This report is required by law (7 USC 2143). Failure to report according to the regulations See attached form for Interagency Reponrt Conyrol No.:

can additional infermation ( i
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R.0001 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
: CUSTOMER NUMBER: 158

Bell Labs Lucent Technologies
600 Mountain Avenue

P. O. Box 636

Murray Hiill, NJ 07974

ANNUAL REPORT OF RESEARCH FACILITY
( TYPE OR PRINT )

12-10-2001 RCVD Telephone: (908) -582-5696

R R REEEEEEEEEES—S—————————————.,

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

FACIHITY LOCATIONS ( Sites ) - See Atached Listing

I REPORT OF ANIMAL S LISED BY OR UNDER CONTROL OOF RESFARCH FACILITY { Attach additional sheets if nacassarv or usa APHIS Form 7023A ) I
A. ' B. Number of C. Number of i D. Number of animals - E. Number of animals upon which teaching, F.
i animals being animals upon upon which : experiments, research, surgery or tests were
) bred, which teaching, experiments, teaching, i conducted involving accompanying pain or distress TOTAL NUMBER
Animals C(yvlgrod ; conditioned, or research, | research, surgery, or ! to the animals and for which the use of appropriate OF ANIMALS
By The Animal : held for use in experiments, or | tests were conducted ; anesthetic, analgesic, or tranquilizing drugs would
Welfare Regulations teaching, tests were involving ; have adversely affected the procedures, results, or
testing, _conducted l accompanying pain or i interpretation of the teaching, research, experiments, ( COLUMNS
experiments, involving rio ‘ distress to the animals surgery, or tests. ( An explanation of the procedures C+D+E)
' research, or pain, distress, or | and for which i producing pain or distress in these animais and the
surgery but not ye use of pain- | appropriate anesthetic, a 1 reasons such drugs were not used must be attached to
1 relieving drugs.
1
4. Dogs \‘ 0
5. Cats ; i ‘ 0
6. Guinea Pigs ; 0
7. Hamsters ; ! ‘ 0
8. Rabbits ‘ 0
9. Non-human Primate | i . i
: ; No Covered Species ? 0
10. Sheep ; i | j
o ‘ 1 l ; 0
11. Pigs | : | | 0
12. Other Farm Animals | ! 0
i : 1 1
| i ; 1
13. Other Animals : ;
i
! .
|
i ! ,
| !
| Assurance statements 1

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

2) Each principal investigator has considered alternatives to painful procedures.
3) This facility is 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 such pti is attached to this | report. In addition to identifying the
IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animais affected.
4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
( Chief Executive Officer or Legally Responsible Institutional Official )
SIC DATE SIGNED
13{ 7ol

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

{AUG 91)

(b)(6), (b)(7)c
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This repurt is required by law (7 USC 2143). Failure to report according to the reguiations ¢an

See reverse side for
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\ateragency Report Controt No

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. addiional information 0180-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH.INSPECTION SERVICE 22-R-0005 8203 FORM APPROVED

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

NN

N .

OMB NO. 0579-0036

include Zip Code)

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

N J STATE DEPT OF HEALTH ™ § .
CN 360 '
TRENTON, NJ 08625

Srv.

(600) 2925847

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

sheets if necessary.)

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

FACILITY LOCATIONS(sites)

See Attached Listing

Laboratory Bldg — PHREL

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

A. B. Number of ) C. Number of D. Number of animais upon E. Number of ammatls upon which teaching, F.

animals being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, ) which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would

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

4. Dogs

5. Cats \

6. Guinea Pigs NG

7. Hamsters \

8. Rabbits \ iﬂ«-

9. Non-Human Primates e

10. Sheep

11. Pigs \

12. Other Farm Animals

~

™~

13. Other Animals

~

N

~

ASSURANCE STATEMENTS

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

2
3

-~

Each principai investigator has considered altemnatives to painful procedures.

This faciiity is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A st

hed to this I report. In

ptions is

y of all the

addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

4

=

aspects of animal care and use.

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

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

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

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL

AP. v i e e

(AUG 91)

NPT MIYLS T s e Sumer (el Wy, TYITIME e v e wrsas

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

DATE SIGNED
lo! wiy
« ART 1 - HEADQUARTERS




This report )

equired by taw (7 USC 2143 Faiure 10 report according 1o the reguilations can

<esult 1 an order 1o cease and destst and 10 be Lul;eCt 10 penaities as provided tor 1n Section 2150

See reverse sge for
addibional iiormation

Interagency Report Conge o s,
0180-COA-AN

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)
12-03-2001

RCVD

1. REGISTRATION NO.

22-R-0012

172

Customer NO.

FORM APPRQVED
OMB NO. 0579-0035

ETHICON,

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

INC.

P.0. Box 151
Somerville, NJ 08876 -
(908) 218-2172

3. REPORTING FACILITY (List alf locations where animais were housed or used in actual research. testing, teaching, of expenmentation, or heid for these purposes. Attach additionat
sheets it necessary )

FACILITY LOCATIONS (Sites)

ETHICON, INC.
P.0. BOX 151

SOMERVILLE, NJ 08876

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

A B. Number of C Number of 0. Number of animais upon E Numt:ger of antmals upon which teaching, F.

animais being animals upon which experiments experiments, research, surgery of 1ests were
Animalis Covered bred, which teaching, teaching (esearch. conducted involving accompanying pain or distress
8y The Animal conditioned, or tesearch, surgery, .cw tests w.eve 10 the animais ang tor which the use of appropriate TOTAL NO
Wellare Regulations heid for use in experiments, or conductod involving anesthelic, analgesic, or tranquilizing drugs would OF ANIMALS

teaching, testing, tesis were accompanying pain or have adversely altected the procedures, resuits, or
experiments, conducted distress to the animals interpretation of the teaching, research,
research, or invoiving no and for which appropriate experiments, surgery, or tests. (An explanation of {Cois. C +
surgery but not pawm, distress, or anesthetic, anaigesic, or the procedures producing pawn or distress in these D« E)
yel used lor such use of pain- "anqmlizh:sq drugs w‘ere animais and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this report).

4. Dogs 6 6

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits 5 3

9. Non-human Primates

10. Sheep

11. Pigs 549 4

12. Other Farm Animals

Goats 9 61 61
13. Other Animals

| ASSURANCE STATEMENTS

1.

2).

Prolessionally acceptable standards governing the care, iIreatment, and use of animals, including approriate use of anesthetic, anaigesic, and tranquilizing drugs, prior to, during,

and lollowing actual research, leaching, testing, surgery, or experimentation were followed by this research tacility.

Each principal investigator has considered atternatives 10 painful procedures.

3). This tacility is adbering 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

4).

principal investigator and approved by the Institutional Animal Care and Use Committea (JACUC). A summary of all such exceptions is attached to this ann

addition to identifying the IACUC-approved exceplions, this y i

-

a briet i

| report. In

planation of the exceptions, as well as the species and number of animals aftected.

The attending veterinarian for this research taciiity has appropriate authorily 10 ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of
animal care and use.

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional Official)
1 certity that the above is true, correct, and complete (7 U.S.C. Section 2143).

L

APHIS FORM 7023

(AUG 91)

{Replaces VS FORM 18-23 (OCT 88), which is obsolete.)
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This report 15 required by law (7 USC 2143). Failure to report according to the regulations can
result in an order 1o cease and desis! and to be subject to penalties as provided for in Section 2150.

See reversexside 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,

12-04-2001

RCVD

t. REGISTRATION NO.
22-R-0013

163

CUSTOMER NO.

FORM APPROVED
OMB NO. 0579-0036

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

WORLDWIDE MOBILE VETERINARY UNIT

8 FOX HUNT DRIVE

ROCKAWAY, NJ 07866

(973) 538-6601

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

sheets if necessary.}

FACILITY LOCATIONS(sttes)

See Attached Listing

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

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

animals being animais upon which experiments, expenments, 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
Weifare Reguiations held for use in experments, or conducted involving anesthetic,analgesic, or tranquilizing drugs wouid

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

4. Dogs

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-Human Primates

10. Sheep

11. Pigs

I

4

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. anaigesic. 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 Animai Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annuat report. in

addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions. as well as the species and number of animals affected.

4

aspects of animal care and use.

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

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

Sl

AF i
(AUG 91)

DATE SIGNED

I 3eo)e \-
ADQUARTERS




This renont is required by law (7 USC 2143). Failure 1o report according lo the regulations can See reverse side for . \ k interagency Report Controt Ny
v °

result in an order 1o cease and desist and to be subject to penalties as provided for in Section 2150. additional information. (I 0180-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0014 164 FORM APPROVED
OMB NO. 05790038
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as st A
ANNUAL REPORT OF RESEARCH FACILITY inciude Zip Code) FegIstered with USDA,
TYPE OR PRINT, NOVARTIS CORPORATION
( ) PHARMACEUTICALS DIVISION
' 556 MORRIS AVENUE
SUMMIT, NJ 07501
(908) 2776596
3. REPORTING FACILITY (List alt locations where animals were housed or used in actual research, testing, leaching, or experimentation, or held for these purposes. Attach additional
sheets if necessary.) .
FACILITY LOCATIONS (sdes)
See Attached Listing

10/1/00 -~ 9/30/01

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Altach addional sheels ¥ necessary or use APHIS FORM 7023A )
A, B. Number of C. Number of D. Number of animals upon E. Number of animats upon which teaching, F.
animats being animals upon which expeciments, - experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted nvolving accompanying paia or distress TOTAL NO.
By The Animal cmditlmed.‘or research, surgery, o lests were to the animats and for which the use of appropriate OF ANIMALS
Weifare Regulations heid for use in experiments, or conducted involving anesthefic.anaigesic, or tranquilizing drugs would
teadn.ng.tﬁ(ng. tests were accompanying pain or have adversely affected the procedures, results, or {Cols.C+
experiments, conducted distress {0 the animals interpeetation of the teaching, research, D+E)
research, of invalving no and for which appropriate experiments, surgery, or tests. (An explanation of
surgery but not pain, disiress, or anesthetic, analgesic, or the procedures producing pain or distress in these
yet used for use of pain- wanquilizing drugs were animals and the reasons such drugs were not used
purposes. relieving drugs.  used. must be attached to this report)
4. Dogs - .24 34 58
5. Cats - - - ' ' -
6. Guinea Pigs - 162 288 450
7. Hamsters - 108 137 245
8. Rabbits. - - 486 486
9. Non-Human Primates 221 12 79 91
10. Sheep - - - -
11. Pigs - - - -
12. Other Farm Animals
Goats - - 12 12
13. Other Animals
ASSURANCE STA‘I"EMENTS
1) Professionalty acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anesthetic, anaigesic, and lranquilizing drugs. prior to, dusing,

and following actuat research, teaching, testing, surgery, or experimentation were foflowed by this research facifity.
2) Each principal investigator has considered altematives to painful procedures.

