This report is required by law (7 USC 2143). Failure to report sccording to the reguistions can
rasult in an order to Cease and desiat and to be subject lo penaities as provided for in Section 21!

See attached form for Interagency Report Control No.:
additions Information.

3. REPORTING FACILITY ( List lII

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE ORPRINT)

1. CERTIFICATE NUMBER: 10-F-0002 FORM APPROVED

CUSTOMER NUMBER: 430

OM8 NO. 0579-0038

Walter Reed Army Institute Of Research
Div. Of Veterinary Medicine
Building 511 Robert Grant Ave,

Silver Spring, MD 20910

Telephone: (301)-319-7100

lesting, or axperimentation, or hdd hr these purposes. Ameh nddmomu smu if necessary )

FACILITY LOCATIONS ( Sites ) - See Atached Listing

BEPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional shests If necessarv or usa APHIS Form 7023A)

A B. Numberofenimel | C. Numberof D, Number of animais upon E. Number of snimals upon which teaching, experiments, | F.
being bred, animals upon which experiments, resesrch, surgery or fests were conducted Involving
conditioned, or which taaching, teaching, research, 9 pein or di 1o the animals and for wh TOTAL NUMBER
Animals Covered held for use in research, surgery, or tests ware the use of lppronﬁm -nulhnﬂc‘ anaigesic, or tranquiliz %F IMAL
8y The Animal teaching, testing, esxperiments, or conducted involving drual would heve ly aff (hs res AN o
Woelfars Regulati iments, tests wers sccompanying pain or pratation of the i xpariments.
research, or conducted distress 10 the snimals sn mﬂy. or tests. ( An of the pr ( COLUMNS
surgery but not ye Invoiving no pain, for which eppropriate praducing pain or distress in these animels and the reast C+D+E)
used for such distress, or use o anesthetic, snalgesic, or such drugs were not used must ba altached to this reporl
purposes. pain-relieving tranquilizing drugs wers
drugs. used.
4. Dogs 0 0 0 0 0
5. Cats 0 0 0 0 0
8. Guinea Pigs 0 20 136 367 523
7. Hamsters 0 0 67 0 67
8. Rabbits
0 88 . 117 6 oy 211
9. Non-human Primales i }' Q v
263 387 4 0 0t~ 4 387
10. Sheep 0 0 0 0 a 0
1. Pigs 0 106 280 8 394
12. Other Farm Animals 0 0 0 0 0
.
13. Other Animals 0 0 0 0 0
| Assurance sTaTemenTs 1
1) fi p standarda g \g the care, and use of animais, including appropriste use of i igesic, and izing drugs, prior to, during, and foliowing actual rest
tuchmg |esﬂn9 surgary, of oxpenmematlon were followed by this research facility.
2) Each principal [ has consid: i ives to painful pr
3} This facility is adhering to the standards and regulations undes the Act. and it hes required that exceptions to the standards and be and axp by lhl | ir igator and ap
Institutionat Animal Care and Use Ci ittee (IACUC). A y of afl such sxceptions is attachad to this annual report. In addition to ldwl'ying the IACUC-spp this y Int
_ brief explanation of tha exceptions. as well s the species jminumhc of animals effected. e
4) The ing inarian for this facility has approp y 10 ensure the p of adeq inary care and to the adequacy of olher aspects of animal care and use.
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
( Chief Executive Officer or Legally Responsible institutionat Officlal )
SIGNATURE OF CE.  ORINSTITUI OFFICIAL NAME & TITLE OF C.E.Q. OR INSTITUTIONAL OFFICIAL ( Type or Print } DATE SIGNED
TRt

APHIS FORM 7023 {Replaces VS FORM'18-23 (OCT 68), which is cbsolete.)

(AUG 81)
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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: _10-F-0002 \

2. Number 147 of animals used in this study.

3. Species (common 'name) Guinea Pig of animals 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 of EEG, EKG, body temperature, and locomotor acitivity data. Guinea

pigs will be anesthetized to achieve deep surgical anesthesia using a solution containing a mixture \
of Ketamine 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 relief would 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 of nerve 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: _10-F-0002

2. Number 220 of animals used in this study.

3. Species (common name)__ Guinea Pig 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 of vaccine 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 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: _10-F-0002

2. Number, 6 of animals used in this study.

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

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

Distress due to Busulfan/Ethyl 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 ambulation
or listlessness; restlessness, repetitive locomotion, and abnormal 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 Iltem 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.I. 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 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: _10-F-0002

2. Number 8 of animals used
in this study.

3. Species (common name)__Swine 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 I[tem 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 number (e.g., APHIS, 9 CFR 113.102):

Agency CFR
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2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,
inciude Zip Code)

ANNUAL REPORT OF RESEARCH FACILITY
ARMED FORCES INSTITUTE OF PATHOLOGY

(TYPE OR PRINT) 6825 16TH ST. NW
' BLDG 54 RM 5016
12-05-2001 RCVD WASHINGTON, DC 20306

(202) 782-2100
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. Number of C. Number of D. Number of animals upon E. Number of animals upon which teaching, F.

animals being animals upon which expeniments, 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 animats and for which the use of appropnate OF ANIMALS
Weifare Reguiations nelda for use in experiments, or conducted invelving anesthetic.analgesic, or trarauilizing drugs wouid

teaching, testing, tests were accompanying pain or have adversely affected the procedures, resuits, or {Cols.C +
expeniments, conducted distress to the animais interpretation of the teaching, research, D+E)
research, or involving no and for which appropnate 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 72 4 368 372

9. Non-Human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals
Mice 3458 3458
Rats 29 16 75 91
ASSURANCE STATEMENTS

1) Professiopally 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 altermnatives 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 y of ali the ti is attached to this | 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 veteninary care and to oversee the adequacy of other

aspects of animat 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)

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

/20

PART 1 - HEADQUARTERS

HIS FORM 7023 VS FORM 18-23 (Oct 88), which is obsolete

(AUG 91)




_ This separt is requ.red by law (7 USC 2143). Failure to report accorging to the regulations can

resultin-an order to cease and desist and to be subject to penaities as provided for in Section 21!

NOV 2 6 Z0Us

See attached form for
additional information.

Interagency Report Control N -

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-F-0009
463

FORM APPROVED
OMB NO. 0579-0036

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

ﬁEPORT 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, experiments, | F.
animals being animals upon which experiments, research, surgery or tests were conducted involving
bred, conditioned, which teaching, teaching, research, accompanying pain or distress to the animals and for wh TOTAL NUMBER
Animals Covered or heid for use in research, surgery, or tests were the use of appropnate anesthetic, anaigesic, or tranquiliz OF ANIMALS
By The Animal teaching, testing, experiments, or conducted involving drugs would have adversely affected the procedures,
Woeifare Regulations experiments, tests were accompanying pain or results, or interpretation of the teaching, research,

. research, or conducted distress to the animals an experiments, surgery, or tests. (An explanation of the ( COLUMNS
surgery but not ye involving no pain, for which appropriate procedures producing pain or distress in these animals a C+D+E )
used for such distress, or use of anesthetic, analgesic, or the reasons such drugs were not used st be attached
purposes. pain-relieving tranquilizing drugs were this report ).

drugs. " used.
4. Dogs
5. Cats
8. Guinea Pigs
7.-Hamsters 37 492 529
8. Rabbits 2 2
9. -Non-human Primates -
10. Sheep
11. Pigs ’
12. Other Farm Animals
13. Other Animals
Mice 3,363 3,199 1,479 279 4,957
Rats 662 183 398 581
Ferrets 70 121 191
L
|~ ASSURANCE STATEMENTS 1

1

=

teaching, teshng, surgery, or experimentation wers followed by this research facthty

2) Each pnncnpal investigator has considered altematives to painful procedures,

Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anestetic, nnalgesic. and tranquilizing druqs, prior to, during, and following actual rese

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 (LACUC). A summary of all such ptions [s attached to this | report. In addition to identifying the IACUC-approved exceptions, this summary inc
brief explanation of the exceptions, as welf as the.species and number of animais affected. .
4) The attending veterinarian for this research facility has appropriate autharity to ensurs 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.0.'OR INSTITUTIONAL OFFICIAL ( Type or Print ) DATE SIGNED
'11-10-0]
-
. APHIS FORM/7023 (Replaces VS FORM 18-23 (OCT 88), which is obsolete.)

(AUG 91)




~ Jean Mayer (b)4)
United States Department of Agriculture
Human Nutrition Research Center on Aging

At Tufts University
Nutritional Immunology Laboratory October 15, 2001
To:
Animal Care and Use Committee, HNRCA
From:

. . b
Re:  Category E animals in Amendment to Protoco e

The major limiting factor in conducting our study is the large number of
animals needed to collect sufficient number of macrophages for our experiments.
This inherent difficulty can be overcome by intraperitoneal injection of
thioglycollate (TG) which elicits recruitment of macrophages to peritoneal
cavity. TG is a widely used stimulatory agent which induces non-infectious
acute peritoneal inflammation in mice and rats. Administration of TG 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 macrophages 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 CO; 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.

e .

ol WL

711 Washington Street
Bostor, Massachusetts 02111
FAX: (617) 556-3344



To: Animal Care and Use Committee
From: PI of [ Protocol
RE: Justification of Category E in WA-1 Protocol: Effects of Combined Chemopreventive

Agents (9-cis retinoic acid, celecoxib, and 1,25(OH), vitamin D,) Against NNK-induced
Lung Carcinogenesis in AJ Mice

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

We propose to conduct an in vivo intervention study to investigate the etfectiveness ot 9-
cis retinoic acid, 1,25(OH). vitamin D3, and a COX-2 inhibitor drug alone and in combination as
anti-carcinogenic agents in the AJ mouse model of lung cancer. Lung tumors in strain A/J 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 etficacy of compounds and interactions in the suppression of
tumor 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 torm 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 tumors in AJ mice
progresses through several distinct stages similar to the stages of human lung cancer. In both
mice and humans, adenocarcinomas progress to adenomas and ultimately carcinomas. Further,
tumor initiation by a tobacco-derived carcinogen. 4-(methylnitrosamino)-1-(3-pyridyl)-1-
butanone (NNK), in AJ 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 mode! in
which to study lung cancer chemopreventative agents that may be of benefit to the human
population. Although we cannot alleviate tumor formation in the NNK-injected control group,
the treatment group using combined chemopreventive agents should alleviate tumor
formation/distress/animal pain.

While mechanistic hypotheses and data from cellular studies suggest that combinations of
vitamins and anti-inflammatory drugs may be effective in lung cancer chemoprevention, there is
a clear lack of in vivo work in this area. This will be the first study to examine vitamin A and
vitamin 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 combinations of chemopreventive
vitamins 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 in vivo tumorigenesis.



TO: The HNRC Animal Care and Use Committee

FROM: NEPS Laboratory

RE: Justification of Category E in protoco (b)) “Roles of TNF and
interleukin-1 in stress-induced cachexia: Effects of age in transgenic
mice” '

Our protocol addresses the question of whether the cytokines involved in cachexia

are the same as sarcopenia (namely TNF, IL-1, and IL-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.

Inm turpentine will be delivered subcutaneously in one of the hind limbs of wild
type and IGF-I transgenic mice. Unfortunately, turpentine injection, 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
of human aging, the proposed experiments are germane to the issue of age-related
changes in protein catabolism, inflammation, and immune responses.




NOV 2 6 2003

Jean Mayer
United States Department of Agriculture
Human Nutrition Research Center on Aging
At Tufts University

November 10, 2003

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 Washington Street
Boston, Massachusetts 02111
FAX: (617) 556-3344
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UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. ~
AN MAL AND PLANT HEALTH INSPECTION SERVICE 14-F0010 645 FORM APPROVED
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) NATIONAL MARINE FISHERIES SERVICE AQUARIUM

166 WATER STREET
WOODS HOLE, MA 02543
: (999) 999-9999
I 3. REPORTING FACILITY (List all locations where animals were housed or used in actual research. testing, teaching, or experimentation, or heid for these purposes. Attach additianal
sheets iIf necessary.)

FACILITY LOCATIONS(sites)

See Attached Listing

ARUAR UM SEAL FPool

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 Animat conditioned, or research, surgery, or tests were to the animals and for which the use of appropnate OF ANIMALS
Welfare Reguiations 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, 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
surgary 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 fo 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 2 2 © O 2
SEARLS TEACHING

on L\[
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 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)

SIGN/ T C.E.0. QRINSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Tvpe or Print) | DATE SIGNED
Y19/o1
APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which is obsolete PART 1 - HEADQUARTERS

(AUG 91)




AFFIO FOrm /743 olte LISt

“The following sites have been reported by the facility.

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
WOOQODS HOLE, MA 02543



This renort 1s 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 penaities as provided for in Section 2150.

See reverse side for

additional information.

Interagency Report Contral No
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.
14-F-0010

CUSTOMER NO.
645

FORM APPROVED
OMB NO. 0579-0035

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

NATIONAL MARINE FISHERIES SERVICE AQUARIUM

166 WATER STREET
WOODS HOLE, MA 02543

—

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

sheets if necessary.)

FACILITY LOCATIONSsites)

NATIONAL MARINE FISHERIES SERVICE AQUARIUM

WOQODS 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. 8. quber 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 f_or use in experiments, or conducted invalving anesthetic,analgesic, or tranquilizing drugs would
leachl_ng. testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cols.C +
experiments, conducted distress (o the animals interpretation of the teaching, research, D +E)
research, or involving no and far which appropnate expenments, 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. refieving 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 Animais
13. Other Animals
HARBOR SEALS 2 2 2
ASSURANCE STATEMENTS

1

-~

2
3

- -

Each principal investigator has considered altematives to painful procedures.

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

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.

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

aspects of animal care and use.

The attending veterinarian for this research facility has appropriate authority to ensure the pravision of adequate veterinary care and to oversee the adequacy of other

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional official)
| certify that the above is true, correct, and compiete (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
(AUG 91)

(Replaces VS FORM 18-23 (Oct 88), which is obsolete

PART 1 - HEADQUARTERS




NOV 1 22004

See attached form for
additional information.

This report is required bylaw (7 USC 2143). Failure to report according to the regulations can result in an order 10 Interagency Keport Lontrol No.:

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

1. CERTIFICATE NUMBER:  21-F-0001

FORM APPROVED
OMB NO. 0579-0036

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE
CUSTOMER NUMBER: 447

USDA, ARS, NAA )

Plum Island Animal Disease Ctr o
P.O. Box 848 =
Greenport, NY 11944

ANNUAL REPORT OF RESEARCH FACILITY
( TYPE OR PRINT)

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 |
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
teaching, testing, experiments, or conducted involving drugs would have adversely affected the procedures,
experiment, tests were accompanying pain or research or interpratation of the teaching, research, TOTAL NUMBER
Animals Covered research, or conducted distress to the animals an experiments, surgery, or tests. (An explanation of the OF ANIMALS
By The Animal surgery but not ye involving no pain, for which appropriate procedures producing pain or distress in these animals and
Welfare Regulations used for such distress, or use o' anesthetic, analgesic, or the reasons such drugs were not used must be attached (COLUMNS
Purposes. pain-relieving drugs. tranquilizing drugs were to this report 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

ASSURANCE STATEMENTS

1) Proft;ssionally 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 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. X .
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)

ATE SIGNED

/5"/5: "(;L(

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

APHIS FORM 7023

(AUG91) (Replaces VS FORM 18-23 (OCT 88), which is obsolete.)



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 Interagency Keport Lontrol No.:
cease and desist and to be subject to penalties as provided for in Section 2150. additional information.
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER:  21-F-0001 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 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 |

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 fo 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

. experiment, tests were accompanying pain or procedures, research or interpretation of the teaching, TOTAL NUMBER
Animals Coyered research, or conducted distress to the animals an research, experiments, surgery, or tests. (An explanation OF ANIMALS
By The Animal surgery but not ye involving no pain, for which appropriate of the procedures producing pain or distress in these
Welfare Regulations used for such distress, or use o anesthetic, analgesic, or animals and the reasons such drugs were not used must (COLUMNS
Purposes. Pain-relieving tranquilizing drugs were be attached to this report. C+D+E)
drugs. used.

Chicken 40 335 3755

Mice 10 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 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 animaj 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)

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

/0 -/E <

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



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.



Interagency Raport Control

See reverse side for
0180-DOA-AN

This report is required by law (7 USC 2143). Failure to report according to the reguiations can
result in an order to cease and desist and to be subject to penaities as prowded for in Secton 2150 sagitional information.

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 31-F-0002 442

FORM APPROVED
OMB NO 0579-0038

2. HEADQUARTERS RESEARCH FACILITY (Name and AGress. a3 regarered wih USOA

nciuce Jo Cooe)
OPERATIONAL TOXICOLOGY BRANCH
2760 Q ST, AREA B, AFRUHEST
WRIGHT-PATTERSON AFB. OH 45433

(999) 999-9999
' 3. REPORTING FACILITY (List ail locations where animais were housed or used 11 actual researcn. 'estng, 16acrung. or expenmentaton, or heid for these PUrposes. Attach aocibonal
sheets if necessary.)

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT).

FACILITY LOCATIONS(s«es)

See Attached Listing

BUILDING 838 AREA B WPAFB BUILDING 433 AREA B WPAFB

BUILDING 79 AREA B WPAFB

REPORT OF ANIMALS USED BY QR UNDER CONTROL OF RESEARCH FACILITY (Aftach acditonat sheats 4 necessary or use APHIS FORM 7023A )
A, B. Number of C. Number of D. Numper of ansmass upon E. Numoper of aimats upon which teaching, F.
animais being ammals upon which expenments, e1penNmMents, research, surgery of tests were
Animals Covered bred. which teaching, taachuing. research. conaducted voiving accompanying pain of disuess TOTAL O
By The Animal conditioned, or research, surgery. or tests were 1o the arumals and for which the use of appropnate CF ANIMAL S
Weifare Regulations heid for use in expenments, or conguctead Nvohang anesthedc. anaigesic, of tranquiizing drugs woulkd
leaching, testing, tests were 3CCOMPANYING pasn of Rave adversely affected the procedures, results, or (Cote C o
expenments, conducted distress 10 the anerar erpretanon of the teaching, research, D+E)
research, or nvolving no and for whech a0prcona’e expenmaents, surgery, of tests. (An explanation of
surgery but not pan, distress, or NESINGNC. MNMGESC. OF (Mo Procedures producing pain or disress in these
yet used for such use of pain- FaNQUILDING NG were arwnais and he reasons such drugs were not used
purposes. reheving drugs. used must be atacned I s report
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
13. Other Animals
FERRETS 8 8
ASSURANCE STATEMENTS
1) Professionally acceptable stancaras goverming e care. treatment. and use of ANIMAIS, NCUGING 8D0700r-S1¢ Lse of snesthetc. Anaigesic. and ranquizing drugs. pnor 10, Sunng
and following actual research, teaching, testing, surgery. or expenmentanon were followed Dy thes resesrch tacity
2) Each principal investigator has considered aiternatives to painful procecures.
3) This facility is adhenng to the standards and requlahons under the ACt, and it has requwred INat 8xcechons !0 the Standards and regulabons be spectfied and explained by ™e
principal investigator and approved by the institubonal Anmail Care and Use Commites (LACUC) A y of all the 18 hed to this annual report. in
addition to identifying the IACUC-approved exceptions. this Summary inciudes a bnef explansoon of the excacbons a3 wed 38 the species and number of ammals affected
4) The attending vetennanan for this research facity has appropnate authonty 10 ensure the provis.on of acequate vetennary care and (o oversee the adequacy of other
aspects of animal care and use. .
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsibie Institutional official)
| certify that the above 1S true. corect. ang complete (7 U S C Section 2143)
| DATE SIGNED

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

L /

(Replaceg VS FORM 18-21 (Oct 88), which is obsolate

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL

APHIS FORM 7023 PART 1 - HEADQUARTERS

(AUG 91)



B 1 T
L UNITED STATES DEPARTMENT OF Au.<ICULTURE
" . ANIMAL AND PLANT HEALTH INSPECTION SERVICE

( TYPE OR PRINT )

=

ANNUAL REPORT OF RESEARCH FACILITY

\

1. CERTIFICATE NUMBER: 42-F-0007

CUSTOMER NUMBER: 1588

FORM APPROVED
OMB NO. 0578-0036

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

, Ames, IA 50010

Telephone: (515) -663-7200

B/z, Vs
e L4

e e s e e e e e @
———— -
3. REPORTING FACILITY ( List all Iocations 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 necessarv or use APHIS Form 7023A ) J
A. B. Numberofanimal | C. Numberof 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 wh
Animals Covered held for use in research, surgery, or tests were the use of appropriate anesthetic, analgesic, or tranquiliz TOTAL NUMBER
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
surgery but not ye involving no pain, for which appropriate producing pain or distress in these animals and the reast C+D+E )
used for such distress, or use o anesthetic, analgesic, or such drugs were not used must be attached to this repon
purposes. pain-relieving tranquilizing drugs were : i
drugs. used.
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamsters 15 4 3 22
8. Rabbits 6
9. Non-human Primates
10.
0. 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
WT Deer 71 71
LASSURANCE STATEMENTS J

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
3

Institutional Animal Care and Use Committee (IACUC). A summary of all such

Each principal investigator has considered altemnatives to painful procedures.

ptions is attached to this

brief explanation of the exceptions, as well as the species and number of animals affected.

4

This faéility is adhering to the standards and regutations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and apf
report. in addition to identifying the IACUC-approved exceptions, this summary in:

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 H

DQUARTERS RESEARCH FACILITY OFFICIAL

( Chief Executive Officer or Legally Responsible Institutional Official )

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL

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

DATE SIGNED

APHIS FORM 7023
(AUG 91)

(Replace€ ¥& FORM 18-23 (OCT 88), which is obsolete.)

DEC 0 2004



This repor is required by law (7 USC 2143). Failure t
, ' resull’in an order 10 cease and desisl and to be'subject

‘1 according 1o the regulations can
~enalties as provided for in Section 2150.

See ( se side lor

additional information.

Interagency Repori Control No.

0180-DOA-AN

g ; UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

-
- t“

Y

7 s et

CONTINUATION SHEET FOR ANNUAL REPORT &
OF RESEARCH FACILITY
( TYPE OR PRINT)

1. REGISTRATION NO.

42-F-0007 _ Cust. #1588

FORM APPRQVED
OMEB NO. 0579-0036

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

Nat'l Ani Dis Center
P.0. Box 70

2300 Dayton Avernue
Ames, TA 50010

Telephone: 515-663-7200

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

Al . B. Nu_mber ol. C Number ol D.. Number of animals upon E. Number ol animals upon which teaching,
animals being animals upon which experiments, experiments, research, surgery or lests were
Animals Covered bred._ which teaching, teaching researchl conducted involving accompanying pain or distress
By The Animal conduioned,_or research, surgery, 'or tesls w'ere 10 the animals and lor which the use of appropriate TOTAL NO.
Welfare Regulations held lor use in experiments, or conducted involving anesthelic, analgesic, or tranquilizing drugs would OF ANIMALS
Ieach!ng. testing, lests were ‘accompanying pain or have adversely aifected the procedures, resuits, or
experiments, o conducted distress 1o the animals interprelalion of the teaching, research,
research, or involving no and lor which appropriate experiments, surgery, or tests. (An explanation of (Cols. C +
i om e ) e R e 7  surgery but not pain, disiress, or anesthetic, analgesic, or the procedures producing pain or distress in these D+ E)
12. &/OR 13. Other yet used for such use ol pain- lranquilizir‘xg drugs w'ere animals and the reasons.such drugs were not used
(List by species) purposes. relieving drugs. used, must be attached to this report).
12. Goats 14 14
Horse 2 2
13. Reindeer 17 17
Raccoons 2 43 45

[ ASSURANCE STATEMENTS

]

1). Professionally acceplable standards governing the care, treatment, and use of animals, including approriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during,
and following actual research, teaching, tesling, surgery, or experimentation were followed by this research lacility.

