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9. Non-human Primates
94 94
10. Sheep
11. Pigs
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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 s to the dards and regulations be specified and explained by the principal investigator and apr
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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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A. B. Numberof 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, anaigesic, or tranquiliz OF ANIMALS
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6. Guinea Pigs 0 0 2 0 2
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12. Other Farm Animals 0 0 0 0 0

13. Other Animals 0 0 0 0 0
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2) Each principal investigator has considered alternatives to painful procedures.
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4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use.
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Northview Pacific Laboratories, Inc.

2800 Seventh Street < Berkeley, CA 94710 & 510/548-8440  Fax 510/548-5425

USDA Registration Number: 93-R-0189

Robert M. Gibbens, D.V.M.
Director, Animal Care
USDA, Western Region
9580 Micron Avenue, Suite J
Sacramento, CA 95827

November 29, 1999
Dear Dr. Gibbens:

Northview Pacific Laboratories, Inc. is an AAALAC accredited animal facility dedicated to the
humane care and use of laboratory animals.

Northview’s Institutional Animal Care and Use Committee (IACUC) meets two-to-four times per
year in order to review ongoing experimental procedures involving animals and to vote on any
new proposals for procedures involving animals. Twice a year, at six month intervals, the
IACUC audits the company’s animal care program for compliance with the Animal Welfare Act,
and conducts an inspection of the company’s animal facility. The IACUC submits a report to the
company’s Institutional Official noting any changes to the company’s animal care program, any
areas of noncompliance with AWA regulations, any problems or deficiencies that require
corrective action, as well as any suggestions for future consideration.

Northview’s IACUC assures that our program is in compliance both with the AWA and the NIH
Guide for the Care and Use of Laboratory Animals.

In submitting the attached Annual Report for your review, we would like to explain the nature of
all procedures conducted on the animals placed in category E.

The 2678 guinea pigs placed in category E were used for the following procedure:

i
DEBEIUE
Test Procedure References . J 1
i3
ii i !
Maximization Sensitization Test ODE Memeo #(G95-1 L i nFe 11999
ISO 10993-6 b e o e e ]
LA AC
o U, BA

The large number of guinea pigs used for maximization sensitization testing are automatically
placed in category E of our report because this procedure involves intradermal injections of
emulsions containing Freund’s Complete Adjuvant (FCA) as a necessary part of the initial
immune induction procedure. These injections of FCA typically caunse the animals to develop
inflammatory lesions. Drugs are not used to treat these sites because this would interfere with the
purpose of the test, which is to evaluate the sensitization potential of a given material. Whether

A Northwiew Brosdiences Companty N2 Atlantic. Miowest, and Padfic p,ﬁ%m
recycled poper
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the animals are in fact suffering pain and distress as a result of the FCA injections is open to
debate. Our approach here, based on the concerns raised by our IACUC is a conservative one.
We automatically place all guinea pigs used on sensitization tests in category E (although, based
on national statistics, it is apparent that other laboratories which perform the maximization
sensitization test do not consider the animals used to be in pain or distress). We will continue to
use this approach until our IACUC is assured that an adequate mechanism exists to allow study

directors to unequivocally decide whether an animal administered FCA injections is in pain or
distress or not.

Thank you for your attention to our Annual Report.

Sincerely,

Encl.

Northview Pociic Loborotones, inc. &b
A Nerthe Bosaames Comso ! //l’\ P o
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actual research, teaching, tasting, surgery, or experimentation were followed by this research facility.
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This facility is adhering ta the standards and regulations under the Act, and it has required that exceptions th the stéﬁéards and regulations be specified and explained by the principal
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Optional Column E Explanation Form

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

1. Registration Number: CE 2 R —Ol8T

2. Number S66( of animals used in this study.

3. Species (common name) éuwzﬂr P{é of animals used in this study.

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

Maxn TAT oM SENS TIZ2AT 0~ 7—@5‘7”(150)- PROCEDIRE.
(VOWES USE OF FRBYWDS ComlLETE ATIWALST, wi et
CauseS  Skn LesieNs TRAT may Be A Sousce OF At

AT D) STRZss .

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

-~y

relieved. State methods or means used to determine that pain and/or distress
relief would interfere with test results. (For Federally mandared testing, ses

question 6 below)

JNETHD 15 FEDERALY /MADRIED,

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 /’/ DA CFR S

) LSo (099%710, fenT o ({‘f’i’&‘)-
1) FPA ODE MEMsrADIM "G95~ |



Optional Column E Explanation Form

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

understood by lay persons as well as scientists.

