This report is required by law (7 USC 2143). Failure to report according o the regulations can Sea attached form for Interagency Report Conirol ND-iw

result in an order to cease and desist and to ba subject to penalties as provided for in Section 21! additional information.
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER:  22_R-0005 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 82073

N J State Dept Of Health
ANNUAL REPORT OF RESEARCH FACILITY Div. Of Pub Health & Env. Labs 0 C T
{ TYPE OR PRINT ) Cn 360 f) 1 2004
Trenton, NJ 08625

Telephone: (609) -297-5847

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

Lab B ldg .~PH&EL FACILITY LOCATIONS ( Sites ) - See Atached Listing

l REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY [ Attach additional shests If necessary or use APHIS Form 7023A) l

A B. Numberof animal §C. Number of D. Number of animals upon E. Number of simals upon winei teaching. experiments, | F.
being brad, animals upon which experiments, resaarch, surgery or tests ware conducted invalving
conditioned, or which teaching, teaching, research, accompanying pain or distress to the animals and for wh TOTAL NUMEER

Animals Coversd held for use in research, surgery, or tests were the use of appropriate anesthatic, analgesic, or tranquiiiz OF ANIMALS
By Tha Animal teaching, testing, experiments, or conducted involving drugs would have adversely affected the procedures. res
Walfare Regulations experiments, lests were accompanying pain or or interpretation of the teaching, research, experiments,
rasearch, or conducted distress to the animels an surgery, or tests. { An explanation of the procedures ({ COLUMNS
surgery but not ye involving no pain, far which appropriate producing pain or distress in these animals and the reast C+D+E )
used for such disiress, or use & anesthetic, analgesic, or such drugs were not used must be attached to this report
purpases. pain-relisving tranquilizing drugs werg
drugs. used.
4. Dogs
5. Cals \

6. Guinea Pigs \

7. Hamsters \\

8. Rabbits
 a

9. Non-human Primates \/&

10. Sheep \

. T
11. Pigs \
12. Other Farm Animals \

13, Other Animals \

™~

I ASSURANCE STATEMENTS l

1) Professionally acceptable standards gavemning 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 follawed by this research facility.

2) Each principal investigator has considered alternatives ‘o painful proceduyras.

3

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

4

The attending veterinarian for this research facility has approprigte authority 1o ensure the provision of adeguate 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 )

SIGNATURE O DATE SIGNED

#as/oy

S
APHIS FORM 7L __ e e
{AUG91)

s P



This report is required by law {7 USC 2143). Failure to report according o the regulations can
result in an crder to cease and desist and to be subject 1o penalties as provided for in Section 21!

See attached form for
additional information.

Interagency Repert Control NJ

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
( TYPE OR PRINT )

1. CERTIFICATE NUMBER:  22.R.0017
CUSTOMER NUMBER: {72

FORM APPROVED
OMB NO. 0579.0036

Ethicon, Inc.

Ethicon Research Foundation
P.O. Box 151

Somerville, NJ 08876

Telephone: KEEKLHEZBEX

NOV 2 42004

(908): 218-289%4

3. REPORTING FACILITY ( List all locations where animals were housed or used in aciual research, testing, or experimentation, or held for thase purposes. Altach additional sheats if necessary )

ETHICON, INC.

P.0. BOX 151 FACILITY LOCATIONS { Sites ) - See Atached Listing

SOMERVILLE, NJ 08876

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

A, B. Numberofanimal J €. Numberof D. Number of animais upon E. Number of animals upon which teaching, experiments,
being bred, animals upon which experiments, research, surgery or tests were conducted involving
conditicned, 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, expesimants, or conducted invelving drugs would have adversely affected the procedures, res
Woeifare Regulations experiments, tests were sccompanying pain ar of Irterpretation of the teaching, research, axpatiments,
research, or condueted distress to the animals an surgery, or fests. { 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 digtress, or use o anesthelic, analgesic, or such drugs ware not used rmust be attached to this report
purposes. pain-relieving tranquilizing drugs wera
drugs. used.

4. Dogs 16 16

5. Cats

6. Guinea Pigs 207 207

7. Hamsters 32 32

8. Rabbits l 12 l 12

9. Non-human Primates

10. Sheep

11. Pigs 495 495

12. Other Farm Animals

Goats 3 3
13. Other Animals

| Assurance statemENTS

1) Professionally acceptable standards governing the cars, 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 altarnatives to painful procedures.

3

This facility is adnering 1o 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 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 JACUC-approved exceptions, this summary int

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 1o 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 )

(AUG A1)

DATE SIGNED




This report is required by law {7 USC 2143). Failure to report according to the regulations can N OV 3 i 2004 See attached form for Interagency Repart Contral No.: 7
result in an order to cease and desist and to be subject to penalties as provided for in Section 21! addiflonal information.

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22 R_0013 FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 163

Worldwide Mobile Veterinary Unit
ANNUAL REPORT OF RESEARCH FACILITY 8 Foxhunt Drive
{ TYPE OR PRINT } Rockaway, NJ 07866

Telephone: (973) -361-5428

3. REPORTING FACILITY ( List all locatians 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 1 l
A B. Mumbes of animal | C. Number of D, Number of animals upon E. Number of animals upon which teaching, experiments, | F.
being bred, animals upon which expariments, rasearch, surgery or tests were conducted involving
conditioned, or which teaching, teaching, research, sccompanying pain or distress to the animats and for wh TOTAL NUMEER
Animats Covered held for use in ressearch, surgery. or tests wera the use of sppropriate anesthatic, analgesic, or franquiliz OF ANIMALS
By The Animal teaching, testing, axperiments, or conducted involving drugs would have adversely affected the procedures, res
Welfare Regulations expariments, tests ware accompanying paln 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, of use & anesthetic, analgesic, or such drugs were not used must be attached 1o this repor
purposes. pain-religving tranquilizing drugs were
drugs. used
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits

9.- Non-human Primates

10. Sheep

11. Pigs | C [ O

12. Other Farm Animals

13. Other Animals

I ASSURANCE STATEMENTS I
1

Professionally acceptable standards goveming the care, trsatmant, 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 followad by this research facility.

2

Each principal investigator has considered alternatives to painful procedures.

3

This facility is aghering to the standards and regulations under the Act, and i has required that exceptions to the standards and regulations be spacified and expiained by the principal investigator and ap
Institutional Animal Care and Use Commitiee {IACUC). A summary of ail such exceptions is attachad 10 this annual report. In addition 1o identifying the IACUG-approved exceptions, this surmmary inc
brief explanation of the exceptions, as well as the species and number of animals affected.

4

The altending veterinarian for this research facility has approgriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspecis of animal care and use.

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

Print ) DATE SIGNED

el o

(Aud 91y



‘This report is required by law {7 USC 2143). Failure lo report according to the regulations can
resytl in an prder to cease and desist and to be subjec to penalties as provided for in Seclion 21!

DR B IS dL e
addltional information,

NILEISYUICY TG wrmW

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

1.

CERTIFICATE NUMBER:  92_1R-0016

CUSTOMER NUMBER:

FORM APPROVED
OMB NO. 0579-0036

{ TYPE OR PRINT )

ANNUAL REPORT OF RESEARCH FACILITY

174

Johnson & Johnson Consumer Products,Inc.
Johnson & Johnson Res. Found,

Research & Development

199 Grandview Road

Skilman, NJ 08558

NOY

2 4 2004

Ia. REFORTING FACILITY (Lisl all locations where animals were housed or used in actual research, testing, or experimenlalion, of held for these purposes. Aftach addilional sheeis If necessary ) I

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. Number of C. Numberof D. Number of animals upon E. Number of animals upon which teaching, experiments, | F.
anirmals being animsls upon which experimenls, research, surgery or lests were conducied involving
brad, conditioned, which teaching, \eaching, research, acCompanying pain or distress to the animals and for wh

Animals Coversd or held for use in research, suigery, or tesis were the use of appropriale anesthetic, analgesic, or ranquiliz TOTAL NUMBER
By The Animai teaching, testing, experiments, or conducted involving drugs would have adversely affected the procedures, OF ANIMALS
Wetfare Regulations experiments, tests were accompanying pain or results, or interpretation of the feaching, research,
research, or conducled distress to the animals an experimants, surgery, of tests. { An explanation of the { COLUMNS
surgery bul not ye involving no pain, for which appropriste procedures producing pain or distress in these animals & C+D+E )
used for such dislress, or use o anesthelic, analgesic, or Ihe reasons such drugs were not used musl be atiached
purposes. pain-relisving tranguilizing drugs were this report ).
drugs. used.
4. Dogs
5. Cats

8. Guinea Pigs

7. Hamstera

8. Rabbits

20

8. Non-human Primates

10. Sheep

11. Pigs \r—,

12. Other Farm Animals

13. Other Animais

l ASSURANCE STATEMENTS

1) Professionslly accepteble slandards governing the care, trestment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, end following actus) rest
teaching, testing, surgery, or experimentalion were followed by this research facility.

2) Each principai invastigator has considered altematives 10 paintul procedures.

3} This facility is adhering to the stancards and regulations under the Act, and it has required that exceptions 1o the standards and reguistions be spacifisd and explained by the principal investigator and ap
Institutional Animat Care end Uise Committee (LACUC). A summary of all such exceptions is attached to this annual report. in addition to identitying the IACUC -approved axceptions, this SUMIMary inc

brief explanation of the exceplions, as weli as the species snd number of animals affected.

4

-

The sitending veterinarian for this research facility has appropriate autherity to ensure the provision of adequate veterinary care and {o oversee the edequacy of cther aspacts of animal care and use.

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

DATE SIGNED




This report is required by lew (7 USC 2143). Faiture 1o feport according to e reguiations can See sttachad form for interagency Reoort Eomtrar Mg

tagult in 0 order 10 CRAML BNY desist and to be subject lo pensities as provided for in Sachon 24! sdditianal information,
UNITED STATES DEPARTMENT OF AGRICULTURE 3
1. CERTIFICATE NUMBER: N-2 FOR
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0020 OMBm?g;gﬁgs
CUSTOMER NUMBER: 175

University Of Medicine & Dentistry Of New Jersy
ANNUAL REPORT OF RESEARCH FACILITY New Jersey Medica! Schoo!
{ TYPE OR PRINT) 185 5. Orange Averiue

Msb A-604 NOV O 92004

Newark, NJ 07101

3. REPORTING FACILITY ({ List 8lf iocahions whera animis were housed or used in sciusl rassarch,

\BSUINg, OF expermentation. or heid 1or thesa purboses  Attach adodional shees if necessary ;

FACILITY LOCATIONS ( Sites } - See Atached Listing

l REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCGH FACILITY { Attach additional sheets If necessarv or use APHIS Form 7023A | _|
|
A B. MNumber of animal [ C. Numberof D. Number of animais upor E. Number of animats upon which tasching  sxperiments. J F.
baing brad, animials upon which sxpsriments, fes@Rrch, surgery or tests were conductad invalving
conditionad, or which teaching, tagching, ressarch, Gccompanying pah or distress to the animals and for wh TOTALN -
Animals Coversd hald for use in resaarch, SUTpery, Of tests were the use of appropriate anestnstic, anaigesic, or tranquiliz ODF L UMB!ES
By The Animal tesching, testing, experimants, or conducted involving Grugs would have sdverssly pHected the procedures. res ANIMAL
Woelfare Reguiations expariments, tests were accompanying pain or or interpretation of the teaching, research, axpsriments,
resaarch, or conducted distress {0 the snimais an surgery, o7 tests. { An axplanaiion of the procedures { COLUMNS
Surgeny but et ye invobang e pain, for which appropriate producing pain or distress in these snimals and the reas: C+D+E)
used far such distress, of use o anasthetic, anaigesic, or suth Brugs were ngt used myust be attaghed 1o this repor!
TIIPOBSS. pain-relisving tranquilizing drugs were
drugs. used. |
4 Dogs 72 g
5. Cats [ _p
6. Guinea Pigs 7 7
7. Hamsters
3 50 - 23
8. Rabbits
13 1 121 | 135
9. Nor-human Primates J
10. Sheep )
N
11. Pigs 122 l 122
12. Other Farm Animals }
13. Cther Animais l
Woodchucks 8 J 8
|
|
i
| Assurance sTaremenTs '}

1} Professionally acceplable standards goveming the care, treatment, sno use of animals. including appropnale yse of anestetic. anaigesic, sng franquitzing drugs. pnor 10. aunng. and foliowing aciual rese
teaching, lesting. surgery. or expermentation wete foliowed by this research facility

2} Eachpnncipal investigator has consigered altematives to painful procedures.

3) This facility 15 adhenng 1o the siandards ang regulatons undes ive Al ant it nas required thal exceptions to the stangards ang regulations be specified and exolained by tne principal investigater and ap
Instituhonal Amimat Care and Lise Committee (JACUC). A surnmary of ail such exceptions is attached to this annual report. In additien i 1gentifang the JACUC.approved exceptions. this summary
brief explanation of the exceptions, &8s weil as the species ant number of snimals alegted

4} The attending velerinanan for this research facilty Nas appropnate authority 1o 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 )
DATE SIGNED
{7
L2 Frp, r
[ AUG 91}



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

result in an onder to cease and desist and Lo be subject to penallies as provided for in Section 21

NDV 3 O zunhanached farm for

additional informatisn.

.

Interagency Report Control Ne.:

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

{ TYPE OR PRINT )

ANNUAL REPORT OF RESEARCH FACILITY

3. REPORTING FACILITY { List &ll locations where animals ware housed or used In actual

1. CERTIFICATE NUMBER:  20_R.0022
CUSTOMER NUMBER:

176

FORM APPROVED
OMB NO. 0579-0036

Princetor University

Office Of Research & Projects
P.O.Box 36

Princeton, NJ 08544

Telephone: (608)-258-3090

research, testing, or experimantation, or held for these purposas. Attach addiional sheets if necessary )

FACILITY LOCATIONS { Sites } - Ses Alached Listing

I REPORT OF ANIMALS USED BY GR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets if necessarv or use APHIS Form 7023A%

A, B. MNumberofanimal | C. Numberof D. Number of animals upon E. Number of animals upon which teaching, experiments, | F.
being bred, animals upor which experiments, research, surgery or tasts were conducted involving
conditionad, or which teaching, leaching, rasearch, accompanying pain or distress io the animals and for wh TOTAL NUMBER

Animais Covered held for use in research, surgery, or lests were the use of appropriate anesthetic, analgesic, or tranquiliz OF ANIMALS
By The Animail teaching, testing, experiments, of conductad invalving drugs would have adversely affected the proceduras, res
Wealfare Regulations experiments, tests were accompanying pain or of interpretation of the teaching, ressarch, axperiments,
resaarch, ar conducted disiress to the animals an surgery, or tests. { An explanation of the procedures { COLUMNS
surgery but not ye involving Ao pain, for which appropriale producing pain or distress in these animals and the reast C+D+E)
used for such distrass, of usa o anasthelic, analgesic, or such drugs were not used must be attached to this report
purposes. painrellaving iranquilizing drugs were
drugs. used.

4. Dogs

5. Cats I | i

6. Guinea Pigs l ‘? 23

7. Hamsters

8. Rabbits 20 29

3. Non-human Primates 20 20

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

Meacmosets 59 59
| Assurance statemenTs ]

1) Professicnally acceptable standards governing the cars, treatment, and use of animals, includi
teaching, testing, surgery, or experimentation were followed by this resaarch facility.

2

3

Each principal investigator has considered altemaltives to painful pracedures.

This facility is adhering to the standards and regulations under the Act, and it has req

Institutional Animal Care and Use Committee {IACUC). A summary of all such exceptions is attached to this annual re

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

4

Ing appropriate se of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rese

uired that exceptions to the standards and regulations he specified and explained by the principal investigator and ap
port. In addition to identifying the IACLIC-approved exceptions, this surmmary inc

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

{ AUG 91 )

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

( Chief Exgcutive Officer or Legally Responsible Institutionai Official )

w Prirt )

DATE SIGNED

1-29-04]




o~

" This report is required by law (~ USC 2143), Failure 1o report according to the regulations can See aftached form for Interagency Report Conlrol No.:
result in an order fo cease and desist and to be subject 1o penalties as provided for in Section 21! additional information.
LUNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 29_R.N025 FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE
CUSTOMER NUMBER: {77

OMB NO. 05790036

Rutgers-State University Of Nj

( TYPE OR PRINT ) 3 Rutgers Plaza
New Brunswick, NJ 08901

Telephona: (732) -932-0150

ANNUAL REPORT OF RESEARCH FACILITY Research & Sponsored Programs

DE
“ 01 2gp4

3. REPORTING FACILITY {List all focations where animals were housed or used in actual research, testing, or exparimentation, or held for these purposes. Attach additional shests it necessary )

FACILITY LOCATIONS ¢ Sites ) - See Atached Listing

l REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A ) J
A. B. MNumber of animat | €. Number of . Number of animals upon E. Number of animals upon which teaching, experimenis, F.
being bred, animals upon which expariments, rasearch, surgery or tests were conducted involving
conditioned, or which teaching, teaching, research, accompanying pain or distress to the animats and for wh
Animals Covered hetd for use in research, surgery, or tesis were the use of appropriate anesthetic, anatgesic, or tranquiliz TOTAL NUMBER
By The Animal teaching, testing. experiments, or conducied nvoiving drugs weuld have adversely affected the procedures, res OF ANIMALS
Welfare Regulations expaniments, tesis were aceompanying pain or or inferpretation of the teaching, research, experiments,
resaarch, of conducted distress to the animals an surgery, or tests. { An explanalion of the procedures { COLUMNS
surgery but not ye involving no pain, for which appropriate producing pain or distress in thesa anirmals and the reast C+D+E)
used for such distress, or use o anesthetic, analgesic, or such drugs were not used must be attachad ta this repor
purposes, pain-refieving tranquilizing drugs were
drugs. used.

4. Dogs ,/ jl S’O

64

5. Cats Q I

q

6. Guinea Pigs ql gg q

£4S

7. Hamsters ] O /O O
o rans  MEE 9 T #X)0 |5 MEEQD 1
9. Non-human Primates g’ g—
10. Sheep

11. Pigs q

q

12. Other Farm Animals

DEER micE 35

34

13. Other Animals

GERRILS 18 &Y

6H

Deck 1S~

/S

HeDGE H oG /

/

| Assurance stavements

i

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior 1, during, and following actual rese

teaching, testing, surgery, or experimentation were followed by this research facility.
2

Each principal investigator has considered altematives 1o painful procedures,

3

-

This facility is adhering ta the standards and regulations under the Act, and it has requited that exceplions lo the standards and regulations e specified and explained by the principal investigator and ap

Institutional Animal Care and Use Commitiee {IACUC). A summary of ali 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 animats affected.

4

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

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

(AUG 91}

—
DATE SIGNED

{t-30~




Customer 1D and Site Address:

1D:177

3559d Nelson Labs &
Annex

04 Ailison Road
Piscataway, NJ 08854
County: Middlesex

Customer ID and Site Address:

D:177

197 University Avenue
Newark, NJ 07102
Zounty: Essex

Customer 1D and Site Address:

1D:177

Psarf Complex &

Bartlett Hall

New Brunswick, NJ 08901
County: Middlesex

Telephone

Telephone

Telephone




Ses attached form for
additional information.

This fepdrt is required by law (7 USC 2143), Failure to report according to the regulations can Interagency Report Contral No.:

result in an order to cease and desist and to be subject to penaltiss as provided for in Section 21!