2). Each principal investigalor has considered aiternatives to painlul procedures. *

»

3). This facility is adhering lo the standards and regulations under the Act, and it has required thal excepltions 1o the standards and regulations be specified ‘and explained by the
principal investigator and approved by the Inslilutional Animal Care and Use Commitiee (IACUC). A summary of all such exceptions is attached to this annual report. in
addition to identifying the IACUC-approved exceplions, this summary includes a brief explanation ol the exceptions, as well as the species and number of animals altected.

4). The attending veterinarian lor this research facility has appropriate authority to ensure the provision of adequate velermary care and lo oversee the adequacy of other aspects of

animal care and use.

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL

(Chief Executive Officer or Legally Responsible Institutional Official)
| certify that the above is true, correct, and complele (7 U.S.C. Section 2143).

DEC

0 2004

SIGNATURE OF C.E.Q. OR INSTITUTIONAL OFFICIAL‘

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

DATE SIGNED

APHIS FORM 7023A
(AUG 91

PART 4 - HEADG




Registration #42-F-007
National Animal Disease Center

o

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

. Studies inciude 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 10,000 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

4 [ 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
nNEC 0 2004



NADC #42-F-007

R

(Cattle continued)

Swine

colonization would interfere with colonization and interpretation

of the results of the study.
Cat. I -2: Cat. III - 2: Total - 4

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.

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 1nterpretat10n
of the results of the study.

Cat. I -14: Cat. III - 2: Total - 16

The objective of this research is to identify S.Typhimurium genes
involved in survival during exposure to the swine stomach. The
harsh environment of the stomach is thé host’s first 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 development of more effective prevention strategies.

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

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

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

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 0 2004



NADC #42-F-007 )

(Swine Continued)

of the pathogenesis of newly emerged SIV’s and on the efficacy of
vaccines against these viruses.

Severe clinical signs are not éxpected 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

Objective of study to investigate the pathogenesis of a putative
new 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. ST -

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.

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
exhibiting hemorrhage is euthanized. 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
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F ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
( TYPE OR PRINT )

1. CERTIFICATE NUMBER: 42-F-0008 ga:h:‘gpég(;i%gs
CUSTOMER NUMBER: {726 '
CVB-VS-APHIS-USDA ~
1800 Dayton Rd . ¥

Ames, IA 50010 ({;r%i
663-8331 i

Telephone:. (515)
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»
3. REPORTING FACILITY ( List all locations where amimals were housed or used in actual research, testing, or experimentaticn, or held for these purposes. Attach additional sneets if necessary )
FACILITY LOCATIONS ( Sites ) - See Alached Listing
I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A ) ]
; !
A. B. Numberof animal | C. Number of D. Number of animals upon E. Number of animais upon which leaching, experiments, | F.
being bred, animals upon which experiments, research, surgery or lests were conducted involving
X conditioned, or which teaching, teaching, research, accompanying pain or distress fo the animats and for wh TOTAL NUMBER
Animals Covered held for use in research, surgery, or tesls were the use of appropriate anesthelic, anaigesic, or Iranquiliz %F ANIMALS
By The Animal teaching, lesting, experiments, or conducted involving drugs would have adversely affected the procedures, res
Welfare Regulations experiments, tesls 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
surgery bul not ye involving no pain, for which appropriate producing pain or distress in these animais and the reas¢ C+D+E )
used for such distress, or use o anesthelic, anaigesic, or such drugs were not used must be attached to this repori
purposes. pain-relieving tranquilizing drugs were :
drugs. used.
4. Dogs 10
10
5. Cats
6. Guinea Pi | 4
. Guinea Pigs
! g 1| 245 155 40 0
7. Hamsters
2202 707 2909
8. Rabbils 31 161 9 201
9. Non-human Primates
10. Sheep
11. Pigs s
12. Other Farm Animals

13. Other Animals

[ ASSURANCE STATEMENTS

1

teaching, testing, surgery, or expenmentaticn were followed by this research facility.
2) Each principal investigator has considered allernatives to painful procedures.

3

brief explanation of the exceptions, as well as the species and number of animals affected.

~

The attending veterinarian for this 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.

Professionally acceplable standards governing the care, Ireatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior lo, during, and following actual rese:

This facility is adhering to the standards and regulations under the Act, and It has required that exceptions o the standards and regulations be specified and explained by the principal investigator ana apf
Institutional Animal Care and Use Commitiee (IACUC). A summary of all such exceptions is attached to this annuai report. in addition to identifying the IACUC-approved exceptions, this summary in

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
{ Chief Executive Officer or Legally Responsible Institutional Official )
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APHIS FORM 7023 (OCT 88). which is obsolete.)

(AUG 1)
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NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type orPnnt)

DATE SIGNED

24-0 8- )




November 29, 2004

Annual report of the Center for Veterinary Biologics (CVB) for the period of O
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 found in the
9 CFR, Chapter 113. Making sick animals comfortable and disturbing them as little 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

o Cenna
NOY 30 2004



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 be
understood by a lay persons as well as scientists. @

1. Registration Number: __42-F-0008 i W
2. Number 138 (31 in Cat. E) : of animals in this study.
3. Species (common name) Guinea Pigs of animals used in the study.

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

Clostridium chauvoei and C. haemolyticum 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 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 a lay persons as well as scientists. - 7

1. Registration Number:  42-F-0008 "5.";«;, |
2. Number 74 (9in CatE) of animals in this study.
3. Species (common name) Guinea Pigs of animals 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 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 procédure? 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

noy 30 2004



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 a lay persons as well as scientists. ' Q:‘ ,

%

1. Registration Number:  42-F-0008

2. Number 2909 (707 in Cat. E) of animals in this study.

3. Species (common name) Hamsters | of animals 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 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, 9CFR 113.101, 113.102, 113.103, and 113.104 which are all Leptospirosis tests.

FY 2004



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 a lay persons as well as scientists. :

- 1. Registration Number:  42-F-0008 6:‘*
fﬁ”Q
2. Number 29 (9in Cat. E) of animals in this study. ‘ﬁv_g 7 4.
3. Species (common name) _Rabbit of animals uscd in the study. ‘ . J -

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

APHIS, 9 CFR 113.107

FY 2004
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Interagency Report Control No
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CUSTOMER NO.
432
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2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registerad with USDA,

UNIFORMED SERVICES
(TYPE OR PRINT) UNIV. OF THE HEALTH SCIENCES
: 4301 JONES BRIDGE RD.
12-03-2001 RCVD BETHESDA, MD 20814

(301) 295-1909

3. REPORTING FACILITY (List all iocations where animals wers housad or used in aCTual research, testing, leaching, Of expenmentation, or held for these purposes. Altach additional
sheets if necessary.)
FACILITY LOCATIONS sites)

See Attached Listing

Center of Laboratory Animal Medicine

REPORT QF ANIMALS USED 8Y OR UNDER CONTROL OF RESEARCH FACIUTY (Aftach additionsl sheets if necessary or use APHIS FORM 7023A )

A. B. Number of C. Number of D. Number of animals upon 15, Number of arumais upon which teaching, F.
animals bemng animais upon which axpenments, experiments, ressarch, surgery or tests were
Animals Covered bred, which teactung, teaching, research, involving sccompanying pain or distress TOTAL NO.
By The Amimal conaitioned, of research, surgery, of tasts wers to the animais and for which the use of appropriate OF ANIMALS
Weifare Reguiatons heid for use In expenmants, or conductad involving or tranquilizing drugs would
teacning, testing, tests wers accompanyng pain or have adversely affectad the procedures, results. o {Cols.C+
expenments, conducted ; tothe interpretation of the teaching, research, 0+8
esearch, or inmvolving no and for which appropriate experimants, surgery, or tests. (An explanation of
surgery but not pain, distress, or anesthetic. anaigesic, or the procedurss producing pain or distress in these
yet used for such use of pain- tranquikzng drugs wers animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached 10 this report)
0
4. Dogs 0 0 0 0
5. Cats 0 0 0 0
6. Guinea Pigs 0 0 0 0 0
7. Hamsters 0 0 23 0 23
8. Rabbits 0 0 10 0 10
0
9. Non-Human Primates 0 0 0 0
10. Sheep 0 0 37 0 37
11. Pigs 0 53 324 0 377
12. Other Farm Animals 0
Goats 0 0 113 0 113
13, Other Animais 0
Ferret 0 37 99 0 136
80
Sapnd Rat 103 28 52 0
. 30
Cotton Ra 0 0 30
ASSURANCE STATEMENTS
1) Professionally acceptable standards governing the care, treatment, and use of aimals. including appropriate use of anesthetic, anaigesic, and tranquilizing drugs, prior to. during,
and following actual research, teaching, testing, surgery, or experimentation :r‘oru followed by this research facility.
2) Each pnncipal inveshgator has considered altematves to painful procedures.
3) This faciity 13 adhenng 10 the standards and requiations under the AL, and it has required that exceptions 10 the standards and regulations be specified and expiained by the
pnncipai investgator and approved by the Insttutional Ammal Care and Use Commuttes (LACUC). A summary of all the exceptions is attached to this annual report. In
aadibon to idenufying the LACUC-approved exceptons, this summary includes a bnef explanaton of the exceptions, as well as the specias and number of animats affected.
4) The attending vetennanan for this research facility has appropnate authority (o ensure the provision of adequate veterinary care and to overses the adequacy of other
aspects of animal care and use.
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional official)
| certrfy that the above is true, correct. and complete (7 U.S.C. Section 2143) —
SIGNATURE OF @.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED
[I-3¢-2
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+ This report is required by law (7 USC 2143). Failure to report according ta the regulations can See attached form for Interagency Report Control N -

result in ai orcer to cease and desist and to be subject to penalties as provided for in Section 21! additional information. o
* UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATENUMBER: 51_F-0003 FORM APPROV
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 443

Armed Forces Radiobiology Research Inst.

ANNUAL REPORT OF RESEARCH FACILITY Afrri/Vsd
(TYPE OR PRINT) 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 ( Sites) - See Atached Listing
All animals located on-site

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A) J
A. B. Numberof C. Numberof D. Number of animals upon E. Number of animals upon which teaching, experiments, | F.
animals being animals upon which experiments, research, surgery or tests were conducted involving
bred, conditioned, which teaching, teaching, research, accompanying pain or distress to the animals and for wh TOTAL NUMBER
Animals Covered or held for use in research, surgery, or tests were the use of appropriate anesthetic, analgesic, or tranquiliz OF ANIMALS
By The Animal teaching, testing, experiments, or conducted involving drugs would have adversely affected the procedures,
Welfare Regulations experiments, tests were accompanying pain or results, or interpretation of the teaching, research,
research, or conducted distress to the animals an experiments, surgery, or tests. { An explanation of the ( COLUMNS
surgery but not ye involving no pain, for which appropriate procedures producing pain or distress in these animals a C+D+E)
used for such distress, or use o! anesthetic, analgesic, or the reasons such drugs were not used must be attached
purposes. pain-refieving tranquilizing drugs were this report ).
drugs. used.
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 aooh 1579 6112 1Qr695
Rats : 15 492 492
| Assurance sTaTEmENTS 1
1) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anestetic, anaigesic, and tranquilizing drugs, prior to, during, and following actual rese
teaching, testing, surgery, or experimentation were followed by this r h facility.

2) Each principal investigator has considered alteratives 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 spaecies 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. NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL [ Tvpe or Print ) DATE SIGNED

—————
APHIS FORM 7023 TReplaces VS FORM 18-23 (OCT 88), which is obsolete.)
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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 al., 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/30 and LDgs/30 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 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.l. 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 altematives 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
(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 indomethacin, 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 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 al., 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, i.e., 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



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 al.,
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 al., 1986).

Protocol 7 — 19 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 altemative for these procedures would be to determine
whether an analgesic could be used to relieve the pain and distress (i.e., CTA)
associated with radiation. It is unclear whether pain and distress is associated with
altered gastric emptying or the Gl 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 nomal 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 Gl 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 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.



P
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All animals located on-site

FACILITY LOCATIONS ( Sites ) - See Atached Listing

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv 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,
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 wh TOTAL NUMBER
Animals Covered held for use in research, surgery, or tests were the use of appropriate anesthetic, analgesic, or tranquiliz OF ANIMALS
By The Animal teaching, testing, experiments, or conducted involving drugs would have adversely affected the procedures, res
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
surgery but not ye involving no pain, for which appropriate producing pain or distress in these animals and the reasc C+D+E)
used for such distress, or use o anesthetic, analgesic, or such drugs were not used must be attached to this reporl
purposes. pain-relieving tranquilizing drugs were
drugs. used.
4. Dogs
. Cats
. Guinea Pigs
. Hamsters
. Rabbits
. 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 83

| Assurance statements

1) Professionally acceptable standards govemning 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 altematives to painful procedures.

(AUG 91)

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 arimal care and use.

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
{ Chief Executive Officer or Legally Responsible Institutional Official )
SIGNATUF TITUTIONAL OFFICH rNAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print ) DATE SIGNED
_ |
APHIS FOR “ (Reple ORM 18-23 (OCT 88), which is obsolete.)



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 al., 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 LDsq30 and LDgs/30 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 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.l. 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
(Swearengen et al. 1993), opioid anaigesics 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
inflammatory 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 al., 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 compromise of
the immune system, resulting in opportunistic infection. Pain and distress was
judged to occur as a result of the infection, i.e., 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



be used during the course of these experiments because they would have
affected the immune 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 al.,
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 al., 1986).



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 (i.e., CTA)
associated with radiation. It is unclear whether pain and distress is associated with
altered gastric emptying or the Gl 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
immunomodaulation, 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 Gl 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
IACUC 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.



Protocol 10 - 56 mice

As described above in the sections on “Non-animal Alternatives”
considered and “Anesthesia/Analgesia/Tranquilization”, 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.
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 TT
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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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. B. Numberof 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 wh TOTAL NUMBEF
Animals Covered held for use in research, surgery, or tests were the use of appropriate anesthetic, analgesic, or tranquiliz OF ANIMALS
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12. Other Farm Animals
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13. Other Animals
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I
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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 annuat report. in addition to identifying the IACUC-approved exceptions, this summary inc

brief explanation of the ptions, 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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Column E Explanation Form
USAMRICD - FY 04
Registration Number: 51-F-0006

Protocol 1
1. A total of 334 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 proceduFe.




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.



Column 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 acetylchohnesterase

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
1. 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
1. 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.
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3. REPORTING FACILITY (List all locations where animals were housed or used in actual research,
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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. Number of C. Number of D. Number of animals upon E. Number of animais upon which teaching, F.
animals being animals upon which experiments, experiments, research, surgery or tests were
Animais 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 appropnate 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 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 animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, pror 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 regufations 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.

-

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

4)

=

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

DATE SIGNED

////é’/ﬂ'/

(Replaces VS FORM 18-23 (Oct 88), whi;:n 1S obsolete PART 1 - HEADQUARTERS

APHIS FORM 7023
(AUG £1)




This report is required by law (7 USC 2143). Failure to report according to the regulations can

result in an ordar to cease and desist and to be subject to penalties as provided for in Section 21!

See attached form for
additional information.

Interagency Report Control No.:

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

1.

CERTIFICATE NUMBER:

CUSTOMER NUMBER:

51-F-0012

529

FORM APPROVED
OMB NO. 0579-0036

ANNUAL REPORT OF RESEARCH FACILITY

( TYPE OR PRINT )

Agricultural Research Service
Usda-Ars-Anri, Bldg.209, Barc-East
Beltsville, MD 20705

DEg

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 )

. 012@{

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. B. Number of animal | C. Number of D. Number of animais 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 wh TOTAL NUMBER
Animals Covered held for use in research, surgery, or tests were the use of appropriate anesthetic, analgesic, or tranquiliz ! oF ;N‘IKI\JAALg *
By The Animal teaching, testing, experiments, or conducted involving drugs would have adversely affected the procedures, res
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 exptanation of the procedures ( COLUMNS
surgery but not ye involving no pain, for which appropriate producing pain or distress in these animals and the reasc C+D+E )
used for such distress, or use o anesthetic, analgesic, or such drugs were not used must be attached to this report
purposes. pain-relieving tranguilizing drugs were
drugs. used.
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 51
11. Pigs
g 261 0 261
T
12. Other Farm Animals | 19 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 animats, 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

=

3

Each principal investigator has considered alternatives to painful procedures.

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.

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 ACUC-approved exceptions, this summary in¢

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

SIGNATLRE OF (C FN0R INSTITHTIONAL OFFICIAI

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

DATE SIGNED

//’/7ﬂy

APHIS FORM 7022
(AUG 91 )

(Replaces

“ORM 18-23 (OCT 88), which is absolete.)



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:

2. Number Ll' Vt Vl of animals used in this study.

]
3. Species (common name) nwuw C € 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 of mutated glucans on salmonella virulence requires that mice be
monitored until signs of morbidity 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 of infection, thus making interpretation of
the results more difficult.

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.

Administration of analgesics 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.

vil-4  20/20°d  818-1 €65870S10€+ 1Sd7’ s¥v ‘ yasn-wo. 4 Wess: 1L ¥0-zZ-AoN



UNITED ST/:FE_D IIDtEPIARRTMEN;I" SOF AGRICULTURE 1. CERTIFICATENUMBER:  51-F-0012 FORM APPROVED
. gricultural Research Service .| oMB NO. 0579-0036

DEC 0 1 2003 CUSTOMER NUMBER: 529

ANNUAL REPORT OF RESEARCH FACILITY Agricultural Research Service
(TYPE OR PRINT) USDA-ARS-ANRI, Building 209, BARC-East
Beltsville, MD 20705

Telephone: (301) 504-5714

3. Reporting Facility (List al locations where animais were housed or used in actual re , testing, or

or held for these purposes. Attach additional sheets If necessary)

FACILITY 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 animals upon E. Number of animals upon which teaching, F.
animals being animals upon which experiments, teaching, lexperiments, research, surgery or tests were
. bred, conditioned, which teaching, research, surgery, or tests conducted involving accompanying pain or distress
AS'".?,'\S ioyereld or held for use in research, were conducted involving o the animals for which the use of appropriate OT,? Iamgs
W "y ;e "'Img teaching, testing, experiments, or laccompanying pain or lanesthetic, analgesic, or tranquilizing drugs would (Cols. C +
ellare Regulations experiments, tests were ldistress to the animals and have adversely affected the procedures, results, or D+E)
research, or conducted for which appropriate snterpretation of the teaching, research,
= surgery but not yet involving no lanesthetic, analgesic, or lexperiments, surgery, or tests. (An explanation of
""""""""""" used for such pain, distress, tranquilizing drugs were the procedure producing pain or distress in these
purposes. or use of pain- lused. lanimals and the reasons such drugs were not used
relieving drugs. st be attached to this report)
4. Dogs 18 18
5. Cats 14 499 499
6. Guinea Pigs
7. Hamsters
.8. Rabbits 1 8 8
9. Non-human Primates
. 10._Sheep 10 70 ) ' 70
11. Pigs 84 257 257
12. Other Farm Animals
Cattle 221 62 62
Goats 3 3
13. Other Animals
Gerbils 68 68
Rats 54 54
Mice 2338 498 2871

[ ASSURANCE STATEMENTS
1) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anesthelic, 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 pracedures
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 principal 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 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 HEADQUAARTERS 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)

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

/-2 -03

APHIS F % (Replaces VS FORM 18-23 (OCT 88), which is obsolete.)
(AU




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

3. Reporting Facility Locations

Buildings: 203, 224, 239, 254, 255, 267, 308C, 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




e

Column E Explanation

This form is intended as an aid to completing the Column E explanation. It is not an official formﬂ énd ifs 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: gl’F" 00/2‘

2. Number 30 of animals used in this study.

3. Species (common name) mice 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 70% ETOH. They will be prime by injecting 0.2 ml or less of pristane intraperitionally
using a sterile 22g needle and a 1 cc syringe. After 7-14 days we will aseptically inject 0.5 ml of
5x 10° to 5 x 10° hybridoma cells suspended in sterile PBS, IP using a 22g needle and a 1 cc
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 VIII-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. Provice 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

ltem 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 10% dehydrated, as determined by skin tone; 3) appears to be in
discomfort, as evidenced by abnormal posturing, rough haircoat, etc.; 4) the circulation/hydration
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, 3 CFR 113.102):

Agency CFR
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DEC 0 1 2003

oOlL’
o e o g 1 210, Pl et e e oo e 4 ,;P’ St inengey ey Comei
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 51-F-016 Cust. ID 441 OMB NO. 0549-0036

FY 2003
ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

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

National Institutes of Health

Deputy Director for Intramural Research

31 Center Drive, Bldg 31, Room B1C37, MSC 2252
Bethesda , MD 20892

additional sheets if necessary.)

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

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 APHIS FORM

7023A)
A. B. Number of C. Number of D. Number of animals upon E. Number of animals upon which teaching, F.
R 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 TOTAL NO.
. held f i iments ducted involvin nesthetic, analgesi t ilizing d 1d OF ANIMALS
Welfare Regulations | i icing, | “festswere | accompanyingpainor | have adversely afecied the procedures, rvuls,or
experiments, conducted di to the ani 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. relieving drugs. 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
1) Profesionally b dards governing the care, and use of animals, including appropriate use of anesthetic and tranquilizing drugs prior to, during

And following act'ual 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

y of all such

had

1ACUC approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

1o this annual report. In addition to identifying the

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

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 p

SIGNATURE OF CE.O. OR INSTITUTIONAL OFFICIAL

NAME AND TITLE OF CE.O.

AL (Type or print)

DATE $IGNED

APHIS FORM 7023
(AUG 91)

(Replaces VS FORM 18-23 (OCT 88) which is obsolete)

1/ 28 /03



DEC 0 1 2003

) required by law (7 USC 2143). Failure to report sccording to the regulations can Sex reverse side for Interagency Report Control No.
remit in an order 1o ceane and dexist and 1o be subject 1o pealties as pravided in Section 2150, Additional information. 0180-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 2. 51-F-016 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

REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

National Institutes of Health

Deputy Director for Intramural Research

31 Center Drive, Bldg 31, Room B1C37, MSC 2252
Bethesda , MD 20892

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, ducted involving panying 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.
. held for use in experiments or conducted involving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALS
Welfare Regula"ons 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, (Cols.C +
12 /OR 13 OTHER r h 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 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 16 296 Q 312
=t  Pigeons 0 25 0 0 25
st 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, tr and use of animals, including appropriate use of anesthetic 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 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 adequacy of other
aspects of animal care and use.
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional Official)
1 certify that the above is true, correct and lete (7 U.S.C.S 2143)
SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME AND TITLE OF C TTONAL OFFICIAL (Tvne or print) DATE SIGNED

-

"APHIS FORM 7023A
(AUG 91)

/{7/.5’ 03



NIAID 2003
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 i this study.
55
3. Species (common name) of animals used in this study.

