-(-:-30-'-.-('-~-F-: ~-'i-':--,-t:-t-,------------------,r------='--------------- ----'<-.--..;...--''--==.:...:;..:::=-- ...~yJ~ 

Bcis.e~ I~) G37GZ 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILllY (Altach a,/i</itional slwets if ne,:essary or lise APHIS FORM 7023A.) 

A.. B. Number of C Number 01 O. Number ol.illllfnt.lls upon E. Number 01 animals upon which leaching, F. 
animaJs being animals upon which experiments, I experiments, research, surgery or lests were
 

Animals Covered
 bred, which teaChing, teaching, research, conducled involving accompanying pain or dislress 
By The Anional condHioned. or research, surgery, or lesls were 10 the animals and for which the use 01 appropriate TOTAL NO. 

Wellare Regulalions held lor use in experimellls, or conducled involving aneslhelie, analgesic, or 1fanquilizing drugs would OF ANIMALs 
leaching, tesling. lests were accompanying pain or have adversely allecled lhe procedures, resul1s. or 
experiments, conducled dislress 10 ttie animals interprelation of 'lhe leaching, research, 
research, or involving 110 and lor wt)ich appropriate experiments, surgery, or fests. (An explanation of (Cols. C + 
surgery bUI nol pain, distress, or aneslhetie, analgesK:, Or the procedures producing pain or distress ;n these o + E) 
yet used lor sucll use 01 pain· tranquihzing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be altached to this report). 

4. Doas 1:l"JPv I=()R YOUR 

5. Cats INFORMATION 
6. Guinea Pigs 

7. Hamsters 

'i··,i In
f_oj8. Rabbits 17	 1 

9.	 Non-human Primates
 

'Jr::
 
...,''';10. Sheep 

11. Pias 

12. Other Farm Animals 

\13. Other Animals 

7,~ 
; ',-' 08 

I ASSURANCE STATEMENTS 

I)	 Professlonal'y acceptable standards goverOlng the cure, lrealmenl, and use of anunals, lIIc1udlllg approrlale lise 01 aneslhellc, analgeSIC, and Iranqulhzlllg drugs, prior 10, durlllQ, 
and following actual research, leaching, testing, sury~ry. or experimentation were lolfowed by Ihl~ reseurch lacility. 

21.	 Each principal invesligalor has considered alternatives 10 paUllul procedures, 

3).	 This f4lcihly is adtlering 10 lhe standcuds and reguliJtiolls under the ACI, and it has required Ihal exceplions 10 the siandards and regulations be specilied and explained by the 
prinCipal invesligator and approved by ihe Inslitulion4l1 Animal CClre alld Use Committee (IACUC). A summary of all such exceptions is attached to this annual report, In 
addilion 10 identifying lhe IACUC'C1pproved excepliol\s, this summary'includes CJ brief exptDoation ollhe exceplions, as well as 'he species and number 01 anirnCl's altecled. 

4)	 The Cltlendllig velerilwriufl lor lhis r~seDrch facllily has ClppropriDle aUlhorily 10 ensure the provision 01 adequale velerinary ct.lre and 10 oversee the adequacy 01 olher aspecls ot 
animal care and use. 

CEH1U'ICATION BY HEAnQUAHn~s RESEARCH FACILITY (WI"ICIAL 
(Chief Executive Officer or Legally Responsible Instilutional Ofliciall 

I cerilly lhal Ihe above is lrlle. carree!. und c:omplele (7 U S,C SeGlion 2143) DEC i 2004 
SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL {Type or Prill/} 

--------- --- --------- 
---------- -------- ---------- 

DATE SIGNED 

11/10/04 

APHIS FORM 7023 
(AUG 91) 

{Replaces VS FORM 18-23 ·(OCT 88). which IS obsolete) 



Investigator: ---- ----------- --------- -------- 

Protocol #:                        

Justification of Category E Animals 

The category E rabbits were injected with anthracyclines chronically and they 
may develop congestive heart failure over a lO-week period. Use of anxiolytic 

, agents or stress reducing drugs such as barbiturates or benzodiazepenes may 
-induce or inhibit microsomal liver_metabolism or displace anthracyctines from. 
plasma protein stores thereby altering the pharm~cokineticsof anthracyclines. 
Such an effect may interfere with the experimental outcome. The drugs may 
have direct effects on the proteins of the heart being-studied and interfere with 
the results of the study . 

raibl+S 

DEC --1 2004
 

576

(b)(4)



Additional information requested for Block E ofAPHIS Form 7023, dated February 3, 2005 

The rabbit involved in this study was injected with anthracyclines or their analogs twice a 
week for eight weeks. Heart function was assessed by echocardiography.The rabbit was 
euthanized when fractional shortening was reduced to less than 250/0 or twenty weeks 
after the first anthracycline injection. The heart was then removed for further study. 

FEB 4 2005
 



...... .." V ..vv" Inlerugency Reporl COlllrol No l~!.This reporl is required by law (7 USC 2143) Failure 10 report according to the regulatiOns can See reverse side lor 
01S0·DOA·ANresult in,an order to cease and desist and to be subjeci to penalties as provided lor in Section 2150. addilionat inlormation. 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECnON SERVICE 

REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

~~~ 
~~ ANNUAL 

FORM APPROVED 
OMB NO 0579·0036I1. REGISTRATION NO. 

93-V-003 
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as regislerod with USDA, 

include lip Code} 

Department of Veterans Affairs Central Office 
810 Vermont Avenue, R.W. 
Washington, DC 20420 

1 
3. REPORTING FACILITY (llsl all local ions where alllmal!io were housed Of used in actual research, lestlllg, teaching, or experimentation, or held lor these purposes. AllilCh addilional 

sheels it necessary.) 

FACILITY LOCA IONS (Sites)T ..	 ..J. ....... t.a.l:
 
~~ ~.cr;~""·~o~lA.~VA Palo Alto Health Care System (640) 
~~·n.,A~ ~'f~tl~~ ~;J..s3801 Miranda Avenue 
~ ~~ ~pr· , ",-P, 

("L~ utA.: • 
Palo lito, CA 94304 

I REPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Attach i:!c/ilJitlO/li:l1 shoets If neC8SSIIrv or use APHfS FORM 1023A} 

A. B. Number of C Number 01 D. Number 01 illlunals upon E. Number 01 animals upon which teaching, 
animals being animals upon which experiments, experiments, research, surgery or lesls were 

Animals Covered bred, which teaching, leaching, research, conducled involving accompanying pain or distress 
By The Animal r.nntiitinnprl. nr fcccaroh, surgf!ly, or If!sfs Wf!rp. to Iho animal& and lor whioh Ihc U:lC 01 appropriole 

Wellare Hegulatlons held lor use in experiments, or conducted involving anesthetic, analgesic, or tranquilizing drugs would 
leaching, testing, lests were accompanying pain or have adversely allected I he procedures, results, or 
experiments, conducled distress to the animals interpretation ollhe teaching, research, 
research, or involving no and lor which appropriate experiments, surgery. or tesls. (An explanation ot 
surgery but not pain, distress, or aneslhelic, analgesic, Of the procedures producing pain or distress in these 
yel used lor such use 01 pain· tranquilizing drugs were animals and the reasons such drugs were not used 
purposes. relieving drugs. used. must be attached to this report}. 

4. Doas 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

7 53
8. Rabbits 

9. Non-human Primates 

10. SheeD 

Pias	 36
11. 

12. Other Farm Animals 

13. Ottler Animals 

Mice 2100 4700 2100 100 

Rats 330 650 470 

F. 

IIIIAI Nil 
OF ANIMAls 

(Cols. C+ 
0+ E) 

60 

36 

6900 

1450 

I ASSURANCE STATEMENTS 

1)	 ProlesSIOlloillly acceptable standards governing the care, treatment, and use 01 alllmals, IIlcludlllg appronale use of anesthellc, ilnalgeslc, and tranqurllLlng drugs, prior to, during, 
and lallowing actual research, teaching, testing, surgery, or experimentation were lollowed by this research lacility. 

21	 Each principat investigator has considered alternatives to painful procedures 

3).	 This lacillty is adhering to the slandards and regulations under Ihe ACI. and it hiJS required Ihal ex(;eptions to Ihe slandards and regulations be specified and explained by Ihe 
prllldpal investigator and approved by the InstiluliollCJt Animal Care and Usc Commillee (IACUCI A summary of all such exceptions is attached to this annual report. In 
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CER'I'U'ICA'J'ION BY IIEAJ)QUART"~S RESEARCH "'ACII..ITY O"''''ICIAI. 
(Chief Executive Officer or Legally Itesponsible Institutional Official> 

Il:Cfllly Ihal Ihe above is true, (:orrt!(;l, iJlld (:olllplete (7 U SC S(lclron 2143) 

DATE SIGNED NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Tvpe 01 PI/lit}SI~~OOALO~~~L 
------------ ------- ----------- 
---------- LLln/~3-

APHIS FORM 7023 (Rl:!places VS FORM 18·23 (OCT 88). which IS obsolele J 
(AUG 91) 

PART 1 _ i-l~.4nn, I.4CTCC~ 



VA Palo Alto Health Care System FY 2003 USDA Report 

VA Palo Alto Health Care System 2003 

The following report describes and justifies all category E procedures conducted at the 
Veterinary Medical Unit at the VA Palo Alto Health Care System 

For Animal Protocol ------------------ ---------- ------------ entitled" Injury 
Induced Facilitated Neurogenic Inflammation": 

For the sciatic nerve transection rat model:
 
We will use the rat model, which we have already described in over a dozen publications.
 
Under isoflurane anesthesia the right sciatic nerve is surgically exposed just distal to the
 
trochanter and transected with I cm of the distal stump removed. The skin is then closed
 
with wound clips. Sham operated animals undergo skin incision without nerve dissection.
 
These animals exhibit heat and mechanical hyperalge~ia and mechanical allodynia over
 
the hindpaw, which lasts for at least 8 weeks. We will keep these rats alive for 12 weeks,
 
then euthanize them. This model is approved for use in other experiments in the current
 
ACORP KINOOI2Newrat. These animals are all category E.
 

For the healed tibial fracture model:
 
We propose to use a rat tibial fracture model treated with intramedually nailing and cast
 
immobilization for 4 weeks, after which tibial union occurs and under pentobarbital
 
anesthesia the intr.amedullary nail and cast are removed [3,6] -Under pentobarbital
 
(50 mg/kg, Lp.) anesthesia an 18 G cannula is inserted through the anterior tibial plateau
 
into the meduallary canal. An Intrameduallary nail (25 G stainless steel wire) is inserted
 
into the tibia via the 18 G cannula, the cannula is removed, the nail cut, the skin closed
 
with 1 stitch, then the tibia shaft is fractured with a special forceps, the rotation of the
 
limb corrected by the alignment of the foot and thigh, then the limb is enveloped with
 
tube gauss and wrapped with fiberglass casting tape from the knee to the calcaneus. To
 
prevent the rats from gnawing off the cast an aluminum wire screen is wrapped around
 
the cast and attached by wires passed through small holes at the edge of the fiberglass
 
cast. For the first 2 days post-operatively the rats will receive analgesic medication
 
(butorphanol 1 mg/kg s.c. twice a day). We will keep these rats alive for between 6 -24
 