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

4) The attending 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.

2.

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

b madifis dant tha ahaiin fa bein cccccad mcd cmealade 1T LI A D o2iea A4AMN

DATE SIGNED

1Y2g/e
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Interagency Report Control No
0180-DOA-AN

This raport -s raquired by law (7 USC 2143). Faiiure to report according to the regulations can See reverse sige for

result \n an order 10 cease and desist and to be subject to penalties as provided for in Section 2150. additionat information.

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECT!ON SERVICE 22-R-0016 174

FORM APPROVED
OMB NO. 0579-0036

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

ANNUAL RE?ORT OF RESEARCH FACILITY

(TYPE OR PRINT) - JOHNSON & JOHNSON CONSUMER PRODUCTS.INC.

RESEARCH & DEVELOPMENT

199 GRANDVIEW ROAD
SKILLMAN, NJ 08558
(908) 874-1461

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

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

FACILITY LOCATIONS(sites)

See Attached Listing

T80 onSumMER DRoODUCTS WO

5\ﬁ\\_\_m AN N:-

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

A. 8. Number of C. Number of D. Number of animals upon £. 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, 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 anirnals and the reasons such drugs were not used
purpoeses. relieving drugs. used. must be attached to this report)

4. Dogs

5. Cats

2806 A9

6. Guinea Pigs

7. Hamsters

\O 19

8. Rabbits

9. Non-Human Primates

10. Sheep

AD O 10

11. Pigs

12. Other Farm Animals

13. Other Animals

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

-

Each principal investigator has considered aiternatives to painful procedures.

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

2
3

- =

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

4

-

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

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

| DATE SIGNED
['\ /o}

ARTERS
(AUG 91) )




~I T OVUTE U TERT LU TO THE 1.
resuit n Itl ovder 10 cease and desis! and 10 be subyect (o panallies as ptovided for in Section 2150,

regulations can See reversa sida lor W \ Inieragen
0180-D0A.

= g e A T

'"Y REDO(I Conltrol No

addilional miormalon.\_
1. REGISTRATION NO.

22-R-0020 k>

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE FORM APPROVED

OMB NG. 05750034

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as

o with USDA,

include Zip Coas) [fpiversity of Medicine & Dentistry

185 South Orange Avenue

ANNUAL REPORT OF RESEARCH FACILITY
MSB A-604

(TYPE OR PRINT) -

ALY

[ Te

Newark, NJ 07103-2714
Status: Active

saeels if necessary.)

3. REPORTING FACILITY (List all locations vmou animals were housed or used in actual research, 1esting,

leaching, or axperimenialion, or held for these purposss. Aljach addilwonai

FACILITY LOCATIONS (Sies)

| REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Aitach avfivfiionul shoets If necessary or use APHIS FORM 70234)

A B. Number ot C Number of 0. Numbe: al n | E Numbes ol ammals upon which laaching,
animais being animals upon which .'x:‘"'-:,"m: gery of tesis were F.
Animais Covered brad, wiuch hing tanrhi o conducted invol ying pain or di
By The Animal conditioned, or resaarch, wro-y."ov tests "." 10 the animais and for which the use ol appropriate TOTAL NO
Waltare Raguiations held lor use in SxparTents, or conducted invalving anesthetic, analgesic, or tranquilizing drugs would OF ANIM. M_'s
teaching, lesting, tesis wers accompanying pain of have adverseiy altecied the proceduses, resulls, or
axperimants, conducted disiress (o the animais ation of tha 9
rasamch, or nvolving no and lor which appropriate Wn. surgery, or lests. (An explanation of (Cols. C +
surgery but not pain, distress, of anesthelic, snaigesic, ot the procedures producing pain or distress in these D + E)
yet usad for such use of pain- lm\qﬂizh'io drugs ".n imais and the such drugs were nol used
purposes. ralleving drugs. usad. mus! be attachad to this reporg).
4. D 73 73
5. Cats 49 49
6. Guinea Pigs 12 12
7. Hamsters 1 1
8. Rabbits 189 189
9. Non-human Primates 9 9
10. Sheep 0 0
A1 _Pigs 25 55
12. Other Farm Animals 0 0
13. Other Animals
Gerbils 6 40 46
S.A. Opossum 25 12 37
| ASSURANCE STATEMENTS
1) Prolmonauy acceplable slandards govemmg the care, treaiment, and use of animals, including approriate use ol theti i and tranquilizing drugs. priar g, during,
and § g | ressarch, t g, lesting, surgery, or axperimentation were lollowed by this research lacility.
2). Each princip g has idered aliernalives 10 pantul procedures.
3). This laciity is adhering 10 the standards and regulations under the Act, and it has required thal to the standards an be specilied and explained by the

principal investigaior and approved by the instilutional Animal Care and Use Commiliee (IACUC). A summary ol all such z:cepuons is lﬂacned to this annpual report. in
addition 10 identilying the IACUC-approved exceplions, this s b4 [

a briet of the

as well as the species and number of animals allecied.

£1 The attending velerinarian lor this research facility has appropriate authority 1o ensure the provision ol adequale velerinary care and 1o oversze the adequacy ot other aspects ol

anunal care and use.

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional Official)
1 cerity thal the above is true, carrect, and complete (7 U S.C Soction 2143).

SIGNATURE OF C.E.O. OR INSTITUTIONAL QOFFICIAL

T —

l NAME & TITLE OF C.£0. OR INSTITUTIONAL NOFFICIAL Tuvna ar Bralt

DATE SIGNED

129 J)

APHIS FORM 7023
(AUG 91)

(Replacas VS FORM 18-23 (OCT 88), which is obsoigle )




See reverse side for interagency Report Controf No

This report is required by law (7 USC 2143). Failure to report according 1o the regulations can
0180-DOA-AN

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

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

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0022 176 FORM APPROVED

OMB NO. 0579-0036

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

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

PRINCETON UNIVERSITY

OFFICE OF RESEARCH & PROJECTS
P.0. BOX 36

PRINCETON, NJ 08544-0036

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

sheets if necessary.)

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

FACILITY LOCATIONS sites)

MOLECULAR/EVOLUTIONARY BIOLOGY

PRINCETON, NJ 08544

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

A, B. Number of C. Number of D. Number of animais upon E. Number of animais upon which teaching, F.
animals being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animat conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Welfare Reguiations held for use in experiments, or conducted involving anesthetic.anaigesic, or tranquitizing drugs would
teaching, testing, tests were accompanying pain or have adversely affected the procedures, resuits. or (Cois.C +
experiments, conducted distress to the animals interpretation of the teaching, research, D +E)
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this report)
4. Dogs
5. Cats 23 23
6. Guinea Pigs
7. Hamsters
8. Rabbits 21 21
9. Non-Human Primates 14 5 6 1
10. Sheep
11. Pigs
12. Other Farm Animais
13. Other Animals
Gerbils 12 12
Peromyscus mice 498 498
Squirrels 2 2
ASSURANCE STATEMENTS

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

1)
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility.
2) Each principat 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
y of all the pti is attached to this ! report. in

principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

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

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

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

11/30/2001

DATE SIGNED

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

PART 1 - HEADQUARTERS



This report 1s required by law (7 USC 2143). Failure to report according to the regulations can
result 'n an order to cease and desist and to be subject to penalties as provided for in Secticn 2150

See reverse side for
additional information.

e NN

Interagency Report Con rct No
0180-DOA-AN

UNITED STATES DEPARTMENT OF AGRICULTURE

ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)

12-05-2001

RCVD

1. REGISTRATION NO.
22-R-0025

CUSTOMER NO.
177

FORM APPROVED
OMB NC 0579-0038

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

RUTGERS-STATE UNIVERSITY OF NJ

RESEARCH & SPONSORED PROGRAMS

P.O. BOX 1059
PISCATAWAY, NJ 08854
(908) 932-2880

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

sheets if necessary.)

testing, teaching, or expenmentation. or held for these purposes. Attach adaitionat

FACILITY LOCATIONS(sites)

See Attached Listing

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

A, B. Number of C. Number of D. Number of animals upon E. Number of animals upon which teaching,
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
Weifare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or {Cols. C +
experiments, conducted distress to the animais interpretation of the teaching, research, D +E)
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of
surgery but not pain, distress, or anesthetic. analgesic, or the procedures progucing 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 aftached to this report)
4. Dogs 29 29
5. Cats 3 3
6. Guinea Pigs 262 262
7. Hamsters 130 130
8. Rabbits 8 2 15 17
9. Non-Human Primates 6 6
10. Sheep
11. Pigs
12. Other Farm Animals
Deer 6 4 4
13. Other Animals
Hedgehog 1 1
Ferret 46 46
Spiny Mice 34 34

ASSURANCE STATEMENTS

1

2
3

- =

4

-

aspects of animal care and use.

Each principal investigator has considered alternatives to painful procedures.