Hamsters

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

"7 Leishmanial diseases are major 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, usually rodents.
Laboratory mice and hamsters, therefore, are an excellent source of intracellular 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 statistically meaningful results.

The hamster is the only laboratory animal that becomes infected with visceral leishmaniasis. There is
no way to test the action of vaccines 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 cell culture or computer models.

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 mterfere with test results.



NIAID 2003

Visceral Leishmaniasis in hamsters causes hepatomegaly 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 all 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 will have fever and chills as evidenced by shivering. Without
intervention, over several weeks, affected hamsters will become cache tic, moribund, and eventually
die. Infected hamsters will be closely monitored as soon as signs of morbidity are noted, laboratory
preparations will ensue, to harvest organs and citrate the parasitic load. Laboratory preparations
require several work days to complete. In all cases, hamsters showing signs of morbidity will be
euthanized within one week of the onset of morbidity. All hamsters in a study group are generally
euthanized within the period between 2 and 4 months post-inoculation.

Animal care and monitoring procedures will follow the NIH ARAC guideline, ‘Endpoints in ASPs’.
All infected animals will be monitored daily 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 of pain/distress, animals will be observed twice daily to include weekends and holidays.



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

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

- Protocol #1

The purpose of this research is to evaluate using clinical evaluations, MRI and histopathology, the
proprietary Berlex human CCR5 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. CCR5 chemokine through the CCRS 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



- BEST COPY AVAI LABLE

*  <cloned and expressed the human CCRS5 receptor that has 91% homology with the

£ 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

A5 receptor. For this reason there exists a relative lack of cross reactivity of the human

A compounds with the mouse CCRS receptor and therefore these compounds are too low in
4 and selectivity to demonstrate efficacy in the EAE SJL mouse model or other rodent

Ans.

s

L

e Protocol #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 MRY], 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 CNS. 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 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.



Interagency Report Control No
0180-DOA-AN

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

= - resultin an order to cease and desist and to be subject to penaities as provided for in Section 2150. additional information.

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

FORM APPROVED
OMB NO. 0579-0036

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with (SDA.,
include Zip Cods)

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT) NATIONAL INSTITUTE OF HEALTH

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

Alamogordo Primate Facility

FACILITY LOCATIONS(sites)

See Attached Listing
Holloman Air Force Base, Alamogordo, NM

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 invoiving 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 tranqguilizing drugs would

teaching, testing, tests were accompanying pain of 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 281 -

10. Sheep

11. Pigs - -

12. Other Farm Animals - -

13. Other Animals -

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, during,
and following actual research, teaching, testing, surgery, or exp ion were followed by this ch 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 regulahons be specified and explamed by the
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of ail the P is attached to this | 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 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 Responsibie institutional official)
| certify that the above is true, correct, and complete (7 U.S.C. Section 2143)
. OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Tvoe or Print)

: /o/{/o /

.

DATE SIGNED

PART 1 - HEADQUARTERS

(Replaces VS ), which is obsolete

(AUG 91)




. . This report is required by taw (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 Repart Control No
0180-DOA-AN

UNITZD STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)

51-F-0016

1. REGISTRATION NO.

CUSTOMER NO.
441

FORM APPROVED
OMB NO. 0579-0036

2. HEADQUARTERS RESEARCH FACILITY (Name and Aadress, 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

sheets if necessary.)

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

FACILITY LOCATIONSsites)

See Attached Listing

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Aftach additional sheets i!pecessaryol use APHIS FORM 7023A )

E. Number of animals upon which teaching,

A, B. Number of C. Number of D. Number of animais upon
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 Animai conditioned, or research, surgery, or tests were to the animals and for which the use of appropnate 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, resuits, or {Cols.C +
experiments, conducted distress to the animais interpretation of the teaching, research, D+E)
research, or involving no and for which appropriate experiments, surgery, or tests. (An exp/anation of
surgery but not pain, distress, of 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 42 42
5. Cats N
6. Guinea Pigs
7. Hamsters
8. Rabbits
9. Non-Human Primates 14 14
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 facility.

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

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

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 (LACUC). 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 weil 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 SIGNED

SIGNATUR INSTITUTIONAL OFFICIAL

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

///LZG

APHIS FORM 7023
{AUG 91)

{Replaces VS FORM 18-23 (Oct 88), which is obsolete

PART 1 - HEADQUARTERS




—————— e ERRAY, VISU-JIUAAR

UNITED STATES DEPARTMENT OF AGRICIA TURE 1. REGISTRATION NO. CUSTOMER NO.
ANTMAL AND PLANT HEALTH INSPECTION SERVICE 51500 441 FORM APPROVED
v OMB ND 5790006

T HEADQUAMKTERS RESEARCH FAGILITY (Name and AGess, 23 regumered wih USCA.

ANNUAL REPORT OF RESEARCH FACILITY ncude Zg 2ode)
NATIONAL INSTITUTE OF HEALTH
(TYPE OR PRINT) BLDG. 31. ROOM B1C37, MSC 2252
9000 ROCKVILLE PIKE
BETHESDA, MD 20892
(301) 496-5424
(3. REPORTING FACILITY (LSt o I0Ca50nS where animait were housed or used in actusl % 1SN, 18achwg, oF eXpert . Of haid for 7658 PUrposes. Altach sddionel
sheets ¥ necessary.)
FACILITY LOCATIONS(sles)
See Attached Listing

REPORT OF ANIMALS USED SY OR UNMDER CONTROL OF RESEARCH FACILITY (Aftach sdcitione/ sheets 7 necesesry or use APHIS FORM TG23A )
A Number of C. Number of E Number of snimeis wwor | £, Number of snimait upon which tesching, F.
snmgls Deing animals upon which experinents, resserch, surgery or issts were
Animats Covered bred, which tesching, Weching, research, conducied accomparvying psin or datress TOTAL NO.
By The Animal condiioned, or reseerch, urgery, or iests were bummumumdm OF ANMALS
Woellare Roguistions haid for wee in axperiments, or canducted invohing ar tranquitzing drugs would
feaching, tesing, stz were g pein or have adversely sflected the procedures, results, or Cols.C »
epeiments, conducted dstress 0 he animaly interpretation of the seching, reseerch, D+E)
research, or nwvaiving no and jor which sppropriese surgery, or lasts. (An expianstion of
surgery but not pein, distress, or snesthetic, sneigesic, o the procedures producing pain or distess in ihese
yet used for such use of pan- Fanquiizing drugs were animals and the ressons such drugs were not used
purposes. refieving drugs. used. must be attached b this repor)
4. Dogs 0 28 5 0 33
5. Cats 36 30
8. Guinea Pigs 0 0
7. Hamsters 0 0 0
. ¢
8. Rabbits 0 3 411 0 414 D
9. NonHuman Primates 59 51 98 0 149 7S
10-3"” 0 0 40 0
11.Pigs 0 0
12. Other Farm Animais 0 0
13. Other Animais
Frogs 0 40 0 0 40
ASSURANCE STATEMENTS
1) Professionally scceptable standards govemning the care, tre: nt, t\dused ncluding sppropriate use of anesthetic, snsigesic, and tranquilizing drugs, prior 10, dusing,
and following actusl resaarch, 18eching, 1Bsting, surgery, of expen were followed by this 1 rch facity.
2) Each peincipal i ig: has ich alternatives 10 painful procedures.
3) This facillly is adhering 10 the standards and reguiations under the Act, and & hes required that exceptions 10 Pe d A‘and c sbespedﬁedmmbyho
principsl nvestigator and approved by the Institutional Animsi Care and Uss Commitise (IACUC). A ,d‘ﬂn > ] hed to this ] report. In
sadition 10 identifying the IACUC-approved sxceptions, this surmmary includes a brief expi ion of he 23 well 23 the species and number of snimais affected.
£ The . rinarian for this facifity has appropriste authority 10 ensure the provision of adequate veterinary care and o oversee the adequacy of other
nspoasdu-ndmauuu
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional official)
1 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.0. OR INSTITUTIONAL OFFICIAL (Tvpe or Print) DATE SIGNED
/0/3#0/
APHIS FOF 7023 (Reptaces VS FORM 18-23 (Oct £8), which & cosorete 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

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. l

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 51-F-0016 441 FORM APPROVED

OMB NO. 0579-0036

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

NATIONAL INSTITUTE OF HEALTH
BLDG. 31, ROOM B1C37, MSC 2252
9000 ROCKVILLE PIKE
BETHESDA, MD 20892

(301) 496-5424

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

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or heid for these purposes. Attach additionai

sheets if necessary.)

FACILITY LOCATIONS (sttes)

See Attached Listing
NHGRI

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 animais upon which teaching, F.

animals being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, canducted 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 appropnate experiments, surgery, or tests. (An explanation of
surgery but not pain, distress, of 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

Zebrafish 1330 1330
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 altemnatives 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 P is
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.

ttached to this

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

| report. In

4)
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)
SIGNATL NAME & TITLE OF C F.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 5 DATE SIGNED

oY

EENE e

h is obsolete

PART 1 - HEADQUARTERS




Thi repert ia required by taw (7 USC 2143). Fallure ts repert accerding te the regulations can

See reverse aide for

Intersgeney Repert Contrei Na,

result 18 an erder Ty cease and destat and to be subject ta peaalties 33 provided in Section 1150 Additwonal infarmation. B139-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1.  REGISTRATION FORM APPROVED T
ANIMAL AND PLANT HEALTH INSPECTION SERVICE NO. OMB NO. 0549-0036

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)

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 all locations where animals were housed or used in actual research, testing, teaching or experi i

Attach additional sheets if necessary.)

or held for these purposes.

FACILITY LOCATIONS (sites)

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 animais 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, d involving panying 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.
Welf: R lati held for use in experiments or conducted involving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALS
elfare Regu ations teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or
experiments, conducted distress to the animais 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. relieving drugs. 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 58 0 0 58
7. Hamsters 0 0 0 0 0
8. Rabbits 0 0 211 0 211
9. Non-human 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
ASSURANCE STATEMENTS

1 Profesionally b1

dards governing the care, treatment and use of animals, including appropriate use of anesthetic and tranquilizing drugs prior to, during and

following :ctu:l resc:rch 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 Iustitutional 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

this

y i a brief

of the

P

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 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)

(AUG 91)

NAME AND TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or print)

DATE SIGNED

1) #/bf

which is obsolete)



Interagency Report Control No.

See reverse side los
0180.-D0A-AN

This 1eport s required by 1aw (7 USC 2143). Failure 10 report according 10 1he regulalions can
additional informalion.

——==7E30M I an osder 10 cease and desisl and 10 be subject 10 penalties as provided 1o in Section 2150.

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE FORM NGP:;‘;JVED
51-F-0016 Cust Id 441 OME NO. 05730036

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

National Heart, Lung and Blood Imstitute
Division of Intramural Research
National Institutes of Health

9000 Rockville Pike, Bethesda, MD 20892

ANNUAL REPORT OF RESEARCH FACILITY
. (TYPE OR PRINT)

where animals were h d or used in aciual reseanch, 1es1ing, 1eaching, or experimeniation, of heid lor Ihese purpases. Altach additional

3. REPORTING FACILITY {Lis! all locati
sheels it necessary.)

FACILITY LOCATIONS lSil;S)

National Institutes qf Health
Bethesda, MD 20892

'REPO’" OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Altach abdilionsl sheels il necessary or use APHIS FORM 7023A)

A B. Numbes ot C Number ot D. Number of ammals upon | E Numbes of animals upon which teaching, F.
animals being animais upon which experiments, upemn:ndls. reseasch, surgery oc lesis were i
Animals Covered bred. which 1eaching, teachi conduc, bvi g pain or
g; The Animat conditioned, of sesedich, mw';g';ﬁ:c:ae to the animals and lor which lhe use of appropriale JOTAL NO.
Weilare Regulations held lor use in pers or . ducted ivolving anesthelic, analgesic. or ranquilizing drugs would OF ANIMALS
teaching, lesting, tesis were accompanying pain or have adversely allecied the procedures, resuits, of
experiments. conducted distress 1o the animals nlerp of the hing, h,
reseasch, or mvolving no and lor which appropriate expesiments, surgery, or lesis. {An explanation of {Cols. C +
surgery bul not pain, distress, or anesihelic, analgesic, o6 the procedures producing pain or disiress in these D + E)
yel used lor such use of pain- tranquilizing drugs wese imals and the such drugs were not used
purposes. refieving drugs. used must be aftached 1o this report).
a. Dogs 12 0 61 _ 0 61
5. Cals ) 0 0 0 0 0
6. Guinea Pigs Q 0 14 0 16
7. Hamslers 0 0 0 0 0
.. 8. _Rabbits 15 0 156 0 156
9. _Non-human Primales 130 Q _ 164 0 164
10. Sheep 4 0 86 0 86
A1 _Pgs Q: 0 _97 0 97
12. Other Farm Animals
13. Other Animals . -
Fish 0 0 . 4 0 ) } 4
[uuumumsawmnans
1). Pe ionalh piable standards g ing ihe cate, It . and use of animals, includi iale use of hetic, analg and tranquilizing drugs, prior 10, dusing,
2nd Jollowi " 3 hing, | g. surgery, or e.pe.mmanon were loliowed by this reseasch tacitity. :
2). Each pvincipal nvestigalor has d alte ives 10 painiul procedures. . .

3). Ihss lacamy s adt-emg 10 the standards and regulanons under the Act, and it has requiced that P 10 the dards and 3 be specitied and explained dy the
and app d by 1he Instilutional Animal Care and Use Commiliee (IACUCL A summary of ol such elceplkms is altached to this annual repost. In
addition 10 identitying the IACUC- WM exceplions, this y includes 3 briet ion ol the plions, as well 35 the species and number of animals atlecled.

hority 10 ol adeq Y care and 10 oversee (he adequacy ol other aspects of

4). The aiending velerinarion Jor this vese.-uch !acmly has appropeiote the p

ammnl core and use.

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Execulive Officer or Legally Responsible Institutional Official)
1 cerbity Thoat ihe above is Trie, correct, and complete (7 U.S.C Seclion 2143),

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

SIGNATURE OF C_.E.0. OR INSTITUTIONAL OFFICIAL ' DATE SIGNED

11/13/01

APHIS FORM 7023
(AUG 91)

(Replaces VS FORM 18-23 (OCT 88). which is obsolete )



Soe reverse ade for Interagency Report Cantrol No,

Thus report 13 required by law (7 USC 2143}, Fulure to report sccording t the regulations can

resuit (g an order W ceam sod denst and 10 be subject 1o penaltes a3 provided 1a Section 2150, Addnonal 18formanca. 0130-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE REGISTRATION NO. CUSTOMER NO | FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE | 51-F-0016 441 OMB NO. 0579-0036

. HEADQUARTERS RESEARCH FACILITY (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

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

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)

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets i necessary or use APHIS FORM

70234A)
Al B. Number of C. Number of D. Number of animals upon E. Number of fs upon which hi F.
. animals being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, * teaching, research, d d involving panying 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.
Welf: R lati held for use in experiments or conducted involving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALS
ellare Regulations teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or
. experi. ducted 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
purpases. relieving drugs. used. must be attached to this report.)
4. Dogs
5. Cats
6. Guinea Pigs 22 22
7. Hamsters
8. Rabbits 13 16 29
9. Non-human 37 140 177
Primates
10. Sheep
1. Pigs 19 19
12. Other Farm
Animals
Goat
Chickens
13. Other Animals
Frogs 52 52
ASSURANCE STATEMENTS

1) Profesionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic 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 considcred 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. [n addition to identifying the
LACUC approved exceptions, this summary includes a brief exp ion of the i as well as the species and number of animals affected.

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

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

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

DATE SIGNED

nfizfot

AL OFFICIAL NAME AND TITLE OF C.E.QO. OR INSTITUTIONAL OFFICIAL (Type or print)

APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88) which is obsolete)

(AUG 91)
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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. 0180-0OA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 51-F-0016 441 FORM APPROVED
OMB NO. 0579-0038

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

include Zip Code)

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,

NATIONAL INSTITUTE OF HEALTH
BLDG. 31, ROOM B1C37, MSC 2252
9000 ROCKVILLE PIKE
BETHESDA, MD 20892

(301) 496-5424
3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purpases. Altach additional
sheets if necessary.)
FACILITY LOCATIONS sites)
See Attached Listing

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets ¥ necessary or use APHIS FORM 7022A )

A. 8. 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 invoiving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, surgery, or tests were to the animais and for which the use of appropnate 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, resuits, or (Cols.C +
experiments, conducted distress to the animals interpretation of the teaching, research, D +E)
research, or involving no and for which appropriate expesiments, surgery, of 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 10 10
7. Hamsters
8. Rabbits 19 19
9. Non-Human Primates
10. Sheep
11. Pigs
12. Other Farm Animals
13. Other Animals
Xenopus 220 220
Bullfrog 20 20
ASSURANCE STATEMENTS

1

-

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

3) This facility is adhering to the standards and reguiations 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 LACUC-approved exceptions, this summary inciudes a brief explanation of the exceptions, as well as the species and number of animals affected.

4

~

aspects of animal care and use.

Professionaily 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.

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

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional official)
| certify that the above is true, comrect, and complete (7 U.S.C. Section 2143)

APHIS FUKRM 7023
(AUG 91)

SIGNATURE OF C.E.Q. OR INSTITUTIONAL OFFICIAL

{Replaces VS FORM 18-23 (Oct 88), which is obsolete

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

DATE SIGNED

11/13/01

PART 1 - HEADQUARTERS




Thus report 13 requred by Lrw (7 USC 2141) Fulure 1o report accordmg to the reguistions can See reverse side lor Ireragency Report Control No
Pesull o1 mn order Lo cease and denist nd Lo be subject to penalties 23 promded n Section 2150 Additional mfocmation 0180.DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 51-F-0016 Cust Id 441 OMB NO. 0549-0036
. 2. HEADQUARTERS RESEARCH FACILITY (Name and Address,
F Y O 1 as registered with USDA, include zip code)
ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT) NIH/NIAID
3. REPORTING FACILITY (List all locations where animals were housed or used in actual h, testing, teaching or exp ion, or held for these purposes. Attach
additional sheets if necessary.)
FACILITY LOCATIONS (Sites)
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 teachi hing, research, ducted involving panying pain or distress
By The Animal conditioned, or research, surgery or tests were to the animais and for which the use of appropriate TOTAL NO.
. held for use in experiments or conducted involving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALS
Welfare Reg“ht'om teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or
experi d d 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. relieving drugs. used. must be hed to this report.)
4. Dogs 0 0 0 0 0
5. 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. Noo-human 304 1205 37 0 1242
| Primates
10. Sheep 0 0 0 0 0
11. Pigs 0 0 0 0 0
12. Other Farm - - - - -
|_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
1) Professionally ptabl dards g ing the care, and use of animals, including appropriate use of anesthetic and tranquilizing drugs prior to, during
and following actual research, teaching, testing, surgery or expen ion were followed by this h facility.
2) Bach principal investigator has idered alternatives to painfal procedur
3) This facility is adhering to the dards and regulations under the Act, and it has required that exceptions to the dards and regulations be specified and explained by the principal
investigator and approved by the Institutional Animal Care and Use Committee (ACUC). A y of all such ptions is hed to this annual report. In addition to identifying the
IACUC app:! d ptions, this y includes a bref expl jon of the ptions, as well as the species and number of animals affected.
4 The di inadan for this h facility has appropriate authorty 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 INSTITUTIONALOFFICIAL NAME AND TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or print) DATE NE
/ Z; / e/
"TAPHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), which is obsolete.)

(AUG 91y



_ 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 as provided for in Section 2150.

See reverse side for
additional information.

Interagency Report Control No
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.
51-F-0016

CUSTOMER NQ.
441

FORM APPROVED
OMB NO. 0579-0036

NATIONAL INSTITUTE OF HEALTH
BLDG. 31, ROOM B1C37, MSC 2252
9000 ROCKVILLE PIKE
BETHESDA. MD 20892

(301) 496-5424

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

sheets if necessary.)

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testinﬁ.

IH/NIAID/ROCKY MOUNTAIN LABORATORI

S,

amiiton, Montana

teaching, or experimentation, or held for these purposes. Attach additional

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. 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
Animais Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animai conditioned, or research, surgery, or tests were to the animals and for which the use of appropnate 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, resuits, 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, of 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 14 14
7. Hamsters 289 18 360 378
8. Rabbits 37 37
9. Non-Human Primates 61
10. Sheep 2 2
11388k Cattle 3 3
12. Other Farm Animals
Mink 27 93 93
13. Other Animals
icrotus (vole) 41
Wild Mice(peromyscus) 70 62 62

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 (IACUC). A summary of all the
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.

hed to this

pti is

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 animali care and use.

! report. in

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

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)

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL

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

DATE SIGNED
///20 o(

APHIS FORM 7023
(AUG 91)

(Replaces VS FORM 18-23 (Oct 88), which is obsolete

PART 1 - HEADQUARTERS




VMMM VY ST\ UOL £14%0). FERTE W TSPON aCConging Lo NG reguiabons can See reverse side for Interagency Report Control No

fesull in an order 0 Caase and desist and lo be subject 10 penatties 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 51-F-0016 441 FORM APPROVED
OMB NO. 3579-0036

I EEI————.
2. HEADQUARTERS RESEARCH FACILITY (Name and Adaress, as registered with USDA,

include Zip Code) .
NATIONAL INSTITUTE OF HEALTH
BLDG. 31, ROOM B1C37, MSC 2252

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

9000 ROCKVILLE PIKE
BETHESDA, MD 20892
(301) 496-5424
3. REPORTING FACILITY (List al locations where animals were housed of used in aciual research, testing, teaching, or expenimentation, or held for these purposes. Attach additional
sheets d necessary.)
FACILITY LOCATIONSskes)
See Attached Listing

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILTY fAttach additional sheets # necessary or use APHIS FORM 7023A )

A 8. Number of C. Number of D. Number of animais 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 TOTAL NO.
By The Animal condilioned, 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,anaigesic, or tranquilizing drugs would
leaching, 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 tesls. (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 o this report)
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbis 2 26 28
9. Non-Human Primates
10. Sheep
11. Pigs
12. Other Farm Animals
13. Other Animals
Fish 2310 11 2321
ASSURANCE STATEMENTS

1) Professionally acceptable standards goveming the care, treatment, and use of animais, including appropniate use of anesthetic, analgesic, and tranquilizing drugs. prior to, during,
and following actual research, leaching, lesting, surgery, of expefimentation wera f d by this ch facility.