weeks depending on the experiment, then euthanize them.
 

Justification: To investigate the neurogenic mechanisms of osteopenia after trauma 
we need to utilize these injury rat models. Any analgesic treatment that reduces 
nociceptive neuron firing may also impair the development of neurogenic osteopenia 
in these rallnullels, which are the critical outcome measure for these investigations. 
It is necessary to use 24 week survival times after injury in some of these 
experiments because these are models for a human condition of chronic osteopenia, 
and to validate these models of CRPS we need to confirm that the natural history 
resembles the chronic human state. 
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For Animal Protocol --------------------------- ---------- ------------- entitled 
" HPA Axis/DA Inte---------- --- ------------ ---------------- 

For rat models to investigate HPA influence on central dopaminergic activity: 
Mild stressors, such as low intensity foot shock, 24-hour food and water deprivation and 
physical restraint, are known to selectively stimulate dopaminergic metabolism in the 
medial prefrontal cortex. To investigate the paradigm, the animals are placed in a 7 cm 
diameter Plexiglass restraining tube (or plastic coated wire mesh tube for microdialysis 
studies) and confined for 30-120 minutes. For examination of the sustained effect of 
stress, animals will be confined for 6 hours per day for 21 days. Animals will be exposed 
to low ambient temperature (40 degrees Fahrenheit) to raise levels of costicosterone and 
prefrontal cortical DA release. The rats will be housed in a cold room with adequate 
ventilation and with bedding changed daily (to protect their feet) for 8-10 hours per day 
for 21 days. 

Justification: Animals involved in prolonged physical restraint will be observed at 
half-hour intervals during the restraint period and receive daily health checks. The 
size of the tubes is adjusted for larger animals so the tubes are small enough to Dot 
allow them to turn around but big enough to allow unrestrained respiration and 
movement. The restraining tubes are commercially available devices used to assist 
in performing injections, sampling, etc. No direct physical pain will be involved. 
Animals housed in the cold room will be visually inspected every 4 hours and daily 
health checks will be performed by the investigators. 
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For Animal Protocol ------------------- ----- ------ ---------- -------------- 
entitled" The Roles of Henle Oxygenase in Pain": 

For the animals involved in Partial sciatic nerve ligation: 
Some rats will have ligation of approximately I/3 of a single sciatic nerve in a brief 

«IOmin) procedure. While the skin incision only needs to be about 1-1.5 cm and 
dissection of tissue is minimal, it is expected that over a period of 1-3 days rats will 
develop hypersensitivity to thermal and mechanical stimuli applied to certain parts of the 
animal's hind paw. 
Justification: This model represents an improvement over previous models in which 
autotomy and pressure ulcers were common. The partially ligated animals do not 
show these behaviors and gain weight at the same rate as sham operated ones. There 
are no spontaneous pain behaviors like licking or bitin~ of the affected paws. Thus 
the ligation provides a modest but useful sensitized state. Any animals showing 
frank neurological injury (weakness), spontaneous evidence of ongoing pain or 
illness will be euthanized. 

For animals involved in Formalin testing: 
In this protocol the injection of 50 ul of up to 5% formalin subcutaneously in a single rat 
hind paw causes approximately 45 minutes of behaviors like flinching, licking and biting 
of the hind paw presumably related to pain. 
Justification: Since pain and the ability of various agents to block that pain is what 
is under study, no additional analgesics are used. Rats are used a single time for this 
assay, then are euthanized. 

For the animals receiving CFA injection: 
Animals injected subcutaneously in a single hind paw with 50ul CFA will, over a period 
of 24 hrs, develop an inflammatory reaction characterized by swelling of the affected paw 
as well as thermal hyperalgesia and mechanical allodynia. 
Justification: There animals continue to gain weight and do not show spontaneous 
pain behaviors over the first 1 weeks or so. Beyond this point the animals develop 
systemic illness, which is why all rats will be tested and sacrificed within 7 days of 
injection in our protocols. 

For the animals undergoing hind paw incision: 
A 1 cm incision is made in a single hind paw while the animal is under anesthesia. The 
sensitivity of the area surrounding the incision to thermal and mechanical stimuli is 
followed for a period of up to I week. 
Justification: While the animals continue to gain weight and seldom sltow 
spontaneous pain behaviors, no specific analgesics other than the ones under study 
will be used. Infections have not been observed in animals used under this protocol 
to date. We will be able to complete our experiments with'in 1 week of incision. 
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For Animal Protocol ----------------------- ---------- ------------------- entitled 
"Function and Dysfunction of Immediate Filaments in the Digestive 
System" 

For animals receiving choline-deficient ethionine-supplemented diet feeding and 
caerulein injection: 
It is possible that animals receiving the treatments that can cause pancreatitis (choline­
deficient ethionine-supplemented diet feeding, and caerulein injection) will experience 
some discomfort due to the pancreatitis, and some may even die. In order to minimize 
this discomfort we will add to their drinking water 10% sucrose and also a pancreatic 
enzyme supplement to help with digestion. In humans, pancreatic enzyme 
supplementation is extremely beneficial in helping with digestion (due to the pancreatic 