This facility is adhering to the standards and regulations under the Act, and it has required that exceptions 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
addition to identifying the JACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

. .
ptions is

y of all the

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

hed to this annual report. in

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.

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

APHIS FORM 7023
(AUG 91)

QIGNATIIRE NF " F N NR INSTITIHITIONAL OFFICIAL

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

INAME & TITI F OF C F O OR INSTITHITIONAL OFFICIAL (Tuna ar Print}

I DATE SIGNED
l1-30-01

PART 1 - HEADQUARTERS




APHIS Form 7023 Site List

The following sites have been reported by the facility.

Registration Number: 22-R-0025 . *PLEASE NOTE NEW ADDRESS:
Customer Number: 177 ';?
Facility: RUTGERS-STATE UNIVERSITY OF NJ
RESEARCH & SPONSORED PROGRAMS
R-0—~BOX-1059" 3 Rutgers Plaza
PISEATAWAY -NI-88854- New Brunswick, NJ 08901
(90879322686~ (732) 932-0150

NOT A FOIA DELETION

BIOLOGY DEPT. CAMDEN CAMPUS
P.0. BOX 1059

BLDG 7002 SCIENCE

CAMDEN, NJ 08101

N J. AGRICULTURAL EXPER. STATION
PSARF COMPLEX & BARTLETT HALL
NEW BRUNSWICK, NJ 08901

SMITH AND AIDEKMAN HALL
197 UNIVERSITY AVENUE
NEWARK, NJ 07102

PSYCH DEPT BLDG 3863 BUSH CAMP
3559D NELSON LABS & ANNEX
BEVIER ROAD

PISCATAWAY, NJ 08855

BIOLBQY DEPT. CAMDEN CAMPUS

P.0. BOX 1059

BLDG 7002SCIENCE  ~.  _

CAMDEN, NJ\ea{n UVPLICATE

*Please update your reééf&éx?b ré%iééﬁ the new fﬁétit&giénal Official as: §

Rutgers, The State University of New Jersey
3 Rutgers Plaza

New Brunswick, NJ 08901

(732) 932-0150x

(732) 932-0145 Fax



This report 15 required by taw (7 USC 2143). Failure to report according to the regulations can See reverse side for interagency Report Contral No

result in a~ order to ceuse and desist and 0 be subject 1o penaities as provided for in Section 2150. additional information. 3180-DOA-AN
.. UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NQ. FORM APPROV
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-Q028 168 ED

OMB NO. 0579-0036

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

ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) BRISTOL-MYERS SQUIBB COMPANY
-
(TYPE OR PRINT) . P.0. BOX 4000
PRINCETON, NJ 08543
(609) 2524000

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

FACILITY LOCATIONS(sites)

See Attached Listing
Somerville, NJ Attachment A #3

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

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

Animais Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, surgery, or tests were 10 the animals and for which the use of appropriate OF ANIMALS
Weifare Reguiations heid for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would

teaching, testing, tests were accompanying pain or have adversely affected the procedures, resulits, or (Cois.C +
experiments, conducted distress to the animals interpretation of the teaching, research, D+E)
research, or involving na and for which appropriate experirmnents, 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 attactied (e this report)

4. Dogs

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-Human Primates 128

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

ASSURANCE STATEMENTS

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

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

3) This faciiity is adhering to the standards and regulations under the Act, and it has required that ptions to the ds and regulali be specified and expiained by the
principal investigator and approved by the Institutionai Animal Care and Use Committee (IACUC). A y of all the i is attached to this annual report. In

addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

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

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

SIGNATUR

APHIS FO
(AUG ¢




This report is required by iaw (7 USC 2143). Failure to report according to the reguiatons can See reverse side for Interagency Report Control No Qf/

result In an order 1o cea=2 and desist and t0 be subject 10 penaities as prowided for :n Section 2150. additional information. 0180-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0028 168

OMB NQ. 0579-0036

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

ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) VERS SQUIBB COMPANY
BRISTOL-M
(TYPE OR PRINT) P.O. BOX 4000
PRINCETON, NJ 08543
(609) 252-4000

[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 additionat
sheets if necessary.)

FACILITY LOCATIONS sites)

See Attached Listing
Hopewell (Pennington) NJ Attachment A #4

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

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

Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, surgery, of tests were to the animals and for which the use of appropriate OF ANIMALS
Weifare Regulations held for use in experiments, of conducted involving anesthetic,anaigesic, or tranquilizing drugs would

teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cois.C +
experiments, conducted distress to the animals interpretation of the teaching, research, D+E)
research, or involving no * and for which appropriate experiments, surgery, or tests. (An expianation of
surgery but not pain, distress, or | anesthetic, anaigesic, or the procedures producing pain or distress i these
yet used for such use of pain- tranquilizing drugs were aiimalg 2nd the reasens such drugs were not used
purposes. relieving drugs. used. musi be attached to this report)

4. Dogs 60 60

5. Cats

6. Guinea Pigs 111 111

7. Hamsters 173 173

8. Rabbits 76 15 0 226

9. Non-Human Primates 29 76 105

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animais

ASSURANCE STATEMENTS

1) Professionally acceptable standards governing the care, treatment, and use of animals, inciuding 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 aitematives to painful procedures.
3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and reguiations be specified and explained by the
principal investigator and approved by the Institutional Animat Care and Use Committee (IACUC). A summary of all the P is attached to this | report. In
addition to identifying the IACUC-approved exceptions, this summary includes a brief expl ion 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. R
Y CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
SIGNATURE ATE SIGNED
S ————
APHIS FOR JQUARTERS
(AUG 91

A1
Pks.



This report 1s required by law (7 USC 2143), Failure to report according to the reguiations can See reverse side for interagency Report Controt No

resuit 1 an order o cease and desist and 1o be subject o penalties as provided for in Section £ 130. additional information. 0180-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0028 168 OMB NO. 05760036
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) comp
- BRISTOL-MYERS SQuIBB ANY
(TYPE OR PRINT) P.O. BOX 4000
PRINCETON, NJ 08543
(609) 252-4000

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

FACILITY LOCATIONS(sites)

See Altached Listing
Mount Vernon (Evansville) IN , Attachment D

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

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

animals being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropnate OF ANIMALS
Weifare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would

teaching, testing, tests were accompanying pain or have adversely affected the procedures, resuits, or (Cols.C +
experiments, conducted distress to the animais interpretation of the teaching, research, D »E)
research, or involving no and for which appropriate experiments, surgery, of tests. (An explanation of
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were nc! used
purposes. retieving drugs. vsed. must be attached to this report)

4. Dogs 82 6 117 0 123

5 Cats 0 0 0 0 0

6. Guinea Pigs 0 0 0 0 0

7. Hamsters 0 0 0 0 0

8. Rabbits 34 0 98 0 98

9. Non-Human Primates 0 10 1 0 11

10. Sheep 0 0 0 0 0

11. Pigs 0 0 0 0

12. Other Farm Animals 0 0 0 0

13. Cther Animals 0 0 0 0 0

ASSURANCE STATEMENTS

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

2) Each principal investigator has considered aiternatives 1o 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 invﬁtig_agor and approved by the institutional Animal Care and Use Committee (IACUC). A y of all the pti is attached to this | report. In
addition to identifying the IACUC-approved exceptions, this summary includes a brief exp ion 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

SIGNATU DATE SIG
i
APHIS F( ADQUARTERS

(AUG 91)

/8



Appendix B

Facility Location List
Revised 11/21/01
For 22-R-0028
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All redactions on this page are pursuant to (b)(6) & (b)(7)(c).

ATTACHMENTB
Location of BMS - Research Facilities
(Revised 11/21/01)

Licensee/Registrant Name: Bristol-Myers Squibb Company

Licensee/Registrant Number:  22-R-0028

A. New Jersey (All within 35 mile radius)

#1 Name/Department: Veterinary Sciences
Address: Route 206 & Provinceline Road
Lawrenceville, NJ 08648

Building: Gl and G2
Floor/Room: Floors 2,3, and 4 for both buildings

Contact Person:

#2 Name/Department: Veterinary Sciences
Address: One Squibb Drive
New Brunswick, NJ 08903
Building: 83, 125, 133, and 134
Floor/Room: NA

Contact Person: Telephone:_
#3 Name/Department: Veterinary Sciences ‘
Address: 76 Fourth Street
Somerville, NJ 08876

Building: NA
Floor/Room: NA

-Contact Person:

#4 Name/Department: Veterinary Sciences
Address: 311 Pennington-Rocky Hill Road
Pennington, NJ 08543

Building: 17
Floor/Room: NA

FALETTERS\USDA Combined Registration 2001.doc

Contact Person:

Page B-2



All redactions on this page are pursuant to (b)(6) & (b)(7)(c).