2) Each principal investigator has considered aftematives 10 painful procedures.
is facility i i i [ i j ions be specified and explained by the
3) Thisf. is adhering to the standards and regulations under the Act, and it has required that exceptions 1o the standards and regulations d
) principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary.of all the exceptions is attached to this anpual rcm;‘l’n
addition to identifying the IACUG-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals ai 8

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

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

| certify that the above is true, correct, and complete (7 U.S.C. Section 2143)
o 1AL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print)

DATE SIGNED

1o

N ) PART 1 - HEADQUARTERS

13 (Oct 88), which Is obsolete
(AUG 91)




. . 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 penallies as provided for in Section 2150.

See reverse side for
additional infermation.

Interagency Report Control No
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.
51-F-0016

CUSTOMER NO.
441

FORM APPROVED
OMB NO. 0579-0036

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

NATIONAL INSTITUTE OF HEALTH
BLDG. 31, ROOM B1C37, MSC 2252
9000 ROCKVILLE PIKE
BETHESDA, MD 20892

(301) 496-5424

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

sheets if necessary.)

FACILITY LOCATIONS(sites)

See Attached Listing

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Atfach 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 lests were
Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain of distress TOTAL NO.
By The Animail conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Weifare 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 0 0 0 0
5. Cats 0 0 0 Q
6. Guinea Pigs 0 13 0 13
7. Hamsters 0 0 0 0
8. Rabbits 0 18 40 58
9. Non-Human Primates 0 595 31 626
10. Sheep 0 0 0 0
11. Pigs 0 0 0 a
12. Other Farm Animals 0 0 0 0
13. Other Animals
Kenopus_Laevis 0 1982 36 2018
Kenopus . -
ropicaligricpT =0 41 41
.ebrafish 0 55275 0 552
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 summary of all the pti : r
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.

is attached to this

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.

f report. In

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

St

(AUG 91)

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

APHIS FORM 7023 (Re;l;ces VS FORM 18-23 (Oct 88), which is obsolete

&gﬁ‘/c/

PART 1 - HEADQUARTERS




Interagency Report Controi No
0180-D0A-AN

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

" result in ari order to cease and desist and to be subject 10 penalties as provided for in Section 2150, additional information.

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

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)

NATIONAL INSTITUTE OF HEALTH
BLDG. 31, ROOM B1C37, MSC 2252
9000 ROCKVILLE PIKE
BETHESDA, MD 20892

(301) 496-5424

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research,

sheets if necassary.)

testing, teaching, or experimentation, or held for these purposes. Attach additional

FACILITY LOCATIONS(sites)

See Atlached Listing

NIH/NIDA/IRP

Baltimore, Maryland

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 animais 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, of tests were to the animals and for which the use of appropriate OF ANIMALS
Weifare 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 animats interpretation of the teaching, research, D+E)
research, or involving no and for which appropnate experiments, surgery, or tesis. (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

0 "0

5. Cats 0 0 0

8. Guinea Pigs 0 0 0 0 0

7. Hamsters 0 0 0 0

8. Rabbits 0

9. Non-Human Primates 40 40 Lé 0 86

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 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 altermnatives to painful procedures.

3) This facility is adhering 10 the standards and reguiations under the Act, and it has required that exceptions to the standards and reguiations be specified and explained by the
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A y of all the pi is attached to this | report. In
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the ptions, 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 AL OFFICIAL NAME & TITLE OF C.E.Q. OR INSTITUTIONAL OFFICIAL (Type or Frint) DATE SIGNED
11/7/01
'APHIS FORM'7023 Replaces VS FORM 18-23 (Oct 88), which is obsolete PART 1 - HEADQUARTERS
(AUG 91)




Thia report @ required by lew (7 USC 1143). Faiiure to repon acconding 1 the regulstions can

Sea roverse side for

Inters gency Report Cantrol No.

rault 1m an ceder 10 ceane wad deaust and to be subject 0 porailizs A rovided im Section 2150, Addional iaformstscn. 0150-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 51-F-016 OMB NO. 0549-0036

FY ‘01

ANNUAL REPORT OF RESEARCH FACILITY
NIDCR Veterinary Resources Core

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

NIH/NIDCR

additional sheets if necessary.)

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

FACILITY LOCATIONS (sites)

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Anach additional sheets if necessary or use APHIS FORM

And following actual research, teaching, testing, surgery or experi

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

7023A)
A. B. Number of C. Number of D. Number of animals upon E. Number of animals upon which hing, F.
A animals being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, d d involving panying pain or distress
By The Animal conditioned, or rescarch, surgery or tests were to the animals and for which the use of appropriate TOTAL NO.
Wel: R lati held for use in experiments or conducted involving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALS
elfare Regulations teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or
experi ] cond d dis 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, anaigesic or the procedures producing pain or distress in these
yet used for such vse 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 6 12 0 18
7. Hamsters 0 0 0 0 0
3. Rabbits 0 12 0 0 12
9. Non-human 20 0 0 0 0
{-Primates
10. Sheep 0 0 0 0 0
L1. Pigs 0 0 0 0 0
12. Other Farm - - - - -
Animals
Goat 0 0 0 0 0
Chickens 0 0 0 0 0
13. Other Animals - - - - -
B - - - -
' - - - -
Gerbils 0 0 0 0 0
ASSURANCE STATEMENTS
1) Profesionally acceptable standards goveming the care, treatment and use of animals, including appropriate use of hetic and tranquilizing drugs prior to, during
ion were followed by this h facility.

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

y of all such exceptions is

TACUC approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

tached to this annual report. In addition to identifying the

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

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 ¢

(7 U.S.C. Section 2143)

L

NAME AND TITLE OF C.E.Q. OR INSTITUTIONAL OFFICIAL (Type or print)

/L
DATE SI@NED

P Y/d

¥ (Replaces VS FORM 18-23 (OCT 88) which is obsolete)




See reverse side 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 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 51-F-0016 441 FORM APPROVED
OMB NO. 0579-0036

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address, as registered with USDA,

include Zip Code)
NATIONAL INSTITUTE OF HEALTH
BLDG. 31, ROOM B1C37, MSC 2252

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

8000 ROCKVILLE PIKE
BETHESDA, MD 20892
(301) 496-5424
3. REPORTING FACILITY (List ail focations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purpases. Attach additional
sheets if necassary.)
FACILITY LOCATIONS(sites)
See Attached Listing

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Atfach 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 2 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 approprate 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, resuits, or (Cots.C+
experiments, conducted distress to the animals interpfe!ahon of the teaching, research, D+E)
research, or involving no and for which appropriate exp ts, surgery, or tests. (An explanation of
surgery but not pain, di or _ anesthetic, anaigesic, or tIre procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs weré not used
purposes. relieving drugs. used must be attached ta this report}
4. Dogs 0 0 0 0
5. Cats 0 0 0 0
6. Guinea Pigs n 0 N O &
o \"4 U
7. Hamsters 0 0 0 0 0
8. Rabbits 0 0 24 0 24
9. Non-Human Primates 0 0 22 0 22
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
Xenopus Q Q 57 0 57
Bullfrogs 12 0 0
Dendrobatid firogs 3 0 0 3
ASSURANCE STATEMENTS
1) Pr ionalfy dards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during,

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

2) Each principal investigator has considered attematives 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
| report. in

principal investigator and approved by the Institutional Animail Care and Use Committee (IACUC). A
y includes a brief explanation of the exceptions, as well as the species and number of animats affected.

4

18, this st

addition to Identifying the tACUC-app! pti
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.

y of ail the.excepti

is att

hed to this

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

(Chief Executive Officer or Legally Responsible Institutional official)
1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143)

SIGNATURF OF C F N OR INSTIMITIONAL OFFICIAL -

*ORM 18-23 (Oct 88), which s obsolete

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

DATE SIGNED

/I-6-91

PART 1 - HEADQUARTERS




this reponL' ‘eQUIred DY }aW [/ UDL £143). TalUIE WU 1 St Bvenmuny

rezuna < e to cease and desist and to be subject to penalties as prov"d-ed ror in Secbon 2150.

additional information.

Viovwua-AN

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

_ANNUAL REPORT OF RESEARCH FACILITY

1. REGISTRATION NO.
51-F-0016

CUSTOMER NO.
441

FORM APPROVED
OMB NO. 0579-0036

include Zip Code)

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,
NATIONAL INSTITUTE OF HEALTH * /ORS /VRP

(TYPE OR FPRINT) BLDG. 31, ROOM B1C37, MSC 2252
9000 ROCKVILLE PIKE
BETHESDA, MD 20892
. (301) 496-5424
3. REPORTING FACILITY (List all locations where animals were housed or used in aclual research, lesting, 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 & necessary or use APHIS FORM T023A )

E. Nunberofmalsuponmcht%dmg

A B. Nufnherof C. Number of D. Number of animals upon
) animals being animais upon which experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted lnvolving accompanying pain or distress TOTAL NO.
By The Animal condttioned, 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, or conducted involving anesthetic,analgesic, or tranquilizing drugs would
teaching, testing, tests were accompanying pain of have advefsely affected the procedures, results, or (Cols.C +
experiments, conducted distress to the animals Interp of the g, research, D+E)
research, or involving no and for which appropriate experiments, surgery, of tests. {An expianation of .
surgery but not pain, distress, or thetic, 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. refieving drugs. used. must be attached to this report)
4. Dogs 3 5 5
5. Cats 1
6. Guinea Pigs 576 4 4
7. Hamsters
8. Rabbits
9. Non-Human Primates 13 13
10. Sheep 34
11. Pigs 28
12, Other Farm Animals
13. Other Animais
Goats 4
Llama 1
Bovine 3
ASSURANCE STATEMENTS

1) Pru(ssu\auyacoeptableslandardsgovmgmemre treatment, and use of animats, including

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) Thisladﬁlybad\erhgwmestandami:\dregdabonsmdermeAcLandnhasmedMexwpmwmestandamsamlmgdambespeaﬁedandexplamedbyme

principal invesfigator and approved by

Institufional Animal Care and Use Committee (IACUC). A
lddﬁonbldenmmemwoappmedexcephons this summary includes 2 brief explanation of the exceptions, as well as the sp

y of afl the excepti

appropriate use of anesthetic, analgesic, and tranquilizing drugs, proc o, during,

Is attached to this annual report. In

le affartod

and

4) The altending 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 Responslble Institutional officlal)
bove 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

voszj*'é,

rhich Is obsolete

PART 1- HEADQUARTERS




This report i requirsd by-law (/ USC 2143). Failure 10 répon 30C0MTING 1U 6o 1 vywrmems = —u
resuitin an'Lrdir to cease and desist and 1o be subject 1o penalties as provided for in Section 2150. additional information. 0180-DOA-AN

A‘:J:KAELD ASJ;TES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. FORM OVED
PLANT HEALTH INSPECTION SERVICE .. §1-F-0016 441 ) oNe NOAF. 05”“7
: | Z HEADQUARTERS RESEARCH FAGILITY (Name and AdGress, as registered with USDA,
CONTINUATION SHEET FOR ANNUAL REPORT include Zip Code)
OF RESEARCH FACILITY . NATIONAL INSTITUTE OF HEALTH /ORS /VKP
: BLDG. 31, ROOM B1C37, MSC 2252
(TYPE OR PRINT) ' - 9000 ROCKVILLE PIKE
- " BETHESDA, MD 20832
(301) 496-5424
REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets ¥ necessary or use this form.)
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 of tests were
Animals COyered bred, which teaching, teaching, research, conducied involving acx ying pain or & TOTAL NO.
By The Animal conditioned, or research, surgery, or lests were to the animals and for which the use of appropriate OF ANIMALS
Welfare Regulations heid for use in experiments, or conducted involving anesthetic,analgesic, or tranquiizing drugs would
© teaching, lesting, tests were accompanying pain of have adversely affected the procedures, results, or (Cols.C +
expenments, conducted distress lo the animals interpretation of the teaching, research, D+E)
research, or involving no and for which appropriate expetiments, surgery, of 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- tranquifizing drugs were animals and the reasons such drugs were not used
purpases. refieving drugs. used. must be attached to this report)
Burro 1
Horse 1
Chicken 1
Turkey . 1
Duck 1
Goose 1
ASSURANCE STATEMENTS
1) Professionally ble standard: ing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquiizing drugs, prior to, during,

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

2) Each principal investigator has considered altematives to painful procedures.
tothe _mregdaﬁasbespedﬁedande@!alnedbyhe

3) This faciity is adhering to the standards and reguiations under the Act, and it has required that excepti
pﬁmdpdhmﬁgatamdapprwedbyhekdﬂuﬁmdhwnd&mmdﬂsemmm(wwc;A y of all the ptions is attached to this I report. In
addition to entifying the IACUC-approved exceptions, this summary includes a brief expl. of the excep aswelnmespedsmdmmberdmalsaﬂeded

4) The attending veterinarian for this research faciiity 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, comrect, 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

APHIS FORM 7023A (Replaces VS FORM 18-23 (Oct 88), which Is obsolete PART 1 - HEADQUARTERS
(AUG 91)

-



NOV 3 2004

e S S T e e RS AT
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 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)
ANNUAL REPORT OF RESEARCH FACILITY National Institutes of Health
(TYPE OR PRINT) Deputy Director for Intramural Research

31 Center Drive, Bldg 31, Room B1C37, 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, NEL, 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 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, ducted involving ying pain or di
By The Ani mal conditioned, or research, surgery or tests were to the nmmnls and for which the use of appropriate TOTAL NO.
. held f i experiments o h Igesi tranquili d Id OF ANIMALS
Welfare Regulat’ons tenchinogl: :.::lill:‘g, gesril.! \:ere i accompnnymg pain or have adversely aﬂec(e:ir !I:: p?':cel::rges.r:eg:u:::,nor
experiments, conducted i to the ani interp ion of the hing, research, (Cols. C +
research or involving no and l‘or whlch approprine experiments, surgery or tests. (an explanation of D +E)
surgery but not pain, distress or gesic or the proced 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 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
11. Pigs 123 58 302 0 360
12. Other Farm - - - - -
|_Animals
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
1) Profesionall b dards governing the care, treatment and use of animals, including appropriate use of anesthetic and tranqunlxzmg 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 (ACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the
TACUC approved ptions, this y 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 plete (7 U.S.C. Section 2143)

NAME AND TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or print) DATE SIGNED

Nl

T

which is obsolete) |



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

ICD: 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 immunosuppressive
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 i.m., 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 not use 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

ICD: 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 determine 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 will not become ill from either C. glabrata 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 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

ICD: NIAID
Species:  Aotus sp
Number: 21

Brief description of project 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 alse 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 falciparum.

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 vifro 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 of unrelieved 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 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.

twp

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

marmoset

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 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 (Th1 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 CNS. 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 limbs- 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 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.



See attached form for

This report is required by law (7 USC 2143). Failure to report according to the regulations can
additional information.

result in an order tc,%ease and deSist and to be subject 1o penalties as provided for in Section 21!

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

D E C () interagency Report Control No.:
2054

FORM APPROVED

OMB NO. 0579-0036

1. CERTIFICATE NUMBER: 51-F-0019

CUSTOMER NUMBER: 452

. Edgewood Chemical Biological Center

Bldg E3150

ATTN: AMSRD-ECB-RT-TV

Aberdeen Proving Ground, MD 21010-
5424

ANNUAL REPORT OF RESEARCH FACILITY
( TYPE OR PRINT )

_ Telephone: 410-436-8653
m

I3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Aftach additional sheets if necessary ) I

FACILITY LOCATIONS ( Sites ) - See Atached Listing

rREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A ) I
A. B. Numberofanimal | 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 wh TOTAL NUMBER
Animals Covered held for use in research, surgery, or tests were the use of appropriate anesthetic, analgesic, or tranquiliz %F kmms
By The Animal teaching, testing, experiments, or conducted involving drugs would have adversely affected the procedures, res
Weffare Regulations experiments, tests were accompanying pain or or interpretation of the teaching, research, experiments,
research, or conducted distress to the animals an surgery, or tesis. ( 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 reasc C+D+E )
used for such distress, or use o anesthetic, analgesic, or such drugs were not used must be attached to this report
purposes. pain-refieving tranquilizing drugs were
drugs. used.
4. Dogs
5. Cats
6. Guinea Pigs
50 14 64 128
7. Hamsters
8. Rabbits
133 14 279 426
9. Non-human Primates
10. Sheep
11. Pigs 0 ) 0 60 60
12. Other Farm Animals
13. Other Animals
Mice 57 12 93 162
Rats 474 191 88 753
Fish 20 o 390 480
| Assurance staTemenTs 1

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.

This facility is adhering to the standards and regulations under the Act, and it has required that exceptions io 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 weil as the species and number of animals affected.

»w

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 )

= & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print ) DATE SIGNED

m

j (Replaces VS FORM 18-23- (OCT 88). which 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: 51-F-0019

8(mice)/88(rats)/50(rabbits)/60(pigs)/64(guinea pigs
2. Number( VBB(ratelSU i e plg%f animals used in this study.

3. Species (common name]Mice/rats/rabbits/pigs/guinea gigs i a5 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 unigue 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: 51-F-0019

229 (rabbits) / 85 (mice) .

2. Number of animals used in this study.

3. Species (common name) __rabbits / 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: 51-F-0019

390

2. Number of animals used in this study.

3. Species (common name) fish 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
ltem 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, 8 CFR 113.102):

Agency CFR




NUV 0 U &UuY
required by law (7 USC 2143). Failure to report according to the regulations can See revemne xide for Interagency Report Control No.
result in an order fo cease and desist and 10 be subject to penalties ax provided in Section 2150, Additiona) information. 0120-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 2. 51-F-016 Cust. ID 441 OMB NO. 0549-0036

FY 2004
CONTINUATION SHEET FOR ANNUAL

REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

as registered with USDA, include zip code)

National Institutes of Health
Deputy Director for Intramural Research
31 Center Drive, Bldg 31, Room B1C37, MSC 2252

Bethesda , MD 20892

3. HEADQUARTERS RESEARCH FACILITY (Name and Address,

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additiona! sheets if necessary or use APHIS FORM

7023A)
A. B. Number of C. Number of D. Number ol’ammalx upon E. Number of nnimnll upon which teaching, F.
. animals being animals upon wluch expe. p surgery or tests were
Animals Covered bred, which g, ducted involvi panying pain or di
By The Animal conditioned, or research, surgery or testl were to the animals and for whlch the use of appropriate TOTAL NO.
Welfare R lati held for use in experiments or conducted involving anesthetic, aualgesic, or tranquilizing drugs would OF ANIMALS
re Regulations teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or
experiments, conducted di: to the ! interp of the hing, research, (Cols. C+
research or involving no and for which appropriate expenmenu, surgery or tests. (an explanation of D+E)
12 &,IOR 13 O'I:HER 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 8 0 0 0 0
Ferrets 0 0 0 0 0
Cotton Rats 0 0 227 11 238
Squirrels 110 16 296 0 312
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
1) Professionally acceptable standards goveming the care, and use of animals, including appropriate use of anesthetic 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
principsl 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 ions, this Yy des 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)
1 certify that the above is true, correct and complete (7 U.S.C, Section 2143)
SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME AND TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or print) DATE SIGNED

X

///LS/J

APHIS FORM /susoa
(AUG 91)



L] . v
. Thig report is required by law (7USC 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. FORM APPROVED
HEALTH IN TION SERVICE _
ANIMAL AND PLANT HEALTH INSPECTION SERVICI 5§1-F-0021 728 OMB NO. 0579-0036
" | 2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code)
UNITED STATES ARMY MEDICAL RESEARCH
(TYPE OR PRINT) BLDG. 1425 FT. DETRICK

FREDERICK, MD 21702

——

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 LOCATIONSsites)

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. 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 wouid

teaching, testing, tests were accompanying pain or have adversely affected the procedures, resuits, or (Cols.C +
experiments, conducted distress to the animals interpretation of the teaching, research, D +E)
research, or involving no and for which appropriate expenments, 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 618 251 157 913 1321

7. Hamsters 131 720 629 1480

8. Rabbits 176 37 292 505

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 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.

-

Each principal investigator has considered alternatives to painful procedures.

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 ali 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.

2
3

= <

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.

4

=

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)

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 PART 1 - HEADQUARTERS
(AUG 91)




_ Thigreportis réquired 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-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGIS? RATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 51-F-0021 728 gggh‘é%@?%gﬁ

e ——————————————————————
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,

CONTINUATION SHEET FOR ANNUAL REPORT include Zip Code)
UNITED STATES ARMY MEDICAL RESEARCH

OF 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. Number of C. Number of D. Number of animais upon E. Number of animals upon which teaching, F.
animals being animals upon which experiments, experiments, research, surgery or tests were
Animats Covered bred, which teaching, teaching, research, conducted invoiving accompanying pain or distress TOTAL NO.
By The Animali conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Welfare Regulations heid 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- franquilizing drugs were animais and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this report)
Horses 5 2 2
ASSURANCE STATEMENTS
1) Professionally acceptabie 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)
| 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 PART 1 - HEADQUARTERS

(AUG 91)
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UNITED STATES DEPARTMENT OF AGRICULTURE

ANIMAL AND PLANT HEALTH INSPECTION SERVICE

(APHIS)

Page 1 of 3

Instructions

This report is required by law (7 USC 2143). Failure to report according to the

Submit Form 7023A
oo s e - e Ot S |

FY2004 APHIS FORM 7023A Submission

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
as provided for in Section 2150.
UNITED STATES DEPARTMENT OF 1. Registration No: FORM APPROVED
AGRICULTURE 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 View Column
Definitions —
[ a L 8 | ¢ T o J e | F
i12. Other Farm Animals vi ﬁ W‘n 0 Io 101
|Goats
12. Other Farm Animals —3[— |5 [2 |o [o 2
Horses
* 3 =) p—— = 3|
Select One v |F |o [o Io 0
|*Select One* v] ﬁ |T |o IE 0
I*Select One* vi [o — | |0 F) — |0 0
[*Select One* =il Jo o o [0 0
. L
|*Se|ect One* ~] [o o o [ Io 0
I*Select One* ~] [o o o ' o — 0
I*Select One* v| I W |o [o l Io 0
https://web01.aphis.usda.gov/AC/APHISACWeb2.nsf/AC/APHISACWeb2.nsf/Review/...  11/15/2004



Page 1 of 4

DEC 22004
" UNITED STATES DEPARTMENT OF AGRICULTURE
,("‘Jﬂimal ANIMAL AND PLANT HEALTH INSPECTION SERVICE
- yre (APHIS)
TheH*ﬁnnsVJe 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-DOA-AN
as provided for in Section 2150.

UNITED STATES DEPARTMENT OF 1. Registration No: FORM APPROVED
AGRICULTURE 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

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.)