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

FORM APPROVED

1. CERTIFICATE NUMBER:  22.R.0028 FORMAPPROVED,

CUSTOMER NUMBER: 168

Bristol Myers Squibb Company QY 2 3 2004

P.O. Box 4000, D24-01
Princeton, NJ 08543

ANNUAL REPORT OF RESEARCH FACILITY
( TYPE OR PRINT )

Lawrenceville, NJ / At#l

Telenhone: (609 -252-4R7N

3. REPORTING FACILITY ( List all locaticns where animals were heusad or used in actuai research, testing, or exparimentation, or held for these purposes. Attach additional sheats if necessary )

FACILITY LOCATIONS [ Sites) - See Atached Listing

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

A B. Numberfanimal J €. Number of D. Number of animals upon E. Number of animals upon which teaching, expermants, | F.
baing bred, animals upan which expariments, rasearch, aurgery or tests wers conducted involving
conditioned, or which teaching, teaching, research, accompanying pain o dlgtress 1o ihe animais and for wh TOTAL NUMBER

Animals Covered held for use in B surgery, or tests were the use of appropriate anesthetic, analgesic, or franquifiz OF ANIMALS
By The Animal {eaching, testing, experiments, or canducted involving drugs would have adversely affected the proceduras, ras
Waeifare Reguiations expenmans, 1mals were accompanying pain or or interpraiation of the teaching, research, axperimants, .
ressarch, or conducted distress to the animals an surgery, or tests, { An explanation of the proceduras { COLUANS
surgery but not ye involving no pain, for which appropriate producing pain or distrass in these animals and the rease C+D+E )
usad for such disiress, or use o anesthetic, anaigesic, or such drugs were not used must be attached to this report
purposes. pain-ralleving tranquilizing drugs were
drugs. used,

4. Dogs 5 22 57 4 83

5. Cals 0 0 0 0 0

6. Guinea Pigs 0 4 0 5

7. Hamsters 0 13 193 0 206

8. Rabbils 5 0 0 0 0

9. Non-human Primates 0 24 56 0 B0

10. Sheep 0 0 0

11. Pigs 0 0 ‘ 0

12. Other Farm Animals 0 0 0

13. Other Animais 0 0 0 0 0

| Assurance sTaTemenTS

=

1) Professionally acceplable standards governing tha care, treatment, ana use ot animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following aclual rese
teaching, testing, surgery, or exparimentsation were followed by this ressarch facilfty.

2

3]

-—

Each principat investigalor has considered alternativas to painful procedures.

This facility is adhering 1o the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explainad by the prncipal investigator and ap

Institutional Animai Care and Use Committee (IACUC). A summary of all such exceptions ls attached to this annual repoet. In addition to identifying the IACUC-approved excepticns, this summary inc
brief axplanation of the exceptions, as well as the species and number of snimals 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.

SIGNATURE OF C.E.0. OR INSTITUTIC

SETTTE T T HEADQUARTERS RESEARCH FACILITY OFFICIAL

ficer or Legally Responsible institutional Official )

APHIS FORM 7023
(AUG91)

(Replaces V& FORM 18-23 (OGT 88), which is obsaiste.)

lNAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL { Tvoe or Print }

DATE 5

/4




Column E Explanation

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

I Registration Number: 22-R-028
2. Number: 7 of animals used in this study.
3. Species (common name): Beagle Dog of animals used in this study.

4. Lxplain the procedure producing pain and/or distress:

Two dogs experienced adverse events during an oral pharmacokinetics study. The momentary pain
and/or distress was due to an oral dosing accident, it was not part of the study design. As soon as
pain/distress was observed (lethargy, rapid, shallow breathing, pale mucous membrane color). the
animals were immediately euthanatized.

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

‘The pain/distress experienced by the dogs was not part of the study design, but a by-product ot an oral

dosing accident. The procedure itself, when performed correctly is not painful or distressful. The
pain/distress was alleviated by immediate euthanasia.

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

Ageney CFR

HsdasCol |-



Column E Explanation

T'his form is intended as an aid to completing the Column E explanation. [t is not an official form and tts
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 us
well as scientists. '

. Registration Number: 22-R-028
2. Number: 20 of animals used in this study.
3. Species {common name): Beagle (Dog) of animals used in this study.

4. I:xplain the procedure producing pain and/or distress:

Two degs used in a single-oral dose toxicity study experienced pronounced cardiovascular effects
(bradycardia, sinoatrial arrest and accompanying arrhythmia).

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

Supportive measures by qualified veterinary staff including medication to return and maintain sinus
rhythm were undertaken. However, the use of anesthetic. analgesic, or tranquilizing agents was not
possible because of their potential interference with the understanding of the toxicity profile of the
pharmaceutical candidate being tested. This study was conducted as part of a series of evaluations
leading to potential further pharmaceutical development in humans and the conduct was consistent with
cxpectations of international regulatory authority guidelines.

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

Guidance for industry, M3 Nonclinical safety studies for the conduct of human clinical trials for
pharmaccuticals. [nternational Conference on Harmonization (ICH) 1997.

Agency:  FPederal Register, Vol 62, November 25, 1997, Page 62922, Docket No. 97D-0147
CFR: 062 CFR

bisda ' Cot |



Appendix #1

7023 Forms for
22-R-0028

October 1, 2003 - through September 30, 2004
Attachments
A #1,#2,#3, #4
B

C
D

Pages - series A-D

FALETTERS\USDA Combined Registration 2004.doc



See attached form for Interagency Report Contral No.:

This report is reguired by law [7 USC 2143), Failure to report according to the regulations can
additional information,

rasult in an order to cease and desist and to be subject to penalties as provided for in Section 21!

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER:  972.R-0028 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0578-0036

CUSTOMER NUMBER: 158

Bristol Myers Squibb Company - NDV 2 32004
ANNUAL REPORT OF RESEARCH FACILITY P.0. Box 4000, D24-01
{ TYPE OR PRINT ) Princeton, NJ 08543
New Brunswick, NJ / A#2 Telephone: (609)-252-4820

3. REPORTING FACILITY ( List ali locations where animals were housed or used in aciual ressarch, tesling, or experimentation, or held for these purposes. Attach additional shests if necessary )

FACILITY LOCATIONS ( Sites ) - Sme Atached Listing

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets if necassarv or use APHIS Form 70234 ) I
A, B. Numberof animal | C. Numberof D. Number of animals upon E. Number of animals upon which teaching, experiments, | F.
baing brad, animals upon which experimants, research, surgery or tests ware conducted involving
’ conditionad, or which teaching, leaching, research, accompanying pain or distress to the animals and for wh TOTAL NUMBER
Animals Coverad held for use in research, surgery, or tests were the use of appropriate anesthetic, analgesic, o franquiliz OF ANTMALS
By The Animal teaching, testing, experiments. or conductad involving drugs would have adversaly affected the proceduras, res
‘Welfars Regulations axperiments, tasts were accompanying pein or or interpretation of the teaching, research, axperiments, .
research, or canducted distress to the animals an surgery, or tasts. { An exptanation of the procedures ( COLUMNS
surgery but net ye involving no pain, for which appropriate producing pain or disiress in these animals and the reas C+D+E)
used for such distress, or use o anasthetic, snalgesic, or such drugs wera not used must be attached to this repor
purpases. pain-refieving tranquilizing drugs were
drugs. used,
4. Dogs
°d 70 319 47 0 366
5. Cats 0 0 0 0 0
6. Guinea Pigs 0 0 0 0 0
7. Hamsters 0 ) 0 o 6]
8. Rabbits 0 331 57 3 391
9. Non-human Primates
40 34 0 3 37
10. Sheep
0 0 | 0. g
11. Pigs 0 0 0 0 Q
12. Other Farm Animals
0 0 0 0 0
13. Other Animals
0 0 0 n Q
J AssurAnCE sTATEMENTS ]

1) Professionally acceptabie standards goveming the care. treatmant, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and foliowing actual ress
teaching, testing, surgery, of experimentation were followed by thia research faclity.

Each principal investigator has considered giternatives to palnful procedures,

This facility is adhering to the standards and regulations under the Acl, and it has required that exceptions tc the standards and reguistions be spacifiad and explained by the principal investigator and ap
Institutional Animal Care and Use Commiltee (IACUC). A summary of all such exceptions is attached to this annual report. In addition 1o identifying the [ACUC-approved axceptions, this surmmary inc
brief explanation of the exceptions, as well as the species and number of animals affected,

4} The attending veterinaran for this Tessarch faciity has appropriate autherity 1o ensure the provision of adequate veterinary care and to aversee the adaquacy of other aspects of animal care and use.

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY QFFICIAL
( Chief Executive Officer or Legally Responsible Institutional Official }

SIGNATURI WFICIAL MALIE # TITIE AL A £ 1 AD INSTITIHTIAKAL ACCINEA] f Tiaa s Oimd 1 DATE s?

// //

P4
3

P—
APHIS FORM rucs yrepraces v rurd 18-23 {QCT 88), which is cbeoleis.)
{AUE 1)

¢ \\, %



Special Use:
Column E Explanation

This form is intended as a 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: 22-R-0028

2. Number: 43 of animals used in this study.

3. Species {common name): Rabbits of animals used in studies.
4. Explain the procedure producing pain and /or distress.

The 3 Rabbits included in column “E” were used in routine toxicity studies of new pharmaceutical
compounds. New pharmaceutical compounds administered by the Oral route(s) elicited a range of side
effects attributed to compound administration.

5. Provide scientific justification why pain andfor 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 [tem 6 below)

These studies were conducted as part of a series of tests leading to potential further drug development in
humans. Oral toxicity tests were performed in compliance with Good Laboratory Practice Regulations of the
Food and Drug Administration (FDA). The use of anesthetic, analgesic, or tranquilizing agents was not
possible in any of these studies because of their potential interference with the toxicity profile of the new
pharmaceutical compounds being tested.

8. 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):

FDA: Guidance For Industry M3 Nonclinical Safety Studies For The Conduct Of Human Clinical Trials For
Pharmaceuticals, Federal Register, Vol. 62, November 25, 1997, page 562922, Docket No. 97D-0147.

CUDOCUMENTS AND SETTINGS'STARKD:LOCAL SETTINGS:.TEMPWSDA Column E terminotogy Rabbits.doc
Created on 11/17/2004 8:23 AM



Gpecial Use:
Column E Explanation
This form is intended as a aid to completing the Coluran E explanation. Itis 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.

Registration Number: 22-R-0028

2. MNumkber: 6 of ammals used in this study.

3. Species (common name): Monkeys (Cynomolgus) of animals used in studies.
4. Explain the procedure producing pain and /or distress.

The 3 Monkeys included in column “E” were used in routine toxicity studies of new pharmaceutical
compounds. New pharmaceutical compounds administered by the Oral route(s) elicited a range of side
effacts attnibuted to compound administration.

5. Provide scientific fustification 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
sae ltem 6 below)

These studies were conducted as part of a series of tests leading to potential further drug development in
humans. Orafl toxicity tests were performed in compliance with Good Laboratory Practice Regulations of the
Food and Drug Administration (FDA). The use of anesthetic, analgesic, or tranquilizing agents was not
possible in any of these studies because of their potential interference with the toxicity profile of the new
pharmaceutical compounds being tested.

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):

FDA: Guidance For Industry M3 Nonclinical Safety Studies For The Conduct Of Human Clinical Trials For
Pharmaceuticals, Federal Register, Vol. 62, November 25, 1997, page 62922, Docket No. 97D-0147,

CHDOCUNMENTS AND SETTINGS S STARKD\LOCAL SETTINGS\TEMPWSDA Column E rerminology monkeys.doc
Created on FI/17/2004 B:25 AM



The New Brunswick ACUC - approved exceptions to the dog exercise plan for environmental
enhancement also occurred between October 1, 2003, and September 30, 2004. Our dogs are given
the opportunity for routine self-exercise in spacious indoor-outdoor runs. During the USDA
accounting for research use, October 1, 2003, to September 30, 2004 approximately 212 of the dogs
listed in column C on our Form 7023 spent one to three separate twenty four hour periods (depending
on the length of the study) in housing cages designed to collect urine metabolites. These urine
collections are a required step in FDA/GLP required study conduct under CFR 21 58.3. Due to the
critical nature of obtaining proper study data from the urinary output, the New Brunswick IACUC
approved the suspension of the dog exercise program for scientific reasons during the period in which
urine is collected. After urine collection is complete the dogs are immediately returned to their
housing runs and again given the opportunity for daily self-exercise.

The New Brunswick ACUC approved exceptions to the pair housing for nonhuman primates plan for
environmental enrichment also occurred between October !, 2003 and September 30, 2004, All
primates are pair or group housed in New Brunswick and when this is not possible arrangements are
made to provide additional environmental enrichment. During the USDA accounting for research use,
October 1, 2003 to September 30, 2004 approximately 2 of the nonhuman primates listed in column C
on our form 7023 spent 30 days individually housed. Due to the critical nature of obtaining proper
study data from these animals the New Brunswick ACUC approved suspension of our pair/group
housing program for scientific reasons.

Sincerely,
(b)(6), (b)(7)(C)




This report is required by faw (7 USC 2143). Failure to report according to the regulations can
rasull in an order lo cease and desist and o be subject to panaities as providedq for in Section 21!

See attached lomn for
additional informaton.

Interagency Report Cantrot No.:

Somerville, NJ

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

{ TYPE CR PRINT }

!/ A#3

1. CERTIFICATE NUMBER:

CUSTOMER NUMBER:

22-R-0028
168

FORM APPROVED
QMB NQ. 0579-0026

Bristol Myers Squibb Company
P.Q. Box 4000, D24-01
Princeton, NJ (8543

Telephone: {609) -252- 4820

NOV 2 32004

3. REPORTING FACILITY { List alf locations where animals wera noused or used in actual research, testing, or experimantation, or held for these purposes. Atiach additionat sheets if necessary }

FACILITY LOCATICNS ( Sites ) - See Atached Listing

[ REFORT OF ANIMALS USED 8Y OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets if nacessarv or use APHIS Form 7023A1

A, B. MNumber of animal | C. Numoer of D. Number of animais upon E. Number of animals upon which teaching, expersiments,
baing bred, animalg upan which exgerimants. resaarch, surgery or leals ware conductag involving
conditianed, or which teaching. laaching, research, accampanying pain or distrass to the animals and for wh TOTAL NUMBER

Animals Covered heid for use in research, surgery, or lesls were tha usa of appropriate anesthetic, analgesic, or tranquiliz OF ANIMALS
By The Animal teaching, testing, exparments, or conducted involving drugs would have adversely affected the procedures. res
Welfare Regulations experiments, tasts werg accampanying pain or or interpretation of the teaching, research, axperiments, -
research, or conducted distress to the animals an surgery, of lests. { 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, anafgesic, or such drugs were not used myst be attached ta this repor
purposes. pain-relieving tranquilizing drugs were
drugs. used.

4. Dogs

5. Cats

8. Guinea Figs

7. Hamsters

3. Rabbits

9. Non-human Primates 3186

-10. Sheep
11. Pigs

12. Qther Farm Animals

13, Other Animals

[ assurance srarements

1

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

2} Each principal investigator has considered alternatives to painful procadures.

Professionaily acceptable standards govening the care, treatment, and use of arimais, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rese

3} This facility is adhering to the standards and regulations under the Act, and it has required [hat exceptions 1o the slandards and requiaticns be specified and explained by tha principal investigator and ap

Institutional Animal Care and Use Committee (IACUC). A

y of all such

orief axplanation of the excaptions, as well as the species and number of animais affected.

ptions Is attached to this anmyal report. In addition to identifying the IACUC-approved exceptions, this summary inc

4) The attending ‘seterinarian for this research facility nas approgriate authority 10 ensure the pravision of adequale veterinary care and to oversea the adeguacy of other aspects of animal care and use.
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
{ Chief £xecutive Officer or Legally Responsible Institutional Official )
SIGNATURE GF C. NAME 2 TITVE NE © E O OB INGTIT rPARAL AECWC AL ¢ Tuma s Dnnt L DATE S}éNEQ
W%k
f 7

APHIS FORM 7023
{AUG91)

remaces v FURM 13-23 {UUT 88), which is obsolela.)



Exemption to allow pair housing of animals up to 3.5 kg each

Sometville requested an IACUC exemption to our housing program, aHowing us to pair house
our arrimals, 2 per cage, up to 3.5 kg each. Additionally, we requested an exemption to house 3
animals in 2 cages, using a tunnel to connect the caging. The animals housed in such a
conftiguration could weigh up to 4.5 kg each.

Ihie Animal Welfare Act regulations and the Guide for the Care and Use of Laboratory Animals
auidelines state that the recommended space for our animals is:

e Upto! kg 1.6 sq. ft,
e LUptod kg 3.0sq. ft.
e Upto 10kg 4.3 sq. ft.

The square footage of the Somerville cage is 6.3 sq. ft.
Justification for this exemption:

The animals are pair housed when they arrive at Somerville and we try to keep the pairing for
enrichment purposes throughout their stay in Somerville. The animals do well with their paired
mate and to break up the pair or add another animal to the mix simply to meet guidelines does not
seem to take the best welfare of the animal into account.

The guide states, “Whenever it is appropriate, social animals should be housed in pairs...".
“Recommendations ... are based on the assumption that pair or group housing is generally
preterable to single housing, even when members of the pair or group have slightly less space per
animals than when singly caged. For example, each animal can share the space allotted to the
animals with which it is housed.” “Some species of nonhuman primates use vertical dimensions
of the cage to a greater extent that the floor. For them, the ability to perch and to have adequate
vertical space to keep the whole body above the cage floor can improve their well-being.”

The Act states that “Innovative primary enclosures not precisefy meeting the floor area and height
requirements ... but that do provide nonhuman primates with sufficient volume of space and
the opportunity to express species-typical behavior, may be used in research facilities when
approved by the Committee....”

The Committee discussed this request. and the only concern we expressed related to the need to
separate animals. The exemption addresses this concern with the following statement: “Animals
that cannot be pair housed or triple housed due to incompatibility or as a result of tfighting, illness
or other reasons would be housed either singly or in a different configuration of animals.”

The Committee unanimously approved this request on June 24, 2004,



See sttached form for

This report is raquired by law (7 USC 2143). Failure to report according te the regutations can
additional information,

result in an order to cease and desist and lo be subject to penatties as provided for in Section 214

Intgragency Report Control No.:

UNITED STATES DEPARTMENT OF AGRICULTURE

1. CERTIFICATE NUMBER: 29_R_
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0028

CUSTOMER NUMBER: 158

FORM APPROVED
OMB NO. 0579-0036

ANNUAL REPORT OF RESEARCH FACILITY

( TYPE OR PRINT )

Wallingford, CT / B

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

Bristol Myers Squibb Company

NOV 2 32004

P.O. Box 4000, D24-01
Princeton, NJ 08543

Telephone: (609)-252- 4820

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 7023A1

A B. Numberofanimal | C. Numberof D. Number of animals upon E. Number of animals upon which teaching, axperiments,
being bred, animals upan which experiments, rasearch, surgery or tesis were conducted involving
conditioned, or which teaching, teaching, research, accompanying pain or digiress io the animals and for wh TOTAL NUMBER

Animals Covered held for uss in regearch, surgery, or tests were the use of appropriate anesthetic, analgesic, or tranguiliz oF ANIL:ML s
By The Animal teaching, lesting, experiments, or conducted involving drugs would have adversaly affected the procedures, res
Walfare Regulations expariments, teats were accompanying pain or or interpretation of the teaching, research, experiments, .
research, or conducted distraas to the animals an surgery, or tests. { An explanation of the proceduras ( COLUANS
surgery but nat ye involving no pain, for which appropriate producing pain or distress in these animais and the reast C+D+E)
used for such distrass, oruse o anesthatic, anaigesic, or such drugs were not used must be attached to this repor
purposes. pain-relleving tranquillzing drugs were
drugs. used.

2. Dogs 12 16 3| 57

5. Cats 0 0 0

6. Guinea Pigs 0 57 57

7. Hamsters 0 23 0 23

8. Rabbits 9 0 40 40

9. Non-human Primates 18 8 43 51

11. Pigs 0 O 0 ' 0

12. Other Farm Animals

13. Other Animals

Gerbils 423 860 674 1369 2903

I ASSURANCE STATEMENTS

1) Professionally acceptable standards goveming the care, treatment, and usa of animals, including appropriate use of anestetic, analgasic, and tranquilizing drugs, priar to, during, and following actual rese
taaching, testing, surgery, or experimantation wers followed by this research facillty.