insufficiency caused by pancreatitis) and can also help alleviate any abdominal pain 
caused by pancreatitis. In addition, mice will be monitored daily for weight loss or 
inability to thrive and if it appears that they are unable to eat or drink they will be 
euthanized by C02 inhalation. Due to the potential of liver toxicity the high susceptibility 
to liver injury of these mice, which would add a confounding variable make our results 
uninterpretable, we will not administer any analgesics and feel that the administration of 
the enzyme supplementation and the monitoring for discomfort should be sufficient. The 
injury occurs primarily in young females for unknown reasons (see "Experimental 
Pancreatitis" Curr Opin in Gastroenterology 9:752-759, 1993). We specifically want 
some measurable lethality in order to test if the changes in our proteins are protective 
from injury/lethality of if they predispose to further injury/lethality. Depending on the 
change in our proteins we have seen either increased or decreased protection from liver 
injury. Hence, the same trends may occur in the pancreas which is a question we hope to 
address. 
Justification: In order to minimize the discomfort due to pancreatitis, we will add to 
their drinking water 100/0 sucrose and also a pancreatic enzyme supplement to help 
with digestion. In humans, pancreatic enzyme supplementation is extremely 
beneficial in helping with digestion (due to the pancreatic insufficiency caused by 
pancreatitis) and can also help alleviate any abdominal pain caused by pancreatitis. 
In addition, mice will be monitored daily for weight loss or inability to thrive and if 
it appears that they are unable to eat or drink they will be euthanized by C02 
inhalation. 
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For Animal Protocol ---------------------- ---------- --------------- entitled 
"Mechanisms for Tolerance to Actions of Alpha 2 Agonist" 

For animals participating in Dexmedetomidine Withdrawal studies:
 
Tolerant mice will be given an a2 antagonist to cause a period ofmild withdrawal
 
(piloerection, twitching, jumping, salivation, pink ears). They will be sacrificed
 
immediately afterward.
 

Justification: Animals undergoing morphine withdrawal are certainly distressed. 
Physiological (BP/heart rate) and behavioral (flapping/jumping/chattering) observations 
support this. The effects are transient after naloxone injection, with all measurable indices 
of distress being normal within 90 minutes. The overall degree of distress would be in the 
moderate category. From my discussions with David Clark he feels that there is no reason 
that he knows of that these animals would need to be sacrificed simply for compassionate 
reasons; animals off all dluy~ ~huuld recover fully. He sees no reason that the animals 
could not be used for other purposes once recovered. 

For animals participating in Opiate Withdrawal studies: 
Mice will be given morphine for 5 days then a challenge dose ofnaloxone will be 
administered to elicit opiate withdrawal behavior. The behavior of the animals will be 
monitored for signs of wet dog shakes, teeth chattering, diarrhea, micturition, 
piloerection, body shakes, running, paw tremors, and jumping for one hour after naloxone 
administration. Dr. David Clark, who routinely uses this protocol for his own work, will 
assist us in these studies. 

Justification: Animals undergoing 0.2 agonist withdrawai experience a milder 
withdrawal syndrome. Blood pressure and heart rate are elevated and they exhibit 
twitching jumping and occasionally seizures. The effects are transient after 
antagonist injection, with all measurable indices of distress being normal within 30 
minutes. The overall degree of distress would be in the moderate category. The 
purpose of the withdrawal studies is to understand what brain regions are activated 
during withdrawal. Any intervention would very likely distort or invalidate the 
results 
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"2004~hnual Report of Research Facility COpy FOR YOU 
664-VA San Diego Healthcare System INFORMATION R 
Re~ 93·V-004 Category E Studies 

TV/o VASOHS IACUC approved :protocols involve category E studies in Rabbits. These studies are conducted in 
accordance with all USDA, NIH and AAALAC, International guidelines and policies for the hurnane care and use 
of researcll anima,ls. 

lhe two studies identified as U~OA category E involve well documented stroke models (cerebral ischemia and 
spinal' cord ischemia) in rabbits, St~oke is produced either by injecting blood clots into the carotid artery {cerebral 
ischemia} or occlusion and reperfusion of the aorta (spinal cord ischemia). It should be noted that procedures to 
gain access to these vessels :ah~ performed und~r ganBralanesthe~;ia using asepti<;; technique. These surgical 
procedures are considered USDA category D procedures. Animals are allowed to fully recover from anesthesia 
prior to inducing the ischemic condition. The applicable ischemic condition is induced in aW;;:lke rabbits placed in 
a standard rabbit restrainer. Although stroke is reportedly not painful in humans, it has the potential of being 
distressful, if severe. It is for Jhis reason that these studies are identified as USDA category E studies. The 
animal models used in these stUdies have previously been used to develop the only FDA~approved treatment 
for stroke. In order to develop treatments, it is necessary to use a model system that accurately reproduces 
human stroke. 

Following induction of the Ischemic condition the animals are kept in the lab under close observation for at least 
2 hours,. A post-procedure behavioral scale (scaling 0-5) is used when monitoring the animals to rate the 
severity of the stroke. If it is determined that the severity of stroke is s\;Jch that there is a potential that animals 