L FACILITY LOCATIONS (sites) List Additional Sites _

3a. INSTITUTE OF INFECTIOUS DISEASE 3b.
VETERINARY MEDICAL DIVISION
BLDG. 1425 FT. DETRICK
FREDERICK, MD 21702

B — E— —

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY View Column
Definitions

[ A [ B T c | D [ E F

4. Dogs I'a—:— o ___I_O_ Ib_ 0

5. Cats |6— [o [o | IE—_' E0

6. Guinea Pigs 618 [251 [157 — |§1'3—— 1321

7. Hamsters |6—_ [131 ?0 = _@—_ 1480

8. Rabbits o || [ [37 [ Rz 505 |
g-r if:ln%r::;uman C_ [208 [158 ] 166 532

10. Sheep 0 [35 [o l'(')_— 35

11. Pigs B b | ] B O 0

12. Other Farm Use APHIS Form 7023A

https://web01.aphis.usda.gov/AC/APHISACWeb2.nsf/AC/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 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 ltem 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 E Explanation Form

1. Registration Numbaer: 51-F-021 / 7248

2. Number 166 - of animals used in this study.

3. Species (commori name) Non-human Primates of animals used in this study.

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

Nonhuman primates used in research at the United States Army Medical
Research Institute of Infectious 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 (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 hazard agent (bacterial or viral
infectious agents or biclogical 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) by
parenteral injection or aerosol exposure. Animals that were used
in control groups experienced pain and/or distress when they
develcped the disease as did any animals in which the drug was not
completely efficacious in preventing or treating the infection.

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

The retardation or relief of clinical signs with pain relieving or
anegthetic 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, faderal regulations require this procedure? Cite the

agency. the Code of Federal Regulatioms (CFR) title number and the
specific section number (e.g., APHIS, 9 CFR 113.102)

Agency N/A CFR N/A

Wﬁuq\amm
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Optional Column E Explanation Form

1, Registration Number: S1-F-021 / 728
2. Number 913 o of animals used in this study.

3. Species (common name) ; Guinea Pigs of animals used in this study,
4. Explain 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 E experienced
pain and/or distress due to one of the follewing 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.

k. Use on a vaccine study in which they were vaccinated against a CDC
Select Agent or cother high hazard agent (bacterial or viral
infectious agents or biological toxing)! and subsequently exposed by
parenteral injection or aeroscl exposure to the infectious agent or
toxin. Animals that were used in control groups experienced pain
and/or distress when they developed the disease ag did any animals
in which the wvaccine was not completely efficacious in preventing
the infection or intoxicatiom.

¢. 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
parenteral injection or aeroscl 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.

§. 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 question 6 below)

The retardation or relief of ¢linical signs with pain relieving or
anesthetic drugs result in lnaccurate 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 (a.g., APHIS, 9 CFR 113.102)

Agency N/A CFR N/A

-\
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Optional Column E

1. Registration Number:;

Explanation Form

51-F-021 / 728
2. Number 6§29 of animals used in this study.
3. Species (common name) Hamsters of animals uged in this study-

4. Explain the procedure producing pa

in and/or distress.

Hamsters used in research at the United States Army Medical Research
Institute of Infectious Diseases and reported in Column E experienced

pain and/or distress due to one of

a. Use on a pathogenesis study in
parenteral injection or aeroso
other high hazard agent (bacte
allowed to develop the disease

. Use on a vaccine study in whic
Select Agent or other high haz
infectious agents) and subsequ
or aerosol exposure to the inf
used in control groups experie
developed the disease as did a
not completely efficacious in

. Use on a therapeutic study in
drug either before or after ex
high hazard agent (bacterial o
parenteral injection or aeroso
in control groups experienced

the following circumstances:

which they were infected by
1l exposure to a CDC Select Agent or
ial or viral infectious agents) and
j they were vaccinated against a CDC
ard agent (bacterial or viral
ntly exposed by parenteral injec¢tion
ctious agent. Animals that were
ced pain and/or distress when they
y animals in which the vaccine wag
reventing the infectiom.
hich animals were treated with a
osure to a CDC Select agent or other
viral infectious agents) by

exposure. Animals that were used
ain and/or distress when they

developed the disease as did any animals in which the drug was not

completely efficacious in pre

nting or treating the infection.

VE
5. Provide scientific justification why pain and/or distress could not be

raliaved.
distress relief would interfere with
teating, see question 6 below)

The retardation or relief of clinical
anesthetic drugs result in inaccurat
drugs interfere with certain clinica
bioclogic¢cal agents by the test animal,
responses.

8tate methods or means use

to determine that pain and/or
test results. (For Federally mandated

signs with pain relieving or
experimental data because these
and immunological responses to
and subsequent analysis of thosge

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.
the IACUC.

Each of these protocols is evaluated on a case by case basis by

6. What, if any, federal regulations require this procedure? Cite the
agency, the Code of Federal Regulaticms (CFR) title number and the

specific section number (e.g., APHIS

|

Agency N/A

9 CFR 113.102)

CFR N/A

2/ Al TNV P
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Optional Column E Explanation Form

1. Registration Number: 51-F-021 / 728
2. Numbar 292 - 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 distresas.

Rabbits used in regearch at the United States Army Medical Research
Institute of Infectious 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 ox
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 hazard agent (bacterial or viral
infectious agents) and subsequently exposed by parenteral injection
or aerosol exposure to the infectious agent. 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 infectien.

C. Use on a therapeutie 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 discase as did any animals in which the drug was not
completely efficacious in preventing or treating the infectioen.

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 guestion 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 immunolcgical responses to
biolegical 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. Fach 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 (a.g.., APHIS, 9 CFR 113.102)

Agency N/A CFR N/A

e AT TAHAMNCO. AT
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UNITED STATES DEPARTMENT OF AGRICULTURE
< nimal ANIMAL AND PLANT HEALTH INSPECTION SERVICE
“are (APHIS)

The Fefiscns We Care

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 ¥ Guinea Pigs
study:
(check all that apply for this explanation) IV Hamsters
¥ Rabbits

¥ 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 ;j

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 resuits. (For Federally mandated testing, see
Iltem 6 below)

The retardation or relief of clinical signs with pain relieving or anesthetic ;ﬂ
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.usda.gov/AC/APHISACWeb2.nsf/AC/APHISACWeb2.nsf/Review/2... 11/15/2004
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; UNITED STATES DEPARTMENT OF AGRICULTURE
( '“‘m'mal ANIMAL AND PLANT HEALTH INSPECTION SERVICE
< e (APHIS)

The Fisisons We Care .
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FY2004 APHIS Form 7023 Submission Aséurance Statements and Signature Submission
e

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

L

IRegistration No: |l51-F-0021 / 728
Headquarters Research Facility: UNITED STATES ARMY MEDICAL RESEARCH

BLDG. 1425 FT. DETRICK
FREDERICK, MD 21702
T: (301) 619-4708

[ —
[ASSURANCE STATEMENTS ]

1) Professionally acceptable standards governing the care, treatment, and use of animais, 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
overseﬁjhe 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)

Signature of C.E.O. or Institutional
Official

| II

Name & Title of C.E.O. or Institutional Official ||Date Signed:
10 /19/2004

Submit |

https://web01.aphis.usda.gov/AC/APHISACWeb2.nsf/AC/APHISACWeb2.nsf/Review/8... 11/15/2004



~ SUMMARY OF IACUC APPROVED EXCEPTIONS:

Brief Description of Exception Species of Animal
Deviation of sanitization procedures Nonhuman Primate
as outlined in the AWA. Animals are in
a BL3 and BL4 biocontainment area that Rabbits

~does not allow routine cage sanitizing
in the cagewash facility at the required Guinea Pigs

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.

Number of Animal
288
246

983
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der 10 cease and desist and lo be subject 1o penalties as provided for in Section 2150.

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPEORPRINT)

[1-30-2001 RCVD

sdditionat intormationf, /f |{ (0180-DOA-AN
1. REGISTRATION NO.

SI—F_023 ‘& 6’30 FORM APPRQVED

OMB NO. 0579-0036
2. HEADOUARTERS RESEARCH FACILITY (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

sheels it necessary.)

3. REPORTING FACILITY (List all localions where animals were housed or used in aclual research, lesting, leaching, or experimentation, or held lor Ihese purposes. Attach additionai

FACILITY LOCATIONS (Sites) -

12709 Twinbrook Parkway;
and Technology; HFZ-100;

Office_of Science
Rockville, MD 20

%

‘{REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Altach adiditionaf sheels it necessary or use APHIS FORM 7023A)

E. Number ol animals upon which leaghing_

A 8. N“.'“be' D‘_ C Number of D. Number o) anunals upon

animals being animals upon which experiments expenments, research, surgery or lests were
Animails Covered bred, which teaching, teaching, research‘ conducled involving accompanying pain or distress .
By The Animat conditioned, or research, surgery oc lests w.ere to the animals and for which the use ol approgriale TOTAL NO.
Wellare Regulations heid tor use in experimenis, or conducl.ed javolving anesthelic, analgesic, or lranquilizing drugs would OF ANIMALs

teaching, lesling, tesls were accompanying pain o have adversely aftecied the procedures, resulls, or
experiments, conducted distress 10 Ihe animals interprelalion of Ihe leaching, sesearch,
research, or involving no and lor which appropriate experiments, surgery, or lests. (An explanation of {Cois. C +
surgery but not pain, distress, of anesthetic, analgesic. or the procedures producing pain or dislress in these D+ E)
yet used tor such use ol pain- lvanquilizi;\g drugs w;:ve animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached lo this reporl).

4. Dogs

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits 0 6 0 0 6

S. Non-human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

ASSURANCE STATEMENTS .

dards governing the care, treatiment, and use ol animals, including spproriale use ol aneslhelic, analgesic, and tranquilizing drugs, prior 1o, during,

1) Prolessionally plable st

and lollowing aciual research, 1eaching, lesting, surgery, or experimenialion were loHowed by this research lacility. YesS .

2). Each principal investigator has considered allernalives 10 painlul procedures. Yes.

3).

This lucility is adheting 10 the standards and regulalions under the Acl, and it has required That exceplions 10 the standards and regulalions be specilied and explained by the
principal invesligalor and approved by the lnstitulional Animal Care and Use Commitiee (IACUC). A summary of alt such exceptions is altached to this annual repornt. In

addition 10 identilying 1he IACUC-approved exceplions, this suinmary inctudes a briel explanation of 1he excepliuns, as well as the species and number ol animats altecled.

Yes, no exceptions to- report.
4) The aitending velerinadgn for (his research tacili
es.

anmimal care and use.

ty has appropriate au

thority 1o ensure the provision of adequale velerinary care and 10 oversee the adequacy ol other aspects ol

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional Official)
| certrly that the abave is true, cortect, and complete (7 U S C Section 2143)

NIGNATURE OF r £ A Ne ineTiTniTinMal NEFICTAL

NAME & TITLE OF C.€.0. OR INSTITUTIONAL OFFICIAL (Type or Prini)

I DATE SIGNED

11/28/0

\PHIS FORM 7023
(AUG 91)

{Replaces VS FORM 18-23 (OCT 88). which 1s obsolete )

PART 1 - HEADQUARTERS




(i vy
See reverse side for L_ 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 as provided for in Section 2150, additional information. 0180-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. FORM
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 51-F-0026 12782 onB No“;";gggs

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,

ANNUAL REPORT OF RESEARCH FACILITY include Zip Code)
CENTER FOR VETERINARY MEDICINE

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research,
sheets if necessary.)

(TYPE OR PRINT) ) 7500 STANDISH PLACE .
12-05-2001 RCVD ROCKVILLE, MD 20855
(301) 8274172
testing, teaching, or experimentation, or held for these purposes. Attach additional

FACILITY LOCATIONS sites)

FUoT FTox v Wil \&ex
LGesvel, D 207208

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 animais upon E. Number of animais 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 appropnate OF ANIMALS
Welfare Regulations held for use rn experiments, of conducted involving anesthetic,analgesic, or tranquilizing drugs would
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cots.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 nat used
purposes. relieving drugs. used. must be attached to this report) :
4. Dogs J‘[ Z. )" 2'
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits
9. Non-Human Primates
10. Sheep 3 A/
11. Pigs (o8 b¥
12. Other Farm Animals
~— < —
Poul & v vy 25D | 350 350
13. Other Animals
Cattle 2 3 3
=" 2
>
Firsh. 3 v l/30 |22
ASSURANCE STATEMENTS

and foflowing 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

principat investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the
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.

pti is attached to this

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

| report. In

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

1 certify that the above is true, cormrect, 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 (Tvpe or Print)

DATE SIGNED
“, 2?/3 i

APHIS FORM 7023
(AUG 91)

(Replaces VS FORM 18-23 (Oct 88), which is obsolete

PART 1 - HEADQUARTERS




This re.port is required ! + law (7 USC 2143). Failure to report according to the regulatians can

rasul* in an order *o ce. e and desist and to be subject to penalties as provided for in Section 2157.

Y

See reverse side for
additionai information.

Interagency KeporR LGnuo No
0180-DOA-AN

UNIT O STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

1. REGISTRATION NO.
55-F-0001

CUSTOMER NO.
962

FORM APPROVED
OMB NO. 0579-0036

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USCA,
include Zip Code)

U.S. ENVIRONMENTAL PROTECTION AGENCY

NATIONAL HEALTH & ENVIRONMENTAL

RESEARCH LAB (MAIL DROP 51)
RESEARCH TRIANGLE PA, NC 27711
{919) 541-2281

S
3. REPORTING FACILITY (List all locations where animals ware housed or used in actual research,

sheets if necessary.)

testing, teaching, or experimentation, or held for these purposes. Attach additional

FACILITY LOCATIONS(sites)

See Attached Listing

11-23-2001

RLovn

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

) T

A. B. Nu_mber of C. Number of D. Number of animals upon E. Number of animals upon which teaching,
) animals being animais upon which experiments, experniments, research, surgery or tests were
Animais Coyered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Ammgl 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, resuits, or (Cols.C +
expenments, canducted distress to the animais interpretation of the teaching, research, D +E)
research, or involving no and for which appropriate expenments, surgery, or tests. (An explanation of
surgery but not pain, distress, or anesthetic, anaigesic, or the pracedures 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 None 6 None None 6

5 Cats None None None None 0

6. Guinea Pigs None None 93 None 93

7. Hamsters None 133 None None 133

8. Rabbits None 23 None None 23

9. Non-Human Primates None None None None 0

10. Sheep None None None None 0

11. Pigs None None None None 0

12. Other Farm Animals None None None None 0

13. Other Animals None None None None 0

ASSURANCE STATEMENTS

1} Professionally acceptable standards goveming the care, t

and use of

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

2) Each principal investigator has considered aitematives lo.painful procedures.

s, including appropriate use of anesthetic, anaigesic, and tranquilizing drugs. prior to, during,

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 ali 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)

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL

APHIS FORM 7023

___(auss)

iplaces VS FORM 18-23 (Oct 88), which is obsolete

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

DATE SIGNED

H-r6-0f
PART 1 - HEADQUARTERS




APHIS Form 7023 Site List

Tae 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



See reverse side for Interagency Report Control No

This report is required by faw (7 USC 2143). Failure to report according to the regulations can

sult 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

ANii.AL AND PLANT HEALTH INSPECTION SERVICE -F-0007
¥ 55 0o 955 OMB NO. 0579-0036

2. HEADQUARTERS RESEARCH FACILITY (Namie and Address, as registered with USDA,
inciude Zip Code)

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT) SPECIAL OPP MEDICAL TRAINING BN

BLDG 5--3845

KEDENBURG RD
FORT BRAGG, NC 28310-5200

sheets if necessary.)

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

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. 8. Number of C. Number of 0. Number of animals upon E. Number of animals upon which teaching, F.
animals being animals upon which expenments, 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 animats and for which the use of appropnate OF ANIMALS
Welfare Regulations held for use in experments, 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 +
expenments, 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 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

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

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

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to. during,

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 animat 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)
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)




Interagency Report Controi No
0180-DOA-AN .

See reverse side for

additional information.
REGISTRATION NO. CUSTOMER NO.
55-F-0007 955

This report is required by faw (7 USC 2143). Failure to report according to the regulations can
sesuit in an order to cease and desist and to be subject to penalties as provided for in Section 2150.

UNITED STATES DEPARTMENT OF AGRICULTURE 1.
ANi¥AL AND PLANT HEALTH INSPECTION SERVICE

FORM APPROVED
OMB NO. 0579-003§

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registereg with USDA,
include Zip Code}

CONTINUATION SHEET FOR ANNUAL REPORT

OF RESEARCH FACILITY SPECIAL OPP MEDICAL TRAINING BN

BLDG 5--3845

(TYPE OR PRINT)

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 form.)

A. B. Number of c.
animais being
bred,
conditioned, or
held for use in
teaching, testing,
experiments,
research, or
surgery but not
yet used for such
purposes.

Animals Covered
By The Animat
Welfare Regulations

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

D. Number of animais upon
which expenments,
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 animais and for which the use of appropriate
anesthetic,analgesic, or tranquilizing drugs would
have adversely affected the procedures, resuits, 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 NO.
OF ANIMALS

(Cols.C +
D+E)

Chickens 500 500

ASSURANCE STATEMENTS
1) Professionally acceptable standards govemning 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.

Each principal investigator has considered alternatives to painful procedures.

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 investigator and approved by the Institutional Animai Care and Use Commitiee (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 animalis affected.

2|
3

-2

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.

4

-

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

PART 1 - HEADQUARTERS
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This repart is required by law (7 USC 2143).
can
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Interagency Repont Control No.:
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UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

( TYPE OR PRINT )

1. CERTMFICATE NUMBER: 57-F-0003

CUSTOMER NUMBER:

948

FORM APPROVED
OMB NO. 0579-0036

Dept. Clinical Investigation
Dwight David Eisenhower Amc
Fort Gordon, GA 30905

Telephone: (999) -999-9999

A ————

;—
3. REPORTING FACGILITY ( 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 ) l

Bldg. 38705, DDEAMC FT GOXdORACILITY LOCATIONS (Sies) - See Atached Listing

l REPORT OF ANIMALS LISED BY OR [INDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Farm 7023A )

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

animais being animals upon upon which experiments, research, surgery or lests were
. bred, which teaching, experiments, teaching, d involving ac ying pain or distress TOTAL NUMBER
Animais Cmfared conditioned, or research, research, surgery, or to the animals and for which the use of appropriate OF ANIMALS
By The Animal held for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Weifare Regutations teaching, tests were involving have adversely affected the procedures, results, or COLUMNS
testing, conducted accompanying pain or interpretation of the teaching, research, experiments, (
experiments, invaiving 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 {o
relieving drugs.

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 0 0 0 0

8. Rabbits 2 0 21 0 21

8. Non-human Primate 0 0 0 0 0

10. Sheep 0 0 0 0 0

11. Pigs 0 0 17 0 17

12. Other Farm Animals 0 0 0 0 0

13. Other Animals ]

[ASSURANCE STATEMENTS |

1

) Professionally acceplable standards goveming the care, treatment, and use of animals, including appropriate use of anestetic, 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 ir igator has consi d alternatives to painful procedures.
3) This facility is aghering to the standards and reguiations 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 Commitiee (IACUC). A y of all such ptions is attached to this annual report. In addition to identifying the
IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as weil 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
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
( Chief Executive Officer or Legally Responsible Institutionai Official )
SIGNATURE OF C.£.0. OR INSTITUTIOMAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print DATE SIGNED |
01-1670¢
APHIS FORM 7023 {Replaces VS FORM 18-23 (OCT 88), which is obsolete.

(AUG 81)



See reverse side for
additional information.
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947

Interagency Repon Control No

'S TEPUIL e [EYUIEU Uy 1aW |7 UDL £ 149). Faliure 1o repon accoraing to the regulations can
0180-DOA-AN

result in an oraer to cease and desist and to be subject to penalties as provided for in Section 2150.

- UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 57-F-0004

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) CTR. FOR DISEASE CNTL. & PREV.
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 research, lesting, teaching, or experimentation, or held for these purposes. Attach additional

sheets if necessary.)

FACILITY LOCATIONSsites)

NIUSH, Morgantown, WV 26505 Chamblee Research Animal Section
_DVBD Foothills Campus, Ft. Collins, CO 8052 +4770 Buford Hwy, Bg. 15, Chamblee, GA . 30341

Clifton Road Research Animal Section ' "Lawrenceville Research Animal Section |
1600 Clifton Rd NE, Bg 6/15, Atlanta,GA 30333 l602 Webb Gin House Rd, Lawrenceville, GA ,,.}004,5

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. Numper of animals upon | E. Number of animais upon which teaching, F.
animals being animais upon which expenments, 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 appropnate 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, results, or (Cols.C +
expenments, 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 0 28 0 0 28
5. | cats 0 0 0 0 0
6. | Guinea Pigs 0 0 758 15 773
8. Rabbits 9 46 178 47 271
9. Non-Human Primates 37 704 55 763
10. Sheep 0 0 0 0 0
11. Pigs 0 0 0 0
12. Other Farm Animals
Cows 0 0 4 0 4
13. Other Animals
Baboons 2 0 0 0 0
]
Chimpanzees 0 0 21 ' 0 21
Ferrets 66 82 221 42 345
ASSURANCE STATEMENTS

Professionally a¢ceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, anaigesic, and tranquilizing drugs, prior to. dunng,

1
" and following actual research, teaching, testing, surgery, or experimentation were foliowed by this research facility.

=

Eacn principal investigator has considered alternatives o painful procedures.

This facility is adhering to the standards and regulations under the and it has required that exceplions to the standards and regulations be specified and explained by the
principal investigator and approved by the Institutional Animal Care aqd Use Committee (IACUC). A y of all the pti 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.
The attending veéterinarian for this research facility has gppropriate 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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o e (Chief Executive Officer or Legally Responsible Institutional official)
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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 pen,

alties as provided for in Section 2150.
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additional information.

Interagency Report Control No
0180-DOA-AN

UNITED STATES DEPARTMENT OF AGR!

ANIMAL AND PLANT HEALTH INSPECTION

CONTINUATION SHEET FOR AN

OF RESEARCH FACII

(TYPE OR PRINT)

SERVICE

ULTURE 1.

REGISTRATION NO.
57-F-0004

CUSTOMER NO.

947

FORM APPROVED
OMB NO. 0579-0036

NUAL REPORT

include Zip Code)

ITY

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,

CTR. FOR DISEASE CNTL. & PREV.
1600 CLIFTON ROAD, NE MSG-28

ATLANTA, GA 30333

(404) 639-1320

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RES

ARCH FACILITY (Attach additional sheets if necessary or use this form.)

A, B. Nu_mber of ) C. Number of D. Number of animals upon . Number of animals upon which teaching, F.
) animais being gnimais upon which experiments, experiments, research, surgery or tests were
Animals Coyered bred._ ) hich teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Ammgl conditioned, or fesearch, surgery, or tests were to the animais 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
teachfng. testing, ests were accompanying pain or have adversely affected the procedures, results, or {Cois.C +
experiments, onducted distress to the animais interpretation of the teaching, research, D +E)
research, or ipvolving no and for which appropriate experiments, surgery, or tests. (An explanation of
surgery but not flain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these
yet used for such yse 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 5
Goats 0 0 2 0 2
Horse 0 2 0 0 2
Mongoose 0 1 11 4 16
Mouse,White Footled 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

-

2) Each principal investigator has considered alternatives to pa

3]

-~

Professionally acceptable standards goveming the care, tred
and following actual research, teaching, testing, surgery, or ¢

This facility is adhering to the standards and regulations und

principal investigator and approved by the Institutional Anim

addition to identifying the IACUC-approved exceptions, this §

4

aspects of animal care and use.