ATTACHMENT B (continued)

Location of BMS - Research Facilities
(Revised 11/21/01)
Licensee/Registrant Name: Bristol-Myers Squibb Company

Licensee/Registrant Number: 22-R-0028

B. Connecticut

Name/Department: Bristol-Myers Squibb Company
Address: 5 Research Parkway

POB 368

Wallingford, CT 06492-7660
Building: Vivarium
Floor/Room: N/A

Contact Person:

C. New York
Name/Department: Bristol-Myers Squibb Company
Address: POB 4755
6000 Thompson Road
East Syracuse, NY 13221-4755
Building: 32,32A,6A
Floor/Room: N/A
Contact Person: I -
D. Indiana '
Name/Department: Bristol-Myers Squibb Company
Address: 2400 W. Lloyd Expressway
Building: 101
Floor/Room: N/A

-Contact Person:

E. Delaware

Name/Department: Bristol-Myers Squibb Company
Address: . Rt. 141 & Henry Clay Road
Building: E400

Floor/Room: N/A

Contact Person:

Page B-3

FALETTERS\USDA Combined Registration 2001.doc



This report is required by law (7 USC 2143). Failure to report according to the reguiations can
resuit in an order to cease and desist and fo be subject to penaities 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.
22-R-0031

CUSTOMER NO.
179

FORM APPROVED

OMB NO. 0579-0036

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

NEWARK BETH ISRAEL MEDICAL CENTER
201 LYONS AVENUE
NEWARK, NJ 07112

sheets if necessary.}

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

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

FACILITY LOCATIONS(stes)

NEWARK BETH ISRAEL MED CTR

NEWARK, NJ 07112

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

A. 8. Number of C. Number of D. Number of animais upon E. Number of animais upon which teaching, F.
animals being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropnate OF ANIMALS
Welfare Reguiations held for use in expenments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would
teaching, testing, tests were accompanying pain of have adversely affected the procedures. results, or (Cols. C +
experiments, conducted distress to the animals interpretation of the teaching, research, D+E)
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this report}
4. Dogs 62 62
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits
9. Non-Human Primates
10. Sheep
11. Pigs 25 25
12. Other Farm Animals
13. Other Animals
ASSURANCE STATEMENTS
1) Professionaily acceptable standards govemning the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to. during,
and following actuat research, teaching, testing, surgery, or experimentation were followed by this research facility.
2) Each principal investigator has considered alternatives to painful procedures.
3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the pti is attached to this | report. In
addition to identifying the IACUC-approved exceptions, this summary inctudes a brief explanation of the exceptions, as well as the species and number of animals affected.
4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other
aspects of animal care and use.
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible institutional official)
| certify that the above is true, correct, and complete (7 U.S.C. Section 2143)
SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print} DATE SIGNED
11/16/2001
i

APHIS FORM 7023
(AUG 91)

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

PART 1 - HEADQUARTERS




Tris report 1s required by law (7 USC 2143). Failure to report according to the regulations can
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150.

See reverse side for

additional (information.

Interagency Report Controt 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.
22-R-0034

CUSTOMER NO.
727

FORM APPROVED
OMB NO. 0579-0036

include Zip Code}

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

NEXTRAN COMPANY
303-B COLLEGE ROAD EAST
PRINCETON, NJ 08540

I 3. REPORTING FACILITY (List all locations where animais were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additionat

sheets if necessary.)

FACILITY LOCATIONSsites)

NEXTRAN COMPANY
ALBANY, OH 45710

ROCHESTER SWINE FACILITY

ROCHESTER, MN 55801

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Aftach additional sheels if necessary or use APHIS FORM 70234 }

A. 8. Number of C. Number of D. Number of animais upon E. Number of animals upon which teaching, F.

animais being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Welfare Regulations heid for use in experiments, or conducted involving anesthetic,anaigesic, 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 animais interpretation of the teaching, research, D+E)
research, or invoiving no and for which appropriate experiments, surgery, or tests. (An expianation of
surgery but not pain, distress, or anesthetic, anaigesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this report)

4. Dogs

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-Human Primates

10. Sheep

11. Pigs 376 480 930 1410

12. Other Farm Animals

13. Other Animals

ASSURANCE STATEMENTS

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

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

3

- =2

This facility is adhering to the standards and regulations under the Act, and it has required that exceptions o the standards and regulations be specified and explained by the
principai investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In

addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

4

-

aspects of animal care and use.

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

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

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL

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

DATE SIGNED

11/06/2001

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

PART 1 - HEADQUARTERS




APHIS Form 7023 Site List

The following sites have been reported by the facility.

Registration Number: 22-R-0034-

Customer Number: 727

Facility: NEXTRAN COMPANY
303-B COLLEGE ROAD EAST
PRINCETON, NJ 08540
(609) 243-0009

NEXTRAN COMPANY
901 CARPENTER RD.
ALBANY, OH 45710

ROCHESTER SWINE FACILITY
3400 22ND ST NW
ROCHESTER, MN 55901



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

,'\\\ >

See reverse side for

Interagency Report Control No

result in an order 1o cease and desist and to be subject to penaities as prowided for in Section 2150. additional information. \,, 0180-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
22.P.0037 752 FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
DEC 17 2001

(TYPE OR PRINT)

OMB NO. 0579-0036

RIDER UNIVERSITY

2083 LAWRENCEVILLE ROAD
LAWRENCEVILLE, NJ 08648
(609) 896-5010

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

l

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

sheets if necessary.)

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

FACILITY LOCATIONS(sites)

See Aftached Listing

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additionai 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,

animals being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted invalving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, surgery, of tests were to the animais and for which the use of appropriate QOF 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 animais interpretation of the teaching, research, D+E)
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons su~* Jdrugs were rot used
purposes. relieving drugs. used. must be attached to this report)

4. Dogs

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-Human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

Spiny Mice 300 200 0 0 200
13. Other Animals

ASSURANCE STATEMENTS

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

2
3|

-~ -

Each principal investigator has considered alternatives to painful procedures.

y of all the

pti is att.

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 (IACUC). A st hed to this annual report. in

addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

4

-~

aspects of animal care and use.

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

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

slﬂMATl IPEASC A SN AD INQTITIITIAA AL ACEINCIAL

AF o rurm 1uco

(AUG 91)

{epiaces vS FURM 15-43 {UCT ¥}, whICN IS ODSOlete

e
INAME 2 TITIEAE A C A ND INETITUTIALAL AECIMIAY (T oo o Aoeat

! DATE SIGNED

12-12-0]

PAKI 1 - HEADQUARTERS




2 r
- S 0oL ™
This report 15 required by law (7 USC 2143). Fadure to repornt according to the regulations can See reverse side for L(V Interagency Report Control No

result ir. n 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-0038 677 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) BRACCO RESEARCH USA INC.
305 COLLEGE ROAD EAST

PRINCETON, NJ 08540

(609) 514-2437

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

FACILITY LOCATIONSsites)

See Attached Listing

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

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

animals being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animatl 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 pam 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

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-Human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

(4-13) 0 0 0 0

13. Other Animals

(only nats & mice bred for research used)

ASSURANCE STATEMENTS

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

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

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

DATE SIGNED

10/20/01
rart 1 - HEADQUARTERS
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(AUG 91)




APHIS Form 7023 Site List

The following sites have been reported by the facility.

Registration Number: 22-R-0038

Customer Number: 677
Facility: BRACCO RESEARCH USA INC.
305 COLLEGE ROAD EAST

PRINCETON, NJ 08540
(609) 514-2437

BRACCO RESEARCH USA INC.
305 COLLEGE ROAD EAST
PRINCETON, NJ 08540



This report is required Dy law (7 USC 2143). Failure 0 repon according to the regulations can See raverse side for Interagency Repcrt Controt No%'/

resuit 'n an order !0 cease and desist and !0 be subject 10 penaities as prowded for In Section 2150 additional information 018C-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0043 991 FORM APPROVED

OMB NO. 05790038

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

ANNUAL REPORT OF RESEARCH FACILITY include Zip Code)

CELSIS. INC.
(TYPE OR PRINT) NEW JERSEY DIVISION

165 FIELDCREST AVENUE
EDISON, NJ 08837
(908) 245-1933

e tt——————————————
3. REPORTING FACILITY (Lst all locations where amimals were housed of used In actual research, tesung, teaching, or expenmentation, or heid for these purposes. Attach additional
sheets if necessary.)

FACILITY LOCATIONS(sdes)

See Attached Listing ~

(. 2,/515 /(méM?o-—f(:——’q /a’?-, o - T
g(v:"’s‘ —~, =T 03’(3/37 !

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM T023A)

A. 8. Number of C. Number of D. Number of amimals: upon E. Number of amimals upon which teaching., F.
animais being animais upon which experiments. experiments. resaarch, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted invoiving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Welfare Regulations held for use in experiments, or conducted involving anesthetic,anaigesic, or tranquilizing drugs would
teaching, testing, tests were accompanying pain of have adversaly affected the procedures, resuits, or (Cols. C +
experiments, conducted distress to the animails interpretation of the teaching, research, O+ E)
research, or involving no and for which appropriate experiments, surgery, or tests. (4n explanation of
surgery but not pain, distress, or anesthetic, anaigesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. refieving drugs. used. must be attached to this report)
4. Dogs < A &> ) S
5. Cats < (&) < < -
6. Guinea Pigs (@) D (@b Lk C
7. Hamsters b o < <& O
8. Rabbits aQ < o) < <
9. Non-Human Primates D ) < <D O
10. Sheep () o < < O
11. Pigs - o e s <
12. Other Farm Animals ) < <> < O
\B)] o o - <
13. Other Animals

ASSURANCE STATEMENTS

1) Professionally acceptable standards goveming the care, treatment, and use of animats, 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 faciiity.

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

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

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

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

1 rartifs that tha shaua ie tnia rarrart and ramnlata (711 S 0 Sartinn 2143)

Sial AL (Type or Print) DATE SIGNED
n { 1 7_!5 \
APHIS FORM 7023 (Raplacas VS FORM 18-23 (Oct 88), which is obsolste PART 1 - HEADQUARTERS

(AUG 91)




interagency Report Conirol No
0180-00A-AN

See reverse sige for

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

(\-Q
res Jtinan ar to cease and desist and to be subject to penaities as provided for in Section 2150, \_)

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0064 182

FORM APPROVED
OMB NO. 0579-0036

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

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT) ORTHO-CLINICAL DIAGNQOSTICS, INC.

REGULATCRY & CLINICAL AFFAIRS
1001 U.S. HIGHWAY 202

RARITAN, NJ 08869

(908) 218-8177

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

sheets if necessary.)