may not be able to eat or drink or if they may be in pain or distress. per the Objective scoring behavioral scale, 
they ,are euth<mized. Animals are monitored and evaluated daily by veterinary and laboratory staff utilizing the 
post·procedure behavioral scale and ensuring animals are able to eat and drink. 

The main purpose of these studies using both the rabbit spinal cord ischemia and cerebral ischemia models is 
to develop new and effective treatments for ischemic injuries. Novel targets for therapeutic intervention include 
neuroprotection with. compounds that reduce the inflammatory cascade and apoptotic mechani~ms, including 
non-steroidal anti-inflammatory drugs, cyclo-oxygenase inhibitors (COX-2) and platelet-adl1esion antagonists. 
We are also focused on early inhibition of the ischemic cascade and are studying compounds that reduce 
excitotoxicity and inhibit the deleterious effects of free· radicals. 

TyplcCllly, two classes of compound are used as pain-relievers in experimental animals. They include morphine 
analogs and NSAID's. Neither class of compound can be used in our experimental ischemia studies for many 
reasons, including their ability to confer neuroprotection vis a variety of mechanisms and their ability to reduce 
inflammation. Since we are actively developing novel thrombolytics for the treatment ofacuta ischemic stroke 
compounds that affect blood chemistry especially the clotting mechanisms (e.g. aspirin}, will interfere with the 
assessment of thrombolytics. A brief review of the scientific literature shows that simple compounds such as 
aspirin Gonfer neuroprotection in modals of eNS disease (Teismann and Ferger. Synapse 39: 167-174,2001; 
GI~illi et al.. Science 274~ 1383-1385; Vartiainen et aI., J. Neurochem. 8,2: 329-335, 2002). Moreover, other 
aspirinMlike platelet inhibitors can reduce ischemic brain damage (Moriguchi et aI., JPET 308: 1094-1101, 2004). 
Historically" morphine and its analogs including buprenorphine have been known to be neuroprotective 
(Mastronardi and Cafiero, Minerva Anesthesiol. 67:332-7, 2001). The authors point out that that delta-opiate 
receptor compounds confer a preconditioning-like protective effects against myocardial ischemia mu-opiate and 
kappa-opiate receptors are'involved in ischemic preconditioning against seizures in the brain. Moreover, a 
recant publication showed that treatment of rats with buprenorphine reduced lesion-induced cell death (Ozden 
et aI., J. Neurotrauma 21 ;-'73-82, 2004). 

Anesthetics that interact or regulate potassium channels in the eNS play an important role in neuroprotectiol1 
against brain and spinal cord ischemia (Heurleaux et aL, EMBO J. 2004 Epub). Currently, there is literature 
showing that reducing body temperature (hypothermia) by 1 or more degrees may be neuroprotective (Smith J. 
Vasco Interv. Radiol. 15:S3-12, 2004), Since many anesthetics reduce body temperature, it is likely that 
neuroprotection will be observed in our ischemia models, Animals are allOwed to recover from anesthetic prior to 
producing 'stroke because of these anesthetic and hypothermic effects and in order to have a more relevant 
model by producing stroke in an awake animal. ' 
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RE: 93-V-004 Category E StUdies 

Taken together, the scientific literature clearly shows that systemic intervention with analgesics and/or 
anesthetics in our models may obscure and interfere with the stUdies of new therapeutics to treat spinal cord 
ischemia and cerebral. stroke. In both the rabbit spinal cord ischemia and brain ischemia moaels, there is a very 
low incidence of pain and/or distre.ss. A typical stUdy requires the use of 20-24 rabbits based upon power 
analysis calculations in order to complete a quantal analysis curve. Therefore. a complete study, including 3-4 
·durations of ischemia or treatment groups, required approximately 80 rabbits. Historically. approximately 20% 
are euthanized within the first two hours due to severity of the stroke (3-5 on our scoring scale). We have found 
that out of every 80-100 rabbits used according to the approved/protocols, 4-5 rabbi1s must be 8uthanized after 
the first two hours and before the completion of the study due to severity of stroke and/or potential distress. Of 
the 10Z8 rabbits used for these studies during this reporting cycle 52 animals were humanely euthanized due to 
severity of strokeand/or potential distress and are reported in the 2004 USDA Annual Report as category E, 
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pain, diSlress, or 
use 01 pain' 
relieving drugs. 

D. Number 01 allllllais upon 
which experiments, 
teaching, research, 
surgery. or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquililing drUQli were 
used. 

10100 

3 910 

F. 

TOTAL NO. 
OF ANIMAls 

(COil. C + 
o + E) 

0 

0 

101 

0 

1621 

0 

0 

0 

0 

1)	 Prolessionallv acceplable standards UOl/elllinq the care. trealmen1, and use 01 animals, IIIcludlllg approriate use 01 aneslhelic, analgesic, and tranquiliLing drugs, prior 10, during. 
and lollowing actual research, teaching. testing, suryery, or eKperimentalion werll tollowed by thiS research lacilily. 

2)	 EiJch principal investigator has conSIdered alterr... l1l/es to painillt procedures 

3)	 This tudlJly IS adhering 10 the stilndards iJlld regululicllls IIl1ller lhe Act, and it hus required Ihat exceptions 10 the standards and regulations be specified and exptainetl by Ihe 
plIIll:lpal irwesligator and upproved by the Institulional Animal Gare alld Use Committee JIAGUCI. A summary ot alt such exceptions is attached to this annual report. In 
c.addilion 10 tdenlilyillg lhe tAGUC·uppruved exceptions, thi!> SUlllmary includes a briel explanalloll 01 Ihe exceptions, as well as Ihe species and number 01 olninwls alleeted. 

41	 Ttw ulh!lldmg vctllrinariull tor thiS IUsllarc!) tuclhty halii uPl'rup,iutc aulholily to ensUI'e thc! pWl/lsum 01 udequate velerinury care und 10 oversee the <.Idl!qll<.lcy 01 III her aspccls 0/ 