1. Registration Number: 9d3-pr—o L9

2. Number [ of animals used in this study.

3. Species (common name) GO}ME/& fa < of animals used in this study.

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

Shfery TesT R Biotdaics [RDICTS

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

question 6 below)

FEDERALY MMPATED TEST.

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

Agency DA CFR__2{ CER_[RART &/0.1¢




Optional Column E Explanation Form

This form is intended as an aid to completing the Column E explanation. It is pot an official form
and its use 1s voluntary. Names, addresses, protocols, veterinary care programs, and the like, are
not required as part of an explanation. A Column E explanation must be written so as to be

understood by lay persons as well as scientists.

1. Registration Number: 6{ 2-(R—G (8T

2. Number Cf of animals used in this study.

3. Species (common name) [Qﬁ /3/5¢ T of animals used in this study.

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

C)SP/£5<> TTRRLTANE S T EST

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
question 6 below)

FepermMmiy MAVDATED TizsTo

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 FD A CFR -

) ForR ODE MEMspasun HGTE-
2) TSo (992 -0

5) USP 2y Legy
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2. HEADQUARTERS RESEARCH FACILITY {Name and Addrass, as registered with USDA,
include Zip Coga)

3. REPORTING FACILITY {List ail locations whare animals ware housad or used i actual rasearch,

sheals if necessary.)

lasting, teaching, or sxpenimantation, or haid for these purposas. Altach additional

FACILITY LOCATIONS/5/tas)

See Aftached Listing

551 Jiaus pa/x_//‘mc QMIV’&

fetccds | Cf ¥ L

1 REPORT OF ANIMALS USED BY CR UNDER CONTROL OF RESEARGH FACILITY {Attach additiona! sheets if necessary or use APHIS FORM 70234 )

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

animais baing arimals upen which axpenments, expariments, research, surgery or tests were

Animals Covarad bred, which teaching, teaching, resaarch, conductad involving accompanying pain of distress TOTAL NO,
By The Animai congtioned, or resaarch, surgery, of tasts ware to tha animais and for which the usa of appropriate OF ANIMALS
Walfare Reguiations held for use in axperimants, of conducted invohving anesthetic, analgasic, or tranquilizing drugs would

teaching, testing, lests were accompanying pain or have adversely affected the proceduras, resutts, or {Cols, G +

experiments, conducted distress to the animals interpratation of the teaching, research, D+E)

rasearch, of nvolving no and for which appropriate expgriments, surgery, or tests, {An explanalion of

Surgery but not pain, distress, or arasthetic, analgasic, or the procedures producing pain or distmass in these

yat used for such usa of pain- tranquilizing drugs wers animals and tha reasons such drugs were nof used

puUrposes. releving drugs. usad. must ba aftached to this report)

R ——
4 Dogs e . e
. - —_—
5. Cats A —
5. Cuinea Pigs <2 {622 o A7l & H75T
"
7. Hamsters = e 2 /@'/ 6
. . —
5. Rabhit 1S/ 523Y | o F & SE328
3. Non-Human Primates —_— ’
10. Sheep - —— — ——
-~
e 2 & & =2
12. Other Famm Animais — - — "' —
e

13. Other Animals - - -
ASSURANCE STATEMENTS

1

F
3

4

The attending vetarinarian for this rasearch facility has appropriate auth

aspacts of animal care and use,

Prafessionally acceptable standards gaveming the care, treatment, and use of animals, includin
and fallowing actual research, teaching, !e;linq,

Each principal investigator has considered altematives to panful procedures,

This facility is adhering to tha standards and reguiations under the A, and it has requirad that exceptions to the standards and ragulations be speciied an
principal investigator and approved by the Institutional Animal Care and Use Committea {IACUC). A summary of all the axcsptions [ attached to this f"
addition ta Kentifying the IACUC-approved excaptions, this summary inciudes a brief explanation of the exceptions, as well as the specias and number of gnimals

ority to ansure the provision of adequate veterinary cara and to overses the adequiacy of of

g appropriate use of anesthetic, anaigasic, and tranquilizin
surgary, of experimantation were followed by this rasearch facility.

orJSDA, APHIS, REAC, AC

SACRAMENTO, CA

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
{Chief Executive Officer or Legally Responsible Institutional official)
| centify tha the above is true, correct, and complete (7 U.5.C. Section 2143)

nt)
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Column E Explanation

This form is intended as an aid to ccmpleting the Column E explanation. It is not an official form and its use is
voluntary. Names, addresses, protocals, veterinary care programs, and the like, are not required as part of an

e

—_

xplanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists.