FACILITY LOCATIONS(sites)

See Attached Listing SITE 001 . SITE 002
?SBEO glﬁlca§8§agnost1cs Inc. Steringbroock Equine Trauna Center
w
FU. BOX oUY KT 3135
Raritan, NJ 08869 )
! Pittstown, NJ
REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A )
A. B. Numper of C. Number of D. Number of animals upon E. Number of animais upon which teachung. 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 NC.
By The Anima! conditioned, or research, surgery, of tests were to the animals and for which the use of appropnate OF ANIMALS
Welfare Regulations held for use in experiments, or conducted involving anesthetic.analgesic. or tranquilizing drugs would
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results. or {Cols.C +
expenments, conducted distress to the animals interpretation of the teaching, research, D+E)
research. or involving no ang 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
purpeses. relieving drugs. used. must be attached to this report)
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits 125 581 706
9. Non-Human Primates
10. Sheep
11. Pigs
12. Other Farm Animals
Goats 1 19 19
[ ]
13. Other Animals
ASSURANCE STATEMENTS

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

2
3

Each principal investigator has considered altematives to painful procedures.

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

<

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

aspects of animal care ang 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 (Tvpe or Print)

| DATE SIGNED
////'7(/0/

AUARTERS

" (AUG 91)

P

—y U



APHIS Form 7023 Site List

The foilowing sites have been reported by the facility.

Registration Number: 22-R-0064

Customer Number: 182

Facility: ORTHO-CLINICAL DIAGNQOSTICS, INC.
REGULATORY & CLINICAL AFFAIRS
1001 U.S. HIGHWAY 202
RARITAN, NJ 08869
(908) 218-8177

ANIMAL RAW MATERIAL
BUILDING K

ROUTE 202

RARITAN, NJ 08869

STERLINGBROOK EQUINE TRAUMA CENTER
CITY ROUTE 513 BOX 344
PITTSTOWN, NJ 08867

ORTHO-CLINICAL DIAGNOSTICS, INC
1001 U.S. HIGHWAY 202
RARITAN, NJ 08869

STERLINGBROOK EQUINE TRAUMA CENTER
CITY ROUTE 513 BOX 344
PITTSTOWN, NJ 08867



This repert s required by faw (7 USC 2143). Farlure to report accarding to the regulations can
rasult in an order 10 cease ang desist and 1o be subject to penalties as provided for in Section 2150

See reverse side for

additional information.

Interagency Report Control No
0180-DOA-AN
4

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT) -

1. REGISTRATION NO.
22-R-0065

CUSTOMER NO.
183

FORM APPROVED
OMB NO. 0579-0036

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

include Zip Code)

WILLIAM PATERSON UNIVERSITY OF NEW JERSEY

300 POMPTON ROAD
WAYNE, NJ 07470
(973) 720-2480

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

sheets if necessary.)

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

FACILITY LOCATIONS sites)

See Attached Listing

Science HAL RooM) 20¢.-208

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

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

animais being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, which teaching. teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropnate OF ANIMALS
Weilfare Regulations held for use in experiments, or conducted involving anesthetic.analgesic, or tranquilizing drugs wouid

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

4. Dogs

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-Human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

Qoo Clolo o o |0

13. Other Animals

o)
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ASSURANCE STATEMENTS

1

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

2
3

= =

Each principal investigator has consideregd alternatives to painful procedures.

is attached to this

| report. In

addition to identifying the IACUC-approved exceptions. this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

4]

aspects of animal care and use.

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

Professionally acceptable standards governing the care, treatment, and use of animals, inciuding appropriate use of anesthetic, anaigesic, and tranquilizing drugs, piior to, during,

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 Animai Care and Use Committee (IACUC). A summary of ail the

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

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

APHIS FORM 7023
(AUG 91)

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

DATE SIGNED

/%

PART 1 - HEADQUARTERS



Thie report s required by :aw (7 USC 2143). Failure 10 report according to the reguiations can
asult in an urder to cease ang desist and to be subject to penalties as provided for in Section 2150

See reverse side ‘or
additional information

Interagency Report Control No i

0180-DOA-AN

e —

UNITED STATES DEPARTMENT OF AGRICULTURE

ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)

1. REGISTRATION NO.
22-R-0066

CUSTOMER NO.

184

FCRM APPROVED
OMB NO. 0579-5036

inciuae Zip Code)

2. HEADQUARTERS RESEARCH FACILITY (Name and Adaress, 3s registered with USDA.

UNIVERSITY OF MEDICINE & DENTISTRY OF NJ
675 HOES LANE

PISCATAWAY, NJ 08854
(908) 2354687

sheets if necessary.)

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

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

FACILITY LOCATIONS(sttes)

See Attached Listing

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

A. B. Number of C. Number of D. Number of animals upon E. Number of animals upcn 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 1o the animals and for which the use of appropnate OF ANIMALS
Welfare Regulations held for use in experiments, or conducted involving anesthetic.analgesic, or tranquiiizing drugs would

teaching, testing, tests were accompanying pain or have adversely affected the procedures, resuits, or (Cols.C +
experments, conducted distress to the animais interpretation of the teaching, research, D+E)
research, or involving no and for which appropnate experiments, surgery, or tests. (An explaiation of
surgery but nat pain, distress, or anesthetic, anaigesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. relieving drugs. used, must be attached to this report)

4. Dogs 2 0 96 0 96

5. Cats 0 0

6. Guinea Pigs 0 0 2

7. Hamsters 0 4 0 4

8. Rabbits 0 316 0 2164

9. Non-Human Primates 0 0 0

10. Sheep 17 17

11. Pigs

9 0 Q 32 0 32

12. Other Farm Animals

13. Other Animais

ASSURANCE STATEMENTS

1

and foliowing 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 exceptions is attached to this annual report. In

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

addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

4

aspects of animal care and use.

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

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

AP

HIS FORM 7023
(AUG 91)

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL

(Replaces VS FORM 18-21 (Cct 88), which is obsolete

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

DATE SIGNED

i< / /5/¢,

PART 1 - HEADQUARTERS



All redactions on this page are pursuant to (b)(6) & (b)(7)(c).

APHIS Form 7023 Site List

The following sites have been reported by the facility.

Registration Number: 22-R-0066

Customer Number: 184

Facility: UNIVERSITY OF MEDICINE & DENTISTRY OF NJ
675 HOES LANE
PISCATAWAY, NJ 08854
(908) 235-4687

VIVARIUM

EDUCATION AND RESEARCH BUILDING
401 HADDON AVE

CAMDEN, NJ 08103

UMDNJ-ROBERT WOOD JOHNSON MEDICAL EDUCATION BLDG.
MEDICAL EDUCATION BUILDING

ONE ROBERT WOOD JOHNSON PLACE

NEW BRUNSWICK, NJ 08903

RESEARCH TOWER & RUTGERS, NELSON BIO
BASIC SCIENCE BUILDING

675 HOES LANE

PISCATAWAY, NJ 08854

WEST JERSEY BIOSERVICES INC.
WEST JERSEY BIOSERVICES
SOUTH MARION AVE.

WENONAH, NJ 08090

BARTON'S WEST END FACILITIES
161 JANE'S CHAPEL ROAD
OXFORD, NJ 07863



This report 1s required by law (7 USC 2143). Failure to report according to the reguiations can
result 1 an order 1o cease and desist and to be subject to penaities as proviged ‘or in Section 2150,

See reverse side for
additional :nformation.

‘Rt

l

Interagency Report Controt No
0180-DOA-AN

CUSTOMER NO.

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)
11-26-2001

RCVD

1. REGISTRATION NO.
22-R-0076

FORM APPROVED
189 OMB NO. 0578-0036

2. HEADQUARTERS RESEARCH FACILITY (Name and Ado,"eSS, 3s registered with USDA.
include Zip Code)

CAMDEN COUNTY COLLEGE
P.Q. BOX 200

COLLEGE DRIVE
BLACKWOOQD, NJ 08012
(609) 227-7200

Jditional

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

sheets if necessary.)

FACILITY LOCATIONS(sftes)

See Attached Listing

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

A, B. Number of C. Number of D. Number of animals upon £. Number of amimais upon wihicn teaching, F.
animals being animais upon which experiments, experiments, research, surgery or tests were
Arimais Covered bred, which teaching, teaching, research, conducted invoiving accompanying pain or gistress TOTAL NO.
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Weilfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cois. C +
experiments, conducted - distress to the animals interpretation of the teaching, research, D+E)
research, or involving no and for which approprate experments, surgery, or tests. (An expianation of
surgery but not pain, distress, or anesthetic, anaigesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animars and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this repart}
4. Dogs C) é
3. Cats O O

6. OGuinea Pigs

o)

(O

7. Haristers

8. Rabbits

61O

9. Non-Human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

OP Bl

13. Other Animals

O OOOOFOBOO

¢
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ASSURANCE STATEMENTS

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

2
3

=z -

Each principal investigator has considered alternatives to painfut procedures.

This facility is adherng to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. In

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

addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as weli as the species and number of animals affected.

The attending vetennarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and 1o oversee the adequacy of other
aspects of ammal care and use.

4

=

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

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

(AUG 97) ]

DATE SIGNED

{15/

ZADQUARTERS




See reverse side for Interagency Repent Control No

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

result in an order to cease and desist and 10 De subject to penaities as provided for in Section 2150. additional information. 0180-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0088 192 OMB NO. 0579.0036

(TYPE OR PRINT)

£ M C CORPORATION
BOX 8
PRINCETON, NJ 08543

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

ANNUAL REPORT OF RESEARCH FACILITY include Zip Code)

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

sheets if necessary.)