anilllul (;<.!re and use 

OACT .. 

A. 

Animals Covered
 
By The Animal
 

Welfare Regulations
 

4. Dogs 

5. Cats 

6. Guinea Pigs 

7. Hamsters 

8. Rabbits 

9. Non-human Primates 

10. Sheeo 

11. Pins 

12. Other Farm Animals 

13. Other Animals 

I ASSURANCE STATEMENTS 

E.	 Number 01 animals upon which teaching, 
experiments, research, surgery or tests were 
conducled involving accompanying pain or dist ress 
to the animals and lor which the use 01 appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely aflected the procedures, results, or 
interpretation 01 the teaching, research, 
experirnents, surgery, or lests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
IIIWlt IN "tt,n;/rvcllu Itlill IfJptJ.t). 

0 

1527 

C":RTJIo'ICATION 8Y IIIt~AnQuAR'I'''~SRF.SEAKCII1"ACI1.I1'Y ()""~'ICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I (;mlily thaI the <Jbcll/e is true, clIrrm:I, alld (;Ulllptl:le (7 USC Sel:lJnn 21431 

NAME & TITLE OF C.E.O. OR IN.STlTUTIONAl OffiCIAL (1ype or Prill/) DATE SIGNED 

------ -- Ros:1o~ ------ 

U~Anr\lIADTCDC' 



..,.~"'. Illlerilgency Reporl Cunlr--- ~-- -- - - This reporl is /'equired by law (7 USC 2143) Failure 10 reporl acwrdlllg 10 Ihe regulalions can to' 'UU!!t'ee reverse side lor 
reSllll1ll all (2rl"~r 10 ce,;)se and desisl ,;)nd 10 be sub,eci 10 pellailles as provided lor in Seclion 2150 addilional illionnalron o1BO·DOA-AN - ----- - --  - 

t~ 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (AHach atlit/itlOllal shoets II necessary or lise APHIS fORM lO23A) 

A. E.	 Numbe. 01 animals upon which leaching,B. Number 01 C Number 01 F.D. Number 01 a/lllnals upon 
experimenls, research, surgery or tests wereanimals being animals upon which experirnenls. 
conducted involving accompcJnying pain or dislressbred,Animals Covered which leaching, 'eaching, research, 10 Ihe animals and lor which Ihe use 01 appropriatecondilioned, orBy The Animal research. TOTAL NO. surgery. or lesls were 
anesthetic, analgesic, or Iranquillzing drugs wouldheld lor use in Wellare Regulalions experimenls, or OF ANIMAlsconducled involving 
h3ve ;)dvcrscly I:lIIcelcd the procedures, resulIs, orteaching, lesting. teg,s were accompanymg pam or 
interprelation 01 the teaching, research. experimenls. conducled distress 10 the animals 
experiments. surgery, or lests. (An eJlplanation ofresearch, or involving no (COl•. C+and lor which appropriate 
the procedures producing pain or distress in thesesurgery bUI not pain, dislress, or D + E)aneslhelic, analgesic. or 
animals and the ,easons.such drugs were not usedyet used lor such use 01 pain- tranquilizing drugs were 
must be attached to this report}. purposes. relieving drugs. used. 

4. Dogs 

5. Cats 

6. Guinea Pigs --._.. . ..-.-~ 

7. Hamsters 

94948. Rabbits 

9. Non-human Primates 

10. Sheeo 

11. Pias 

12. Other Farm Animals 

13. Other Animals 

Rats 2229 

Mice 

62 688 552927 

1127 468 53024 

I ASSURANCE STATEMENTS 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

---  - - - 
~. - 

~,  
-  ANNUAL REPORT OF RESEARCH FACILITY 

- (TYPE OR PRINT) 

FORM APPROVED 
OMS NO 0579-0036I93-V-007 

1. REGISTRATION NO. 

2. HEADOUARTERS RESEARCH FACILITY (Name and Address, as ruglstorod with USDA. 
include Zip Code) 

AffairsDepartment of Veterans 
810 Vermont Ave, N.W. 
Washington, DC 20420 

1 
3. REPORTING FACILITY (llsl all local ions where alllmais were hou58d or used in aclual rese.uch, lesllIIQ, leaching, 01 expernnenlalion, or held lor Ihese purpose~. Allach addllillllal 

sheels il necessary.) 

FACILITY LOCATIONS (Sites) 

/1600 - VA Long Beach Healthcare System 
5901 E 7th Street 
Long Beach, CA 90822 

1)	 Prulesslonally acceplable standards governing Ihe care. Irealmenl, and use 01 animals, including i1pproriale lise 01 aneslhelic, analgesic, and IranquiliLillg drugs, prior to, during, 
and lollowing aClual research, teaching, lesling. SI/rgllry, or ellperimelllillio/l were lollowed by Ihls reseilrch lacilily. 

21·	 Each prillcipal invesllgalor has l:ollsldered allern'llives 10 pamlul procedures 

31	 This t..dllly is adhering 10 Ihe slilndilrds ;)lId regl/laliolls under Ihe Acl. and iI has required Ihal exceptions 10 Ihe slandards and regulalions be specilied illld el<plained by Ihe 
prlndpal mvesligalor and approved by Ihe Inslillitiollill Allilllill Care and Use Commillee CIACUC). A summary 01 all such exceptions is aUacned to this annual report. In 
Clddillon 10 IdenlifYlng Ihe IACUC-ilpproved ellceplions, IIlIs sUlTlmary includes a brief eXJllanalion 01 the ellceplions, as well as Ihe species and number ot c.lninwls allecled 

4)	 The iJllelldlng velerl/lilri<ln lor Ihis resciJrch tal;lhty has applopriiJle aulhorlly 10 ensure Ihe prOVision 01 adequale veterinary cilre and 10 oversee the adequacy 01 olher aspm:ts 01 
alllUlill care and use. 

Ct:RTn'ICATION BY 1I":AnQUAR'f"~S RESEARCII"'ACIUTY O"''''ICIAL 
<ChierExecutive Orticer --- ---------  ----------- - --------- fficial) 

Il:erlily thai Ihe above is --- ----- --- ------- ------- ---------  

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL DATE SIGNED 

to (J.(>(6 

APHIS FORM 7023 (Replaces VS FORM 
(AUG 91) 



Explanation of Category E: 

Rabbits 

PI: Haake 
Protocols: ------------ 

------------ 
Number of animals under Category E: 28 
Procedures involving rabbits fall into Category E because of immunization with adjuvant, 
which is required for adequate B cell production. Rabbits are sedated with acepromazine 
0.25-0.5 mg/kg SC or 1M given 10-15 minutes prior to immunization. 

PI: Ohni---- 
Protocol: ------------  
Nurrlber of animals under Category E: 4
 
The reason that procedures involving rabbits fall into category E is because of
 
immunization with adjuvant, which is required for an adequate antibody response.
 
Rabbits are sedated with acepromazine 0.25-0.5 mg/kg SC or 1M given 10-15 minutes
 
prior to immunization.
 

PI: Mayer
 
Protocols: ------------ ------ --------- -- -------- 