The attending veterinarian for this research facility has apprg

nful procedures.

tment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, dunng,
xperimentation were followed by this research facility.

er the Act, and it has required that exceptions to the standards and regulations be specified and explained by the
| Care and Use Committee (JACUC). A summary of all the exceptions is attached to this annual report. in
ummary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

priate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other
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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 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 H5N1 influenza viruses.
Infection of humans with HSN1 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 H5SN1
virus infected ferrets, we expect that 10 - 30% of animals may develop severe disease and/or
death from infection of highly 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 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. f

Eight cotton rats (#1167) and 10 pine mice (#1169) were used in pathogenic studies of Rickettsia
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 pafhogenesis of Mycobacterium 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.



* This reporI is requ«red 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-DOA-AN
as provided for in Section 2150.

UNITED STATES DEPARTMENT OF AGRICULTURE (1. g;gggngTE NUMBER: ﬁ FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE CUSTOMER NUMBER: 947 l OMB NO. 0579-0036

ANNUAL REPORT OF RESEARCH FACILITY Centers for Disease Control and Prevention
1600 Clifton Road NE
Centers for Disease Control and Prevention Mailstop C-17 DE
Atlanta, GA; Ft. Collins, CO; Morgantown, WV Atlanta, GA 30333 G

Telephone (404)639-2462 01 2004

;3 Reportlng Faclllly (List all locations where ammals were housed or used in actual research, testing, Ieachlng or expenmentatlon or held for Ihese purposes. Aftach additional sheets if necessary)

FACILITY LOCATIONS (s:tes) - See Attached Listing

;REPORT OF ANIMALS USED BY OR UNDER CONTROL OF _RESEAR(_?H FACILITY (AIIach a‘d‘qvltigngl _s_h__qets If necessary or use APHIS Form 7023A) ]

A B. Number of animals ;C. Number of upon D. Number of animais upon E. Number of animals upon which teaching, F.
being bred, which teaching, which experiments, experiments, research, surgery or tests were
' conditioned, or held research, :{ teaching, research, surgery, conducted Involving accompanying pain or
Animals Covered By The Anlmal {} for use in teaching, experiments, or tests or tests were | disti to the animals and for which the use of | TOTAL No. OF
Welfare Regulations testing, were conducted involving accompanying appropriate anesthetic, analgesic, or ANIMALS
experiments, involving no palin, pain or distress to the tranquilizing drugs would have adversely
research, or surgery | °distress, or use of animals and for which affected the procedures, resuits, or (Cols.C+D+E)
but not yet used for pain-relieving drugs. appropriate anesthetic, Interpretation of the teaching, research,
such purposes. analgeslc, or tranquilizing experiments, surgery, or tests. (An explanation
drugs were used. of the procedures producing pain or distress In
these animals and the reasons such drugs were
‘not used must be attached to this report)

34

4. Dogs | 24 I 0 } 34 | 0 |
bCats [ o | o 4 4 | 0 4
[o-GuneaPigs [0 [ e | 714 N 0 | 7es
|7. Hamsters | 57 | 0 I 637 [ 198 | 835
B.Rabbits | 2 | 4 | 318 I 4 | 356
19. Non-Human ’ 51 } 0 I 661 f 70 731
|Primates , v | 4
110. Sheep 1 0 | 0 | 0 { 0 )
Mmreg [ o [ o 4\ 1w [ 0 119
112. Other Farm Use APHIS Form 7023A

Animals

[13. Other Animals ; | L

T ) ASSURANCE STATEMENTS

1) Professwnally acceptable standards governing the care, treatment, and use of animals, |ncIud|ng appropnate use of anesthetlc analgesm 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 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 JACUC-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)

Signature of C.E.O. or Institutional Official {Name & Title of C.E.O. or Institutional Official

Date Signed:

i 11/30/2004

Page 1 of 5
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This repon is required by law (7 USC 2143). Failure to report according to the

See below for

Interagency Report Control No

ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

57-F-0004 / 947 b

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.
UNITED STATES DEPARTMENT OF AGRICULTURE |1. Registration No: E . FORM APPROVED

OMB NO. 0579-0036

Headquarters Research Facmty (Name and Address, as registered
with USDA, include Zip Code):

Centers for Disease Control and Prevention
1600 Clifton Road NE
Mailstop C-17

Atlanta, GA 30333
Telephone (404)639-2462

[REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH 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. Number of 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 wore
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 I ofthe p es
producing palin 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)

|Agouti | 0 i 0 | 4 } 0 | 4
Ba | 12 | o [ 188 | 9 | 197
[Chicken o | o | 58 | 0 | 58
IChinchila | o | 0 i 1T 0 [
[Chipmunk 1 0 | 78 [ s | 0 | 133
Coatimundi [0 [ 16 | 0 | 18
[Cow | o | o | 98 1 0 | 98
Degu | o | o | 25 R 0 | 25
[Duck I o0 | o | 42 1 0 | 42
Ferret | 256 0 | 139 ] 22 [ 161
|Gerbil | o | 4 | 45 | 0 | 49
'.IGoat _ ! 0 | 0 f 51 | 0 | 51
3Gopher | 0 ] 0 ] 2 | 0 | 2
IHedgehog o0 0 i 10 f 0 | 10
|Horse | 0 | 2 | 317 | 0 | 319

|

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 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)

SIgnature of C.E.O. or Institutional Official

|
|

Name & Title of C.E.O. or Institutional Offi cual

Date Signed:

11/30/2004

Page 2 of 5




This report is required by law (7 USC 2143). Failure to report according to the

See below for Interagency Report Control No

ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

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.
UNITED STATES DEPARTMENT OF AGRICULTURE 1.

Registration No: ’ FORM APPROVED
57-F-0004 / 947 1 OMB NO. 0579-0036

Headquarters Research Facility (Name and Address, as registered

2.
with USDA, include Zip Code):

Centers for Disease Control and Prevention
1600 Clifton Road NE

Mailstop C-17

Atlanta, GA 30333

Telephone (404)639-2462

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

rasearch, or surgery
but not yet used for

Involving ne pain,
distress, or use of

pain or distress to the
animals and for which

tranquilizing drugs would have adversely
affected the procedures, results, or interpretation

1A, iB. Number of animals C. Number of upon D. Number of animals upon E. Number of animals upon which teaching, F.
belng bred, which teaching, which experiments, experiments, research, surgery or tests were
conditioned, or held research, teaching, research, surgery, conducted Involving accompanying paln or
Animals Covered By The for use In teaching, axperiments, or tests .| or tests were conducted distress to the animals and for which the use of TOTAL No. OF
Animal Welfare Regulations | testing, experiments, waere conducted Involving accompanying appropriate anesthetic, analgesic, or ANIMALS

(Cols. C+ D + E)

such purposes. pain-relieving drugs.

appropriate anesthetic,
analgesic, or tranqullizing
drugs were used.

of the teaching, research, experiments, surgery, .
or tests. (An explanation of the pi dures '
producing pain or distress in these animals and
the reasons such drugs were not used must be

7 attached to this report.) . .

|Jerboa | 0 l 0 | 3 ) 0 | 3
N I P e a0 0 I
Mongoose i 0 | 0 | 12 | 12 | 24
|Brush Mouse | 0 | 191 | 306 [ 0 | 497
[CactusMouse [ 0 2 |1 N K | 14
DesrMowse | 0 | zed | a0 [ 0 6064
|Dor Mouse | 0 | 0 | 22 | 0 | 22

Northern 0 23 | 36 | 0 "9

Grasshopper }

Mouse o N N ,
[PinonMouse | 0 a1 | 1128 | 0 [ 1579
|Plains Pocket 0 11 l 9 0 20
Mouse ; _ . :
IPygmyMouse [ o | 0 I 220 | 0o ] 2
IRock Mouse | o | 0o ] o0 1

Silky Pocket ’ 0 ] 155 , 0 ‘ 0 155

Mouse | i
i __ASSURANCE STATEMENTS

2)

4)
adequacy of other aspects of animal care and use.

1) Profes;io_nally 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.

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.
The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible (nstitutional official)
| certify that the above is true, correct, and complete (7 U.S.C. Section 2143)

Signature of C.E.O. or Institutional Official

‘iName & Title of C.E.O. or Institutional Official

§Date Signed:
|

11/30/2004

Page 3 of 5



This rebort is required by law (7 USC 2143). Failure to report according to the

See below for Interagency Report Control No

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

ANIMAL AND PLANT HEALTH INSPECTION SERVICE |

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.
UNITED STATES DEPARTMENT OF AGRICULTURE |1. Registration No: t FORM APPROVED

57-F-0004 /947 | OMB NO. 0579-0036

2. Headquarters Research Facility (Name and Address, as registered

with USDA, include Zip Code):

Centers for Disease Control and Prevention
1600 Clifton Road NE

Mailstop C-17

Atlanta, GA 30333

Telephone (404)639-2462

IREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH 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, .

C. Number of upon
which teaching,
research,
experiments, or tests
were conducted

Involving accompanying

appropriate anesthetic, analgesic, or

D. Number of animals upon  {E. Number of animals upon which teaching, F.
which experiments, experiments, research, surgery or tests were
teaching, research, surgery, conducted involving accompanying pain or
or tests were conducted distress to the animals and for which the use of TOTAL No. OF

ANIMALS

Involving no pain,
distress, or use of
paln-relleving drugs.

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

paln or distress to the
anlmals and for which
appropriate anesthetic,
analgeslc, or tranqullizing
drugs were used.

tranqullizing drugs would have adversely
affected the procedures, results, or Interpretation
of the teaching, research, experiments, surgery,
or tests. (An expl; of the p
producing pain or distress In these animals and
the reasons such drugs were not used must be

es

adequacy of other aspects of animal care and use.

) attached to this _mpqrt.)

|Spiney Mouse | 0 | 0 | 5 | 0 | 5
Western Harvest 0 13 45 0 58
{Mouse | o ‘

Western Jump9ing 0 1 0 0 1
Mouse _ 1 ; 1 ] L

|White-footed 0 912 1534 0 2446
Mouse & L

Wyoming Pocket 0 ‘ 1 0 0 1
{Mouse i .
|Opossum | o | o f 6 | 0 | 6
{Desert Cottontail . 0 5 0 0 5
Rabbit | » B
IRaccoon | 0 ?, 7 ] 2 9 R
|Black Rat | 0 1 0 ] 3 | 0 |3
CottonRat | 0 | o ] 8 % 0 |1 8
| - ~ 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.

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 prlncipal_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

2) Each principal investigator has considered alternatives to painful procedures.
3)

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

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)

Signature of C.E.O. or Institutional Official

: s[Name & Title of C.E.O. or Institutional Official

jDafe Slgne&:.
|

Page 4 of 5

(Cols.C+ D +E)

111/30/2004




This report is reqmred 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-DOA-AN
as provided for in Section 2150.
UNITED STATES DEPARTMENT OF AGRICULTURE |1. Registration No: FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 57-F-0004 /947 | OMB NO. 0579-0036

Headquarters Research Facllity (Name and Address, as reglstered

2.
ANNUAL REPORT OF RESEARCH FACILITY with USDA, include Zip Code): _
(TYPE OR PRINT) Centers for Disease Control and Prevention

1600 Clifton Road NE
Mailstop C-17

Atlanta, GA 30333
Telephone (404)639-2462

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

A. B. Number of animals C. Number of upon - iD. Number of animals upon E. Number of animals upon which teaching, F.
being bred, which teaching, I which experiments, experiments, research, surgery or tests were
conditioned, or held | research, teaching, research, surgery, conducted Involving accompanying pain or
Animals Covered By The i 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 ‘| approprlate anesthetic, analgesic, or ANIMALS
research, or surgery Involving no pain, paln or distress to the tranquiliizing drugs would have adversely .
but not yet used for distress, or use of animals and for which affected the procedures, resuits, or lntarprstatlon (Cols.C+D+E)
such purposes. pain-relieving drugs. .| appropriate anesthetic, of the teachling, research, experiments, surgery,
analgesic, or tranquilizing ‘| ortests. (An expianation of the procedures
drugs were used. producing pain or distress In these animals and
the reasons such drugs were not used must be
g v L attached to this report.)
|GambianRat | 0 | 0 [ 7 | 0 |7
[KangarcoRat [ 0 | 3 | 52 | o |87
|Wood Rat ] 0 | 118 ‘; 394 | 0 | 512
|Shrew l 0 I o | 57 ] 0 | 57
|Ground Squirrel | o | 3 [ 3 ] 0 |70
Northern Flying ' 0 i 4 : 23 = 0 27
Squirrel | B | , |
|Rock Squirrel | 0 | 10 | 1 | 0 11
[RopesSquirel | 0 | 0 | 1 | 0 L1
|Sun Squirel | 0 o 4 0 | 4
|Sugar Glider | 0 o 0 T e | 0 | 6
[Vole | o | 108 | 207 ! 0 | 310
Wallaby [ o | 10 | 0 | 0 |10
] ASSURANCE QTATEMENTS

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

Signature of C.E.O. or Instltutlonal Official §Name & Title of C.E.O. or Institutional Official Date Signed:
|

f1 1/30/2004
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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




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
Agent: Aspergilius, Fusarium, 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 A

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 of blood 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

1174ASHMONX-A2 — 38 rhesus macaque

Agent: Bacillus anthracis

Objective: Conduct a vaccine dosage range study to evaluate the immunological
response curves elicited by different concentrations of Anthrax Vaccine, Adsorbed
(AVA) in rhesus monkeys. Evaluate various immunological parameters prior to and
subsequent to vaccination and challenge that may retrospectively 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

/
l

Explanations — Page 2 of 4 /
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Explanation of Class ITI 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.

_— 32 rhesus macaque
Agent: Bacillus anthracis
Objective: Use vaccination of rhesus monkeys with subsequent aerosol anthrax spore
challenge to determine 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
determine 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
Agent: Human, Avian, 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 of newly isolated viruses that have the potential to infect mammals.
All work is at BSL 3 containment level.
Explanation of Class III Pain: |

CDC Atlanta, Georgia
Registration Number: 57-F-0004

e __ Explanations — Page 3 of 4



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. 1
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.

CDC Atlanta, Georgia
Registration Number: 57-F-0004
Explanations — Page 4 of 4



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 vafiance 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 variance for one year for two chimpanzees at 48kg
and 55kg as they are getting ready to be 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, O opposed, 1 abstain) to approved the
variance at the March 10, 2004 IACUC meeting. The animals will be relocated
after one year. !

CDC Atlanta, Georgia
Registration Number: 57-F-0004
Exceptions — Page 1 of 1
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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 approxXimately 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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CUSTOMER NUMBER: 9‘&17

CERTIFICATE NUMBER:  57.F-0004 FORM APPROVED
OMS NQ. 0579-0036

600 Clifton Road N.E.

ANNUALREPORTOFRESEARCHFACWWY
(TYPE OR PRINT )

PR =0
oY |

tlanta, GA 30333

T%lephone: (404L 639-2462

enters for Disease Control and Prevention

ailstop C-17 ; N0y26 -

3. REPORTING FACILITY ( List all ocations where animals were housed or used in actual research, testing, o‘%expeﬂmtation. or heid for thd‘se purposes. Altach additional sheets if necessary )

FACILITY LOCATIONS ( Sites) - See Atached Lisling [

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach|additionai sheets if nacessarv or use APHIS Form 7023A) I
A B. Number of C. Numberof D. Numberof anirmls‘ E. Number of animals upon which leacr;ing.
animals being animals upon upon which experiments, research, surgery or tesis were
. bred, which teaching, experiments, leaching, conducted invpiving accompanying pain or distress TOTAL NUMBER
Animals Covered conditioned, or_ research, research, surgery, of to the animals| and for which the use of appropriate OF ANIMALS
By The Animal held for use in - experiments, or tests were conducted anesthelic, anaigesic, of tranquilizing drugs would
Welfare Regulations teaching, tests were involving have adversely affected the pracedures, results, or S
testing, conducled accompanying pain or interpretation pf the teaching, research, experiments, ( COLUMN
experiments, involving no distress to the animals surgery, or tests. { An explanation of the pracedures C+D+E)
research, o pain, distress, of and for which producing pain or distress in thase animals and the
surgery but not ye . use of pain- appropriate anesthetic, 3 * reasons such drugs were not used must be altached to
 relieving drugs. .
4. Dogs 0 0 4 | 0
5. Cats 0 0 0 J 0
6. Guinea Pigs |
Q 42 886 l 28 956
7. Hamsters 41 0 361 156 517
8. Rabbits
28 86 246 | 0 332
9. Non-human Primate 104
60 995 63 1118
10. Shee
P 0 0 0 0
11. Pigs
s 0 0 16 | 16
12. Other Farm Animais ‘
\
|
. |
13. Other Animals ‘{
|
|
at 43 14 3 J | 17
\
ow 0 0 5 | l 5
I
‘erret 65 0 203 \ 12 . 215
| Assurance statements [ |

1

~

actual research, teaching, testing, surgery, or experimentation wars followed by this research facillty. ‘

3) This facility is adhering to the standards and regulations under the Act, and it has required that oxcapu'oﬁs to the standards and regulations be sp
investigator and approved by the Institutional Animal Care and Usa Committee (LACUC). A st y of all such P is attached
LACUC-approved axceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

2) Each principal investigator has considered altsrnatives to painful procadures.

4) The attending veterinarian for this research facility has appropriale authority to ensure the provision of adeguate veterinary care and to ‘

ified and explained by the principal
4 to this annual report. In eddition to identitying the

Profassionally accaptable standards governing the cars, treatmant, and use of animals, including approgiriate use of anestelic, analgesic| and tranquifizing drugs, prior {0, during, and following

oLarsu the adequacy of other aspects of animal care and

CERTIFICATION BY HEADQUARTERS RFSEARCH FACILITY OFFIGIAL
( Chief Executive Officer or Legally RewTsible Institutional Official ) |
\

NAME & TITLE OF C.E.O. OR INSTITUTIONAL dFFlClAL { Tvpe or Print

DATE SIGNED

3}, which is obsolete.

\ \‘L\z’

\;3’2_.
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UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERYICE

CONTINUATION SHEET FOR ANNUAL REPORT

OF RESEARCH FACILITY
( TYPE OR PRINT)

1. REGISTRATION NO.
Certificate #

57-F-0004

FORM APPROVED -
OMB NO. 0579.0036

include Zip Coue)

Mailstop C-17
Atlanta, Ga

30333

Telephone:

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA,

Centers for Disease Control and Prevention
1600 Clifton Road N.E.

(404) 639-2462

IREPOHT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Aftach adiditional sheets f necessary o

¢ use this form.)

A 8. Numbfl °'v € Number of D. Number ol animals upon E. Num:ber ol ammais upon which ieaching, B
. . C 9 :::1:3 s being :r:'r::llse:g:s‘ which axpetimenis, expe nmeT;.wr:'s:‘:;ch. surgery o"ul::’as!::r’zisness
nim, ver| ’ . ted panyir
By 1';:,: A:lmal condrhoned, or research, ? i::;::;g'a:els:;;c:e,e 1o te ammals and lor ‘which m: use ol appropriate TOTAL NO.
Wellare Regulalions heln:m use in experiments, or conducl'.d nvalving :ne:lhenc. anaigesic, or tranguilizing drugs would CF ANIMALS
achoartestnd, | jesswere | accompanyng pamar | ol churse Hieced e procedure, el o
research, or involving no :::d"f:,s;::;e;n;:;ﬁam experiments, surgery, or lesls.. {An axpianation of (Cols. C »
smmemmme-oc-==~s~===1  surgery bul not pan, distress. or anesthelic, analgesic, or fhe procedures producing pein or Jistress in these D+ E)
12 3/0R 13. Other yel used for such use o! pain- lranqumzxr.lg drugs w.ue am'rr;als and the reasons such Jrugs were not used
(Lst by specias) purpases. relleving drugs. used. mus{ be aitached lo this report).
Fields Study (Wild 0 0 163 0 163
Rodents & Birds)
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

‘ ASSURANCE STATEMENTS

.

1). Prolassionally acceptabilte slendards goverming the cure, Iredtment, and use ol aminals, including seprornale use of anJ
and followiny actual research, (eaching, lesiing, surgery, or expenmentdhion wer: fullowed by 1his research lacslity

2). Each principal investigator has cunsidered aiternalives to pailul procedures.

3).

-

4). The atteniding veterinanan (or 1his research laciity has appropuate authority 1o ensure the provision ol sdequate seter

anunal care and use.

This facilily is adhering 10 the standards and Iegulahons'under the Act, und i1 has required ihut 2xceghians 10 the stan
principal investigator and approved by the tstituhiunal Annnal Care and Use Comnmitiee (JACUC) A summary of all §
adcihon 10 idenifying the IACUC-approved exceplions, this summary includes a briel explanation ol 1he exceptiens, od

sihetic, andalygesic, and leanquihling Sigs. pror 1o, Junng,

aids and regulatmnns be cpecilied 3nd explumed by ths
uch exceplions is attuched 10 this annual regort In
well us he sprcies ami number of ananais Jtlected

naey cate and 10 oversce the sdequacy ol glher uspects ol

CERTIFICATION BY JIEADQUARTES RESEARCH FACIL

TY OFFICIAL

(Chief Executive Officer or Legally Respunsible Institutional Official)
} certity that 1he above 15 true, correct, und complele {7 U S C Section 2147)

A

SIGNATURE OF C.E.0. OR INSTITUTIONAL OfFIClAL

NAME & TITLE OF C.E 0. OR INSTITUTIONAL OFFICIAL (Tvoe ur Print)

DATE SIGNED
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Thursday, November 21, 2002

Centers for Disease Control and Prevention|
Atlanta, Georgia

Registration Number: 57-F-0004

|
|

Column E Explanations for USDA, APHIS form 7023
\

— 8 ferrets, Pain Class -

Agent: Avian HIN2 viruses and pathogeﬁic H5N1 virus
Objective: Establish a model system to b‘ used to evaluate potential vaccine strategies

for pandemic influenza.

| .
|
Explanation of Class III Pain: Mfectionl:;f ferrets with highly pathogenic H5N1 viruses

may cause severe morbidity, including neural

ogical symptoms and occasionally, death.

Animals are monitored daily and will be %utf‘lanized should neurological symptoms be

observed. |

— 4 ferrets, Pain Class III —
Agent: Human wild-type H3N2 virus and H5
Objective: Develop ferret model to study the
transmission at BSL 3+ containment.

N1 virus
molecular basis of influenza virus

Explanation of Class III Pain: Infection of Eferrets with highly pathogenic HSN1 viruses
may cause severe morbidity, including neurological symptoms and occasionally, death.
Animals are monitored daily and will be euthanized should neurological symptoms be

observed. \

|
— 28 guinea pigs, Pain Class
Agent: Various tiloviruses (4 species of EE

oI -

ola virus and 1 strain of Marburg virus)

Objective: To assess the protection induced in guinea pigs to the structural glycoprotein
of Ebola virus (Zaire species), which contain# insertions of various combination of
filovirus mucin-like regions. Identify potentiz{dly important immunogens that will lead to
a protective vaccine effective against all forms of filovirus disease.