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

FACILITY LOCATIONS (sites)

TOXICOLOGY LABORATORY
PRINCETON, NJ 08543

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

A. B. Number of C. Number of D. Number of animais upon E. Number of animals upon which teaching, F.
animals being 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, of tests were to the animals and for which the use of appropriate OF ANIMALS
Welfare Regulations held for use in expenments, or conducted involving anesthetic.analgesic, or tranquilizing drugs wouid
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or {Cols.C +
expenments, conducted distress to the animals interpretation of the teaching, research. D +E)
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this report)
4. Dogs
5. Cats
6. Guinea Pigs 79 79
7. Hamsters
8. Rabbits 156 3 159
9. Non-Human Primates
10. Sheep
11. Pigs
12. Other Farm Animals
13. Other Animals
ASSURANCE STATEMENTS
1) Professionally acceptable standards governing the care, treatment, and use of animals. including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to. during,
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility.
2) Each principal investigator has considered alternatives to painful procedures.
3) This faciiity is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A y of ait the i is attached to this annual report. In
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions. as well as the species and number of animals affected.
4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other
aspects of animal care and use.
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional official)
| certify that the above is true, correct, and complete (7 U.S.C. Section 2143)
SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED
11/16/2001

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

(AUG 91)

PART 1 - HEADQUARTERS




Tins report 1s required by law (7 USC 2143). Farlure to report according to the regulations can
reyult 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.
22-R-0099

CUSTOMER NO.
194

FORM APPROVED
OMB NO. 0579-0036

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

UNIVERSITY OF MEDICINE & DENTISTRY OF NJ

2 MEDICAL CENTER DRIVE
STRATFORD, NJ 08084

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

sheets if necessary.)

testing, teaching, or experimentation, or heid for these purposes. Attach additionai

FACILITY LOCATIONS sites)

UNIVERSITY OF MEDICINE AND DENISTRY OF NJ

STRATFORD, NJ 08084

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

A. B. Number of C. Number of 0. Number of animals upon E. Number of animais 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 animais and for which the use of appropriate OF ANIMALS
Weifare Regulations held for use in experiments, or conducted involving anesthetic.analgesic, or tranquilizing drugs would

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

4. Dogs

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits 6 6

9. Non-Human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

ASSURANCE STATEMENTS

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

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

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

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

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY 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

11/28/2001

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

APHIS FORM 7023 PART 1 - HEADQUARTERS

(AUG 91)




"DL,/

Interagency ot Control No
0180-00A-AN

This report 1s required by law (7 USC 2143). Farlure to report according 1o the regulations can See reverse side for

result in an order to cease and desist and 1o be subject o penalties as provided for in Section 2150 additional information.

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R0104 198

FORM APPROVED
CMB NO. 0575-0036

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

include Zip Code)
CENTER FOR MOLECULAR MED & IMMUNOLOGY
520 BELLVILLE AVE
BELLEVILLE, NJ 07109
(201) 844-7000
I3. REPORTING FACILITY (List all iocations where animais were housed or used in actual research, testing, teaching, or expenmentation, or heid for these purposes. Attach additional
sheets if necessary.)

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

FACILITY LOCATIONS(sites)

See Attached Listing

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach addttional sheets jf necessary or use APHIS FORM 7023A )
A. 8. Number of C. Number of D. Number of ammals upon E. Number of animails 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 animais and for which the use of appropriate OF ANIMALS
Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic. or tranquilizing drugs wouid
teaching, testing, tests were accompanying pain or have adversely affected the procedures, resuits, or (Cols.C +
experiments. conducted distress to the animals interpretation of the teaching, research, D +E)
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this report}
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamsters 93 93
8. Rabbits
9. Non-Human Primates
10. Sheep
11. Pigs
12. Other Farm Animals
13. Other Animals
Mice 300 7772 8072
Rats 9 9
ASSURANCE STATEMENTS
1) Professionally acceptable standards governing the care, freatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs. prior to, dunng,
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility.
2) Each principal investigator has considerad altematives 1o painfuj 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 institutionai Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. in
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animais 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 animai 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 S - T B DATE SIGNED
10/24/01

‘APHIS FORM 7023 PART 1 - HEADQUARTERS

{AUG 91)

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



This report is required by 'aw (7 USC 2143). Failure to report according to the reguiations can See reverse side for Interagency Report Control No
result it; an order 1o cease and desist and to be subject 0 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-R0110 8209 FORM APPRGVED
) OMB NO. 0579-C036
mwame and Address. as registered with USDA,
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code)
TYPE OR PRINT MORRISTOWN MEMORIAL HOSPITAL
( ) 100 MADISON AVENUE
MORRISTOWN, NJ 07962
(973)971-6256

I 3. REPORTING FACILITY (List ail locations where animals were housed or used in actual research, testing, teaching, or expenmentation. or held for these purposes. Attach additionai
sheets if necessary.)

FACILITY LOCATIONS(sites)

See Attached Listing

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

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

animais 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 Reguiations hetd 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 appropnate experiments, surgery, or tests. (An explanation of
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. refieving drugs. used. must be attached to this report)

4. Dogs \

5. Cats \

6. Guinea Pigs \

7. Hamsters \

8. Rabbits \
\

9. Non-Human Primates \

10. Sheep \

11. Pigs

12. Other Farm Animals

13. Other Animals \

\\
ASSURANCE STATEMENTS ™~
1) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic. and tranquilizing drugs, prior to, during,
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility.
2) Each principat investigator has considered aiternatives to painful procedures.
3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A y of ail the 18 is attached to this annual report. In
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.
4) The attending veterinarian for this rasearch 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 officiat)
| certify that the above is true, correct, and complete (7 U.S.C. Section 2143)
( DATE SIGNED
~ o
(L2 \ il } el
APHIS FORM 7023 (Reptdces VS FORM 18-23 (Oct 88), which is obsolete PART 1 - HEADQUARTERS

(AUG 91)




APHIS Form 7023 Site List

The following sites have been reported by the facility.

Registration Number: 22-R-0110

Customer Number: 8209

Facility: MORRISTOWN MEMORIAL HOSPITAL
100 MADISON AVENUE
MORRISTOWN, NJ 07962
(973) 971-6256

REEVES SURGICAL LABORATORY
MADISON AVENUE CAMPUS
MORRISTOWN, NJ 07962



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

See reverse side for

2150.

additional information.

Interagency Report Controi No
0180-DOA-AN

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

22-R-0115

1. REGISTRATION NO.

CUSTOMER NO.

714

FORM APPROVED
OMB NO. 0579-0036

include Zip Code)

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

COSOMOPOLITAN SAFETY EVALUATION, INC.

P.0.BOX 71

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

LAFAYETTE. NJ 07848
(201) 383-6253

sheets if necessary.}

testing, teaching, or expenmentation, or held for these purposes. Attach adaitional

FACILITY LOCATIONS(sites)

See Attached Listing

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

5. Cats i !

A. B. Number of C. Number of D. Number of animals upon E. Number of animais upon which teaching,
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 QOF ANIMALS
Weifare Regulations heid for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs would
teaching. testing, tests were accompanying pain or have adversely affected the procedures, resuits. or (Cels. 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, analggsic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing druiware animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this report)
3 B
4. Dogs L l‘ ' 1 .‘f— B
/[N s

‘L
7S

12. Other Farm Animals }

6. Guinea Pigs v
} i ,
7. Hamsters Tl L/’
; v/
8. Rabbits \ :
9. Non-Human Primates \ pe
=
10. Sheep / 1\\‘ 1
/_\) !
11. Pigs ,,.‘ [ f
77 e

13. Other Animals

ASSURANCE STATEMENTS

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

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

3) This facility is 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

is hed to this

| report. in

y of all the

3]

addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions. as well as the species and number of animals affected.

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

aspects of animai care and use.

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL

(.L?H /7’3/\' Y ‘C £a C’-“ét £_D

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

. Ve

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

C\/’// C AR S

DATE SIGNED

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

PART 1 - HEADQUARTERS




Tt - reportis required by law (7 USC 2143). Failure to report according to the reguiations can

resuit in an order to cease and desist and 1o be subject to penaities as provided for in Section 2150.

/N~
‘v\

See reverse side for

additional information.

interagency Repcrt Control No
0180-DOA-AN

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINFP6-2001

1. REGISTRATION NO.
22-R-0116

CUSTOMER NO.
695

FORM APPROVED
OMB NO. 0579-0036

RCVD

2. HEADQUARTERS RESEARGH FACILITY (Name and Address, as reqistered with USDA.

include Zip Code)

XENOBIOTIC LABORATORIES, INC.

107 MORGAN LANE
PLAINSBORO, NJ 08536
(609) 799-2295

3. REPORTING FACILITY (Listall locationj_ where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additionat

sheets if necessary.) N L

FACILITY LOCATIONS(sites)

See Attached Listing

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

A.

Animais Covered
By The Arimal
Welfare Regulations

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

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

D. Number of animais upon

which experiments,
teaching, research,
surgery, or tests were
conducted involving
accompanying pain or
distress to the animals
ang for which appropriate
anesthetic, anaigesic, or
tranquilizing drugs were
used.

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

TOTAL NOQ.
OF ANIMALS

(Cols.C +
D+E)

4. Dogs

0

(]

o)

0

[

5. Cats

0

&

6. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-Human Primates

10. Sheep

0
)
/
l
\
\

11. Pigs

12. Other Farm Animals

13. Other Animals

ASSURANCE STATEMENTS

1

-

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

2
3

- =

4

=

aspects of animal care and use.

Each principal investigator has considered aiternatives to painfuf 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 (JACUC). A summary of all the exceptions is attached to this annuai report. In
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

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

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

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

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

‘pe or Print)

DATE SIGNED

//-19-4]

PART 1 - HEADQUARTERS




This report 1s required by law (7 USC 2143). Failure to report according to the regulations can
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150.

See reverse side for
additional infcrmation.

S

N Interagency Report Convct No
0180-DOA-AN

UNITED STATES DEPARTMENT QF AGRICULTURE 1.

ANIMAL AND PLANT HEALTH INSPECTION SERVICE

REGISTRATION NO.
22-R-0117

CUSTOMER NO.
701

FORM APPROVED
OMB NO. 0579-0C36

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

include Zip Code)

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

BARTON'S WEST END FARMS, INC.
161 JANES CHAPEL ROAD
OXFORD, NJ 07863

(908) 637-4427

[ 3. REPORTING FACILITY (List all iocations where animais were housed or used in actual research, testing, teaching, or expenmentation, or held for these purposes. Attach additional

sheets if necessary.)