------------ ------ --------- -- ------- 
Number of animals under Category E: 443 
The rats listed under USDA Category E were subjected to Water Avoidance stress and 
Colorectal Distension as described in protocols entitled "Modulation of the Pain 
Response to Repetitive Colorectal Distention" (VA project # 0041), "Influence of 
choronic water avoidance stress on visceral sensitivity in rats" (VA project # 0055). 
Water Avoidance causes no harm to the animals, but does cause them discomfort 
(psychological stress), which is a necessary part of the protocol. Colorectal distension 
does cause brief pain, however the stimulus is of a very short duration (20 seconds) and is 
also used in humans. This response cannot be elicited in anesthetized animals. Because 
the investigator is studying the analgesic effect of different drugs, the use of other 
analgesics would confound the results and interpretation of the study. None of the rats 
used during this time interval exhibited signs of excessive or prolonged pain (agitation, 
vocalization or bleeding during or following testing), which would have necessitated 
immediate euthanasia. 

PI: SattinJPekary 
Number of animals under Category E: 25 
25 rats were categorized under Category E for the VA merit review study because the 
forced swim test is considered psychologically painful. These rats cannot be anesthetized 
because they would drown during the forced swim test. 



PI: Tach    
Protocol:                   
Number of animals under Category E: 30
 
A colorectal distention model is used in rats. The study addresses the role of stress and
 
CRF in the genesis and/or maintenance of lower gut motor function alteration and
 
visceral hypersensitivity/pain symptoms. The distention process is unavoidable because
 
the visceral pain response to distention needs to be compared to the response observed
 
after the test substance administration. Because anesthesia will block the abdominal
 
contraction response to distention and because the effect of potential analgesics is
 
studied, the use of anesthesia or other analgesics will confound the data and their
 
interpretation. Thus the pain response to colorectal distention is studied without prior
 
analgesia.
 

PI: Wasterlain
 
VA Merit Review # 9711-041
 
NIHlUCLA grant # 12105-02
 
Number of animals under Category E: 423
 
The rats were placed in Category E because they undergo a period of seizures which are
 
not treated during that time. While humans who have had similar seizures do not report
 
pain there may be some distress. The rats are not treated during the seizure period
 
because it is the mechanism of brain damage due to untreated seizures which is being
 
studied in order to develop better treatment.
 

PI: Yang
 
VA protocol                       
UCLA ARC # 2002-032-02
 
Number of animals under Category E: 10
 
The rats were used to study the effect of energy deficiency on brain neuronal activation.
 
The rats were fasted for 48 hours and then were euthanized.
 

PI: Haake
 
Protocol #:                   
Number of animals under Category E: 24
 
Procedures involving 24 mice fall into Category E because of immunization with
 
adjuvant, which is required for adequate B cell production.
 

PI: Maye-- 
Protocol: ------------ ------ --------- -- -------- 
Nurrlber o- ---------- ------- ----------- --- ---- 
The mice listed under Category E were subjected to chemical stimulation of the colon as
 
describ--- --- ------ col entitiled "Modulation of stress-induced pain response in mice" (VA
 
project -- -------- The end point of the chemical stimulation of the colon is significant pain
 



and discomfort that cannot be alleviated by analgesic since the aim of the study is to 
investigate pain behavior. 

PI: Pandol 
Protocols: ---------- 

------------ 
Number of ---------- --- der Category E: 40 
40 mice are listed under Category E for Protocols -- ------------ ----- -- ------------  In the 
mouse model of experimental pancreatitis (#0111-042), high doses of cerulein (an 
analogue of CCK), given as intraperitoneal ourly injections, cause acute pancreatitis. In 
Protocol -- -----------  the animals receive either intraperitoneal injections of cerulein or 
vehicle every hour for 7 hours. 



Inllrageney Reporl Conlrbl NoInlS repon 15 reqUlrea Dy law (I U:::M,; ZI43). ~allure 10 reporl according 10 lhe regulalions can See rillerse side lor 
0180·OQA.ANre~ .:Ii in an order ..10 cease and'uesisl and 10 be subjecl 10 penalties as prollided lor III SecIiOll 2t50. additional inlormal'on. 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIIoI~L AN~ PLANT HEALTH'INSPEC;TlON SERViCE 

"I 

AN NUAL REPORT OF RESEARCH FACILITY 
r (TYPE OR PRINT) 

FORM APPROVED 
OMB NO. 0579-0036 

1 
3. REPORTING FACILITY (lisl alliocalions where animals were housed or used in aclual r...arc:h. lesli"g. teaching. Of uperimellialio". or held lor lhese purposes. Allach addiliona' 

sheets II necessary.) I , I 

FACILITY LOCATIONS (Sites) 

I 

I REPORT OF ANIMALS USED BY oR UNDER ~ONTAOL OF RESEARCH FACILITY (Altacft .djcJ;'itm.~ .h.... if nee....,., 0' us. APHIS 1=ORM 702~, 

A.. a Humberot E. Number 01 animals upon which teaching, C Humblrol D. Nu.nber 01 alli,nals upc.ln F.
animals b.ing experiments. research, surgery or I..IS ..eanimals upon which e.peri,unlS. 

conducled invoilling accompanying pain or dislresswhiCh leactMng. bred.... , Animals Covered teaching, r..arch,
conditioned, Dr 10 the animals anet lor which the use 01 approprlaleresearch,By The Animal TOTAL NO.surgery. or les'S were 
held lOt use 1ft anesthelic, jlnalgesic. or IranqulliZing drugs wouldexper~nls. 01'Wettar. ~eQuJatiOftl condUCled Involving OF ANIMA.Ls ., ',. .... "', t.aching, lesling• have adversety atlecled ItWa procedures, resullS" or ~1..131 were accompanying pain or 

inlwptAtaliaR ot lhe I.eching. r~rch.·exPeriments. condllCied . divlr... 10 lhe animals 