2) Each principat investigator has considered altermatives to painful procedures.

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceplions to the standards and regulations be specified and explained by the principai investigator and ap
Institutional Animal Care and Use Committee {IACUC). A summary of all such exceptions s attached to this annuat report. In addition to identifying the IACUC-approved exceptions, this summary inc
brief explanation of the exceptions, as well as the spaciss 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 overses the adequacy of other aspects of animal care and use.

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
( Chief Executive Officer or Legally Responsible Institutional Cfficial )
SIGNA' tAL }NAME & TITLE OF C.E.0. OR INSTITUTIONAL OFFICIAL { Type or Print ) DATE SYGNE!
v/

A
APHIS F s ers « o
(AUG 91}

yrepieee o weee 1o-dd (QCT 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: 22-R-028

2. Number 1369 ____of animals used in this study.
i gerbil . .

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

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

One thousand three hundred sixty-nine gerbils were used in a study to assess the therapeutic efficacy
of antidepressant and anxiolytic compounds. Gerbils were dosed with test compounds either orally or
parenterally. Fifteen to sixty minutes after dosing, the gerbils were placed individually into a 30 cm
high, 50 cm diameter glass container filled with 22 —26° C water to a level of 22 cm. For a period of 6
mimites the gerbil’s Swimming behaviors which our ACUC wants to classify as distressful were o
evaluated and measured (ex. Immobility, climbing, swimming). Subjects were closely monitored during
the study. At the conclusion of the study gerbils were euthanatized with carbon dioxide.

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 use of analgesics or anesthetics to relieve the distress associated with this procedure would interfere
with assessment of novel compounds for the treatment of anxiety and depression. This behavioral
paradigm is used to detect potential antidepressants and anxiolytics which produce their
pharmacological effects through similar mechnisms of action as the analgesics and anesthetics.

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

Agency CFR




This report s required by taw (7 LUSC 2143). Fallure to report according to the ragulations can See sitached form for Intaragency Report Control No.:

resullin an order to cease and desist and to be subjeci to penaliiea s provided for in Sectlon 21! additional information,
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 29.R.0028 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUNBER: {58

Bristol Myers Squibb Company
ANNUAL REPORT OF RESEARCH FACILITY P.O. Box 4000, D24-01 - NOV 2 32004
( TYPE OR PRINT ) Princeton, NJ 08543

(East) Syracuse, NY / C Telephone; {609)-252- 4820

ia. REPORTING FACILITY (List all locations where animals were housed or used in aciusl resaarch, testing. or experimentation, or heid for these purposes. Attach additional shests If necessary ) i

FACILITY LOCATIONS ( Sites ) - See Alached Listing

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional shasts if necessarv or use APHIS Form 7021A) J
A, B. Number of snimat | C. Numbarof D. Numbar of snimals upon E. Number of snimels upon which teaching, expsriments, | F.
being brad, animals upon which experiments, rRSeRICh, SUrgery or tasls were conductad involving
condilioned, or which laaching, tenching, research, accompenying pain or distress o the animals and for wh TOT
Animals Covered hetd for use in resaarch, urgery, or tests were the use of appropriate snesthalic, mllgulc. o tnnqulllz O:LA:'W&ER
By The Anima! teaching, testing, axperiments, of conducted involving drugs would have ad ty affect
Walfare Regulations expariments, tosts were accompanying pain or o interpretation of the leaching, mulrch nq:eﬂmonu .
rasearch, or conducted distress o the animals an surgary, or tasts. { An explanation of the procedurss { COLUMNS
surgery but not ye involving no pain, for which appropriate producing pain or distreas In these animals and the reast C+D+E )
usad for such digiress, or use ¢ anasthetic, ansigesic, or such drugs were not used must be attached o this repod
pUIpOsas. pain-relisving tranquilizing drugs were
drugs. used.
4. Dogs 73 145 0 2 147
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits g 3 0 0 3
9. Non-human Prmates 58 229 28 5 255
10. Sheep
11. Pigs '
12. Other Farm Animals
13. Other Animals
| Assurance sTatements ]
1) Professionally scceptable siandards gmrrllnq the care. Iresiment, 8nd usa of snimais, including appropriate use of snestetic, snaigesic, and Iranquilizing drugs, prior 1o, during, and folowing sctusl rese
taaching, testing, surgary, or sxpariment: warg followed by this research facility.

2
3

Each principal investigator has considered altemnatives to painful procedures.

This facility i adhering t the standards end regulations under tha Act. snd il has regiired thal sxceptions [o tha standards snd reguiations ba specifisd and sxpisined by the principal Investigator and ap
Institulional Animal Cars and Use Commities {IACUC). A summary of afl such exceptions is attached to this annual report. in addition 10 Identifying the IACUC-approved exceplions, this Simmary ik
brief explanation of the i us well as the species end number of animals affected,

The attending vaterinarian for this rasesrch facilily has appropriate suthority o ensure the provision of adequais veterinery care and io ovarses the sdequacy of other aspscts of animal care and use.

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
{ Chief Executive Officer or Legally Rasponsible Institutional Official )

F

SIGNATURE FICIAL INAME & TITLE OF C.E.0. OR INSTITUTIGNAL OFFICIAL ¢ Twns ar Pt ) JDATE&GN?G y
TN
///r R
Eesee— . 1 ) [
APHIS FORM 18-23 (OCT 88), which Is cbsolals.) ST
(AUGS1)



Special Use:

Column E Explanation

This form is intended as an aid to completing the Column E explanation. |t 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.

2.

Registration Number: 22-R-0028

Number: 34 of animals used in this study.
Species (common name). Beagle (Dog)

Explain the procedure producing pain and/or distress.

The 1 dog used in a routine toxicity study of pharmaceutical compounds at this site was
included in Column E. New pharmaceutical compounds were administered to these animals
by the oral route. Some compound administered by this route elicited adverse side effects,
which let to inclusion of these animals in “Column E".

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 ltem 6 below)

These studies were conducted as part of a series of tests leading to potential further drug
development in humans. Oral toxicity tests were performed in compliance with Good
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies
because of their potential interference with the toxicity profile of the new pharmaceutical
compounds being tested.

Surmmary of Exemptions:

A total of 39 dogs on 4 separate toxicity studies were exempted from exercise during the
reporting period. This was done for personnei safety reasons due to the characteristics of the
compounds being tested. There were no other exceptions to USDA standards and
regulations that applied to dogs during the reporting period.

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):

FDA: Guidance For Industry M3 nonclinical Safety Studies For The Conduct Of Human
Clinical Trials For Pharmaceuticals, Federal Register, Vol. 62, November 25, 1997, page
62922, Docket No. 97D-0147.



Special Use:

Column E Explanation

This ferm 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.

2.

Registration Number: 22-R-0028

Number: 11  of animals used in this study.
Species (common name). Beagle (Dog)

Explain the procedure producing pain and/or distress,

The 1 dog used in a rautine toxicity study of pharmaceutical compounds at this site was
included in Column E. New pharmaceutical compounds were administered to these animals
by the oral route. Some compound administered by this route elicited adverse side effects,
which let to inclusion of these animals in “Column E”.

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

These studies were conducted as part of a series of tests leading to potential further drug
development in humans. Oral toxicity tests were performed in compliance with Good
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies
because of their potential interference with the toxicity profile of the new pharmaceutical
compounds being tested.

Summary of Exemptions:

A total of 39 dogs on 4 separate toxicity studies were exempted from exercise during the
reporting period. This was done for personnel safety reasons due to the characteristics of the
compounds being tested. There were no other exceptions to USDA standards and
regulations that applied to dogs during the reporting pericd.

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):

FDA: Guidance For Industry M3 nonclinical Safety Studies For The Conduct Of Human
Clinical Trials For Pharmaceuticals, Federal Register, Vol. 62, November 25, 1997, page
52922, Docket No. 97D-0147.



Special Use:

Column E Explanation

This form is intended as an aid to completing the Column E explanation. It is not an officiai 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.

2.

Registration Number: 22-R-0028

Number: 16  of animals used in this study.
Species (common name). Nonhuman primates
Explain the procedure producing pain and/or distress.

The five nonhuman primates used in a routine toxicity study of pharmaceutical

compounds at this site was included in Column E. New pharmaceutical compounds were
administered to these animals by the oral route. Some compound administered by this route
elicited adverse side effects, which let to inclusion of these animals in “Column E”.

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

These studies were conducted as part of a series of tests leading to potential further drug
development in humans. Oral toxicity tests were performed in compliance with Good
Laboratory Practice Regulations of the Food and Drug Administration (FDA). The use of
anesthetic, analgesic, or tranquilizing agents was not possible in any of these studies
because of their potential interference with the toxicity profile of the new pharmaceutical
compounds being tested.

Summary of Exemptions:

No exemptions to USDA standards and regulations applied to nonhuman primates during the
reporting pericd.

What, if any, federal regulations require this procedure? Cite the agency, the code of Federal
Reguiations (CFR) title number and the specific section number (e.g. APHIS, 8 CFR,
113.102):

FDA: Guidance For Industry M3 nongclinical Safety Studies For The Conduct Of Human
Clinical Trials For Pharmaceuticals, Federal Register, Vol. 62, November 25, 1997, page
52922, Docket No. 97D-0147.



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

See attached fom for Interagency Regart Controt No.:
result ie: an order 1o cease and desist and to be subject to penalties as provided for in Section 21! additional information.
UNITED STATES DEPARTMENT OF AGRICULTURE FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE

( TYPE OR PRINT }

ANNUAL REPORT OF RESEARCH FACILITY

Mount Vernon (Evansville), IN / D

1. CERTIFICATE NUMBER: 29.R-0028

CUSTOMER NUMBER: 1858

OMB NO. 0579-0036

Bristol Myers Squibb Company
P.0O. Box 4000, D24-01
Princeton, NJ 08543

Telephone: (609) -252- 4820

NOV 2 32004

I:s. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or exparimentation, or held for these purposes. Attach addiional sheets if necessary } '

FACILITY LOCATIONS ( Sites ) - Ses Atached Listing

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

A Number of animal | C.  Number of D. Mumber of animals upon E. Number of animals upon which teaching, experiments, | F.
being bred, animals upon which experiments, rasearch, surgery or tasts were conductad involving
condiloned, or which teaching, teaching, research, accompanying pain or distress to the animals and for wh TOTAL NUMBER
Animals Covered heid for use in rasearch, surgery, or tests were the use of appropriate anesthetic, analgesic, or iranquiliz OF ANIMALS
By The Animai teaching, testing, experiments, or conducted involving drugs would have adversely affected the procedures, res
Welfare Regulations experiments, tests wers accompanying pain or or interpretation of the teaching, ressarch, axperiments, .
research, or conducted distress to the animals an surgery, or tests. | An explanation of the procedures ( COLUMNS
surgery but net ye involving no pain, for which appropriate producing pain or distress in these animals and the reasc C+D+E)
used for such distress, of use o anesthetic, anaigesic, or such drugs were not used must be attached lo this repor
puUrposas. péin-ralieving tranquilizing drugs were
drugs. used,
4. Dogs 535 57 63 0 120
5. Cats 0 0 0 0 0
6. Guinea Pigs 0 0 0 0 0
7. Hamsters 0 0 0 0
8. Rabbits 0 0 0 0
¢. Non-human Primates 21 18 51 0 69
10. Sheep 0 0 0 0
11. Pigs 0 0 0 0
12. Other Farm Animals 0 0 0 0 0
13. Other Animals 0 0 0 0 0
' ASSURANCE STATEMENTS I

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

2) Each principal investigator has considered alternatives 1o painful procedures.

3) This facility is adhering ta the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specifisd 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 axplanation of the exceptions, as welt as the species and number of animals affected.

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

CERTIFICATICN BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
{ Chief Exacutive Officer or Legally Respansible Institutional Officiai )

NAME & TITLE OF C.E.Q. OR INSTITUTIONAL OFFICIAL f Tvobe or Print }

SIGNATURE OF 1
I —
APHIS FORM 7023 (Replaces VS FORM 18-23 (QOCT 88), which is obsolate.)
(AUG 91)
Coy



Supplement to the 2004 USDA Annual Report, APHIS Form 7023
Explanation of ACUC Approved Exception to a USDA Standard

2-R-0028: Bristol-Myers Squibb Company, Mount Vernon (Evansville) Indiana

The Evansville/ Mount Vernon ACUC has approved the following exception to USDA
standards:

For enrichment purposes, purpose bred beagles are pair housed (study permitting) in runs 71" x
58" or larger. Larger runs are available for larger groups of dogs. In all cases at all times, the
group housed dogs have at least the minimum amount of floor space required by USDA in their
primary enclosure.

For 1-3 hours each day during dosing and feeding of the dogs and during cleaning of the runs,
the beagles are placed in cages 22" x 16%" x 20%" or larger. The dogs are fed individually in
these cages 50 as to give each dog equal access to the diet. The temporary, separate housing
also allows technicians to work with each animal on a one on one basis, collecting individual
clinical observations and minimizing distress during dosing.

Moving the dogs to the feeding/dosing cages while cleaning the runs helps maintain compliance
with 3.11(a): “When steam or water is used to clean the primary enclosure, whether by hosing,
flushing, or other methods, dogs and cats must be removed, unless the enclosure is large enough
to ensure the animals would not be harmed, wetted, or distressed in the process.” The use of the
feeding/dosing cages minimizes the time that the dogs’ paws are in contact with wet surfaces and
thereby minimizes the incidence of interdigital dermatitis.

This exception was approved and in place for all dogs listed on form 7023.



Appendix #2
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Licensee/Registrant Name:

Licensee/Registrant Number:

A.

#1

#2

#3

#4

APPENDIX #2
Location of BMS - Research Facilities
Bristol-Myers Squibb Company

22-R-0028

New Jersey {All within 35 mile radius)

Name/Department;

Address:

Building:
Floor/Room:

Contact Person:

Name/Department:

Address:

Building:
Floor/Room:

Contact Person:

Name/Department:

Address:

Building:
Floor/Room:

Contact Person:

Name/Department;

Address:

Building;
Floor/Room:

Contact Person:

Veterinary Sciences
Route 206 & Provinceline Road
Lawrenceville, NI 08648

G1, G2 and G2B
NA

(b)(6), (b)(7)(C)

Veterinary Sciences
One Squibb Drive
New Brunswick, NJ (08903

83, 125, 133, and 134
NA

(b)(6), (b)(7)(C)

Veterinary Sciences
76 Fourth Street
Somerville, NJ 08876

NA
NA

(b)(6), (b)(7)(C)

Veterinary Sciences
311 Pennington-Rocky Hill Road
Pennington, NJ 08543

17
NA

(b)(6), (b)(7)(C)

Page 1 of

FALETTERS\USDA Combined Registration 2004.doc



Licensee/Registrant Name:

Licensee/Registrant Number:

B.

Connecticut

Name/Department:
Address:

Building:
Floor/Room:

Contact Person:

New York

Name/Department:
Address:

Building:
Floor/Room:

Contact Person:

Indiana

Name/Department:
Address:

Building:
Floor/Room:

Contact Person:

APPENDIX #2 {continued)

Location of BMS - Research Facilities

Bristol-Myers Squibb Company

22-R-0028

Bristol-Myers Squibb Company
5 Research Parkway
Wallingford, CT 06492-7660
Vivarium

N/A

(b)(6), (b)(7)(C)

Bristol-Myers Squibb Company
POB 4755

6000 Thompson Road

East Syracuse, NY 13221-4755
32,32A,6A

N/A

(b)(6), (b)(7)(C)

Bristol-Myers Squibb Company
2400 W. Lloyd Expressway

101

N/A

(b)(6), (b)(7)(C)

Page 2 of 2

FALETTERS\USDA Combined Registration 2004 .doc



Sam attached form for Interagency Report Control No.:

This report is required by law (7 USC 2143). Failure to report according ta the reqgulations can ; |
additional information,

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

UNITED STATES DEFARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R-0028 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE i OMB NO. 0579-0038

CUSTOMER NUMBER: 163

| NOY 2 32004

Bristol Myers Squibb Company

ANNUAL REPORT OF RESEARCH FACILITY P.0Q. Box 4000, D24-01
( TYPE OR PRINT ) Princeton, NJ 08543
Hopewell (Pennington), NJ / A#h Telenhone: (609)-252-4820

|3. REPORTING FACILITY { List all lacations where animais were housed ar uspd in aciual research, testing, or exparimentation, 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 sheats if necessarv or use APHIS Form 7022A) I

A, B. Numberofanimal | C. Numberof D. Number of animais upon E. Number of animais upon which teaching, experiments, F.
heing bred, animals upen which experiments, research, surgery or tests ware conducted involving
conditioned, or which teaching, leaching, ragearch, accompanying pain or distrass to the animals and for wh TOTAL NUMBER

Animals Coversd held for use in resaarch, surgery, or tests wers the use of approprisgte anesthetic, analgesic, or tranquiliz OF ANIMALS
By The Animal teaching, testing, experiments, or conducted invaiving drugs would have adversely affectad the procadures, res
Weifare Regulations axperiments, tasts were accompanying pain or o interpretation of the leaching, research, experiments, .
resaarch, or conducted digtraas to the animals an surgery, or tests, ( An axpianation of the procedures ( COLUMNS
surgery but not ye involving no paln, for which appropriate producing paln or distress in these animais and the reas C+D+E _) .
used for such distress, of use o snesthetic, analgesic, of such drugs were not used must be atigched to this reper
purposes, pain-raliaving tranquillzing drugs were
drugs. ‘ used.

4. Dogs 22 42 64

5. Cats 0

6. Guinea Pigs 2 6 2 3 4 2 6 0

7. Hamsters : 3331 17 3348

8. Rabbits - 2494 2494

8. Non-human Primates 13 13

10. Sheep

11. Pigs )

12. Other Farm Animals

13, Other Animals

| Assurance sTATEMENTS ]

1) Professionally acceptable standards governing the care, treatment, and usa of animals, including appropriate use of aneststic, analgesic, and tranquilizing drugs. prior to, during, and following actuat res¢
teaching, testing, surgery, or experimentation were followed by this ressarch 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 ta the standards and regulations be specified and explained by the principal investigator and ap
mstitutional Animal Care and Use Committes (IACUC). A summary of all such sxceptions Is attached to this annual report, In addition to identifying the IACUC-approved sxceptions, this summary inc
brief explanation of the excaptions, as well as the spacies and number of animals sffected.

4) The attending veterinarian for this research facility has appropriate authority to 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 Instifutional Official )
SIGNATUR L INAME & TITLE OF C.E.0. OR INSTITUTIONAL OFFICIAL { Type or Print } DATE SIGNED
A/ /fl
—— ;
APHIS FOR| (OCT 88), which is obsolete.) T
{AUG S o



s mmmeww g T WL 193] FANUFR L0 report acr,oramg 10 the regulations can
resuftin an order lo ceasa and desist and to be subject 1o penaitias as provided for in Section 21!

-

See attached form for Interagancy Regort Co:rml No.:

addilional information,

.. B UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
{ TYPE OR PRINT )

T — =

1.