FACILTY LOCATIONS(sites)

ggei%gg?dsuﬁnegst End Farms, Inc.

Alder Ridge Farms, Inc.

161 -Janes Chapel Road Oxford, NJ 07863 P O Box 290 Lakewood, PA 18439-0290
L

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A )
A. B. Number of C. Numper of D. Number of animais upon E. Numper of ammais upon which teaching, F.

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

Animals Covered bred, which teaching, teaching, research, conducted invoiving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Welfare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing drugs woutd

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

expenments, conducted distress to the animais interpretation of the teaching, research, D+E)

research, or involving no and for which appropriate expenments, surgery, or tests. (An explanation of

surgery but not pain, distress, or anesthetic, analgesic, or the procecures 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 lo this report)

| N/A

4. Dogs N/A 56 1 57
5. Cats N/A N/A N/A N/A N/A
6. Guinea Pigs N/A N/A N/A N/A N/A
7. Hamsters N/A N/A N/A N/A N/A
8. Rabbits N/A N/A N/A N/A N/A
9. Non-Human Primates N/A N/A N/A N/A N/A
10. Sheep N/A N/A N/A N/A N/A
11. Pigs N/A N/A N/A N/A N/A
12. Other Farm Animals N/A N/A N/A N/A N/A
13. Other Animals N/A N/A N/A N/A N/A
ASSURANCE STATEMENTS ..

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

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

1) Professionaily acceptable standards goveming the care, treatment, and use of animats, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during,

3) This facility is adhering to the standards and reguiations under the Act, and it has required that exceptions 1o the standards and regulations be specified and explained by the

principal investigator and approved by the Institutional Animai Care and Use Committee (IACUC). A

y of all the

1S is hed to this

{ report. in

addition to identifying the IACUC-approved exceptions, this summary includes 2 brief explanation of the exceptions, as weft 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 animai care and use.

I —

AT T e

CERTIFICATION BY HEADQUARTFRS RFSFARCH FACH ITY OFF|CIAL

cial)
)

AL (Type or Print)

DATE SIGNED

!0“‘1-‘0 h
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Tnis report 1s reaured by law {7 USC 2143). Failure to report according to the regulations can
result in an order to cease and desist and to be subject to penatties as provided for in Section 2150.

See reverse side for
addittonal information.

Cpr

Interagency Repaort Control No
0180-DOA-AN

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)

11-05-2001 RC

vD

22-R-0118

1. REGISTRATION NO.

CUSTOMER NO.
1672

FORM APPROVED
OMB NO. 0579-0036

PEDIATRIC CARDIOLOGY
137 PAVALION AVENUE
LONG BRANCH, NJ 07740
(908) 870-1611

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

Fs. REPORTING FACILITY (List all locations where animais were housed or used in actual research.

sheets |f necessary.)

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

FACILITY LOCATIONS(sites)

See Attached Listing

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets Jf 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 expenments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Welfare Regulations heid for use in experiments, or conducted involving anesthetic.analgesic. or tranquilizing drugs would
teaching, testing, tests were accompanying pain or have adversely affected the procedures. results, or {Cols.C +
expenments. condu~ted distress to the animals interpretation of the teaching, research. D+E)
research. or involving no and for wnich approgriate experiments, surgery, or tests. (An expianation af
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)
BN

4. Dogs

5. Cats

6. Guinea Pigs \

7. Hamsters \

8. Rabbits

9. Non-Human Primates

10. Sheep

11. Pigs

CiNTQAthvﬁﬂr

12. Other Farm Animals

N b | A

13. Other Animals

\;0
AN

ASSURANCE STATEMENTS

AN

1

-

2

-

Each principal investigator has considered alternatives to painful procedures.

3

~

4

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

Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestheti
and foliowing actual research, teaching, testing, surgery, or experimentation were followed by this research facility.

analgesic. and tranquilizing drugs, prior to. during,

.be specified and explained by the

principal investigator and approved by the institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. in
addition to identifying the IACUC-approved exceptions, this summary inciudes a brief expianation of the exceptions, as weil as the species and number of animais affected.

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

aspects of animal care and use.

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

APHi. : vinm s vme

SIGh . = - S-S = = ST mmeErE

(AUG 91)

G IGLED YA I (USRIl MY, TIULT IS YU SIS
i3

R DATE SIGNED
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C

N \-\§/
] This report is required by law (7 USC 2143). Failure to report according 1o the reguiations can See reverse snde‘fg:rl interagency Report Control No
resul; " an order to cease and desist and to be subject to penaities as provided for in Section 2150. additional information. 0180-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0120 1701 OMB NO. 0575-0036
2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA.
ANNUAL REPORT OF RESEARCH FACILITY include Zip Code) c
T QUALTECH LABORATORIES, INC.
(TYPE OR PRIN ) 104 GREEN GROVE ROAD
OCEAN, NJ 07712
(908) 918-0207

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

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

FACILITY LOCATIONS(sites)

See Attached Listing

As  qhave

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

9. Non-Human Primates

10. Sheep

A. 8. Number of C. Number of D. Number of animals upon E. Number of animals upon which teaching, F.

animals being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred. which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animai conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Welfare Regulations held for use in experiments, or conducted involving anesthetic.analgesic, or tranquilizing drugs would

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

¢, oogs O 0 0 O 0

5. Cats O O O O

6. Guinea Pigs D O a O

7. Hamsters O O O 0

8. Rabbits 0 O O O

11. Pigs

12. Other Farm Animals

& O@DGQQQO

13. Other Animals

ASSURANCE STATEMENTS

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

-

2
3

Each principal investigator has considered alternatives to painful procedures.

This facility is adhering to the standards and reguiations under the Act. and it has required that exceptions to the standards and reguiations be specified and explained by the
principat investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A y of all the ptions is attached to this annual report. In
addition to identifying the IACUC-approved exceptions, this summary includes a brief exptanation 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
(Chief Executive Officer or Legally Responsible Institutional official)
| certify that the above is true, correct, and complete (7 U.S.C. Section 2143)

DATE SIGNED

/1-26-9(

1 - HEADQUARTERS




P R D

resuLit M an Jrcer 10 cease

and desist and :0 be subject {0 penallies as provided ‘or n Section 2150

agaitorat .information

313C-COA-AN
N

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
RCYE

(TYPE OR PRINE30-200 1

1. REGISTRATION NO.
22-R-0122

CUSTOMER NO. ~\\

1804 FCRM APPROVED

OMB NO. 0579-0036

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

EpiGenesis Pharmaceuticals,
7 Clarke Drive
Cranhury

Inc,

NI 08512

3. REPORTING FACILITY (List ail locations where animais were housed or used in actuai research,

sheets if necessary.)

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

FACILITY LOCATIONS sttes)

See Attached Listing

One Location

2005 EastPark Blvd, Cranbury, NJ 08512

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

APH
[

A, 8. Numper of C. Number of D. Number of ammais upon E. Number of animais upon which teaching, F.
animals being animals upon which experiments. expariments, research, surgery or tests were
Animais Covered bred, which teaching, teaching, research, congucted involving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, surgery, or tests were to the animals and for which the use of appropnate OF ANIMALS
Welfare Reguiations heid for use in expenments, or conducted involving anesthetic.analgesic, or tranquilizing drugs wouid
teaching, testing, tests were accompanying pain or have adversely affected the procedures, resuits, or (Cols.C +
experiments, conducted distress t0 the animals interpretation of tha teaching, research, D +E)
research, or invaiving no and for which appropriate experiments, surgery, or tests. {An explanation of
surgery but not pain, distress. or anesthetic, anaigesic. or the pracedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. reiileving drugs. used. must be attached to this report)
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits
9. Non-Human Primates 9 19 21
10. Sheep
11. Pigs
12. Other Farm Animals
13. Other Animals
ASSURANCE STATEMENTS
1) Professienally acceptable standards goveming the care, treatment, and use of animais, including appropriate use of anesthetic, anaigesic. and tranquilizing drugs, prior to, during,
and following actual research, teaching, testing, surgery. or experimentation were followed by this research facifity.
2) Each principat investigator has considered altemnatives to painful procedures.
3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and reguiations be specified and explained by the
principal investigator and approved by the Institutional Animal Care and Use Committes (JACUC). A summary of all the axceptions is attached to this annuai report. In
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.
4) The attanding veterinarian for this research facility has apprapeiate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other
aspects of animal care and use. )
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
{Chief Executive Officer or Legally Responsible Institutional official)
1 certify that the above is true, correct, and compiete (7 U.S.C. Section 2143)
SIGNATIIDE ME F € A AB INCTITIITINMAT OEEICTAL TNAME £ TITI E AF ~ E 0 AR INSTITIITIANAL NEFICIAL (Tupe or Print) DATE SIGNED
11/29/01
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This report .S equired dy law (7 USC 2143). Failure 10 report aczorcing to the reguiations an
resull in 3n order (o cease and desist and to De subject io penaities as orovided for :n Secuon 2150,

See raverse sice ‘o
adcitional information.

/

A
A

tnteragency Report Contrel No
0180-DCA-AN

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH {NSPECTION SERVICE

1. REGISTRATION NO.
22-R-0123

CUSTOMER NO.
1824

FORM APPRCVED
OMB NO. 1573-0036

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

COUNTY COLLEGE OF MORRIS
214 CENTER GROVE ROAD
RANDOLPH, NJ 07869

(999) 399-9993

2. PEADQUARTERS RESEARCH FACILITY (Name and Address, as registered wmth USDA,
inctude Zip Code)

| 3. REPORTING FACILITY (List all locations where ammals were housed of used in actual research.

sheets if necessary.)