Explanation of Class III Pain: Unprotected animals (control) will likely die of a severe
filovirus infection, but protected animals should show little or no disease. Since this is a

vaccine study, animals cannot be given drugs|
compromising results. |

to relieve pain or distress without

_ 156 hamsters, Pain Class Il -

. Agent: Rabies virus

Objective: Investigate several post-exposure parameters of Mabs (Monoclonal
antibodies), including efficacy against relevant street strains, with or without vaccine

varying doses, and Mab combinations Wit:-,l di
Explanation of Class III Pain: It is assumed
of the treated experimental group animals wil
euthanized at the first definite sign of rabieg

fferent specificities.
that nearly all the control animals and some
succumb to rabies. Animals will be

CDC Atlanta, Georgia
Registration Number: 57-F-0004
Page 1 of 3




— 24 Non-human primates, Pain Class III -
Agent: Plasmodium falciparum FVO and Malayan Camp strains ,
Objective: Immunization trial (using ht/o forms of IMS-1p42 and three adjuvants) testing
for 1) efficacy and immunogenicity, 2) induction of protective immunity, 3) parallel
vaccinations, and 4) comparability of dﬁta between immunization trials in Aotus
nancymai and clinical trial immunization in humans using the same adjuvants, schedules,
and clinical grade cGMP antigens. :
Explanation of Class III Pain: Use of| Complete Freund’s Adjuvant

, — 6 Non-human primates, Pain Class III -

Agent: Plasmodium falciparum Vietnam Oak Knoll, Uganda pal Alto & Indochine I
strains
Objective: Validate S. B. boliviensis as|an immunizations trial model equal to 4.
‘nancymai. Evaluate the immunogenicity and efficacy of milk derived rtMSP-1p42 in
comparison to the known efficacy of this tMSP-1p42 in Aotus nancymai when
adjuvanted with RCA in protecting against high density parasitemia from the FVO strain
of P. falicparum.
Explanation of Class III Pain: Use of Freund’s Adjuvant

— 32 Non-human primates, Pain Class IIl -
Agent: Rabies Virus
Objective: Evaluate the Immunogenicity, safety, and efficacy of different rabies
vaccines, and purified, heat-treated ERIG, and varius Mabs (murine, chimeric, human,
and recombinant) in conjunction with rabies vaccine, as a potential replacement for
HRIG, in squirrel monkeys during vaccination against several variants of lethal street
rabies virus.
Explanation of Class III Pain: It is assumed 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 of rabies are observed.

— 1 Non-human primate, Pain Class III -
Agent: Baylisascaris procyonis
Objective: To generate large quantities of diagnostic assay reagents (sera and infected
tissues) to study the pathological effects jof infection, and describe the pattern of disease.
Explanation of Class III Pain: Baylisascaris procyonis cause visceral larva migrans and
cerebrospinal parasitosis in infected humans. The severity and progression of CNS
disease depends on the number of B. procyonis larvae entering the brain. An estimated 5-
7% of larvae will invade the brain. In humans, recognized B. procyonis infection has
typically caused fatal disease or severe sequellac. Signs of CNS disease may appear as
early as 2-4 weeks post infection. Typical signs in human infections include sudden
lethargy, loss of muscle coordination, decreased head control, torticollis, ataxia, and
nystagmus, progressing to stupor, extensor rigidity or hypotonia, coma and death.

.~ 16 Raccoons, Pain Class ITI —
Agent: Rabies virus

CDC Atlanta, Georgia
Registration Number: 57-F-0004
Page 2 of 3




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 of raccoon origin.

. Explanation of Class III Pain: It is assumed that nearly all the control animals and
possibly a few of the 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
Page 3 of 3
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This report i; required by law (7 USC 2143). Failure to report according to the regulamj'\s can See reverse side for interagency Report Control No
result in an order to cease and desist and to be subject to penaities as provided for in Section 2150. additionai information. 0180-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. ,CUSTOMER NO. -
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 57-F-0004 947 FORM APPROVED
OMB NO. 0579-0036 -

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

ANNUAL REPORT OF RESEARCH FACILI

(TYPE OR PRINT) CTR. FOR DISEASE CNTL. & PREV.

1600 CLIFTON ROAD, NE MSG-28
ATLANTA, GA 30333
(404) 639-1320

testing, teaching, or experimentation, or held for these purposes. Attach additional

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research,

sheets if necessary.)
FACILM)CATIONS(sires)
T SEA RIS Bswg NLOSH, Morgantown, WV 76505 Chamblee Research Animal Section
DVBD, Foothills Campus, Ft. Collins, CO 0522 4770 Buford Hwy, Bg. 15, Chamblee, GA 30341

Lawrenceville Research Animal Section

Clifton Road Research Animal Section !
602 Webb Gin House Rd, Lawrenceville, GA 30045

1600 Clifton Rd NE, Bg 6/15, Atlanta,GA 30333

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 70234 )
A. B. Number of C. Number of D. Number of animals upon E. Number of animals upon which teaching, F.
animals being animals upon hich expeniments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, eaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animai conditioned, or research, urgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Welfare Regulations held for use in experiments, or onducted involving anesthetic,analgesic, or tranquilizing drugs would
teaching, testing, tests were Eccompany&ng pain or have adversely affected the procedures, results, or (Cols. C +
expenments, conducted istress to the animals interpretation of the teaching, research, D+E)
research, or involving no nd 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- anquitizing drugs were animals and the reasons such drugs were not used
purposes. relieving drugs. ! sed. must be attached to this report}
4. Dogs 0 28 L 0 0 28
|
5. Cats 0 0 0 0 0
|
8. Guinea Pigs 0 0 758 15 773
7. Hamsters 13 0 L 165 0 165
!
|
8. Rabbits 9 46 178 47 271
9. Non-Human Primates 37 4 | 704 55 763
10. Sheep L 0 0 0
|
11. Pigs 0 0 | 0 0 0
12. Other Farm Animals (
Cows 0 0 ‘ 4 0 4
13. Other Animals ‘
Baboons 2 0 L 0 0 0
K |
Chimpanzees 0 21 0 21
Ferrets 66 82 221 42 345
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 aiternatives to painful procedures.

3) This facility is adhering to the standards and regulations under the Act, and it has re&uxred that excepuons to the standards and regulatlons be specified and explamed by the
principal investigator and approved by the Institutional Animal Care and Use CommuLtee (IACUC). A y of all the is hed to this | 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.

(Chief Executive Officer or Legally Responsible Institutional official)
| certify that the above is true, correct, and complete (7 U.S.C. Section 2143)

CERTIFICATION BY HEADQl|J£RTERS RESEARCH FACILITY OFFICIAL
I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Tvpe or Print) DATE SIGN
7 [ 2

FORM 7023 (Replac  “ORM \BE). which s obsolsfe PART 1 - HEADQUARTERS
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This repart 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 as provided for in Section 2150.

See reverse side for
additional information.

Interagency Report Control No
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)

57-F-0004

1. REGISTRATION NO.

CUSTOMER NO.
947

FORM APPROVED
OMB NO. 0579-0036

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

CTR. FOR DISEASE CNTL. & PREV.
1600 CLIFTON ROAD, NE MSG-28

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. Number of ) C. Number of D. Number of animals upon €. Number of animals upon which teaching, TF.

animals being animais upon which experiments, experiments, research, surgery or tests were

Animais 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 appropniate OF ANIMALS
Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs wouid

teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cols. C +

expenments, conducted distress to the animais 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)
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 Footled 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, treatment, and use of animals, including appropriate use of anesthetic, anaigesic, and tranquilizing drugs, prior to, during,

2
3

4

=

aspects of animal care and use.

Each principal investigator has considered alternatives to painful procedures.

This facility is adhering to the standards and regulations under the Act, and it has required that exceptions t
principal investigator and approved by the Institutional Animal Care and Use Committee (JACUC). A summary of all the exceptions is attached to this annual report. in

addition to identifying the IACUC-approved excepticns, this summary includes a brief explanation of the exc;

The attending veterinarian for this research facility has appropriate authority to ensure the provision of adeq

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

b the standards and regulations be specified and explained by the

eptions, as well as the species and number of animals affected.

uate veterinary care and to oversee the adequacy of other

‘SIGNATURE,OF/C.E/

IM 7023A
)

CERTIFICATION BY HEADQUARTERS RESE.

RCH 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)

‘UTIONAL OFFICIAL

(Repla 3 FORM 18

NAME 2 TITIENE M~ E N ARIINCTITHTINNAI NAEEICIAL (Tuna or Pnnf)

DATE/SIGNED

//(55/

), which is obsolete
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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 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 H5N1 influenza viruses.
Infection of humans with HSN1 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 HSN1
virus infected ferrets, we expect that 10 - 30% of animals may develop severe disease and/or
death from infection of highly 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 (#1 188) 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 of Rickettsia
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 pafhogenesis of Mycobacterium 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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- vp e iSyuIEd OY 1AW (7 USC 2143). Failure ta report according to the reguilations can See reverse side for Interagency R
result in an arder to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-?)02\1:”" Control No
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 57-F-0005 946 FORM APPROVED

OMB NO. 0573-0036

2. HEADQUARTERS RESEARCH FACILITY (Name and Adaress, as registered with USDA,

ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) 3

(TYPE OR PRINT) - ARS-USDA RB RUSSELL AG.RES.CTR
P.0. BOX 5677, 950 COLLEGE STA
12-10-2001 RCVD ATHENS, GA 30613

(999) 999-9999

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

FACILITY LOCATIONSsites)

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. 8. Number of C. Number of D. Number of animais upon E. Number of amimals upon which teacning, 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 Animai conditioned, or research, surgery, or tests were to the animals and for which the use of appropnate OF ANIMALS
‘Weifare Regulations heid for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs wouid
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 invalving no and for which appropnate axperiments, 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
8. Cats
6. Guinea Figs
7. Hamsters
8. Rabbits '
9. Non-Human Primates
10. Sheep’
11. Pigs 39 39
12. Other Farm Animals 3779 3779
13. Other Animals
RATS 54 35 89
MICE 20 . 32 52
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, during,
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility.
2) Each pnncipal invastigator has considered alternatives to painful procedures.
3) This facility is adhering to the standards and regulations under the Act, and it has required that axcsptions to the standards and regulations be speciﬁec! and explained by the
principal investigator and approved by the Institutional Animal Care and Use Committee (JACUC). A y of all the pth is hed to this anpual raport. 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 animais affected.
4) The attending veterinanan for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of ather
aspects of animal care and use.
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional official)
| ~artify that the above is true, correct, and complete (7 U.S.C. Section 2143)
SIGNATURE OF C.E.0.OR IN ITIONAL ¢ 1AL NAME & TITLE OF C_E 0. OR IMSTITUTIONAL OFFICIAL (Tuna ar.B2rint) DATE SIGNED
| GBYE Lyon /|
Vi = PART A - HEADQUARTERS
APHISFORM 022 (RelacesVS M 1823 (OctB), whichs cbsalete
(AUG 91)



N Thig‘repon 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
R 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,

ANNUAL REPORT OF RESEARCH FACILITY include Zip Code)

(TYPE OR PRINT) FDA/NCTR

OFFICE OF RESEARCH SERVICES
3900 NCTR DR
JEFFERSON, AR 72079

( 570)(504—)'543-7949

| 3. REPORTING FACILITY (List all locations where animais were housed or used in actual research, testing, teaching, orexperimentation, 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. 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 expianation 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 /
9. Non-Human Primates 22 56 /78/\5
10. Sheep
11. Pigs
12. Other Farm Animals
13. Other Animals
FM—N~.
= i ~
1 e ' | 1
ASSURANCE STATEMENTS { i i i i i I
1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropnale usé of 3 ane: t@e'ﬁna éesﬁ andrtmf]qunhzxng drugs prior to, during,

2
3

- =

4

Uﬁ

and following actual research, teaching, testing, surgery, or experimentation were followed by this research auh&"
R T / ;

Each principal investigator has considered aiternatives to painful procedures. i

This facility is adhering to the standards and regulations under the Act, and it has required that exceptions tb the standé,rﬂ‘s,_"agd ;;egy,danon?b'é spgqﬁed-hnd explauned by the

principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the except: ns ﬁaﬂacl\ed‘{o this annual report. In

addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the excepli H‘»’es“w& 5'and Aumber of animals affected.

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)

SIGNA/ “C.E.0. OR INSTIT_UTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED

/8 oo/

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

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 72-F-0004 1385 FORM APPROVED

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) NAT'L HANSEN'S DISEASE
1770 PHYSICIANS PARK DR

BATON ROUGE, LA 70816

[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)

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 animais 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 Animai 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 fo 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
Armadillos 50 200 ) 200
13. Other Animals
—]
ASSURANCE STATEMENTS

1) Professionally acceptabie standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during,
and foilowing 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 ali the exceptions is attached to this annuali 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)
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



Interagency Report Control No
0180-D0OA-AN !

See reverse side for

additional information.

CUSTOMER NO.
1293

This report is required by law (7 USC 2143). Failure to report according to the regulations can
rasuit in an order to cease and desist and to be subject to penalties as provided for in Section 2150.

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 81-F-0002

FORM APPROVED
OMB NOQ, 0579-0036

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

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT) USDA, ARS

ROUTE 1, BOX 2021
MILES CITY, MT 53663

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 LOCATIONSsites)

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. Nu_mber Of, C. Number of 0. 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 Cayersd bred,_ ) which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
8y The Ammall condltloned,'of research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Weifare Regulations held fgr use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs wouid

teaching, testing, tests were accompanying pain or have adversely affected the procedures, resuits, 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 !

I

8. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-Human Primates

10. Sheep ‘

11. Pigs

12. Other Farm Animals

Cattle 2368 37 2405

I
13. Other Animals
| ,

ASSURANCE STATEMENTS
1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, anaigesic, 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 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 annuat report. In
addition to identifying the IACUC-appreved 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 [nstitutional official)
| certify that the above is true, carrect, and complete (7 U.S.C. Section 2143)

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

DATE SIGNED

12/03/2001

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
fe-ult in-an order to cease and desist and to be subject to penalties as provided for in Section 2150. additiona! information. 0180-DOA-AN
e e ————— e L —— gy R —
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 82-F-0002 1203 FORM APPROVED

OMB NO. 0579-0036

e ————————————————————————————— —
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,

ANNUAL REPORT OF RESEARCH FACILITY

include Zip Cods)

(TYPE OR PRINT)

USDA, AGRIC. RES. SERV.
HC 62, BOX 2010
DUBOIS, ID 83423

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

sheets if necessary.)

FACILITY LOCATIONS(sitos)

U. 8. SHEEP EXPERIMENT STATION

DUBOIS, ID 83423

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 €. Number of D. Number of animals upon | E. Number of animals upon which feaching, F.
animais 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 o 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 sitached to this report)

4. Dogs

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits

8. Non-Human Primates

10. Sheep 2518 3218 82 38 3335

11. Pigs

12. Other Farm Animals

13. Other Animais

ASSURANCE STATEMENTS

1) Professionally acceptable standards governing the care, treatment, and use of animals, including apprapriate 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.

?) Farh principal investig ik tives 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 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 of adequate veterinary care and to oversee the adequacy of other
aspects of animal care and use.

1 altey

has cor

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
{Chief Executive Officer or Legally Responsibie Institutional official)
| 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
09/30/2003

APHIS FORM 7023 PART 1 - HEADQUARTERS

(AUG 91)

(Replaces VS FORM 18-23 (Oct 88), which is obsolete



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-0002
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 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:



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 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 hormone profiles. Following the stressor periods, rams were immediately retumed 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:

. Approval Status:
i Approved/Disapproved By:
Date:

¢ Disapproved Reason:




This repert is required by law (? USC 21 43) Failure to repori according to the regulations can Set reverse side for g.‘lt." FRASNEY Ranact Samiat ni
andmonalm{m.—nahcn 3

result in an order to ce2se and desist and 10 be subject o penalties 2s ‘provided for in Section 2150 Z C

1. REGISTRATION NO . Z f 72l FORM APPROVED

OMSB NO. 0575-0026

AETMENT OF AGRICULTURE

LTH INSPECTION SERVICE 8 4 F 0 O O 1
H:ADQUART"—?S RESEARCK FACILITY (Name and Address, 2s registered with USDA
inciude Zip Code)

ANNUAL REPORT OF RESEARCH FACILITY USDA, APHIS, WS, NWRC
(TYPE OR PRINT) 4101 LAPORTE AVE.
FT. COLLINS, CO 80521

UNITED STATES DE
ANIMAL AND PLANT

REPORTING FACILITY (i.isl all locations where animals were hous=d or used in actual research, testing, teaching, or experimentatio

mhelc for these purpcses. Attach additional

shesis If necessary.)

: * . FACILITYLOCATIONS (Sites) / ” [ nn .uir y ” ’ 1
U, = U#

l REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Arach ad | sheels If y or use APHIS FORM 70234) -

A S.Number of C. Number of D iSureiber of simeleupon: £, Number of animals upoen which 1eaching =

animals being animals upon which experiments . experiments, research, surgery, orlests were N
Animalz Covered brad, which lesching, lesshing, resesreh conducied involving accompanying pain or distress
By The Anima conditioned, or research, surgery, or tesis were 16 the animals and lor which the use of appropriate’ TOTALNG
Welfare Regulations held foruse in experiments, or conducled in\mlvin'g anesthetic, analgesic, or ranquilizing drugs would & ANIMAU
= teaching, lesting, 1ests were accompanying pain or have ao ly d the p d . results, or Ls
experiments, conducted distress 10 the animals interpretation of the \eaching, research,
research, or involving no and for which appropriate experiments, surgery, or \esis. (An explanstion of . (Cols. © =
surgery but not pain, distress. ol anesthetic, analgesic, or the dures producing psin or di in those D+E)
‘vet used for such use of pain- tranquilizing orugs were #nimpsis end the repsons such drups were not used W
purposes relieving drugs. used must be attached to this report)
- S N g ~ '

4. Dogs

5. Cats s

6. Guinea Pigs

7. Hamsters ) . .

8. Rabbits 24 34 0 : (4] : 34

8. Non-human Primates
0. Sheep '
i

11., Pigs ,

12. Other Farm Animals . i .

Goats 21 .23 0 0 23 N

13 Other Animals ]

Coyotes 28 77
Norway Rats .0 7 ' 0 ' 0 - 7
‘Deer Mice 18 1. 24 | =~ 9 - 0 . 24

[ASSURANCE STATEMENTS

f 1 bl as governing the care, treaiment, and use of anirnals including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during

Pr
and foliowing astual research, leaching, tesling, surgery, or experimemation were followed by this research faciiity

2) Each principal investigalor has considered alternafives 10 painful procedures.
1S be Gil and ined by the

3) This fadility is adhering 1o the standards and regulations undenthe Act, and it has reguired that exceptions 1o the standards and
principal invesiigator and approved by the insfitutional Animal Care and Use Commitiee (IACUC). A surnmary of all such exceptions is attached jo this annual report.|n

addition 1o identifying the IACUC.approved exceptions, this summary incluges a brief explanation of the exceptions, as well as the spacies and number of animals aﬂ»*\ed

4) The atiending veterinarianfor this research facility has apprepriate auvthorily 10 ensure the provision of adeguate velerinary care and to oversee the adequaﬂy of other uspg-es of
animal care and use.
‘CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

(Chief Executive Officer or Legally Responsible Institutional Official)
| certify that fhe above is trve, correct, and complete (7 U.S.C. Secfion 2143).

SIGNATURE OF CED OR INSTITUTIONAL OFFICIAL NAME & TITLE OF CED OR INSTITUTIONAL OFFICIAL (Type or Print)

APHIS FORM 7023 (Replaces VS FORM 158-23 (OCT B8) which is obsolete
(AUG 81)

e
=<7
i
o




This reporiis required by law (7 USC 2143)
resull in an orderto cease and desist and to be subiect lo penalties 25 provided for in Se

Failure to report 2ccording 1o the reguiztions can

ction 2150

Set reverse sids for

agditional information 0-80-DOA-AN

Interagency Report Control No

UNITED STATE

ANINAL AND PLANT HEALTH INSPE

CONTINUATION SHE

DEPARTMENT OF AGRICULTURE

CTION SERVICE

FOR ANNUAL REPORT

OF RESEARCH FACILITY

(TYPE OR PRINT)

1. REGISTRATION NO.

84-F-0001

FORM APPROVED
OME NO. £572.0036

inciude Zip Code)

USDA, APHIS, WS NWRC

4101 LAPORTE AVE
K/

-FT. COLLINS, CO 80521 o

/.

2. HEADQUARTEZRS RESEARCH FACILITY (Name and Address, 2s registersd with USDA

7’}

RSPOR‘T OF ANIMALS USZD BY OR UNDER CONTROL OF RESEARCH FACILITY (Altach addilional sheets if necessary or use APHIS FORM 70234)

477,

A
.
Anirmals Covered
By The Anima
Weliare Regulations

3 .Number of

animals being
bred,
conditioned, or
held foruse in
leaching, testing,
experiments,
research, or

| surgery but not

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

12.-&/OR 13. Other

(Ust by species) purposes

ye1 used for such

use of pain-

refieving drugs.

D. Number ofanimals upon
which experments,
teaching, research,
surgery, or iests were
conducled involving
accompanying pain or
distress to the animals
and for which appropriate
anesthefie, analgesic, or
tranquilizing drugs were |
used

£. Number of animals upon which teaching . =

experiments, research, surgery, of lesls were
conducied involving accompanying pain or distress
10 the animals and for which the use of appropriate
anestnetnc analgesic, or tranquilizing drugs woula
have ly aff d the p! d ., Tesults, or
interpretation of the teaching, research,
experiments, surgery, ortesis. (An exp/anation of
the dures p & pein or di in those
@nimels anc the ressons such Orugs were not used
rapst be sntachead to this mporf)

TOTALNO
OF ANIMALS

(Cols, C =

D+

Ground Sguirrels

30

-]

30

Fox Squirrels

13

13

Skunks -

oo o

33

33 .

Raccoons o 0

67

67

Mountain Beaver

32

37

Stream Beaver .18

22

22

White Tail Deer 13

s 15

15

90

57

57

Black Tail Deer

Voles 60

Porcﬁpine J 3

Pocket GOphers 5

Mongoose _ 0

oo |o

O |0 IO |© |o|lo|lo|lo o |o|lo o

o O O O |Ojo|o |(u o |o o

o (O O

’VASSURANCE STATEMENTS

1. y terb]

1) Pr

2) Sach principal investigator has considered allernatives 10 painful procsdures.

3) ‘hus fachty is sdhar-ng 10 the standards and regulations underthe Act, and it has reouired that
& by the Instivlional Animal Care and Use Commitiee (IACUC). A

and

PP
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Column E Explanation

1. Registration Number:

2. Number of animals used in this study: 35

3. Speéies (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 evaluate the potential of these substances as selective predacides.
Dose vs. Response (percent mortality) curves for three 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?