CERTIFICATE NUMSER:  92.R-0030
178

FCRM APPROVED

OME NO. 0579003
CUSTOMER NUMBER: -0038

NOV 2 32004

Merck & Company Inc
126 E Lincoln Avenue

PoBox2000 RYS0OB-100
Rahway, NJ 07065

Telephone:  215-652-4890

_’mﬂ_—qwm
'l REPORTING FACILITY | Liai i iuCations when @ animaig ware houtedq of nsag i= 32t ~~saarch lesting, or axperimentation, or held for these purpusus. Attach additional sheers if necessary )

FACILITY LOCATIONS ( Sites | - See Atached Usting

LREF’ORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets if necessarv or use APHIS Form 7023A)

A B. Numberof animal | €, Numberof D. MNumber of animals upen E. Number cf animals upen which teaching, experiments, | F.
berng bred, animals upon which experiments, research, surgery or lesls were conducted involving
cenditioned, ar which teaching, teaching, research, accompanying pain or distrass to the animals and for wr
Animals Coversd heid for use in research, surgery, or lests wers the usa of approprate anesthetic, analgesic, o rarguiiz TOTAL NUMBER
By The Animal teaching, testing, experiments, or conducted involving drugs would have adversely affected the rocedures, res OF ANIMALS
Walfars Ragulations experiments, tests were accompanying pain &r or interpretation of tha teaching. research, expenments,
research, or conducted disirass %0 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 1ha raast C+D+E)
used far sueh distrass, or use o anesthetic, analgesic. or such drugs were not used Must be attached to this rapen
purposes, pain-reliaving tranguihzing drugs were
drugs. usad. |
. D i
4 Dogs 223 877 1076 8 | 1961
5. Cats J 34 10 0 0 ' 10
T
6. Guirea Pigs 62 2053 732 0] 27R5
7. Hamslers Q 85 ) 0 8285
A
8. Rabtits | 21 1234 1346 56 | 2636
9. Non-human Primates \ 3545 172 10 86 O 125 8
]
10. Sh
Snees : 0 0 0 0 0
j :
11, Pi
9% | 0 0 6 0 | 6
i
12. Qther Farm Anirmals ‘ i
|
Horses i 1 1 3 0 4
13. Other Animals
Ferrets 24 44 48 18 | 110
Gerbils 0 5

I ASSURANCE STATEMENTS

|

1) Professionally aczeptable stargards gaverning the care, treatment. and use of amimals. including appropriate use of anestetic. analgesic, and trarquitizing drugs Crar 1, durng. and follcwing aclual rest
leaching. tesling. surgery. or axpenmentaton were follcwed by this research Facility
2) Each principal investigater has considerad altzmatves o painful proaceduras.
1 Toeg Jasibes e ._.-_u-.--.--_, L e P L L SRS ,_ Tl e g 1 e Jnot 2eeegtons 1o the slandacds ana P et et e e 1S 3T G D NG dn ud O e
A e v anu was Ol L ASUG R A gy OF 3 sucn err--pnons Is attached to this annual repsit. In addhen 1o des Ly aie ATUC a0 AnS WL ST ETY T
manm on of INe excephions, as we'l as the species and number of amimals a¥acied.
4] Tre attencing vetarinanar far this researzh facility has appropriate authority 10 ersure the prewision of adequate vetennary care ard lo gversae the adequacy of ctrer asgec!s of arma care 370 LS9
CERTIFICATION B8Y HEADQUARTERS RESEARCH FACILITY OFFICIAL
{ Chief Executive Officer or Legally Respansible Institutional Official )
SIGNATLF GNAL CFFICIAL NAME & TITLE OF C E.Q. QR INSTITUTIONAL OFFICIAL  { Type or Prt ) DATE SIONET
T
APHIS FOR S FORM 13-23 (OCT 83) which is obscieta )
[ AUG §1)



USDA Annual Report: Qctober 1, 2003 to September 30, 2004

Merck & Co., Inc., Registration Number 22-R-0030, Customer Number 178
770 Sumneytown Pike, WP 44-204, West Point, PA 19486 (215.652.4890)

This report includes animals housed or used at the following sites:

126 E. Lincoln Avenue
Rahway, NJ 07065-4607
County: Union

WP 44-204
West Point, PA 19486-0004
County: Montgomery

WP 74-1
West Point, PA 19486-0004
County: Montgomery

P. O. Box 016960 (R289)
Miami, FL 33136
County: Dade

20256 SW 360" Street
Homestead, FL 33034-4102
County: Dade

P. O. Box 549
Alice, TX 78333
County: Jim Wells

4401 W. Admiral Doyle Drive
New Iberia, LA 70560
County: Iberia

Telephone: 732.594.6066

Telephone:

Telephone:

Telephone:

Telephone:

Telephone:

Telephone:

215.652.4890

215.652.6093

305.243.8912 (Inactivated April 16, 2003)

305.245.1551

361.664.4984 (Inactivated April 16, 2003)

337.482.0250 (Inactivated April 16, 2003)



USDA Annual Report: October 1, 2003 — September 30, 2004

Registration Number 22-R-0030; Merck & Co., Inc.

EXPLANATION OF ITEMS IN COLUMNE:

1. Fifty six rabbits were on an IACUC approved protocol to evaluate the efficacy of new
antibacterial compounds. The animals were infected with virulent bacteria and then
treated with novel antibacterial compounds. Established antibacterial compounds
could not be used to treat the animals’ infections because they would interfere with the
interpretation of the test result and defeat the purpose of the research. In addition, the
interaction of pain-relieving agents with the novel compounds is unknown at this time.
The total number of rabbits was kept to the minimum required to produce meaningful
and reliable test results. Additionally, the length of the study was limited to the time
necessary to establish the model and conduct the studies.

2. Eighteen ferrets were studied according to an IACUC approved protocol for assessing
anti-emetic compounds. Intermittent nausea and vomiting were induced by the
administration of an emetogen. Commercially available analgesics could not be
administered because they would have confounded interpretation of data and defeated
the purpose of the research. The minimurn number of animals was used to provide
reliable data and the length of the study was limited to eight hours or less. The
animals were observed continuously during this period. Any animal that developed
unusually severe (constant) emesis was euthanized immediately.

3. Eight dogs were studied according to an IACUC approved protocol for assessing
histological changes in the central nervous system associated with hypoglycemia,
Hypoglycemia was induced by the administration of a hypoglycemic agent. Treatment
could not be administered because it would have confounded interpretation of data and
defeated the purpose of the research. The minimum number of animals was used to
provide reliable data. The period of time where animals experienced clinical signs due
to hypoglycemia was limited to seven hours, which was the minimum duration needed
to collect reliable data. The animals were immediately euthanized after this period.
The animals were observed regularly during the study by the laboratory animal
veterinarians and the investigative staff,



USDA Annual Report: October 1, 2003 — September 30, 2004

Registration Number 22-R-0030; Merck & Co., Inc.

IACUC Approved Exceptions to the Regulations:

Exemption from the approved dog exercise plan was required on forty five occasions for
a five-day urine/feces collection period after radioactive isotopes were administered.

Exemption from the approved dog exercise plan was required on two occasions for a six-
day urine/feces collection period after radioactive isotopes were administered.

Exemption from the approved dog exercise plan was required on four occasions for a
seven-day urine/feces collection period after radioactive isotopes were administered.

Exemption from the approved dog exercise plan was required on two occasions for an
eight-day urine/feces collection period after radioactive isotopes were administered.

Exemption from the approved dog exercise plan was required on eleven occasions for a
ten-day urine/feces collection period after radioactive isotopes were administered.

Exemption from the approved dog exercise plan was required on four occasions for a
fourteen-day urine/feces collection period after radioactive isotopes were administered.

Three compatible female cynomolgus macaques were housed in a space less than that
required by the USDA regulations as dictated by study and sanitation requirements. They
were housed in this space for 57 days. No adverse effects were noted in the animals.



This report is required by law (7 USC 2143). Failure fo report according to the regulations can See reverse side for Interagency Report Contro! No

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additionat information. (180-DOA-AN
—— e ————eeeee e e—
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22.R-0031 179 FORM APPROVED

OMB NO. 0579-0036

.
2, HEADQUARTERS RESEARCH FACILIYY (Name and Address. istered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY includte Zip Goro) (Name an s rRgRlerea W
TYP NEWARK BETH ISRAEL MEDICAL CENTER
( E OR PRINT) 201 LYONS AVENUE
NEWARK, NJ 07112

[(3. REPORTING FACILITY (List all locations where animals were housed or used in actual ragearch, testing, teaching, or experimantation, or hald for these purposes. Attach additional
sheats if necessary.)

FACILITY LOCATIONS stes}

NEWARK BETH ISRAEL MED CTR
NEWARK, NJ (07112

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheals i necessary or use APHIS FORM 70234 )

A, B. Nu;nber ofr C. Number of D. Number of animals upon E. Number of animais upon which teaching, F.
] animals being animals upon which experiments, experiments, rasearch, surgery or tasts were
Animals Coyered bred,‘ ! which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Anlma‘? conditioned, or research, surgery, of tasts were to the animars and for which the use of appropriate OF ANIMALS
Welfare Regulations heid f_or use in expetiments, or conductad involving anesthetic,analgesic, or franquilizing drugs weuld
ta&c'xu_r\g. testing, tesis wers BCCOMpanying pain or have sdversely affecied 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 experimants, surgery, of tests. (An explanation of
surgery but not pain, distress. of anesthetic, analgesic, or the procadures producing pain or distress in these
yel used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were nol used
purposes. ralieving drugs. usad. must be altached to this report)
4. Dogs 8 40 40
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits

9. Non-Human Primates

10. Sheep

11. Pigs 2 2

12. Gther 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, priar to, during,
and following actual research, teaching, testing. surgery, or experimentation were followed by this research facility.

2
3

-

Each principal invesligator has considered alternatives to painful proceduras.

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 expiained by the
principal investigator and approved by the insiitutionsl Animal Care and Use Commiltae (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 adequacy of other
aspects of animal care and use.

4

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

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL [NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFIGIAL {Type or Pring DATE SIGNED |

11/08/2004

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 lo report according to the requiations can U EL (-‘l 2 2004 See attached form for

result in an order 10 cease and desist and to be subject 10 penalties as provided for in Section 21!

additional information.

interagency Report Control No.:

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
( TYPE OR PRINT)

1.

CERTIFICATE NUMBER:  22.R-0032
CUSTOMER NUMBER: 180

FORM APPROVED
OMB NO. 0579-0036

Hoffmann-La Roche, Inc.
Research & Development Div.
340 Kingsland Street

Nutley, NJ 07110

Telephone: {973) -235-5000

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

FACILITY LOCATIONS { Sites ) - See Alached Listing

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

A Number of animal | C. Number of D. Number of animals upen E. Number of animals upon which teaching, experiments,
being bred, animate upon which experiments, ’ research, surgery or tests were conductad involving
conditioned, or whith teaching, leaching, research, accompanying pain or distress to the animals and for wh TOTAL NUMBER
Animals Covered held for usa in research, surgery, of lasts wers the use of appropriate anesthetic, anaigesic, or tranquiliz OF A M
By The Animnal teaching, testing, expertiants, or conducted involving drugs wouid have adversely affected the procedures, res NIMALS
Waifare Regulations expenments, tests ware accompanying pain or or Interpraation of the teaching, research, experiments,
rasearch, or conducted distress o tha animais an surgecy, 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 reast C+D+E)
used for such distress, or use o anasthatic. analgesic, or such drugs were not used must ba attached to this repon
purposes. pain-relieving tranquillzing drugs wera
drugs. uged,
4. Dogs
26 225 24 4 253
5. Cats
0 0 Q 0 0
6, Guinea Pigs
9 0 3 90 0 93
7. Hamsters
0 0 4] Q 0
8. Rabbits
0 68 0 1 69
9. Non-human Primates
22 26 40. i 67
10. Sheep
0 0 0
11. Pigs
0 0 0
12, Cther Farnm Animal
13. Other Animals
| Assurance sTatements |
1) Professionally accaptatie standards goveming the care, treatmant, and use of animais, including appropriate use of [+ and t ilizing drugs. prior to, during, and following actual rese

teaching, lesting, surgary, or expenimentation wers followed by this research facility,

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

3

briaf axpianation of the exceptions, as well as the species and number of animais affected.

4) The attending veterinarian for this researeh facility has appropriste authority to the p

This facility is adhering 1o the standards and reguiations under the Act, and it has required that

ision of ad

18 to the standards and regulations ba specified and axpiained by the principat investigator and ap
Institutional Animal Care and Use Commitiee {IACUC). A summary of all such axcaptions ia attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary inc

quate veterinary care and to oversea the adequacy of other aspacts of animal cara and usa.

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

CHAMIATIIRE our A s A IRERTT YA AL A A
B

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

DATE SIGNED

i1/29/

f

—
APHIS FORM 7023
(AUG91)

{Replaces VS FORM 18-23 (OCT 88), which is absolets.)



Column E Explanation

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

1. Registration Number: 22-R-0032

2. Number 2 ____of animals used in this study.

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

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

One nonhuman primate in this study used to evaluate an anti-asthmatic
compound was identified as a Category E. During the study, this animal
presented with clinical signs of respiratory distress. Supportive care
was administered by veterinary and research personmel.

The study was desigﬁeq and conducted in accordance with the Food and Drug
Administration guidelines. 2

5. Provide scientific justification why pain and_loi' 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

tern 6 below)

6. What, if any, federal requiations 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___ 58.1



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 £ explanation must be written so as {o be understood by lay persaons as weill as scientists.

1. Registration Number: 22-R-0032
2. Number 50 ____of animals used in this study.
3. Species (common name) Rabbits of animals used in the study.

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

One pregnant rabbit in this study used to evaluate an anti-inflammatory
compound aborted after drug administration.

Veterinary personnel cbserved all study animals daily and provided
supportive care when needed.

The study was designed and conducted ig accordance with the Food and -
Drug Administration guidelines,

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

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

Agency FDA, CFR 58.1




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 persens as well as scientists.

1. Registration Number: 22-R-0032
2. Number 40 ____of animals used in this study.
3. Species (common name) __ Dog : of animals used in the study.

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

A total of 4 dogs from a group used to evaluate drug candidates for clinical
trials were identified as Category E. These dogs were given a glucose
lowering drug for the treatment of diabetes. During the study, the dogs
presented with clinical signs of lethargy, ataxia, emesis and seizures.

Veterinary personnel observed all animal daily and supportive care included

nutritional supplements and fluids.

The study was designed and conducted 1n accordance with the Food and Drug
Administration guidelines.

5. Provide scientific justification why pain and/or distress could not be relieved, State methods or means used to

determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see
ltem & below)

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

Agency FDA CFR 58,1




L o e A

See altached form for Interagency Report Contral No

Sy
VEL (12 ZUU%

This repert is requiced by law {7 USC 2143). Failure te report according to the regulations can ol information

additional i ion.

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

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

1. CERTIFICATE NUMBER: 29_R_((32 ;a:n:gpg;(;%%gﬁ

CUSTOMER NUMBER: 180

{ TYPE OR PRINT )

ANNUAL REPORT OF RESEARCH FACILITY

Hoffmann-La Roche, Inc.
Research & Development Div.
340 Kingsland Street

Nutley, NJ 07110

Telephone: (973) -235-5000

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

IT?EPORT 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 | €. Number of D. Numbar of animals upon E. Number of animais upan which teaching, experiments,
being bred, animals upon which experiments, research, surgery or fests were canducted involving
conditioned, or which teaching, teaching, research, accompanying pain or gistress o the animais and for wh TOTAL NUMBER
Animals Covered held for use in research, surgery, or tests were the use of appropriate anesthetic, anglgesic, or tranquiliz OF ANIMALS
By The Animal teaching, testing, expariments, or conducted involving drugs would have adversely affected tha procedures, res
Waelfars Regulations axperiments, tests were accompanying pain or or interpretation of the teaching, research, expariments,
research, or conducted distress to the animals an surgery, or tests. ( An explanation of the procedures { COLUMNS
surgery but not ye invalving no pain, for which appropriate producing pain or distress in thase animals and the reast C+D+E )
used for such distress, or use 0 anesthetic, analgesic, or such drugs were not used must be attached to this raport
pUrPOSes. pain-relieving tranguilizing drugs wera
drugs. used.
4. Dogs
26 225 24 4 253
5. Cats
0 0 0 0 Q
6. Guinea Pigs 0 3 90 0 93
7. Hamsters
0 0 0 0
8. Rabbits
0] 68 1 69
9. Non-human Primatas
22 26 40 1 67
10. 8
heep 0 0 0 ]
11. Pigs
g 0 0 0 0
12. Other Farm Animals
0 0 0 0
13. Other Animals
| Assurance sTaTEMENTS ]

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

2

Each principal investigater has considered altematives to painful procedures.

3

This facility is adhering to the standards and reguiationa 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 Animat Care and Use Commitiee (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 exceplions, 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 RESEARGH FACILITY OFFICIAL
( Chief Executive Officer or Legally Responsible Institutional Official )

3 NAME & TITLE OF C.E.Q. OR INSTITUTIONAL OFFICIAL ( Type or Frint ) DATE SKGNED
(1/29/7F
—
Al s v rvew aupraves wo s oo u ee DG T BB), which is obscolete. )

{AUG91)



Column E Explanation

This form is intended as an aid to completing the Column E expianation. It is not an official form and its use is
vaiuntary. 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 {o be understood by fay persons as well as scientists.

1. Registration Number: 22-R-0032
2. Number 40 ____of animals used in this study.
3. Species {common name) __ Dog of animals used in the study.

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

A total of 4 dogs from a group used to evaluate drug candidates for clinical
trials were identified as Category E. These dogs were given a glucose
lowering drug for the treatment of diabetes. During the study, the dogs
presented with c¢linical signs of lethargy, ataxia, emesis and seizures.

Veterinary personnel observed all animal daily and supportive care included

nutritional supplements and fluids. -

The study was designed and conducted in accordance with the Food and Drug
Administration guidelines,

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to

determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see
ltem 6 below)

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

Agency FpA CFR 58.1




Column E Explanation
This form is intended as an aid to completing the Column E expianation. It is not an official form and its use is

voiuntary. Names, addresses, protocois, veterinary care programs, and the like, are not required as part of an
explanation. A Column £ explanation must be written so as to be understood by lay persons as well as scientists.

1. Registration Number: 22-R-0032

2. Number 2 _____of animals used in this study.

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

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

One nonhuman primate in thls study used to evaluate an anti-asthmatic
compound wag identified as a Category E. During the study, this animal
presented with clinical signs of respiratory distress. Supportive care
was administered by veterinary and research personnel.

The study was designed and conducted in accordance with the Food and Drug
Administration guidelines. .

A

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
ltem 6 below)

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

Agency FDA CFR 58.1




Column E Explanation

This form is intended as an aid to completing the Column E expianation. It is not an official form and its use is
voiuntary. 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 understoad by lay persons as well as scientists.

1. Registration Number: 22-R-0032
2. Number 50 ____of animals used in this study.
3. Species {common name) Rabbits of animals used in the study.

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

One pregnant rabbit in this study used to evaluate an anti-inflammatory
ccmpound aborted after drug administration.

Veterinary personnel observed all study animals daily and provided
supportive care when needed.

The study was designed and conducted ig accordance with the Food and
Drug Administration guidelines.

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

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

Agency FDA CFR 58.1




This report is required by law (7 USC 2143). Failure to report accarding %o the regulations can See attached form for interagency Report W"@

result in an order fo cease and desist and fo be subject to penallies as provided for in Section 21! additional information.
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22-R-0037 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NQ. 0579-0036

CUSTOMER NUMBER: 752

Rider University
ANNUAL REPORT OF RESEARCH FACILITY 2083 Lawrenceville Road Noy o
( TYPE OR PRINT ) Lawrenceville, NJ 08648 6 2004

Telephone: (609) -896-5010

3. REPORTING FACILITY ( List all locations where animals were housed or used In sctual research, testing, or experimantation, or held for these purposes. Attach additional shaets if necessary )

FACILITY LOCATIONS (Sites ) - Sesdlacheiising O CAdrce P T€cln M’Lh &9%

l REPORT OF ANIMALS USED BY OR UNDER CONTROL OQF RESEARCH FACILITY { Attach additicnal sheets if necessary or use APHIS Form 70234 _l
A, B. Numberofanimal | C. MNumberof D. Number of animals upon E. Number of animals upon which teaching, experiments, | F.
being bred, animals upon which expariments, regearch, surgery or lests were conducted involving
conditioned, or which teaching, teaching, research, accompanying pain of disiress 1o the animals and for wh TOTAL NUMBER
Animals Covered neid for usein resaarch, surgery. or tests ware the use of appropriate anesihetic, analgesic, or tranquiliz OF ANIMALS
By The Animal teaching, testing, expariments, o conducted involving drugs would have adversely affected the procedures, res
Woelfare Regulations axpenments, lests were accompanying pain of or interpretation of the teaching, research, axperiments,
rasearch, or conducted digtress to the animals an surgery, o tests. { An axplanation of the procedures ( COLUMNS
Surgery bul not ye involving no pain, for whith approprigts producing pain or distrass in thase animals and the reast C+D+E )
used for such distress, or use o anesthatic, analgesic, or such drugs were not used must be attachad to this report
purposes. pain-relieving tranquillzing drugs were
drugs. used.
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits

9. Non-human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

CRLRbbLL

13. Other Animals

A. uhirinvs | 300 20 ®) O
(S?E'I mice)

L% 9]
N
o

| Assurance sTaTEMENTS 1

1) Professionally acceptabie standards governing the carg, treaiment, and use of animals, including appropriate use of anestetic, analgesic. and tranquitizing drugs, prior o, during, and following actual rese
teaching, testing, surgery, or experimentation were folfowed by this research facility,

2

L

Each principal investigetor has considered alternatives to painful procedures,
3

This facility is adhering 1o the standerds and regulations under the Act. and it has Tequired that exceptions to the standards ang Teguistions be specified and expiained 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 eddition to identifying the IACUC-approved exceptions, this Summary it
brief explanation of the exceptions, 85 well as the species and number of animals affected.