research, or .xperlmenls, surgery. or leslL '(Arl explanation ofin.llingnd and lor which appropriale (Cola. C + 
surgery bul nol the procedure. producing pein or dill",. in the••pain. disl ress, or aneslhellc, a....g.sic. or D + E)
,el used lor such animal. and the r•••on. such d(ug. "'",. not ued'use 0' pain· tranquilizing drugs were 

. purposes. mu.t lbe altached to "'i. ,.port).relieving drugs. used. I 

I 

4. OoQs / I 

5. Cats 

6. Guinea Pias 

7. Hamsters 

I ' L.\\8. Rabbits 41 
9. Non-human Primates 

10. SheeO' 

11. Pios , 

duted 3(1 Jv/l ( O~12. Other Farm Animals' 

13. Other Animals 

30
 

ASSURANCE STATEMENTS 

11.	 Prolessionally aCCepl4llble Slilndards gOIlet'nIRg Ihe Cilre. Ir.alment. and use 01 animals. Including appror,ale use 01 aneslheuc. analgesic, anet Iranquilizing drugs, prior 10. during. 
and lollowing ac.ual rasearch. leaching,lesling, surgery. Or experimenlalion w.,.lollowed by Ihi" reullrr.h lacilily. ' 

21.	 Each prillcipal inllltSlig"lu, bUll\ considered alternalives 10 pamlui procedures. 

3).	 This Iilellily is adhering 10 lhe slandard. 8ftd regulatilKls under the Acl. and it has required Ihal exceptions 10 the $landards and regulations be specilied and explained by the 
principal inllesligalor alld approwd by Ihe In5111"liollDI Animal CoIre and USe CommillH (IACUCI. A summary 0' all sueh exceptions Is attached to Ihi. annual report. 11'1 
addition 10 idenli'ying Ihe IACUC·approlled excepliontt. Ihis summary includes Mbriel explMlullion ollha exctlplions. as well as Ihe species and number 01 animals alleclad. 

4).	 The allendillg velerillClrWIII lor this research lacilily hal appropriale au.horily 10 ensure llIe prollision 0' adequale velerinary core Mnd 10 OIIerSM lhe adequacy 01 Olher aspects 01 
i1I,iUliJl care alld use. 

CERTJ)t'ICATION BY lfEADQUARTI!:S RESEARCH }'ACILI1'Y oI"Jo')ClAL 
(Chief Ezecutive Officer or Legally Ilesponsiblc JnstitulionaJ Official) 

I cerllly Illal Ihe above is IflllI, correcl. illld cmnplele (7 U S.C SIIC:linn 21431 

llGNATURE OF c.e.o. OR INSTITUTIONAL OFFICIAL 

IPHIS FORM 7023 
(AUG 91) 

obSOlele.) 

JUl 

DATE SIGNED 

_____________P_b._Q_T of UC=Ar"\r'\IIAr:rn=O~ 



PEe .l 52003 
ThiS report Is required by law (7 USC 21 43) Failure to report according to the regulations can Set reverse side tor 
result in an order to cease and desist and to be subject 10 penalties as provided tor in Section 2150 additlonalintormatlon 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL ANO PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

FORM APPROVEO 
OMB NO. 0579·0036I 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
Include Zip Coda)
VA Greater LA Healthcare System 
West LA Medical Center 
11301 Wilshire Blvd 
Los Angeles t CA 90073 

1 
3. REPORTING FACILITY (List all locations where animals were housed or used In actual research, testing. teaching. or experimentation. or held lor these purposes. Attach additional 

sheeta If necessary.) 

FACILITYLOCATIONS (Sites) 

Buildings 113 t 115 t 117 t 258 t 304 t 337 

I REPORT OF ANIMALS USED BY OR UNOER CONTROL OF RESEARCH FACILITY (Attach additional sheets If necessary or use APHIS FORM 7023A) 

A. 

Animals Covered 

By The Anima 
Welfare Regulations 

B.Numberof 
animals being 
bred, 
condltloned,or 
held for use In 
teaching, teBting, 
experiments, 
ressarch, or 
eurgery but not 
yet ulllld lor such 
purpo-

C. Number 01 
animalS upon 

which teaching, 
research, 
experiments, or 
teetswere 
conducted 
involving no 
pain, distress. 01 

use of pain· 
relieving drugs. 

4. Docs 

5. Cats 

6. Guinea Pigs 8 

13 

7. Hamsters 

358 1801 

8. Rabbits 

9. Non-human Primates 

10. Sheep 

11" Pij:ls 

12. Other Farm Animals 

13 Other Animals 

Rats 
Mice 698 678 

E, Number of animals upon which teachingD. Number of animalS upon F. 
experiments, research, surgery, or teats werewhich el(perlments, 
conducted Involving accompanying peln or distressteaching, research, 
to the animals and for which the use of appropriate TOTALNOsurgery. or tests were 
anesthetic, analgesic, or tranquiliZing drugs wouldconducted Involving OF ANIMALS 
have adversely affected the procedures. results, oraccompanying pain or 
Interpretation of the teaching, research,diatresa to the animals 
experiments, surgery, or tests. ~n explanation ofand for which appropriate (Oola. 0-+ 
thll plDC8dul'8s producing psin or distress in thoseanesthetic, analgesic, or D+ E)
snlma/s snd the ressons such drugs Wilt'S not usedtranqulllzing druga were 
must". attsched to this report)used 

11 24 

149 149 

52 32 84 
1 1 

2076 931 4ROR 

3712 77 44£17 

I ASSURANCE STATEMENTS 

1) Professionallyacceptable atandarda govemlng the care, treatment, and use of animals Including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, dUring 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research taclilty 

2) Each principal Investigator has considered altematives to painfUl procedures. 

3) This facility is adherIng to the standards and regulatIons under the Act, and It has required that exceptions to the standarda and regulations be specified and explained by the 
principal Investigator and approved by the Instllutlonal Animal Care and Use Committee (IACUC). A summary or all auch axceptlona 'a attllchsd 1o thla annual report. In 
addition to IdentIfying the IACUe-approved exceptions, this summary Includes a brlel explanation of the exceptlonll. as well aa the species lind number of animals affected. 

4) The attending veterlnarlanfor this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects 01 
animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

(Chief Executive Officer or Legally Responsible Institutional Official) 
I certify that the ebove Is true, correct, end complete (7 U.S.C, section 2143), 

NAME & TITLE OF CEO OR INSTITUTIONAL OFFICIAL (Type Of' Print) 

---------  ---- ----------- --------  ---------- 

------  VS FORM 18-23 (OCT 88) which is obsolete 

DATESIGNEO 

(AUG 91) 
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