Agency: none CFR: none
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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 (4dplodontia
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. A 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.

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 (76 1) 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 of the 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 paraffinized 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, comatose) of poisoning 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 5
Olympia Field Station ‘
9730-B Lathrop Industrial Drive SW

Olympia, WA 98512

USDA, APHIS, WS, NWRC
Logan Field Station

4200 S600 E

Cache County Road
Millville, UT 84326

USDA, APHIS, WS, NWRC

Hawaii Field Station | C[/‘p y
;c_) Box 10880 Iy R yp,
ilo, HI 96721 Rligz, 0”0,.
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‘7;1is 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-D0A-AN
i UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 84-F-0001 1209 FORM APPROVED
OMB NO. 0573-0036
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Zip Cade)

(TYPE OR PRINT) USDA, APHIS, WS, NWRC
4101 LA PORTE AVENUE

FORT COLLINS, CO 80521
(970) 266-6000

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

FACILITY LOCATIONS(sites)

See Attached Listing

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

A. B. Nu_mber Of_ C. Number of D. Number of animals upon E. Number of animals upon which teaching, F.
animals being animals upon which experimants, experiments, research, surgery or tests were
Animals Coyared bred.‘ . which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Anlmgl conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Welfare Regulations held f_nr use in experiments, or conducted involving anesthetic, analgesic, or tranquilizing drugs would
teacn!ng, testing, tests were accompanying pain or have advarsely affected the procedures, resuits, or (Cois.C +
experiments, conducted distress to the animais 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 reportj
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamsters l
8. Rabbits 32 32

9. Non-Human Primates

10. Sheep

vﬂ.Pigs

12. Other Farm Animals

13. Other Animals |

NorwAY RATS /0 /0

CovoTES 23 o 48 132

POCKET GOPHERS g | 38 | 3%

[ ASSURANCE STATEMENTS

Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, rtior to, during,

1
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility.

Each principal investigator has considered alternatives to painful procedures.

This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regufations 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 weli as the species and number of animals affected.

2
3

4) The attending veterinarian for this research facility has a_ppropriate 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)

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

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

(AUG 91)




S This repart is required by law (7 USC 2143). Failure to report according to the regulations can
~esult in an order to cease and desist and to be subject to penalties as provided for in Section 2150.

See revarse side for
additional information.

Interagency Report Control Na
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)

84-F-0001

1. REGISTRATION NO.

CUSTOMER NO.
1209

FORM APPROVED
OMB NO. 0579-0036

USDA, APHIS, WS, NWRC
4101 LA PORTE'AVENUE
FORT COLLINS, CC 80521

(970) 266-6000

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

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH 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

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

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

E. Number of animals upon which teaching, F.
experiments, research, surgery or tests were

conducted involving accompanying pain or distress
to the animals and for which the use of appropriate

TOTAL NO.
OF ANIMALS

anesthetic,analgesic, or tranquilizing drugs would

have adversely affected the procedures, results, or
interpretation of the teaching, research,

(Cols.C +
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

purposes. relieving drugs. used. must be attached to this report)
| House MIcE 9
VoLES 9/ |
FIELD MICE o4
BLACK-TAILED DEER 79 34 34
WHITE-TAILED DEER 14 3 3
MOUNTAIN BEAVER| 26 g 9
PORCUP INE 2
WEASEL / /

fidldi e “% JJ

/
|

ASSURANCE STATEMENTS

1)

2
3

Each principal investigator has considered altematives to painful procedures.

This facility is adhering to the standards and regulations under the ‘Act, and it has raquired 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 (JACUC). A summary of all the exceptions is attached to this annual report. In

Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anesthetic, anaigesic, and tranquilizing drugs, prior to, during,
ang following actual research, teaching, testing, surgery, or experimentation were followed by this research facility.

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

aspects of animal care and usa.

The attending veterinarian for this research facifity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other

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)

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL

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

DATE SIGNED

(/o3

APHIS FORM 7023A
(AUG 91)

{Reptaces VS FORM 18-23 (Oct 88), which is obsolete

PART 1 - HEADQUARTERS




Subject: Explanation for Animals Listed in Column E.

Registration No. 84-F-0001

Pocket Gophers (88)

This study permitted 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 the 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 Secticn 2150. additional information. 0180-DOA-AN

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 84-F-0009 1214 FORM APPROVED

OMB NO. 0579-0036

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY inctude Zip Cade)
(TYPE OR PRINT) : DEPT. OF AIRFORCE
DEPT. OF BIOLOGY

AIR FORCE ACADEMY, CO 80840-5000

3. REPORTING FACILITY (List all locations where animals were housed or used in actuat research, testing, teaching, or experimentation, or held for these purposes. Attach additional
sheets if necessary.)
FACILITY LOCATIONS sites)
U. S. AIRFORCE ACADEMY
AIR FORCE ACADEMY, CO 80840-5000
FEPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A )
A. 1 8. Nu_mber Of. | C. Number of , | 0. 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 Coyered bred,‘ ) - which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Amm;l conditioned, or research, surgery, or tests were to the animais and for which the use of appropriate OF ANIMALS
Welfare Reguiations held fpr use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would
teachn_ng, 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 (o this report)
4. Dogs
5. Cats
8. Guinea Pigs
7. Hamsters
8. Rabbits
8. Non-Human Primates : ’
S !
10. Sheep |
11. Pigs J ' J
L . +
12. Other Farm Animals J
!
chickens 12 | - | 12
13. Other Animals
meadow voles 41 41
~ T
1 i
ASSURANCE STATEMENTS s
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 aiternatives 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 reguiations 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 annuai 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)
SIGNATURE OF C.E.0.OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.C. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED
11/29/2001
PART 1 - HEADQUARTERS

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




J 272,
Interagency Report Control

This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for
reswlt i 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 87-F-0001 1210 FORM APPROVED
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) USDA-ARS-POISIONOUS PLANT RESEARCH LAB
1150 EAST 1400 NORTH

LOGAN, UT 84321 ~
(801) 752-2941
3. REPORTING FACILITY (List all locations where animais were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional

sheets if necessary.)

FACILITY LOCATIONS(sites)
SeeAttached Listing  ||SDA 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 )

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.
8y The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Waelfare 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, resuits, or (Cols. C +
axperiments, 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- tranquiiizing drugs were animals and tire reasons such drugs were ot used
purposes. relieving drugs. used. must be attached to this report)

4. Dogs

5. Cats 2 2

8. Guinea Pigs

7. Hamsters 90 90

8. Rabbits

9. Non-Human Primates

10. Sheep

11. Pigs )

12. Other Farm Animals

13. Other Animais (Deer ) 10 10

ASSURANCE STATEMENTS

Professionally acceptable standards governing the care, treatment, and use of animals, inciuding appropriate use of anesthetic, anaigesic,
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility.

1

;lnd tranqummf drugs, pnar to -dum;g
HE ] H i
i w s

Each principal investigator has considered alternatives to painful procedures.

This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regutaticnsfbe 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!

2
3

The attending veterinarian for this research facility has appropriate autherity to ensure the provision of adequate veterinary care and to oversea the adequacy of other
aspecis 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)

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

9/26/01

76 FORM 7C (Replaces VS FORM 18-23 (Oct 88), which is obsolete B PART 1 - HEADQUARTERS

IG 91)
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UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT REALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)

1.@50:37?.«7\0)6 No‘gg‘;."aoo;l; \,3“5

FORM APPROVED
QUB NG. 0678.0058

inchute Zip Codod

Hay

920 Valley Road
Reno, NV 89512
Telenhone: 775-784-A057

7. PEADOUARTERS RESEARCH FACIITY [N.sma;snd AQHess. 3 registared w.ih USDA,

USDA, Agricultural Research Servic
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FACILTY LOCCATIONS (Sias}

920 Valley Rd.; Reno,
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gy b | S¥ss o | ncnmane, anloraor | (03 SSS9Us Somaig pen o Gross it rone |1 )
A or 3uS Y@ ot pain- tranqudizing Gelgs wied “ WEN drugd were Aol U
D DOTAS. retiaving drugy. asRd, Myl by sitsched 1o thig rapor?.
4. Doas 0 0 0
T
5, Cars 0 0 ; 0
T
5. Gunes Bigs 0 0 0 0 0
7. Hamstes O O O O O
3. Raonus 0 0 0 ! 0 0
3, Non-numan Prmaies O O O O O
1G. Shezo 0 0 0) 0 : 0
i 0 [
|
s 0 0 | 0 0 0
12. Other Paom Ammals 0 .. 0 0 0 0
] )
“ 1
13. Omar Anmars ! . |
T
Kangaroo rats | 0 78 0 0 |78
lad . t ! T
Kangaroo mice | 0 17 g 0 {17
s " T " ! |
Peocket mice L0 27 ! l 0 27
o~ .

7.

J ASSURANGE STATEMENTS
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CERTIFICATION B8Y HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer oc Lagally Rasponsible lnstitutiona! Official)
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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 penatties as provided for in Section 2150.

See reverse side for
additional information.

Interagency Report Control No
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)

91-F-0001

1. REGISTRATION NO,

CUSTOMER NO.
1207

FORM APPROVED
OMB NO. 0573-0036

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

NATIONAL MARINE MAMMALS LABS.
7600 SAND PT WAY, NOAA BLDG. 32
SEATTLE, WA 98115

(206) 5264048

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

A

Animals Covered bred, which teaching,
By The Animal conditioned, or 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-

B. Number of
animals being

C. Number of

animals upon

relieving drugs.

purposes.

D. Number of animals upon

which experiments,
teaching, research,
surgery, or tasts were
conducted involving
accompanying pain or
distress to the animals
and for which appropriate
anesthatic, analgesic, or
tranquilizing drugs were
used.

E. Number of animais upon which teaching,
experiments, research, surgery or tasts 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, resuits, 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 NO.
OF ANIMALS

(Cols.C +
D+E)

\ C&\'X‘b(nlc\ See )i (2

500 ok bandd
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fedle Soa ) Lon = @8 Oeegon
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ASSURANCE STATEMENTS

1

2) Each principal investigator has considered aiternatives to painfuf procedures.

3

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

This'facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and reguiations be specified and explained by the
principat 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)
aspects of animal care and use.

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

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)

SIGNATURE OF C F.0. OR INSTITUTIONAL OFFICIAL

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

DATE SIGNED

Wepto/

APHIS FORM 7023A
(AUG 91)

323 (Oct 88), which is ot
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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-F0001
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 procédure 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 S 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 S minutes for each animal, and
branding takes an average of 1 minute.

US4, APHIS, REAC, AC
SACRAMENTD, CA




This report is required by law (7 USC 2143). Failure to report according to the reguiations can See reversa side for Interagency Report Control No
resuit in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-D0A-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. .
. ANIMAL AND PLANT HEALTH INSPECTION SERVICE i 91-F-0001 1207 FORM APPROVED o
OMB NO. 0579-0036
‘ 2. HEADQUARTERS RESEARCH FACILITY (Varne and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY inciude Zip Code)
(TYPE OR PRINT) NATIONAL MARINE MAMMALS LABS.
7600 SAND PT WAY, NOAA BLDG. 32

SEATTLE, WA 98115

(206) 526-4048

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

oo oHeacked

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 wers
Animals Covered bfed._ ) 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
Weifare Regulations held for use in experiments, or conducted involving anesthetic, anaigesic, or tranquilizing drugs wouid
teaching, testing, tosts were accompanying pain or have adversely affected the procedures, resuits, or (Cols. C +
axperiments, 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 anesthatic, 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

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

Meddicen. \\‘c«\){(gﬁ}é 52 zR
Greller Ses. lims 154 281 hothrmld SEdmei 43

Moo Sue <oad 1,102 - 102

ASSURANCE STATEMENTS .
1) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anesthetic, anaigesic, and tranquilizing drugs, prier to, during,
and following actual research, teaching, testing, surgery, or experimentation were followad by this research facility.

Each principal investigator has considered alteratives to painful procedures.

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 excaptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

2
3

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
aspaects of animal care and use.

4

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional official)
| certify that the abave is true, correct, and complete (7 U.S.C. Section 2143)
SIGNATURE OF £.F.O. OR INSTITUTIGNAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 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-0002 1212 FORM APPROVED

OMB NO. 0573-0036
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code)
(TYPE OR PRINT) DEPT. OF CLINICAL INVESTIGATIONS
. COMMANDER, MADIGAN ARMY MEDICAL CTR.

DEPARTMENT OF CLINICAL INVESTIGATION
TACOMA, WA 98431
testing, teaching, or experimentation, or held for these purposes. Attach additional

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research,
sheets if necsssary.)

FACILITY LOCATIONS(sites)

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 )

A. B. Nuvmber of_ C. Number of [ 0. Number of animais 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, anaigesic, or the pracedures praducing 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 5
{9. Non-Human Primates
10. Sheep
-
! 11. Pigs 6 6
I
12. Other Farm Animals
{ Goat 25 ! 25
I
13. Other Animals ’
Ferret 9 9
Rat 42 42
Mouse ) 31 31
| 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 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 ehsure the provision of adequate veterinary care and to oversee the adeguacy 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)
SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Typecr Print) DATE SIGNED

11/21/2001
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o e—

resuit In an order to céasa and desist ana ta be subject to penalties as provided for in Section 2150. additional informati'on. 01 EO-B;J;’ANU I UI/N_uz/zﬂ ’:
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. ﬂ/ K

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 91-F-0007 1213 FORM APPROVED

R X . OMB NO. 0579-0036

1
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered wath U.
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) registersd with USDA
(TYPE OR pR_[NT) USDA/ARS/ANIMAL DISEASE RESEARCH UNIT
337 BUSTAD HALL

WASHINGTON STATE UNIVERSITY
PULLMAN, WA 99164
(509) 335-6029

3. REPORTING FACILITY (List all locations whera animals were housed or used in actual research, testing, leaching, or exparimentation, or heid for these purposes. Attach additional

sheets if necsssary.)

FACILITY LOCATIONS(sites)

See Attached Listing

T
[REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Altach additional sheets if necessary or use APHIS FORM 7023A )
A. [ 8. Nu_m ber cf_ C. Number of D. Number of animals upon E. Number of animals upon which teaching, F.
animals being animals upon which expenments, experiments, research, surgery or tests wers
Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
8y The Animal conditioned, _or research, surgery, or tests were to the animals and for which the uss of appropriate OF ANIMALS
Welfare Regulations heid for usa in experiments, or conducted involving anasthetic,analgesic, or tranquitizing drugs would
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cols.C +
experiments, conducted distress to the animais intarpretation of the teaching, research, 0+ E)
research, or involving no and for which appropriate experiments, surgery, or tasts. {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
purpases. relieving drugs. | used. must be attached lo this report)
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamsters
—
| 8. Rabbits 11 11
} -
' 9. Non-Human Primates
!
10. Sheep 3 241 241
11. Pigs
12. Other Farm Animals
Goats 20 . . 20
{
i 13. Other Animals
A )
/ Cattle 27 53 53
[
VA -
~7 Horses 18 3 R 3
i/ - N
N i

[ ASSURANGE STATEMENTS

1) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anesthetic,
and following actual research, teaching, testing, surgery, or experimentation wera followed by this research facility.

2

3

Each principal investigator has considered alternatives to painful procedures.

This facility is adhering to the standards and regulations under the Act, and it has raquired that exceptxons to the standards and
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of alf the

|
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addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the 2xceptions, as welt as-the.species and Qumber. of animals affected.

4)

aspects of animatl care and use.

The attending veterinarian for this research facility has appropriate autharity to ensure the provision of adequata veterinary care and to oversee the adequacy of other

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)

APHIS FORM 7023
(AUG 91)

(Replaces VS FORM 18-23 (Oct 88), which is obsolete

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL

NAME & TITLE OF C,E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED
11/26/01
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APHIS Form 7023 Site List

The'following sites have been reported by the facility.

Registration Number: 91-F-0007
Customer Number: 1213
Facility: USDAJ/ARS/ANIMAL DISEASE RESEARCH UNIT
337 BUSTAD HALL
WASHINGTON STATE UNIVERSITY
PULLMAN, WA 99164
(509) 335-6029

USDA/ARS/ANIMAL DISEASE RESEARCH UNIT

337 BUSTAD HALL
WASHINGTON STATE UNIVERSITY

PULLMAN, WA 99164



This report is required by law (7 USC 2143). Failure to report according to the regulaiions 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.

Lans Interagency Repon Contre
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0180-DOA-AN

Vs

‘UNITED STATES DEPARTMENT OF AGRICULTURE

ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)

92-F-0004

1. REGISTRATION NO.

CUSTOMER NO.
1262

FORM APPROVED
OMB NO. 0579-0036

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

USDA - FORESTRY AND RANGE SCIENCES LAB

1401 GEKELER LANE
LA GRANDE, OR 97850
(541) 963-7122

3. REPORTING FACILITY (List all locations where animais 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

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, 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, rasearch, surgery or tests were
Animais 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 pracedures, resuits, 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, anaigesic, 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
Wild Mule Deer 20 68 0 0 68
| .
Wild Elk 0 566 0 0 566
Tame Elk 48 14 0 0 i e 62
ASSURANCE STATEMENTS o4 T i Ui
1) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and-tranquilizing dri 3 priog to dgn’ng,

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

2

3

Each principal investigator has considered alternatives to painful procedures.

This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and- regulatlons ge
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual repo
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In

addition to identifying the tACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the specnes and number of animals _affegted. 1

4

aspects of animal care and use.

The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary Fara and to g\@r ee lherau%cﬁacy"\%o%r
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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)

SIGNATIIRFE OF C.E.0. OR INSTITUTIONAL OFFICIAL

NAME & TITLF OF C F.0. OR INSTITUTIONAL OFFICIAL (Tvpe or Print)

DATE SIGNED
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APHIS Form 7023 Site List

-~

' 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 67850
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This report is required by law {7 USC 2143). Failure to report according to the regulations can
resuft in an order to cease and desist and to be subject to penatties as provided for in Saction 2150.

See reverse side for
additional information.

Interagency Report Control N .
0180-DOA-AN Yaris

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)

93-F-000C1

1. REGISTRATION NO.

CUSTOMER NO.

1198

FORM APPROVED
OMB NO. 0579-0036

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

LAWRENCE BERKELEY NATIONAL LABORATORY

1 CYCLOTRON ROAD, BLDG. 74
BERKELEY, CA 94720
(510) 486-5221

[ 3. REPORTING FACILITY (List all locations where animals wera housed or used in actual research, testing, leaching, or experimentation, or held for these purpnses. Attach additionaf

sheets if necessary.)

FACILITY LOCATIONS sites)

S —

Laorence %e\“‘&\eg Deronah Lo, ?&\%‘ 7

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 animais upon E. Number of animais upan which teaching, F.
animals being animals upon which experiments, aexperiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted invalving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or resaarch, 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 invalving anesthatic,analgesic, or tranquilizing drugs would
teaching, testing, tests were accompanying pain or have adversely affected the procedures, resuits, or (Cols.C +
experiments, conducted distress to the animals interpretation of the teaching, research, D +E)
research, of i.—-.vclying nc and for which appropriate experiments, surgery, of tasis. (An explanaticn i
surgery but not pair, 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 [ & 9
5. Cats O
6. Guinea Pigs O
7. Hamsters O
8. Rabbits O g 3 46y
@

9. Non-Human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

oL O

13. Other Animals

O

ASSURANCE STATEMENTS

1) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anesthetic, analgesu: and (ranquxh.zxng drugs prior to, dunng,

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

2
3

4

aspects of animal care and use.

Each principal investigator has considered attematives to painful procedures.

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 (LACUC). A summary of all the exceptions s 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.

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

SIGN:

APHIS FORM70R3
(AUG 91)

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional official)
| certify that the above is true, comrect, and complete (7 U.S.C. Section 2143)

\L OFFICIAL

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

DATE SIGNED

i //é/zw/

(Replaces VS FORM 18-23 (Oct 88), which is obsolete
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»

This report is required by law (7 USC 2143). Failure to report according to the regulations can
result in ar, order to cease and desist and to be subject to penalties as provided for in Section 2150.

See reverss side for
additional information.

L‘(’,Us Interagency Report Contral No
0180-DOA-AN

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

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)

93-F-0005

1. REGISTRATION NO.

CUSTOMER NO.
1199

FORM APPROVED
OMB NO. 0579-0036

SPAWARSYSCEN

D35 BIOSCIENCES DIVISION
53560 HULL STREET
SAN DIEGO CA 92152

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

(619) 553-5252

Ll. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or heid for these purposes. Attach additional

sheets if necessary.)

FACILITY LOCATIONS sites)

See Altached Listing

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 70234 )

A, B. Ngmber of C. Number of D. Number of animals upon E. Number of animats upon wnich teaching, F.
) animals being animals upon which experiments, experiments, research, surgery or tests were
Animals Coyered 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
Weitare Reguiations heid for uss in expariments, or * conducted invoiving anesthetic,anaigesic, or tranquiiizing drugs wouid
teaching, testing, tests were accompanying pain or have adversely affected the procedures, resutts, or (Cals.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, anaigesic, 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 rot used
purposes. relieving drugs. used. must be aftached to this report)
T
4. Dogs Distribution|limited to U.S. Gdvernment agencies only.
Administratiye/operational use] 6 Nov OT. Other requests for this
5. Cats document shajl be referred to ghe Commanding Officer, Space and|Naval
r - Warfare Systems Center, San Didgo, CA 92152-5001.
| 6. Guinea Pigs Professionally acceptable standards governing the care, treatmemt and use
of animals, fncluding approprigte use of anesthetic, analgesic and
7. Hamsters tranquilizing drugs are a primary component of the veterinary care program.
8. Rabbits The Institutfonal Animal Care 4nd Utilization Committee reviewed all
: | research protocols and found tHem to be in compliance with all
) animal welfare regulations.
9. Non-Human Primates
10. Sheep
11. Pigs
12. Other Farm Animals
13. Other Animals
White Whales 1 1 0 1
Dolphins 0 30 0 0 30
Sea Lions 0 2 0 0 2
! ASSURANCE STATEMENTS
1} Professionally acceptable standards gaverning 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 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 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) .
| certify that the above is true, correct, and complete (7 U.S.C. Section 2143) ) B
SIGM STITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED

"3 FORM Y923
UG 91)

)1 ey

(Replaces VS FORM 18-23 (Oct 88), which is obsolete
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This resort is required by law (7 USC 2143). Failure to report according to the regulations can

result in an Grder to cease and desist and to be subject to penaities as provided for in Section 2150.

See raverse side for
additional information.

Laris

Interagency Report Control No
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.

93-F-0006

CUSTOMER NO.
1200

FORM APPROVED
OMB NO. 0579-0036

include Zip Code)

NASA
ANIMAL CARE FACILITY
MAIL STOP 261-1
MOFFETT FIELD, CA 94035
(415) 604-5000

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,

sheets if necessary.)

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

FACILITY LOCATIONS(sites)

See Attached Listing

rREPORT 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 we