. Registration Number: ‘?% - - 0[8 67

Number Q\ 7 / 9 of animals used in this study.

Species (commaon name) 6W'f’l€6b p/' Cu-, of animals used in the study.

Explain the procedure producing pain and/or distress.

The 5044’54,1.0@ ff’_g me}VW\Zﬂﬁfﬁh et M&gpaﬂ(%
fest -WCQ-MS Inolye e wde o Freandss
Lompacte Aolfuvend, hieh Causy  shin [es/ang

A Wﬁe a Souwtce wf' Pat's M/J%P,/@S

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

Itam & betow)

Metpoc  to fechnndly paorelotecd.

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

Agency FDA’ CFR
L =0 [O0F T~ /0, /)W/ /0 (/??éy

A FOF 00F o psapdorn H 27



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

additional information.

ad

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
( TYPE OR PRINT )

Nocthyiew Tucific ha ma{ffﬂi"ﬁ

1. CERTIFICATE NUMBER:

CUSTOMER NUMBER:

93-R-0189
1143

FORM APPROVED
OMB NO. 0579-0036

Northview Pacific Laboratories, Inc.
551 Linus Pauling Drive
Hercules, CA 94547

Telephone: (510) -964-9000

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

5 S L/ N U\S Wa i /’ /1 wﬁ / ACILITY LOCATIONS ( Sites) - See Atached Listing /ip / ’ a/ﬁs [4

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 animai § C. Number of D. Number of animals upon E. Number of snimals upon which teaching, experiments, F.
being bred, animals upon which experiments, research, surgery or tesis were conducied involving
conditioned, or which teaching, teaching, research, accompanying pain or distress to the animals and for wk 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 animats and the reasc C+D+E )
used for such distress, ofr use o anesthetic, analgesic, or such drugs were not used must be attached o this repori
purposes. pain-relieving tranquilizing drugs were
drugs. used.
4. Dogs 55! — 8 ,ﬁ" ’é. g
5 Cats
—— — S———— es—
o CunesPes 2 2769 o sSs% Y2y
20 , R5S o 24
7. Hamsters ~Q_ l ) g— / 2
" raie 6363

9 Non-human ana(es

N
o~
W

=
o

RS S ——— P ——
I() Sheep L ~ - — _ . e
1. P:gs 5; 9 "6’ —6‘ 8
<2 Other Farm Ammals _ ~——— “——
3. Other Animals e —— —— — S~
ASSURANCE STATEMENTS ]

1 use of ar Igesic, and tranquilizing drugs, prior to, during, and following actual rese.

Professionally acceptable standards governing the care, treatment, and use of animals, including appropri
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 to the standards and regulations be specified and expiained by the principal investigator and apr
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. in addition to identifying the IACUC-approved exceptions, this summary in
brief explanation of the exceptions, as well as the species and number of animais 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 )

DATE SIGNED




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: 73 — dz -0/ 8?

2. Species (common name) and number of animals used in this study éb(l/l@ct P1 - 2 éSS
(list all that apply for this explanation). If you used the same species in more than one Hrocedure, list each
procedure and the number of animals used in that procedure in Item 3.

3. Explain the procedure producing pain and/or distress.
The quintan pig mM:wszW and podch festy Procuciusey
involue $ha Use of Freupls +AL ofp felfvvand~ (CFAR)
which cuusp Shih Jesions that /’ha«/ be ¢ Soury

0of pain anel ol'sdress.

4. 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 5 below)

Medinod CS mar\o(odlc’cl

Note : S‘!‘a\\‘h ()(\a)( \TuLl l 2666”, MNortAiew npw  por forms
Y mmso occh l DA 1oc (LLNA) which uses pil'c

redben han Cudnec f‘ andd nacwcas v%; numb of ess an/mu
r\ﬁédeol’%w amxﬂw/:) 2{ fen o fu/e TS fest 1///‘/ a/so zny,
Hw/,/d(‘aadwﬂl ajnaﬂdd/sv‘/wsh/éan/ ¢>

g/ucoL r ggbm%n M, ﬁé‘er of animads Yhat */4*1[ W

at a any, fed ulatlons require this procedure? Clte the agency, the code of Federal Regulations
(CFR) titte number and the specific section number (e.g., APHIS, 9 CFR 113.102):

Agency. /:Dﬂ CFR -
Teo (0753~ (O, Purt /a(/?fg)
FDR spF Memdrandum #55¢

i
A




WUHIW IV W QW WIS MU GOO.
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2800 Seventh Street
Old Address - No
Longer In Use.
Berkeley, CA 94710
County: Alameda

Telephone
(510)548-8440
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