4

The attending vetarinarian for this research facility has appropriate authority to ensure the provision of adequate veterinaty cere and to aversae the adaquacy of other sspacts of animal care and use.

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

DATE SIGNED
i f) 3fexs

(AUGS91}Y



ULT 1 BAWY oot

additional infermation.

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 21!

Interagency Report Conl}:l No.

UNITED STATES DEPARTMENT OF AGRICULTURE

1. CERTIFICATE NUMBER:
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

22-R-0038

CUSTOMER NUMBER: {77

FORM APPROVED
OMB NO. 0578-0038

Bracco Research Usa, Inc.
305 College Road East
Princeton, NJ 08540

ANNUAL REPORT OF RESEARCH FACILITY
( TYPE OR PRINT }

Telephone: (609)-514-2524

3. REPORTING FACILITY ( List all 'ocations where animals were housed or used in actual research, testing, or experimentation, or held for these purposas. Aftach additional sheats if necessary }

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. Mumber of animal § €. Number of D. Numbar of animals upon E. Number of animals upon which teaching, experiments, | F.
being bred, animais upon which gxperirments, research, surgery or {asts were conducted involving
cenditioned, 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, of tests were the use of appropriate anesthetic, analgesic, or tranquiiiz OF ANIMALS
By The Animal teaching, testing, experiments, or conducted involving drugs wouid have adversely affected the procedures, res
Waelfare Regulations experimants, tests were accompanying pain or or interpretation of the teaching. research, experiments,
rasearch, or conducted distrass to the animals an surgery, or tests. { An expianation of the procedures ( COLUMNS
surgery but not ye invalving no pain, for which appropriale 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 report
purposes. pain-relieving tranquilizing drugs were
drugs. used.
4. Dugs 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
8. Rabbits 0 0 0 0 0
9. Non-human Primates 0 0 0 0 0
10. Sheep 0 0 4} 0
11. Pigs 0 0 0 0
12. Other Farm Animals 0 0 0 0
Oalar -th and-mice—bred—for researc-h—msed—?—_
\ LE J.] L
13. Other Animals

| Assurance statements

1) Professionally acceptable standards gavarning the care, treatment, and use of animals, including agpropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rese

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

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

3} This facility is adnering 1o 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 ap
Institutional Animal Gare and Use Commitiee (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 atiending veterinarian for this research facility has eppropriate 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 }
SIGh FICIAL { Type or Print ) DATE §IGNED
16/l f
——— ¥
APHIL . ...

{AUG 91}




»’y
Interagency Report Control Na.:

NUV ] 6 2004 See attached form for

additional information,

This repar & required by law (7 USC 2143}. Failure to report according Lo the regulations can
result in an order to cease and desist and fo be subject to penallies as provided for in Section 21!

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

1. CERTIFICATE NUMBER: FORM APPROVED

22-R-0040 OMB NO. 0579-0036

689

CUSTOMER NUMBER:

Huntingdon Life Sciences, Inc.
ANNUAL REPORT OF RESEARCH FACILITY P.O. Box 2360

{ TYPE OR PRINT )

East Millstone, NJ 08875

Telephone: {(732)-873-2550

3. REPORTING FACILITY { List a}l locations where animals were housed or used in actual research, lesting, or exparimentation, or held for these purposes. Attach additional sheets /f necessary }

FACILITY LOCATIONS { Sites } - Ses Alached Listing

l REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additionat sheets if necessarv or use APHIS Form 7023A }

A. B. nNumberof animal | C. Number of D. Number of animals upen E. Number of animals upen which teaching, experiments.
being bred, animals upon which expeniments, research, surgery or tests were conducted involving
conditioned, or which teaching, teaching, research, accompanying pain or distress to the animats and for wh TOTAL NUMBER

Animais Covered held for use in rasearch, surgery, or fests were the use of appropriate anesthetic, analgesic, or tranquiliz OF ANIMALS
By The Animal teaching, testing, experiments, or conducted invotving drugs would have adversely affacted the procedures, res
Walfare Regulations axperiments, tests were accompanying pain of or interpretation of the teaching, research, expgriments,
research, or conducted distress to the animals an surgery, or tests. ( An explanation of the procedures { COLUMNS
surgery but not ye involving na pain, far which appropriate praducing pain or distress in these animals and the reast C+D+E)
used for such distress, or use ¢ anesthetic, analgesic, or such drugs wera not used must be attached to this reporl
purposes. pain-raligving tranguitizing dnugs were
drugs. used.

4. Dogs g 383 38 8 429

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits 282 23 305k

9. Non-human Primates 83 391 94 491

10. Sheep

1. Pigs 0 88 3 5 96

12. Other Farm Animals

13. Other Animais

| Assurance sTaTeEmENTS |

1

Professionally acceptable standards govaming the care, treatment. and uss of animals, including appropriate use of aneststic, analgesic, and tranquilizing drugs, prior to. during, and following actual rese
teaching. tesling. surgery, or experimentation were followed by Ihis research facility.

2) Each principal investigator has considered allernatives 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 int
brief explanation of the exceptions, as well as the species and number of animals affected.

4

The attending veterinarian for this research facility has appropriaie authority to ensure the p ion of adeq y 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 )

ArmaiaTaE b A e AR RTITOT AL OEFICIAL

NAME & TITLE OF C.E.0. OR INSTITUTIONAL OFFICIAL { Type or Print) DATE SIGNED

/;’/)-'f P ;( '

M 18-23 (OCT 88), which is cbsolete.)

| e g

%



Annual Report of Research Facility
October 1, 2003 to September 30, 2004
Huntingdon Life Sciences
Registration Number 22-R-0040

A) Explanation of Category E Studies

All studies listed were conducted to conform to federally mandated requirements, promulgated by the US
Food and Drug Administration (FDA). These regulations specify preclinical testing requirements
necessary for approval of new drugs. Specific regulations include the following:

21 CFR 310, New Drugs

21 CFR 312.22, Investigational New Drugs/Biologics

21 CFR 314, Application for FDA Approval to Market a New Drug or Antibiotic Drug
M3 Nonclinical Safety Studies for the Conduct of Clinical Trials in Pharmaceuticals —
Guidance for Industry, US Food and Drug Administration, Center for Drug Evaluation and
Research (CDER), Center for Biologics Evaluation and Research (CBER), July 1997

®  QGuidelines for General Pharmacology Studies (Japan Ministry of Health, Labor and Welfare
PAB/NDD Notification No. 4, 29 Januvary 1991)

e International Conference on Harmonization (ICH) Guideline Topic 87, Safety Pharmacology

Number of
Species  Category E
Animals Description

Dogs 2 Animals were exposed to test compound via subcutaneous injection,
intermittently over a 13 week period. Test article effects were evident in 2
animals. Consequently, these animals were humanely euthanized.

Dogs 6 Animals were exposed to test compound via oral gavage for three months. Test
article effects were evident in 6 animals. Consequently, these animals were
humanely euthanized.

Primate 6 Animals were exposed to test compound via intravenous injection. Test article
effects were evident in 6 animals. Consequently, these animals were humanely
euthanized.

Swine 5 Animals were exposed to test compound via dermal administration for

approximately 28 days. Test article effects were evident in 5 animals. Dosing
was discontinued in the affected animals.




Annual Report of Research Facility
October 1, 2003 to September 30, 2004
Huntingdon Life Sciences
Registration Number 22-R-0040

B) Summary of IACUC-approved exceptions to the Standards and Regulations:
e 14 dogs were exempted from the exercise requirement for 21 days during surgical recovery for

implantation of a subcutaneous telemetry implant.

e 10 dogs were exempted from the exercise requirement for 5 days during surgical recovery for
implantation of a subcutaneous telemetry implant.

e 8 dogs were exempted from the exercise requirement for 2 days due to data collection via
subcutaneous telemetry implant.

e 8 dogs were exempted from the exercise requirement for § days due to data collection via
subcutaneous telemetry implant.



This report 1s required by law (7 USC 2143). Failure te report according to the regulations can See attached form for Interagency Repart Conteol 1

resull in 7~ Srder to cease and desist and o be subject to penalties as provided for in Segtion 21! additiona! information.
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER:  22.R_0041 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036

CUSTOMER NUMBER: 173

Becton Dickinson And Co.
ANNUAL REPORT OF RESEARCH FACILITY One Becton Drive

( TYPE OR PRINT} Franklin Lakes, NJ 07417

Telephone: (201) -B47-6800

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

FACIUITY LOCATIONS ( Sites ) - See Atached Listing

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets if necessary or use APHIS Form 70234 I
A. B. Numbercofenimal | €. Numberof D. Number of animais upan E. Number of animals upon which teaching, experiments, | F.
being bred, animals upon which expariments, research, surgery or tesls were conducted invslving
conditigned, ar which teaching, \eaching, research, accompanying pain or distress to the animals and for wh TOTAL NUMBER
Animais Coverad held for use in research, surgery, or tests were the use of appropriate anesthetic, analgesic, or tranquiiz OF ANIE!IAL 5
By The Antmal teaching, testing, experiments, or conducted involving druugs would have adversety affected the procedures, res
Waeifare Regulations axpetiments, tests were accompanying pain or - or interpratation of the teaching, research, experiments.
research, or conducted distress 10 the animals an surgery, or tests. { An explanation of the proceduras { COLUMNS
surgery but hot ye involving no pain, for which appropriate producing pain or disiress in these &nimals anc 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 reper
purposes. pain-relieving tranquilizing drugs were
[ drugs. used.
4. Dogs
Q
5. Cats
0
6, Guinea Pigs
105 1610 1610
7. Hamsters
0
8. Rabbits
12 389 51 440
9. Non-humar: Primates
0
10. Sheep
0
11. Pigs
0 143 143
12. Other Farm Animals
0
13. Other Animals
0
LASSURANCE STATEMENTS l

1} Professionally acceptable standards governing the care, ireatment, and use of animals, including approptiate use of anestetic, analgesic, and tranquilizing drugs. prior to. during, and folowing actual rese
teaching. testing, surgery, or experimaniation were followed by this research facilily.

2
3

Each principal investigator has considered allernatives 1o painful procedures.,

This facility is adhering 1o the standards and regutations under the Act, and i has required that exceptions to the standards and regulations be specified and explained by the principat investigator and ap
Insttutionat Animal Care and Use Committee (IACUC). A summary of all such excepticns is attached to this annual report. In addition to identifying the IACUC-approved exceptions. this summary inc
brief explanation of the exceplions, as well as the species and number of enimals affecied.

4) The attending veterinanan for this research facility has appropriate authority fo ensure the provision of adequate veterinary care and Yo oversee the adequacy of other aspects of animat care and use.

CERTIFICATION B8Y HEADQUARTERS RESEARCH FACILITY OFFICIAL
{ Chief Executive Officer or Legally Responsible Institutionat Official }

DATE SIGNED

izC e

{AUGET )



This "epor! is required by law (7 USC 2143). Fallure to report according to the regulalions can
tesut in an order tu cease and desist and {0 be subject to penalties as provided for in Section 21!
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UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
( TYPE OR PRINT )

1. CERTIFICATE NUMBER:  22_R-0050

CUSTOMER NUMBER: 520

FORM APPROVED
OMB NO. 0579-0026

S G 8§, U.S. Testing Company, Inc.
291 Fairfield Avenue
Fairfield, NJ 07004

Telephone: (973) -575-5252

3. REPORTING FACILITY ( List all locatians where animals were housed or used In aclual research, tesling, or experimentation, or held for these purposes. Altach additiona! sheets If necessary )

FACILITY LOCATIONS ( Sites } - See Atached Listing

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional shests If necessarv or use APHIS Form 7023A1 I

A, B. Number of C. Numberof D. Number of animals upon E. Number of animals upen which leaching, experiments, | F.
animals being animals upon which experiments, research, surgery or iests were conducled involving
bred, canditioned, 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 anasthetic, analgesic, or tranguiliz OF ANIMALS
By The Animal teaching, testing, expariments, or conducted Involving drugs would have adversely affected the procedures,
Walfare Regulations expariments, tests wera accompanying pain or results, or interpretation of the teaching, research,
research, or conducied distress to the animals an experiments, surgery, or tests. { An expianation of the ( COLUMNS
surgery but not ye invalving noe pain, for which appropriate procedures producing pain or distress in these animals a C+D+E )
used fer such distrass, or use of anasthetic, analgesic, or the reasons such drugs were not used must be attached
BUrposes. pain-relieving tranguilizing drugs were this report ).
drugs. used.

4, Dogs

5. Cats

6. Guinea Pigs

¢ 0 314 0 10 324
7. Hamsters
8. Rabbits
0 271 0 77 348

9. Non-human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

I ASSURANCE STATEMENTS

J

1

—

teaching, testing, surgery, or expefimentation wers followed by this research facility.
2y Each principal investigator has considered altematives to painful procedures.
3]

-]

Professionally acceptable standards govaeming the care, freatmant, and use of animals, including appropriate use of anestetic, anaigesic, and tranquilizing drugs, prior to, during, and follewing actual rese

This facitity ie adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be spacified and sxpiained by the principal investigator and ap

institutional Animal Care and Usa Commities {IACUC). A summary of all such exceptlons is attached to this annual repest. In addition to idantifying the IACUC-appraoved exceplions, this summary irk

brief explanation of the sxceptions, as well as the spacies and number of animals affacted.

4

The attending veterinarian for this research facility has apprepriate autharity to snsure the provision of adequate veterinary care and to oversee the adegquacy of cther aspects of arimal care and use.

P OV—

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
{ Chief Executive Officer or Legally Responsible Institutionat Official )

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

DATE SIGNED

11/2-4/:4

SIGNATUR HAL
-
S
APHIS FCR| 23 {OCT BB), which is obsolete.)

{AUG €




Registration #22-R-0050

COMMENTS, APHIS FORM 7023

The 10 guinea pigs that experienced pain without benefit of analgesics or anesthetic
during tests were used in the Kligman Skin Sensitization tests required for the
compliance with the Federal Hazardous Substance Act Regulation, the Federal
Insecticide, Fungicide and Rodenticide Act regulation and the Toxic Substance Control
Act regulation. The concomitant use of analgesic, anesthetic or tranquilizing drugs in
these procedures, according to these regulations, would have adversely affected the
interpretation of the results.

The 77 rabbits that experienced pain without benefit of general analgesics or anesthetics
during tests were used in eye and primary skin irritation studies required for the
compliance with the Federal Insecticide, Fungicide and Rodenticide Act regulation and
the Toxic Substance Confrol Act regulation. The concomitant use of analgesic,
anesthetic or tranquilizing drugs in these procedures, according to these regulations,
would have adversely affected the interpretation of the results.

it is the policy of the Toxicology Laboratory to use the minimum number of animals
necessary to ascertain hazards associated with chemical insult for any sampie tested.
The welfare of laboratory animals used in toxicologic studies is an integral part of our
laboratory policy. Test substances are flushed from the eye or removed from the skin
site as soon as possible without compromising the test protocol. Animals receive local
anesthetics, topical antibiotics and the best care available post-testing if chemical insult
is minor. The Study Director examines all animals involved in studies where a test article
is rated a severe eye or skin imitant. Euthanasia by lethal injection of pentobarbital is
performed if an animal is suffering.

There were no IACUC-approved exception(s) to the regulations or standards.

/;é?% s

By: "Date

TFORM\APHIS.02



Interagency Report ConlrW/

FORM APPROVED
OME NG 0579-0036

‘Ines regert is reguired by lae (7 USC 2142}, Failure to report according to the ragulations can
result in an order to cease and aesist and to be subject to penalties as provided for in Seclion 21

See attached form for
additional informaticn.

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

1. CERTIFICATE NUMBER:  22_R_0064

CUSTOMER NUMBER:

{ TYPE OR PRINT )

ANNUAL REPORT OF RESEARCH FACILITY

182

Ortho-Clinical Diagnostics Inc
Regulatory & Clinical Affairs
1001 U.S. Highway 202
Raritan, NJ 08869

Noy 01 2004

Telephone: (908) -218-8177

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

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

A Number of animal § C.  Number of D. Number of animals upor E. Number of animals upon which leaching, experiments,
being bred, animals upon which experiments, rasearch, surgery or tests were conducted invelving
conditioned, or which leaching, teaching, research, accompanying pain or distreéss lo the animals and for wh TOTAL NUMBER
Animals Covered held for use in research, surgery, or tests were the use of appropriate anesthelic, anglgesic, or tranguliiz OF ANIMALS
By The Animal teaching, testing, experimants, or conducted involving drugs would have adversely affected the procedures, res
Weltare Regulations expenments, tests ware accompanying pain of or interpretation of the teaching, research, experiments,
research, or conducted digtress to the animals an surgery, or tests. ( An explanation of the procedures ( COLUMNS
surgery but nol ye invelving no pain, for which appropriate producing pain or distress in these animals and the reasc C+D+E)
used for such disiress, oruse ¢ anesthetic, analgesic, or such drugs were not used must be attached to this repor
purposes. pain-relieving tranquilizing drugs were
drugs. used.
4. Dogs
5 Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits 0 117 417 0 534
9. Non-human Primates
10. Sheep
11. Pigs
12. Other Farm Animals
Goats 11 6 0 0 6
13. Other Animals
| Assurance staTemenTs |

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

2

Each principal investigator has considered alternatives to painful procedures.

3

This facility is adhering 1o the standards and reguiations under the Act, and it bas required that exceptions to the standards and regulations be specified and explained ty the principal investigator and ap
Institytional Animal Care and Use Committee (IACUC). A sumenary of all such exceptions is attached to this annual repart. In addition to identifying the LACUC-aporaved exceptions, this summary v
brief exptanation of the axceptions, as well as the species and number of animals affected.

4) The attending velerinarian 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 {/X/f 7L

(AUGYT )




APHIS Form 7023A Site List

The following sites have been reported by the facility:

Registration Number: 22-R-0064

Customner Number: 182

Facility: Ortho-Clinical Diagnostics, Inc.
Regulatory Affairs

1001 U.S. Highway 202
Raritan, NJ 08869
(908_218-81788

Ortho-Clinical Diagnostics, Inc.
Building K

1001 U.S. Highway 202
Raritan, NJ 08869

Robert Wood Johnson-Pharmaceutical Research Institute
Farming Complex (RWJ-PRI)

County Highway 513

Pittstown, NJ 08868



This report 15 . equired by law (7 USC 2143). Failure ta report accorcing to the regulaticns can Sae attached form for Interagency Repari Contrg

resull in an order t - cease and esist and to be subject to penalties as proviced for in Saction 21 additional infarmation.
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22_R_0066 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO 0579-0036
CUSTOMER NUMBER: 184

University Of Medicine & Dentistry Of Nj

ANNUAL REPORT OF RESEARCH FACILITY Robert W. Johnson Med. School NOV 2 6 200 ‘
( TYPE OR PRINT ) 675 Hoes Lane

Piscataway, NJ 08854

Telephone: (732)-235-4687

3. REPORTING FACILITY { List all locations where animals were housed or used in actua! research, testing, or experimentation, or held for these purposes. Altach additional sheels if necassary )

FACILITY LOCATIONS ( Sites ) - See Atached Listing

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additlonal sheets if necessarv or use APHIS Form 7023A Y ]
A B. Numberofanimal | G. Numberof D. Number of animals upon E. Number of animals upon which teaching, experiments, | F.
being bred, animals upon which experiments, ragearch, surgery of fests were conducted involving
conditioned, or which teaching, teaching, rasearch, accompanying pain or distress ta the animals and for wh TOTAL NUMB
Animals Covered held for usein research, surgery, or tests ware the use of appropriate anesthelic, analgesic, or tranquitiz OF ANIMAL ER
By The Animal teaching, testing, experiments, of conducted involving drugs would have adversely affectad the procedures, res 8
Waelfare Regulations experiments, tasts were accompanying pain or or intarpretation of tha teaching, research, experiments,
research, or conducted distress to the animals an surgery, or tasts, { An explanation of the procedures ( COLUMNS
surgery but not ye involving no pain, for which apprapriate preduging pain or distress in these animats and the reast C+D+E)
used for such distress, or use & anesthetic, analgesic, or such drugs were not used must be attached to this repor
purposas. pain-relisving tranquilizing drugs were
drugs. used.
4. Dogs 16 16
5. Cats
6. Guinea Pigs ) 2
7. Hamsters
8. Rabbits 11 108 119
9. Nen-human Primates
10. Sheep
11. Pigs . 57 57

12. Other Farm Animals

13. Other Animals

| Assurance sTATEMENTS l

1) Professionally acceplable standards governing the care, treatment, and use of animals, including appropriate use of anestelic, analgesic, and tranquilizing drugs, prior ta, during, and following actuad rese
taaching, testing, surgery. or experimentation were followed by this research facility.

2} Each principat 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 tha standards and regulations be specified and explained by the principal investigator and ap
Institubional Animai Care and Use Committee (1AGUC). A summary of all such excaptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions, ¥his summary i
brief explanation of the exceptions, as well as the species and number of animais affected.

3

4) The attending veterinarian for this research facility has appropnate authority lo 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 Cfficial )

L S Sm S C S mmm it st <% - Print ) DATE SIGNED

! 12fey




CUSTOMER ID AND SITE ADDRESS:

ID: 184

UMDNJ ~-RWIMS

Basic Science Building-Research tower
675 Hoes Lane, RBO1

Piscéataway, NJ 08854-5635

Phone: 732-235-4570

County: Middlesex

UMDNJ=-RWJIMS

Medical Education Building
One Robert Wood Johnson Place
New Brunswick, NJ 08901-0019

Phone: 732-235-7913

County: Middlesex

UMDNJ-RWIMS

Education and Research Building
401 Haddon Avenue

Camden, NJ 08103

Phone: 856-757-9650

County: Camden




University of Medicine and Dentistry of New Jersey
Robert Wood Johnson Medical School

Amendment to Annual Report of Research Facility
Certificate Number: 22-R-0066
Customer Number: 184

Species: Swine
Number: 59

Section 3.128 Space Requiremerds. Enclosures shall be constructed and maintained so as
to provide sufficient space to allow each animal to make normal postural and social
adjustments with adequate freedom of movement.

Exception: An exception to the standard found in Section 3.128 was requested by the
principal investigator for Protocol Number 102-075 and [03-029 based upon scientific
necessity and was granted by the IACUC. The explanation is summarized as follows:
During observation periods lasting 8 to 12 hours and during a drug infusion period of 48
hours, each pig needs to be confined in a metabolic cage that restricts its horizontal
movements. The metabolic cage measures 1.5' wide, 3' long and is 4' high. The pig will
be able to stand or recline but will have restricted movement so as not to pull out the
pulmonary artery and aortic catheter which would result in exsanguination of the drug
infusion catheter. The maximum period of time any individual pig would be confined to
the metabolic cage would be 56 hours. The pigs will be transferred to a holding cage
with approximately 18 square feet of floor space when they are not being experimentally
observed and not being infused.

i[13]os
Date




This report is required by law (7 USC 2143). Failure to report according to the regulations can
resultin an crder to cease and desist and to be subject to penalties as provided for in Section 21!

Sae attached form for Interagency Report Control Nog
additional information.

ANIMAL AND PLANT HEALTH INSPECTION SERVICE

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22_R.0076 FORM APPROVED
CUSTOMER NUMBER: 180

OMB NO. 0579-0036

Camden County College
ANNUAL REPORT OF RESEARCH FACILITY P.0. Box 200
( TYPE OR PRINT ) College Drive
Blackwood, NJ 08012 SEP 2 72004

Telephone; (856)-227-7200

3. REPORTING FACILITY { List all locations where animals were housed or usad in actual resesrch, lesling, or experimentation, or held for these purposes. Attach additional sheets if necessary |

\l e)cédnan{TecL\m\oS{ Mf Q’ru IB‘B FACILITY LOCATIONS ( Sites ) - Sea Atached Listing

l REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets if necessarv or use APHIS Form 7023A } l
A, B. Numberofanimal JC. Numberof D. Number of animals upon E. Number of animals upon which teaching, experiments, | F.
being bred, animats upon which exparimants, research, surgery or tests wers conducted involwving
canditioned, or which teaching, teaching, research, accompanying pain or distress to the animals and for wh TOTAL NUMBER
Animals Covered hald for use in research, surgery, or tesis were the use of appropriale anesthetic, analgesic, or tranquiliz OF ANIMALS
By The Animal teaching, testing, experiments, of conducted involving drugs would have adversely affected the procedures, res
Welfara Regulations experiments, tests wers accompanying pain or or interpretation of the teaching, research, experiments,
research, or conducted distress to the animais an surgery, or tests. { An explanation of the procedures { COLUMNS
surgery but not ye {invoiving no pain, for which appropriate producing pain or distress in these animals and the reas: C+D+E )
used for such distress, or use o anesthetic, analgesic, or such drugs were not used must be attached io this report
purpases. pain-relieving tranquilizing drugs were
drugs. used.
4. Dogs o o o o o)
5. Cats o o o o
6. Guinea Pigs 8 o g o 8
7. Hamsters O O o o o)
8. Rabbits IFS o |3 o [
9. Non-human Primates v} (o] O o (o)
10. Sheep O o) O o o)
11. Pigs 0 o (5} [a) o
12. Other Farm Animals o o o o o
13. Qther Animais o o o o o

[ASSURAMCE STATEMENTS

1|

1) Professionally acceptatte standards gaveming the care, treatmant, and use of animals, including appropriate use of anestetic, analgesic, and tranguilizing drugs, prior 1o, during, and following actual rese

teaching, testing, surgery. or experimentation were followed by this research Facility.

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

3

This #acility 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 1 ensure the provision of adequate veterfnary care and to oversee the adequacy of cther aspects of animal care and usé.

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
( Chief Executive Officer or Legally Respansible Institutional Official }

s g

g Bosmmom o i s m s nmmLnas = = DATE SIGNED

77



et

This report ’s required by law (7 USC 2143). Failure to report according 1o the regulations can “ 0 v 2 4 m*‘ See attached form for Interagency Report Control No /
rasult in ar order 1o cease and desist and to be subject to penalties as provided for in Section 21! additional information. .
UNITED STATES DEPARTMENT OF AGRICULTURE FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

{ TYPE OR PRINT )

1. CERTIFICATE NUMBER: 29.R_()082
CUSTOMER NUMBER: 190

OMB NO. 0579-0036

Product Safety Labs, Inc.
2394 Route 130
Dayton, NJ 08810

Telephone: (732)-438-5100

PM
7.5
Esal B

(732)-42% 5100

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

data.

Rol.
(] ‘Nr

o%8if

FACILITY LOCATIONS { Siles } - 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. Numberofanimal J €. 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 invoiving
conditioned, of which teaching. teaching, research, accompanying pain or distress to the animals and for wh TOTAL NUMBER
Animals Covered held for use in ressarch, surgery, or tests wers the use of appropriate anesthetic, analgesic, or ranquitiz OF ANIMALS
By The Animal teaching, tasting, experiments, or conducted involving drugs would have adversely affecled the procedures, res
Walfare Regulations experiments, tests were accompanying pain o or interpratation of the teaching, ressarch, experiments,
research, or conducted disiress to the animals an surgery, oF tests. { An explanation of the procedures { COLUMNS
surgery but not ye involving no pain, for which appropriate producing pain or distress in these animals andg the reasc C+D+E )
used for such distress, or use o angsthetic, analgesic, or such drugs were nol used must be attachead to this repon
purposes. pain-relieving tranquilizing drugs were
crugs. used.
4. Dogs
5. Cats
¢, Gunen s 7147 187 233%
7. Hamsters . g 0, 8’ ?
, B. Rabbits

AXtD

|24

12.5

9. Non-human Primates

2,937@

. 10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

_Peanels

29

269

| Assurance sTatemenTs

1} Professionafly acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anestatic, analgesic, and tranquilizing drugs, prior 1o, during, and following actual rese
teaching, lesting, surgery, or sxperimentation were followed by this resaarch facility.

2

3

-

Institutional Animal Cara and Use Committea (IACUC), A

Each principal investigator has considered alternatives to painful procedures.

¥ of all such apth

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

This tadility Is achering to tha standards and regulations under the Act, and it has required that exceplions to the slandards and regulations be spedified and explainad by the principal investigator and ap
Is attached to this annual report. In addition to identifying the IACUC-approved axceptions, this surnmary ing

4} The aitending vetesinarian for this research facility has appropriste authority to ensure the provision of adequate veterinary care and to tha adeguacy of other of animal care and use.
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
{ Chief Executive Officer or Legally Responsible Institutional Official )
Pl T T = T T MALEE @ TITI & AF O C A AR IMCTm I L Arrinaar Fo an) DA SIGNED
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Registration Number: 22-R-0082

ATTACHMENT TO USDA/APHIS ANNUAL REPORT OF RESEARCH FACILITY
EXPLANATION OF COLUMN “E” ENTRIES
10/01/03 through 9/30/04

125 Rabbits — Eye Irritation Test (OPPTS 870.2400): Thirteen (19) of these animals vocalized
following instillation of the test compound but immediately became calm after they were returned
to their cage. Therefore, anesthetic was not considered. Although the remaining animals (106)
did not exhibit overt signs of pain or distress, they exhibited ocular irritation scores above an
arbitrary threshold and were considered to be in distress as a result of their exposure to the test
compound. Although in the eye irritation test ocular anesthetic may be used prior to instillation,
repeated and/or prolonged anesthetic use could retard healing and possibly lead to collateral
irritation and/or subsequent corneal infection. Therefore, ocular anesthetic was not used on the
animals evidencing ocular irritation scores above this established threshold limit.

45 Rabbits — Dermal Irritation Test (OPPTS 870.2500): All animals exhibited eschar and/or
corrosion at the dose site, which could indicate possible necrosis of the skin. In all cases, the area
of exposure and subsequent skin damage was < 1 in’. Continuous or prolonged use of topical or
systemic anesthetic agents during dermal irritation tests was not considered appropriate since it
could lead to study complications including increased irritation and delayed healing. The use of
analgesic agents would be inappropriate in these studies due to resultant anti-inflammatory effects
that could mask the indicators of irritation. If used, they might significantly alter the effects of
the test compound and compromise study results,

187 Guinea Pigs ~ Dermal Sensitization Test (OPPTS 870.2600): Similar to the dermal
irritation test noted above, these animals exhibited eschar and/or corrosion at the dose site, which
could indicate possible necrosis of the skin. In all cases, the area of exposure and subsequent skin
damage was < | in’. Continuous or prolonged use of topical or systemic anesthetic agents during
dermal sensitization tests was not considered appropriate since it could lead to study
complications including increased irritation and delayed healing. The use of analgesic agents
would be inappropriate in these studies due to resultant anti-inflammatory effects that could mask
the indicators of sensitization. [f used, they might significantly alter the effects of the test
compound and compromise study results.



This report is required by law (7 USC 2143). Faiture to repor according to the reguiations can ND v 2 3 z See attached form for Interagency Report Contral !

rasult in an order 10 cease and desist and to be subject lo penalties as provided for in Section 21! agditional information.
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER:  22.R.00G9 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 194

University Of Medicine & Dentistry Of Nj
ANNUAL REPORT OF RESEARCH FACILITY School Of Osteopathic Medicine

{ TYPE OR PRINT) 2 Medical Center Drive
Stratford, NJ 08084

Telephone: {856) -566-6119

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

FACILITY LOCATIONS { Sites ]| - See Atached Listing

FREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY [ Attach additlona! sheets if nacessarv or use APHIS Form T023A 1

Al B. Numberofanimal §C. Numberof D. Number of anirnals upon E. Number of animals upon which teaching, experiments,
being bred, animals upon which experiments, research, surgery or tests were conducted involving
cenditioned, or which teaching, teaching, research, accompanying pain or distress to the animals and for wh TOTAL NUMBER
Animals Covered heid for use in regearch, surgery, or lests were the use of appropriaie ansesthetic, analgesic, or franquiiz OF ANIMALS
By The Animal teaching, testing, experiments, or conducted involving drugs would have adversely affected the proceduras, res
Welfare Regulations experiments, 1ests were accompanying pain or or interpretation of lhe teaching, research, experiments,
research, or conducied distress to the animals an surgery, of tests. [ An explanation of the procedures { COLUMNS
surgery but 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 ¢ anesthelic, anslgesic, or such drugs were not used must be attached to this reporl
purposes. pain-refieving tranquilizing drugs wers
drugs. usad.
4. Dogs o o I < o
5. Cats o o I o o
6. Guinea Pigs 5 o o o o
7. Hamsters o o o s o
8. Rabblts ¢ C ¢ N o
9. Non-human Primates o ¢ o Y o
10. Sheep I8 B ' i 1
11. Pigs o N “' o -—J
12, Other Farm Animals - o . R
o -
o ¢ & J o
13. Other Animals 2 2l o ¢! o
R - v o !
~ o \}
L-" L\ s i

| ASSURANCE STATEMENTS

1) Professignally acceplable standards governing the care, freatment, and use of snimals, including appropriate use of anestetic, analgesic. and tranquilizing drugs, prior to, during, and following actuaf rese

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

2

Each principal investigator has considered alternatives o painful procedures.

3) This faciity is adhering tc 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
Ingtitutional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition lo identifying the |IACUC-appraved exceptions, this summary int

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 fo 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 ar Lenallv Responsible Insfitutional Official 3
€ int) DATE, SYGED
{ /7!‘? of
Acviva s s ues VASPIOLES Y13 T U TUTED (WA OO, IV IS LUSUISIE )

(AUGS1)



This report is required by law {7 USC 2143). Failure o report accorging to the regulations can
resutt in an order to cease and desist and to be subject to penalties as provided for in Section 21!

;rj t L‘ C 2 znnéee atigched f fi
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T

Interagency Report Centrol No.:

UNITED STATES DEFARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

{ TYPE OR PRINT }

ANNUAL REPORT OF RESEARCH FACILITY

1. CERTIFICATE NUMBER: 22.R-0104

CUSTOMER NUMBER: 108

FORM APPROVED
OMB NO. 0579-0038

Center For Molecular Med & Immunology
520 Bellville Ave
Belleville, NJ 07109

Telephone: (973)-844-7000

3. REPORTING FACILITY { List all locations where animals were housed or used in aclual research, testing, of experimeniation, of held for thase purposes. Attach addilional sheets if necessary )

FACILITY LOCATIONS ( Sites ) - See Atached Listing

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

A B. Mumberof arimat § C. Number of D. Number of animals upon E. Number of animats upon which teaching, experiments, | F.
being bred, animals upon which axperiments, research, surgery of tests wera conducted invalving
conditioned, of which feaching, leaching, research, accompanying pain or distress {o the animals and for wh UMBER

Animals Coverad heid for use in resaarch, surgary, of tests were ther use of appropriate anesthetic, analgesic, or franquiliz TOTAL N
By The Animal teaching, testing, experimeants, or conducted invelving drugs would have adversaely affected the procedures, res OF ANIMALS
Welfare Regulations experiments, lests were atcompanying pain or or interpretation of the teaching, research, experiments,
research, o conducted digiress lo the enimals an surgery, or lests. { An explanation of the procedures { COLUMNS
surgery but rot ye involving no pain, for which appfopriate 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 wera not usad must be atlached to this repon
pUTPOSes. pain-religving tranauilizing drugs were
drugs. used.

4. Dogs

5. Cats

6. Guinea Pigs 10 10

7. Hamsters

8. Rabbits

9. Non-human Primates

10. Sheap

t1. Pigs

12. Other Farm Animals

13. Other Animals

Nonregulated Species
mice 7625

| Assurance statements

_1

1

2
3

Each principat investigator has considered alternatives to painful procedures.

y of all such

Professionally accepiable standards governing the care, treatmant, and use of animats, inciuding appropriate use of aneatetic, analgesic. and iranquilizing drugs, prior to, during, and following actual rese
1eaching, testing, surgery, or experimentation were followed by this research facility.

This fatilfty is aghering 1o the standards and regulations under the Act, and it has required that axceptions 1o the standards and regulations be specified and explained by the principal invastigator and ap
Institutional Animal Care and Use Committee {(IACLC). A

ptions Is attached fo this annual report. In addition to identifying the IACUC-approved exceplions, this summary it

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

4

The attending veterinarian for this research facility has appropriate autharity to ensure the provision of adequale velerinary care and to oversee the adequacy of other aspects of animal care and use.

e
SIGNAY

APHIS F e v
{AUG91)

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

{ Chief Executive Officer or Legally Responsible Institutional Official )

VISHIALTD T2 ) W IUTEG (WAL BU, TEILLL I URSUICLO. |




NUY

T;ﬂs rer 4 is required by taw {7 USC 2143). Failura to report according to the regulations can
reauit in an order to cease and desist and & be subject to penalties as provided for in Section 21!

L 0 Lupy

See attached form for
additional infarmation.

Interagency Report CW

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

( TYPE OR PRINT }

1. CERTIFICATE NUMBER:  22_R-0108
CUSTOMER NUMBER:

193

FORM APPROVED
OMB NO. 0579-0036

Exxonmobil Biomedical Sciences, Inc.
P.O. Box 971

1545 Route 22 East

Annandale, NJ 08801

Telephone: (908)-730-1100

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

ITREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets If necessarv or use APHIS Form 7023A)

A Number of animal | €. Number of D. Number of animals upon E. Number of animals upon which teaching, experiments,
being bred, animals upon which experiments. resaarch, surgery or tests were conducted involving
conditionad, or which teaching, teaching, research, accompanying pain or distress to the arimals and for wh TOTAL NUMBER

Animals Covered held for use in research, surgary, or lasts wera the use of appropriate anesthetic, analgesic, or tranquitiz OF ANIMALS
By The Animal teaching. testing, experiments, or conducted invalving drugs wauld have advarsely affected the procedures, res
Welfare Regulations experiments, lests were accompanying pain of or interpretation of the teaching, research, experiments,
research, ot conducted distress to the animais an surgery, of tests, ( An axplanation of he procedures { COLUMNS
surgary but not ye involving no pain, for which approgpriste producing pain or distrass 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 reporl
puUrpoSes. pain-relieving tranquilizing drugs wera
drugs. used.
4. Dogs
5. Cats
inea Pi

6. Guinea Pigs 0 102 0 0 102

7. Hamsters

8. Rabbits 0 27 0 0 27

9. Mon-human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

, Other Animals

l ASSURANCE STATEMENTS

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rese

teaching, testing, surgery, or experimentation were folowed by this rasearch Tacility.

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

3) This faciiity is adhering to the standards and regulaiions undar the Act, and it has required that exceptions to the standards and regulations be spacified and explained by the principai investigator and ep
Ingtitutional Animal Care and Use Commitiee (LACUC]. A sumwnary of ali such exceptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary int
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 ensura 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 Cfficer or Legally Responsible Institutional Official )

(AUG 91)

L { Type or Prirt )

DATE SIGNED

u}us ,b”f




Facility Locations for ExxonMobil Biomedical Sciences, Inc.

The following is the only location where ExxonMobil Biomedical Sciences, Inc. housed
or used animals in actual research, testing or experimentation, or held animals for these
purposes.

ExxonMobil Biomedical Sciences, Inc.
1545 Route 22 East
Annandale, NJ 08801



This raport is requiced by law (7 USC 2143). Failure to report according to the regulations can
result in an order fo cease and desist and to ba subject to penalties as provided for in Section 21!

See aftached form for
additional information,

Interagency Report Control No.:

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
{ TYPE OR PRINT )

1. CERTIFICATE NUMBER: 29_R-0116
CUSTOMER NUMBER: 505

FORM APPROVED
OMB NO. 0579-0036

Xenobiotic 1 aboratories, Inc.
107 Morgan Lane
Plainsboro, NJ 08536

Telephone: (609) -799-2295

3. REPORTING FACILITY { List all locations where animals were housed or used in actual research, testing, or experimentation, or held for thase purposes. Attech additional sheats if necessary )

Noy 2 0T

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 Number of animal | C. Number of D. Number of animats upon E. Number of animals upon which teaching. experiments,
being bred, animals upon which experiments, research, surgery or tests were conducted involving
conditicned, 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, of tests were the use of appropriate anesthetic, analgesic, or tranquiliz OF ANIMALS
By The Animat teaching, testing, axperiments, or conducted invalving drugs would have adversely affected the procedures, res
Welfare Regulations experiments, tests were accompanying pain or ar interpretation of the leaching, research, experiments,
research, or conducted distress to the animals an surgary, o 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 reas: C+D+E)
used for such distress. nr use o anasthetic, analgesic, or such drugs wera not used must be attached to this report
purposes. pain-ralisving tranquilizing drugs were
drugs. used.
4, 5
B9 2 [8 J 2 (¥
5. Cats
6. Gulnea Pigs
7. Hamslers
8. Rabbits

9. Nen-human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

I ASSURAMCE STATEMENTS

1) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anestetic, anglgesic, and tranquilizing drugs, prior to, during, and following actual rese

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

2

3

Each principal investigator has considered altematives to painful procedures.

This facility is adhering ta 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 invesiigator and ap

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

4} The aftending veterinarian for this research facility has appropriate authority 1o 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 }

. |

L

TIONAL OFFICIAL [ Type or Print

DATE SIGNED

/2 2)pd




UEL (2 2004

This: 'aport is reguired by law {7 USC 2143}, Failure to report according 1o the regulations can
resuit in an order o cease and desist and to be subject to penalties as provided for in Section 21!

See attached form for
additional information.

Interagency Report Contral No.:

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

(TYPE OR PRINT )

ANNUAL REPORT OF RESEARCH FACILITY

1. CERTIFICATE NUMBER:

CUSTOMER NUMBER: 7)1

22-R-0117

FORM APPROVED
OMB NO. 0579-0038

Bartons West End Farms Inc
161 Janes Chapel Road
Oxford, NJ 07863

Telephone: (908) -637-4427

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

rREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets if necessary or use APHIS Form 7023A )

A Number of animai  § C.  Number of D. Number of animals upon E. Number of animals upon which teaching, experiments.
being bred, animals uport which experiments, research, surgery or tests were conducted inveiving
) 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 lests were the use of appropriate anesthelic, analgesic, or tranquiliz OF ANIMALS
By The Animal teaching, testing, experiments, ar " conducted involving drugs would have adversely affected the procecures, res
Welfare Regulations axperiments, tests were accompanying pain or ar interpretation of the teaching, research, experiments,
research. or conducted distress to the amimals an surgery, or lests_ { An explanation of the procedures ( COLUMNS
surgery but not ye involving no pain, for which appropriate preducing pain or distress in these animals and the reast C+D+E)
used for such digtress, or use o anesthetic, analgesic, or such drugs were not used must be attached to this report
puiposes. pain-relieving tranquilizing drugs were
drugs. used.
4. Dogs
0 123 36 0 159
5. Cats 0 0 0 0 0
f Figs
6. Guinea Pig 0 0 0 0 0
7. Hamsters 0 0 0 0 0
-8. Rabbits 0 0 9 0 9
9. Non-human Primates 0 7 0 0 7
0. Sheep 0 0 0 0 0
1. Pi
Pigs 0 X O 2R 59 0 54
12. Other Farm Animals _ _ _ _
Cowrs 0 0 4 0 4

13. Other Animals

| Assurance staTemenTs

1) Prafessionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilfizing drugs, prior te, during, and following actual rese

teaching, festing, surgery, or experimentation were followad by this research facility.

2
3

Each principat investigator has considered alternatives to painful procedures.

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

4

This faci.lity 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 princip_al invegtigamr 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-anproved exceptions, this summary int

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.

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

! Mhiaf Bvar diva MFrar ar | analhy Racnnncihia inctih dianal Nfficial

. {Type or Print )

DATE SIGNED




FACILITY LOCATIONS (SITES):
ID: 701

161 Janes Chapel Road

Oxford, NJ 07863

And

PO Box 280
Lakewood, PA 18439




‘DEB D 6 200; See attached form for

This Jired by taw (7 USC 2143). Failure to report according to the regulations can ¥ interagency Report Control No.
result I an order to cease and dasist and to be subject to penalties as provided for in Section 21! additional information.
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22_.R.0118 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0575-0038
CUSTOMER NUMBER: 1672
Pediatric Cardiology

ANNUAL REPORT OF RESEARCH FACILITY
( TYPE OR PRINT )

137 Pavalion Avenue
Long Branch, NJ 07740

Telephone: {908)-870-1611

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

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 T023A }

]

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 NUMBER
Animals Coverad held for use in rasaarch, surgery, or tesis were the use of appropriate anesthetic, analgesic, or tranquiliz OF ANIMALS
By The Animal teaching, lesting, experiments, of conducted involving drugs would have adversely affected the procedures, res
Welfare Regulations axperiments, tests were accompanying pain or or inferpretation of the teaching, research, experiments,
research, or conducted disiress to tha animats an surgery. or tasts. { An explanation of the procedures { COLUMNS
surgery but not ye invalving no pain, for which appropriate producing pain or distress in these animals and the reas¢ C+D+E)
used for such distress, or usa o anesthetic, analgesie, or such drugs were not used must be attached to this repor!
purposes. pain-relieving tranquilizing drugs were
drugs. used.
4. Dogs
5. Cats
6. Guinea Pigs L NQ/ -
7. Hamsters . ! 5 V
AR L
‘ LIk ¥
8. Rabbits ’NQ_' f
e
9. Non-human Primates . \ Q_ 5
Y h) S P |
10. Sheep \ \
A/
11. Pigs \ \
. )
12, Other Farm Animals

. Other Animals

| Assurance sTatements

1) Professionally acceptable standards govemning the care, treatment. and use of animals, including appropriate use of anestetic, anaigesic, and tranguilizing 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 1o pairful procedures.

3) This facility is adhering 1o the standards and regulations under the Act, and it has required that exceptions fo the standards and regulations be specified and explained by the principat investigator and ap
tnstitutional 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 surmary inc

brief explanation of the exceptions, as weil as the spacies and number of animais affacted.

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of edequate 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 Institutionat Official )

Sl¢ ) LDATE SIGNED

(30004

APH
{AUGS1 )



e b LY AL

This report is required by law (7 USC 2143). Failure to report according to the regulations can See attached form for Interagency Report Cantrof No.:
result in an order lo cease and desist and % be subject to penaties as provided for in Section 21! additional information.
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 29.R_()123 FCRM APPROYED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 1804

County College Of Morris

ANNUAL REPORT OF RESEARCH FACILITY Veterinary Tech. Program
( TYPE OR PRINT ) 214 Center Grove Road

Randolph, NJ 07869

Telephone: (973)-328-5340

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

FACILITY LOCATIONS { Sites ) - See Atached Listing

IjEPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets If necessarv or use APHIS Form 7023A} l
A. B. Mumberofanimal § C. Number of D. Number of animals upan E. Number of animals upan which teaching, experiments, | F.
being bred, animals upon which uxperiments, researcht, surgery or tasts were conducted involving
cenditioned, or which teaching, teaching, research, accompanying pain or distress to the animals and for wh TOTAL NUMBER
Animalg Covered heid for use in research, aurgery, or tests were the use of appropriate anesthelic, analgesic, or iranquiliz OF ANIMALS
By The Animat teaching, testing, expenments, or conducted involving drugs weuld have advarsely affected the procedures, res
Welfare Regulations axperiments, tests were accompanying pain oy of interpretation of the teaching, ressarch, expariments,
research, or conducted distress 10 the animalg an surgery, o tests. { An explanation of the procedures { COLUMNS
surgery but not ye invoiving no pain, for which appropriate producing pain ar 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 0 0 0 0 a
5, Cats 0
0 0 Q Q
6. Guinea Pigs
0 0 1] 0 n
o L]
7. Hamsters
0 0 0 0 0
8. Rabbits
0 4 Q 0 4
9. Non-human Primates
0 0 0 0 0
10. Sheep
0 0 0 0 t
11. Pigs 0 0 0 0 o
12. Other Farm Animals
0 0 0 0 0
13. Other Animals
I ASSURANCE STATEMENTS —I

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

teaching, esting. surgery, or experimentation were followed by this research facility.

2} Each principal investigator has considered alternatives to painful procadures.

This facifity is adhering 1o the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and exptained by the principal investigator and ap
Institutional Animal Care and Use Committee (IACUC). A summary of all such sxceptions Is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary in
brief explanation of the exceptions, as well as the species and number of animals affected.

3

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

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

e formmrm s m s s m o mmem—rremens o - DATE SIGNED

9/22/04




Inferagency Rep%‘ﬂo.:

. See atiached form for

This report is required by law (7 USC 2143). Failure o report according to the regulations can
p o y law {7 g i additional information.

tesuitin 7 order to cease and desist and 10 ba subjadt 1o panalties &8 provided for in Saction 21!

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

FORM APPROVED

1. CERTIFICATE NUMBER:  29.R-0124 OMB NO. 0579-0036

CUSTOMER NUMBER: 1828

Aventis )
ANNUAL REPORT OF RESEARCH FACILITY Route 202-206 ¢
{ TYPE OR PRINT ) Box 6800  Jr2-203a NG v 2 4 2004

Bridgewater, NJ 08807

Telephone: (908)-231-3317

w
I 3. REPORTING FACILITY ( List all Iocaticns where animals wers housed or used in actual research, testing, or experimentation, of held for these purposes. Atlach 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 necassarv or use APHIS Form 7023A )

A B. Number cfanimal § C. Number of D. Number of animals upon E. Number of animals upon which teaching, experiments, ’ F.
being bred, animals upon which expesiments, research, surgery or tests were conducted invoiving
conditioned, or which teaching, {eaching, resesnch, accompanying pain or distress to the animals and for wh TOTAL NUMEER
Animals Covered held for use in research, surgery, or tests wers the use of appropriate anesthetic, analgesic, or tranquitz OF ANIMALS
By The Animal teaching, testing, experiments, or cenducted involving drugs would have adversely affected the precedures. res
Welfars Ragulations experiments, tests were accompanying pain or or interpretation of the teaching, research, experiments, -
research, or ¢onducted distress to the animais an surgery, or tests. ( An explanation of the procedures ( COLUMNS
surgery but net ye involving no pain, for which appropriate producing pain or distrass in these animais and the reasc C+D+E)
used for such distress, oruse o anesthatic, analgesic, or such drugs were not used mus? be altached 'o this regor -
purpases. pasn-reileving tranquilizZing drugs were !
drugs. used.
4. Dogs ; O 1 9 1 36 0 227
5. Cals 0 0 0 0 i 0
6. Guinea Pigs i .
~ ; 0 1211 5099 0 - 6310
7. Hamsters . 0] )] 0 0 ' 0
i :
2. Rabbits ! -
& Rect 0 132 11 2 143
9. Non-human Pnmates ‘ .
0 12 48 0 A()
10. Sheep 0O 0 0 O | 0
I H
11. Pigs | I
. 0 0 0 0 - 0
12, Otker Farm Animais
0 0 3! al G
o 1= =+
13. Other Arimnais
0 0 0 0 0
i
i ASSURANCE STATEMENTS I

4-

Profassicraly acceviacia starcards goverming the cars, raatrert, and use of amimals, ingiudirg agpropnate use of arestste, aralgesic, ard ‘rarquilizing drugs, oneric, dusng. 3rd ‘Cicwing Act.al "o
t23zn rg, lesting, surjery. or gxcenmertaticn were lailcyed by ris research facifity,

Each prrcpal investizaisr ras considerad ailaratives o fainfui progadures.

r)

[

Tms faciity -5 ackerrg !9 the slarcards and regulations Lrder tre Act, and it has reguired that 2xcetions to the standards and regu'ations te specified and axpiaired by the pringioas .nvestigalcr are 32
‘esmarerat Arimal Care arc Use Cemmittee HHIACUC). A summary of all such exceptions is attachad to this annual report. in 3cdition 10 :dentifyng the IACLC-asoreved axcept
srief exz’araticn of *me excecors. as ~ell as !Fe species ard ~Lrter of animals affected

4i Trearasecirg vetarrarar ‘or Fis researcr faciity has acsrepeaie autherily 1o ensura the crovision of adequats vetenrary care ard 10 oversee the adequacy of Sther aspects of ar.mal car2 ar¢ .32

CERTIFICATION BY HEACQUARTERS RESEARCH FACILITY OFFICIAL
i Crief Executive Gfficer eor Legally Responsible Institutional Offical )

S NAME & TITLE QF C.EO. CRINSTITUTICMNAL CFTICIAL 7 Thae or Brnnt !

AR o7 5 2Bsciete
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November 22, 2004

USDA Annual Report
Registration #: 22-R-0124

Explanation of Category ‘E’ Animals

1. Number of Animals, Species and Procedure Used:

2 rabbits - During repeat dose toxicity study with a 28-Day recovery period of an asthma drug, at high dose,
animals experienced progressive clinical signs and were euthanized.

2. Justification for procedure:

The international regulatory process to approve new drug formulations and candidate drugs requires drug
safety assessments. The goal of these studies is to investigate the toxicity of a new drug or formulation.

The administration of any pain relieving drugs to these animals could interact and alter the results of the
study.

3. Procedure required by:

Agency: FDA Federal Food, Drug, and Cosmetic Act CFR: 505 (4)(i)(1)(A)



Ub I & OLUUY See attached form for

additional information,

Interagency Report Conrol No/

This report is required by 'aw {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 21!

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

1. CERTIFICATE NUMBER: 22_R._(}125 gaﬁmgpgggﬁga

CUSTOMER NUMBER: 116GQ7

Hackensack University Medical Center
Institute For Biomedical Research
David Joseph Jurist Research Bldg

30 Prospect Ave

Hackensack, NJ 07601

ANNUAL REPORT OF RESEARCH FACILITY
( TYPE OR PRINT }

3. REPORTING FACILITY { List ali locations where animals were housed or used in actual research, testing, or experimeniation, or held for these purposes. Attach additional sheels if necessary )

FACILITY LOCATIONS ( Sites ) - See Atached Listing

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

A, B. Numberofanmal §C. Number of D. Number of animals upon E. Number of animals upan which teaching. experiments. F.

12. Dther Farm Animals

v

13. Other Animals

being bred, animals upon which expeniments, resaarch, surgery or tests were conducted involving
conditioned, or which teaching, taaching, 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 snesthetic, analgesic, or tranquiliz OF ANIMALS
By The Animal teaching, testing, experiments, or canducted involving drugs would have adversely affectad the procedures, res
Welfare Regulations experiments. tasts were accompanying pain or or interpretation of the teaching, research, experiments,
research, of conducted distrass fo 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 digtress, or use o anesthelic, analgesic, or such drugs were nof used must be attached to this reporl
PuUrposes. pain-ralieving tranquilizing drugs were
drugs. used.
4. Dogs O \ C} \ Ci
5. Cats O \ o \ O
6. Guinea Pigs O \ ) \ O
7. Hamsters O \ O \ ')
8. Rabbits 0 \ 3 \ 3
9. Non-human Primates O \ O \ O
10. Sheep O \ ( )] \ O
11. Pigs 1 \ 36 \ 3¢

o

FASSURANCE STATEMENTS I

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

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

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

4

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

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

DATE SIGNED




This report is required by law (7 USC 2143). Failure to report according to the regulations can 'Dv 2 3 m See attached form for
result in an order {0 cease and desist and to be subject tp penalties as provided for in Section 21!

additicnal information.

Interagency Report Comml No.:

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

( TYPE OR PRINT )

1. CERTIFICATE NUMBER:  92.R.(H30
CUSTOMER NUMBER:  17()1

FORM APPROVED
OMB NO. 0579-0036

Qualtech Laboratories, Inc.
104 Green Grove Road
Ccean, NJ 07712

Telephone: (732) -918-0207

3. REPORTING FACILITY { List 2l locations where animals were housed ar used in actual research, testing, of experimentation, or held for these purposes. Attach addilional shests if necessary )

FACILITY LOCATIONS { Sites ) - See Atached Listing

l REPCORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets if necessarv or use APHIS Form 7023A |

A B. Numberofanimal J C. Number of Nurmber of animals upon E. Number of animals upon which teaching, experiments, F
being bred, animals upon which exgeriments, Tesearch, surgary or 185ts 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 ragearch, surgery, or tests were the use of appropriate anesthetic, analgesic, or tranquiliz OF ANIMALS
By The Animal teaching, testing, axperimeants, or condycted involving drugs would have adversely affected the proceduras, res
Walifare Reguiations experimants, tests were accompanying pain or or interpretation of the ieaching, research, experiments,
research, of tonducted distress to the animals an surgery, or lests. ( An explanation of the proceduras ( COLUMNS
surgery but not ye nvolving 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 musi be attached to this reporl
purposes. pain-relieving wanquilizing drugs were
drugs. used.
“ oo 0 O 0 0 0
" Co 0 0 A 0 A
6. Guirea Pigs o) O Q O O
7. Hamsters 0 O () 0 o
8 Rabbits O O O 0 o,
9. Non-human Primates D O O O
10. Sheep O O O O
11. Pigs o O O U 0
12. Other Farm Animals O 0 o O O
13. Other Animals F O O { 5 0
[ ASSURANCE STATEMENTS ]

1) Professionally acceptabie standards governing the care, freatment, and use of animals, including appropriate use of anesielic, anslgesic, and tranquilizing drugs, prior to, during, and fotlowing actual rese
teaching, testing, surgery, or experimentation were followed by this research facility.

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

Tres facility is adhering to the standards and reguiations under the Act, and it has required that exceptions to the stendards and reguiations be specified and explained by the principal investigator and ap
Institytional Animai Care and Use Commities (JACUC). A summary of all such sxceptions 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.

3

The attending veterinarian for this research facllity has appropriate authority fo 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
{ Chlef Executive Officer or Legally Responsible Institutional Official )

4

DATE SIGNED

l{-22-04




L S

This report is required by law (7 USC 2143). Failure to report according to the regulations can See attached form for Interagency Report Cantrol No.:
result in an order 1o c=ase and desist and to be subject to penalties as provided for in Section 21! additional information.
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 29_R_0131 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036

CUSTOMER NUMBER: 15333

Kraft Foods North America, Inc MUV 2 6 208‘
ANNUAL REPORT OF RESEARCH FACILITY Sherburne Pet Food Testing Center

{ TYPE OR PRINT ) 200 De Forest Avenue
East Hanover, NJ 07936

Telephone: (607) -674-9414

3. REPORTING FAGILITY { List all locations where animals were housed ar used in actual research, lesting, or axperimentation, or hetd 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 ) l
i
A B. nNumberofanimal | C. Numnber of 0. Number of animais upon E. Number of animals upon which teaching, experiments, | F.
being bred, animais upon which experiments, research, surgery or tests were conducled 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, expariments, or conducted involving drugs would have adversely affected the procedures, res OF ANIMALS
Waelfare Regulations experiments, tests were accompanying pam or or interpretation of the teaching, research, experiments,
research, or canducted distress to the animels an surgery, or tests. ( An explanation of the procedures { COLUMNS
surgery but not ye involving no pain, for which appropriate producing pain or distrass in these animals and tha reas¢ C+D+E )
used for such distress, or use o anesthetic, analgesic, or such drugs were not usad must be attached 10 this repon
PUIPOSES. pain-relieving tranquilizing drugs were
drugs. used.

* Oooe ) |09 O O 109
o cas Q 50 @) O 50

6. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

| Assurance sTATEMENTS |

1) Professionally acteptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs. prier 10, during, and following actual rese
teaching, testing, surgery, or experimentation were foltowed by this research facility.

P4

Each principal investigator has considered alternatives to painful procedures.

)

This facility is adhering to the standards and regulations undar the Act, and it has required that exceptions to the standards and regulations be specified and exptained by the principal investigator and ap
Institutionat Animak Care and Lise Committes {IACUC). A summary of all such sxceptions is attached to this annual report. In addition to identifying the IACUC-approved exceptions, this summary inc
brief explanation of the exceptions, as well as the species and number of animals affected.

4

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

CERTIFICATION BY HEADQUARTERS RESEARCH FACRITY OFFICIAL
{ Chief Executive Officer or Legally Responsible Institutional Official )

DATE SIGNED

/22

—



DEC-20-20a4 1@:19 uUsbA APHIS AC DE C 2 1 Zgﬂi“ _ 319 BSS '?124_ ) F". p2-02 T
fezult in gn order lo caase and Jesist and 10 be subject 1o penalties as provided for in Section 21! : tinal Information,

UNITED STATES DEPARTMENT OF AGRICULTURE ' 1. CERTIFICATE NUMBER:  22_R.0132 FORM APPROVED

OMB NO, 0579-0036
ANIMAL AND PLANT HEALTH INSPECTION SERVICE c NUMBER: 188

Gibraltar Laboratories inc
ANNUAL REPORT OF RESEARCH FACILITY 122 Fairfield Road
{ TYPE OR PRINT) Fairfield, NJ 07004

Telephone: (973)-227-6882

3 REPORTING FACILITY ( Liat all Ioctions whers anlivals were housad or used [n actut ressarch, Wasting, of experimantation, or held for Ihese purposes. Atiach Mddilional sheats if neceasary )

FACILITY LOCATIONS ( Sas) - See Atached Listing

- i I
[ REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additianal sheats if necessarv or usa APHIS Form T023A ) -]
A B, Numbarofanimal | C. Numberor D, Number of animals upon E. Number of animals upah which tsaching, experiments, | .
being bred, animals upen which sxparnments, research, BUTGArY or tests wora conducted involving
condtioned, o whith igaching, toaching, raseareh, aocompanying fain or Jistress {0 the antrals and for wit 1OTAL NUMBER
Animals Covared heid for use In rexssrch, EUrgery, of lesty uwere the use of appropriate anasthete, analgesic, or trangully OF ANIMALS
BY The Ankmal teaching. lesting, experiments, or conduciad Involving drugs would have adverssly affocted the procedures, res
Walfare Regulations experiments, EEL wera Atcompamying pain or or Intarpretation of the leaching, reseerch, &xpariments,
researc, or conducied stress ta the Jnimals an sungery, or tests, ( An explanation of the procedtres { COLUMNS
surgery but hiot ye invelving no pain, Tor which appropriale roducing pain or dsireas in these animaia and lhe reax C+D+E}
used for such disirenm, of Lee ¢ anesthetic. anaigesie, o such druga were nat usad must be stiached o this raport
purposes. pain-rlitving trRnquiing dngs wire
dugs, used.
4, Dogs 0 Q O O Q
> c Q o Q © =)
6. Guines Figs O O O O o
7. Hamsters O ) ») © Q
8. Rabbits O 0 o O O
9. Nonhman Primetes a) O O Q '®)
10. Sheep O Q 0 O O
11. Pigs O 0 o O Q
12 Other Farm Animalg O ) D () O
13, Other Animals NIA M/A A(/A N{A
| ASSURANCE STATEMENTS 1

1) Professionally accepiable standarda governing the cars, Ireatment, and use of anim's, InCuging Sppropriale use of BResteiic, anaigesic, and LEnguilizing dugs, prior lo, during, and following aciual reds
leaching, testing, surgery. or axperimantation were followed by this resesren facillty,

2} Each principal investigstor has considerad allamatives to painiul procedyres,

] msracmlyisMemnbmesundmﬁawremlaummnlrm:mmumrewimdmutmpﬁmhu‘osmwmdauuuuspedﬁadanuumimdhymmndpuimmunlormdap
MMBMIMIG&HMUHCMM(MUG}.AmddIaMWMIlmelndmlﬂunnnlmn.lnnddmmbidcnuﬂnngmelacuc-awrmmummluumryhc
beisf sxplanation of the sxceptons, 83 woll as the spacies and number of amimels affected.

4) Tha sitending vetaninarian for this rassereh faciity has appropniate authonly (0 ensure the provisien of adequate vetafinary care and (& oversee the adequacy of oiher aspecty of anlmal care and usy,

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFRICIAL
{ Chiaf Executive Officer or Legally Responsibla Institutional Oficial }

—————

E SIGNED

' 2{20(0 b

(AUG 1) Wonae @eued - 10(1103 — 3[10109 13

TOTAL. P.B2



Ubi < D L0UT

This report is required by law (7 USC 2143). Failure to report according to the ragutations can Sea attached form for Interagency Report Conffol No.-
result in an order to cease and desist and to be subject to penalties as provided for in Section 21! additional infarmation.
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R-0134 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 183

William Paterson University Of New Jersey

ANNUAL REPORT OF RESEARCH FACILITY Department Of Biology
{ TYPE OR PRINT ) 300 Pompton Road
Wayne, NJ 07470

Telephone: (973) -720-3440

3. REPORTING FACILITY { List all Incations where animals were housed or used in actual research, testing, or experimentation, or held for these purposas. Attach additional sheets if necessary }

JC! (NCE HiALL ﬁ'ﬁ AL 5 26¢- 208 FACILITY LOCATIONS { Sites ) - See Atached Listing

[ REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets Iif necessarv or use APHIS Form 7023A ) I
A. B. Numberof animat | 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 conductad invoiving
conditioned, or which teaching, teaching, research, accompanying pain or distress to the animels and for wn TOTAL NUMBER
Animals Covered heid for use in research, surgery, or tests were the use of appropriate anesthelic, analgesic, or franquiliz OF ANIMALS
By The Animal teaching, testing, axpefiments, or conducted involving drugs would have adversely affected the procedures, res
Woelfare Regulations experiments, tests wore accompanying pain or or interpretation of the teaching, research, experiments,
rasearch, or conducted distress to the animals an surgery, or tests. { An explanation of tha 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 )
usad for such distress, or use o anesthelic, analgesic, or such drugs were not used must be attached to this repor
purposes. pain-relieving tranquillzing drugs ware
drugs. used.
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits

9, Non-human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

Ololcclololac o

13. Other Animals

&)

Qney CAR0eNTatn M€ § RAIL W ELE

}
HOUJE_} Tyt {/()l"ﬂlg[:df ?tﬂ&

| Assurance statemenTs |

1) Professionally acceptable standards governing the care, freatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior 1o, during, and followsng actual rese
teaching, testing, surgery, or axperimentation 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 il has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap
Institutional 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 exceptions, this summary in
brief explanation of the exceptions, as well as the species and number of animals affected.

4) The attending vetennanan 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 Institutiona! Official )
SIGN DATE SIGNED
tgf‘?
/
I
APHIE

[AUGS91)
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This report is required by law (7 USGC 2143), Failure to report according to the regulations can

See reverse side for

Interagency Report Control No ’

result in an order 1o 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 22-R-0135 22320 FORM APPRCVED

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)

OMB NO. 0579-0036

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

include Zip Cade)

TRANSAVE INC
11 DEER PARK DRIVE SUITE 117
MONMOUTH JUNCTION, NJ 08852-1923

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

sheets if necessary.)

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

FACILITY LOCATIONS(sies)

TRANSAVE INC

MONMOUTH JUNCTION, NJ 08852-1923

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Aftach additional sheets ¥ necessary or use APHIS FORM 7023A }

A. B. Number of €. 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
Animais Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, sungery, or tests were 1o the animals and for which ihe use of appropriate OF ANIMALS
Welfare Regulations held for use in expanments, or condugcted invoiving anesthetic,analgesic, or tranquilizing drugs would
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or {Cots. C +
experiments, conducted disiress o the animals interpretation of the teaching, research, D+E)
research, or involving no and for which appropriste expeniments, surgery, or tests. (An exglanation of
surgery but not pain, distress, or anesthelic, analgesic, or the proceduras producing pain or distress in these
yet used for such use of pain- ranquilizing 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 32 6 38
7. Hamsters
8. Rabbits

9. Non-Human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

13, Other Animals

ASSURANCE STATEMENTS

1) Professionaily scceptable standards goveming the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic. and tranquilizing drugs, prior 1o, during,
and following actual research, teaching, testing, surgery, or experimentation were followed by this ressarch facility.

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

3} This faciity is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and ragulations be specified and explained by the
principal investigator and approved by the institutional Animal Care and Usa Committee (IACUC}. A summary of all the sxceptions is attached to this annual report. In
addition to identifying the IACUC-approved exceplions, 1his summary includes a brief explanation of the exceptions, as well as the species and number of animals affecled.

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

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

Ty

I_cerﬁfy that the above is true, correct, and completa (7 U.S.C. Section 2143)
PRAMS S SIS ASS S S AR minmmaman sy SCRICIAL (Type or Prnt)

DATE SIGNED
09/30/2004

APHIS FORM 7023
(AUG 91)

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

PART 1 - HEADQUARTERS




This report is reguired by law {7 USC 2143). Failure lo report according to the regulations can
result in an order to cease and desist and 10 be subject ¢ penaities as provided for in Section 21!

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
( TYPE OR PRINT )

1.

SrnaeaeeeNOV 0 1 200%™ mﬂ?/

CERTIFICATE NUMBER:  22.R.0136 FORM APPROVED
CUSTOMER NUMBER: F OMB NO. 0578-0036
: 750 \

Drug Research Laboratories Inc
407 N Second Street
Camden, NJ 08102

s eglnst March &lf)l

Telephone: (856)-541-7115

3. REPORTING FACILITY { List all locations whare animals were housed or used in actusl research, testing, or experimentation, or held for these purposes. Attach additionat sheets if necessary }

DFuvg Refearcilobs i Perfosic P 4:AC1L|TY LOCATIONS ( Sttes )
{1 oLl R\‘J,Q Loatf

- See Atached Listing

[ REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheats if necessarv or use APHIS Form 7023A )

A, B. Numberof animal § C. Number of D. Numbar of animals upon E. Number of animals upon which teaching, experiments, | F.
being bred, animals upon which experiments, research, surgery or tests wera conducted involving
conditioned, or which teaching, teaching, research, accompanying pain or distress to the animals and for wt 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 Animai teaching, testing, axperiments, or conducted involving drugs would have adversely affacted the proceduras, res
Welfare Regulations experimeants, 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 distrass in these animals and the reasc C+D+E)}
used for such disiress, or use o anesthetic, anatgesic, or such drugs were not used must be attached to this report
purposes. pain-relieving tranquilizing drags were
drugs. used.
4. Dogs o c O S ”
5. Cats l O o
6. Guinea Pigs l \ )
7. Hamsters \ \ o
8. Rabbits \ ‘ O
9. Non-human Primates ] o
10. Sheep { &)
11. Pigs l o
12. Other Farm Animals ! o
13. Other Animals ( t o)
Fetrets O 228 O 2248

I ASSURANCE STATEMENTS

1

teaching, testing, surgery, or experimentation werse followed by this research facility.

2

Each principal investigator has considered attematives to painful procedures.

3

Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, snd tranquilizing drugs, pricr to. during, and fellowing actual rese

This facility is adhering to the standards and regulations under the Act, and it has required that excaptions to the standards and regulations be specified and explained by the principal investigator and ap

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

4

The attending veterinarian for this research fatility has appropriate authority to enaure 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

/0—30-0}]




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.
34-R-0147

CUSTOMER NO.
10106

FORM APPROVED
OMB NO. 0579-0036

WEST MICHIGAN REGIONAL LABS
3201 BURTON ST., SE
GRAND RAPIDS, MI 49506

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,

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

FACILITY LOCATIONSsites)

WEST MICHIGAN REGIONAL LABS

GRAND RAPIDS, Ml 49506

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Affach 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, 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, 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 4 4

5. Cats 3 34 34

6. Guinea Pigs

7. Hamsters

8. Rabbits 5 78 78

9. Non-Human Primates

10. Sheep

11. Pigs 49 49

12. Other Farm Animals

13. Other Animals

ASSURANCE STATEMENTS

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

2
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 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 is attached to this I report. In
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and ber 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.

-

4

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 l NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED
11/09/2004

PART 1 - HEADQUARTERS

APHIS FORM 7023
(AUG 91)

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




OC1 1 2 2%

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 21!

See attached form for
additional information.

Interagency Report Control Fo.:

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

(TYPE OR PRINT)

ANNUAL REPORT OF RESEARCH FACILITY

1. CERTIFICATE NUMBER: 34.R-0149
CUSTOMER NUMBER:

13477

FORM APPROVED
OMB NO. 0579-0036

Grand Valley State University
401 W Fulton
Grand Rapids, Ml 49504

Telephone: (616)-336-7265

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

FACILITY LOCATIONS ( Sites } - See Atached Listing

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

A B. Number ofanimal § 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 fests 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 animais 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
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits
9. Non-human Primates
10. Sheep This facility did not use any|animals covered by AWA régulations
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 anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rese
teaching, testing, surgery, or experimentation were followed by this research facitity.

2
3

< 2

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

=

Tnis 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

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.

Rk R - -

(AUG91)

s — e

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

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

e v~ . __, which [s obsolete.)

DATE SIGNED

Yifot




See reverse side for
additional information.

This report is required by law (7 USC 2143). Failure 1o 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.

Interagency Report Control No 2’
0180-DOA-AN

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 34-R-0151 1 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)

HENRY FORD HOSPITAL
2799 W GRAND BLVD
DETROIT, MI 48202-2689

3. REPORTING FACILI?Y (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)
HFHS HFHS
DETROIT, Ml 48202 DETROIT, Ml 48201
HFHS
DETROIT, Mi 48201
REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A )
o~
A, B. Number of C. Number of D. Number of animals upon E. Number of animals upon which teaching, F.
animals being animais upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cols.C +
experiments, conducted distress to the animals interpretation of the teaching, research, D+E)
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this report)
4. Dogs 144 144
5. Cats
6. Guinea Pigs
7. Hamsters 2 2
8. Rabbits 137 137
9. Non-Human Primates
10. Sheep
11. Pigs 6 6
12. Other Farm Animals
13. Other Animals
ASSURANCE STATEMENTS

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

2) Each principal investigator has considered 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 Animat Care and Use Committee (|ACUC) 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 expl 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)
| certify that the above is true, correct, and complete (7 U.S.C. Section 2143)

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

DATE SIGNED

11/03/2004

APHIS FORM 7023 PART 1 - HEADQUARTERS

(AUG 91)

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




\
This report is required by law (7 USC 2143). Failure to report according to the regulations can N 0 V 3 O znnfee attached form for Interagenc%mml No.:
d

result in an order to cease and desist and to be subject to penalties as provided for in Section 21! ditional information.

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 34-R-0152 FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 13343

Midwest Animal Blood Services Inc
ANNUAL REPORT OF RESEARCH FACILITY PoBox 626 +9:33 Bir Dr.
( TYPE OR PRINT ) Stockbridge, MI 49285

Telephone: (517) -851-8244

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

FACILITY LOCATIONS ( Sites) - See Atached Listing

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A ) I
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 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 Reguiations 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 produgcing pain or distress in these animals and the reasc C+D+E)
used for such distress, or use ¢ anesthetic, analgesic, or such drugs were not used must be attached to this report
purposes. pain-relieving tranquilizing drugs were
drugs. used.

.4. Dogs 5 2] 14

5. Cats 52 i

6. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

Coat 5 !
13. Other Animals
1 1
| Assurance sTaTemenTs 1

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

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

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

" ~rnTm o ATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

«ecutive Officer or Legally Responsible Institutional Official )

DATE SIGNED

INAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL { Tvoe or Print )

T
2 e

17--

L]
s obsolete.)
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This report is required by law (? USC 21 43) Faikure © report according to the regulations can Set reverse side for Interagency Report Control No
resuit in an order 1 cease and desist and to be subject lo penaities as provided for in Section 2150 additionsiinformation 0180-DOA-AN
AL e e
29_V001 655 OMB NO. 0679-0036

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

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

Include Zip Code)

Department of Veterans Affairs
R&D Computing Center

103 Gay Street

3. REPORTING FACILITY (Listail |
sheets if necessary.)

where were h d or used in actual

Baltimore, MD 21202-4051

testing. g. or

tation, or held for these purposes. Attach additional

FACILITY LOCATIONS (Sites)

Station: 561 VANJ Health Care System

385 Tremont Ave. (15)
East Orange, NJ 07018

rREPCRT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach sheets if Y or use APHIS FORM 7023A)
v—
A B.Number of C. Number of D. Number ofenimais upon | E N of upon which g F.
animals being animals upon which axperiments, experiments, research, surgery, or tasts were ’
Animais Coversd bred, which i d d irvolving ying pain or di
By The Anima ioned, or surgery. or tests were to the animais and for which the use of appropriate TOTALNO
Welfare Regulations heid foruse in peri or cor involving . igasic, or ilizing drugs would OF ANIMALS
teaching. testing, tests were accompanying pain or have v aff the p results, or
" prs  the ani pretation of the teaching, .
research, or involving no and for which appropri i gery, or tests. An explanation of (Cols. C +
surgery but not pain, di .o 3 ic. or the pr pr ing pain or di in those D +E)
yet used for such use of pain- tranquilizing drugs were animais and the ressons such drugs were not used
purposes relieving drugs. used must be attached to this report)
4. Dogs 0 0
5. Cats

6. Guinea Pigs_

7. Hamsters

or o |e

8. Rabbits

9. Non-human Primates

10. Sheep

11., Pigs

Cioo oo e P @ |e
ClICoIC || |&

12. Other Farm Animals

[ 3]
-
[ N N0 0 ) Nl (i =l

[—1 K —2 [0 §—]

OOOO?OQOO

13 Other Animais 0 0

24

| Assurance staTEMENTS

1) g g the care. and use of ding ap use of ic, and tra: ikzing drugs, prior to, during
and g actual h ing, testing, surgery, or experi were folk d by this h facility
2) Each pri i ig has to painful
3) This facility is adh g to the and under the Act, and it has that to the be and by the
i and appi d by the Instituti | Animai Care and Use Committee (IACUC). A surmmary of all such Pt i ched lo this i report.in
addition to identifying the IACUC-approved pti this y includes a brief ion of the i as well as the species and of ani aff
4) The i inarianfor this tacility has appropriate authority to ensure the provision of q! Y care and to the adequacy of other aspects of

animal care and use.

CERTIFICATION BY

(Chief Executive ¢
| certify that the

SIGNATURE OF CEO OR INSTITUTIONAL OFFICIAL

s ——
APHIS FORM 7023
AUG 81)

(Replaces VS FORM 18-23 (OCT &8

e —
DATE SIGNED

.0-13-04