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

FACILITY LOCATIONS (sites)

See Attached Listing

County College of Morris

Sheffield Hall A 230

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

A, B. Number of C. Numper of D. Number of animals upon €. Numbper of animals upon which teaching, F.
animais being animals upon which experiments, experiments, research, surgery or tests were
Animais Covered bred._ which teaching, teaching, research. conducted invaiving accompanying pain or distress TOTAL NO.
By The Animal cenditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Welfare Regulations held for use in expenments, of conducted involving anesthetic.analgesic, or tranquilizing drugs would
teaching, testing, tests were accompanying pain of have adversely affected the procedures, resuits. or {Cols.C +
experiments, conductad distress to ihe animals e g etduon of he leaching, rissarch, D+ F)
research, or invoiving no and for which appropriate experiments, surgery, or tests. (An explanation of
surgery but not pain, distress, or anesthetic, anaigesic. or the procedures producing pain Or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this report}
4. Dogs 0 0 0 0 Q
5. Cats 0 0 0 0 0
6. Guinea Pigs 0 0 0 0 0
7. Hamsters 0 0 0 0 0
8. Rabbits 0 A 0 0 A
9. Non-Human Primates
0 0 0 Q0 0
10. Sheep 0 0 0 0 0
11. Pigs 0 0 0 0 o]
12. Other Farm Animals 0 0 0 0 0
13. Other Animals

ASSURANCE STATEMENTS

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

2) Each principat investigator has considered altematives to painfui procedures.

3) Trys facility is qdhermg to the standards and reguiations under the Act, and it has required that exceptions to the standards and reguiations be specified and explained by the
Dnnqpal investigator and apgroved by the Institutionat Animal Cara and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. in
addition ta idertifying the ACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as wall as the species and number of animals affected.

4) The attending veterinarian for this research facility has appropriate authority to ensure the provisicn of adequate vetennary care and to oversee the adequacy of ather

aspects of animal care and use

r AFEATICIAATIANM PV LICAAAITIARTENDC OCCIADMCU CAS 1TV AECINIAL

DATE SIGNED

4fj4fe4
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This report 1s required by law (7 USC 2143). Failure to report according to the regutations can See reverse side for Interagency Report ControfNo
esult in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information 0180-DOA-AN
- UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0125 11697 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) HACKENSACK UNIVERSITY MEDICAL CENTER
INSTITUTE FOR BIOMEDICAL RESEARCH
. N DAVID JOSEPH JURIST RESEARCH BLDG
GOt v oo LU 30 PROSPECT AVE
v HACKENSACK, NJ 07601
(201) 996-2879

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

FACILITY LOCATIONS(sites)

See Attached Listing

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

10. Sheep

11. Pigs

o » |0

12. Other Farm Animals

A. 8. Number of C. Numbper of D. Number of animals upon E. Number of animats upon which teaching, F.
animals being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
8y The Animal conditioned, or research, surgery, or tests were tc the animats and for which the usa of appropriate OF ANIMALS
Weifare Regulations nela 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, of anesthetic, anaigesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this report)
s Dogs 4 o) Sa O S
5. Cats @) ) O O O
6. Guinea Pigs O O O QO Q
7. Hamsters O O O O O
8._Rabbits 1 1 @ [») L
9. Non-Human Primates O @) O O Q

13. Other Animals

wooJﬁJ)ucks

U
Q

a5 0 A

ASSURANCE STATEMENTS

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

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

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

SIG DATE SIGNED
Yy /e 424
AP}t 1 . HEADQUARTERS

(AUG 91) 7



APHIS Form 7023 Site List

The following sites have been reported by the facility.

Registration Number: 22-R-0125

Customer Number: 11697

Facility: HACKENSACK UNIVERSITY MEDICAL CENTER
INSTITUTE FOR BIOMEDICAL RESEARCH
DAVID JOSEPH JURIST RESEARCH BLDG
30 PROSPECT AVE
HACKENSACK, NJ 07601
(201) 996-2879

HACKSENSACK UNIVERSITY MEDICAL CENTER
INSTITUTE FOR BIOMEDICAL RESEARCH
HACKENSACK, NJ 07601



Interagency Report Contrel Nj

See reverse side for

This repon 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 1o penaities as provided for in Section 2150. additional information. 0180-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO. FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0129 13371 OMB NO. 0579-0026

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. 3s registered with USCA.
include Zip Code)

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT) MATRIX CHARITABLE INSTITUTE

65 RAILROAD AVE
RIDGEFIELD, NJ 07657
{201) 945-5885

3. REPORTING FACILITY (List ail locations where animals were housed or used in actual research, testng, teaching, or experimentaticn, or heid for these purposes. Attach agditional
| sheets if necessary.)

FACILITY LOCATIONS(sites)

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

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

animais being animals upon which experiments, experiments, research, surgery or tests were
Animats 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 invoiving anesthetic,anaigesic, 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 invoiving no and for which appropriate experiments, surgery, or tests. (An explanation of
surgery but not pain, distress, cr anesthetic. anaigesic, or ihe 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 N A

5. Cats [\) A —

6. Guinea Pigs l Q A

7. Hamsters N g

5 Roows O Q9
176 119
10. Sheep N ﬁ
_NA
NA

N f

9. Non-Human Primates

11. Pigs

12, Other Farm Animals

13. Other Animals

ASSURANCE STATEMENTS

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

2
3

Each principal investigator has considered aitematives to painful procedures.

This facility is adhering to the standards and reguiations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the
principal investigator and approved by the Institutional Animal Care and Use Committee (JACUC). A summary of all the exceptions is attached to this annual report. In
addition to identifying the IACUC-approved exceptions, this summary inctudes 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
(Chief Executive Officer or Legally Responsible Institutional official)

SIGI DATE SIGNED
/8 / 3 / o)
APH 1 - HEADQUARTERS

(AUG 91)
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This report is required by law (7 USC 2143} Failure to report according to the regulations can
result in an orger to cease and desist and o be subject to penalties as provided for in Section 2150.

See reverse side for {‘\
additional information. o

-

interagency Report Conrol 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.
22-R-0130

CUSTOMER NO.
1701

FORM APPROVED
OMB NO. 0579-0036

include Zip Code)

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

QUALTECH LABORATORIES, INC.

104 GREEN GROVE ROAD

OCEAN, NJ 07712
{908) 918-0207

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

sheets If necessary.)

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

FACILITY LOCATIONS (sttes)

See Attached Listing

S Q..\DQN e

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

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

animals being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animal conditioned. or research, surgery. or tests were to the animais and for which the use of appropriate OF ANIMALS
Weifare Regutations held fpr use in experiments, or conducted involving anesthetic,analgesic, or trapquilizing drugs would

teaching, testing, tests were accompanying pain or have adversely affected the procedures, resuits, or {Cots. C +
experiments, conducted distress to the animals interpretation of the teaching, research, D+ E)
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. relieving g aa - O\ must be attached to this report)

4. Dogs O O

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-Human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals
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ASSURANCE STATEMENTS

1

-

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

2
3

< =

Each principal investigator has considered alternatives to painful procedures.

Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, anaigesic, and tranguilizing drugs, prior to, during.

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

principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the exceptions is attached to this annual report. in
addition to identifying the IACUC-approved exceptions, this summary includes a brief expianation of the exceptions, as weil as the species and number of animals affected.

4

-

aspects of animal care and use.

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

(AVG Y1)

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

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

DATE SIGNED

1-2-0)

HEADQUARTERS



This report is required by law (7 USC 2143). Failure ta report according to the reguiations can
teeult in an order o cease and ¢esist and lo be subject to penalties as provided for in Sectien 2150

See reverse side for

additignal information.
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UNITED STATES DEFPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTICN SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
{TYPE OR PRINT)

1. REGISTRATION NO.
22-R-0009

CUSTOMER NO.
519

FORM AFPPROVED
OMB NO, 0579-0036

include Zip Coda)

2. HEADQUARTERS RESEARCH FACILITY (Nama and Address, as registered with LISDA,

NOVARTIS PHARMACEUTICALS CORPORATION
NOVARTIS PHARMACEUTICALS CORPORATION

BLDG 404, RM 466
EAST HANOVER, NJ 07936
(201} 386-7500

3. REPORTING FACILITY {List all locations where animals were housed of used in actual research,
sheets if necessary }

lesting, taaching, or experimentation, or held for these purposes. Attach adaitional

FACILITY LOCATIONS/ stos)

See Attached Listing

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

A. 8. Number of C. Numtber of D. Mumber of animals upon E. Number of animais upen which teaching, F.

animals being animals upon which axpsriments, sxpariments, resaarch, surgery or lesfs 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 1o the animals and for which the use of appropriate OF ANIMALS
Waifare Requlations held for usa in experiments, or conducted involving anesthetic.analgesic, or ranquilizing drugs would

eaching, testing, tasts were accompanying pain of have adversely affected the procadures, resuits, of {Cols. C +
experiments, conducted distress ta the animais interpretation of the teaching, research, D+ E)
research, or involving no and for which appropriate sxperiments, surgery, or tests. (An explanation of
surgery but not pain, distress, or anesthetic, analgesic, or the procedurss producing pain or distress ifl these
yet used for such usa of pain- tranguilizing drugs were animals and the reasons such drugs were not used
purposes. relleving drugs. used, must be attachad to this report}

4. Degs 20 439 11 29 479

5. Cats N/A - - - -

6. Guinea Pigs N/A - - - -

7. Hamsters N/ A - - - -

8. Rabbits 9 263 0 6 269

9. Non-Human Primates 368 293 11 24 333

10. Sheep N/A - - - -

11, Pigs N/A - - - -

12. Cther Farm Animals

13. Other Animals

ASSURANCE STATEMENTS

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

2) Each principal investigator has considered altemalives to cainful procedures.

3} This facility is adhering to the standards and regulations under the Act, and it has required that exceptions 1o the standards and regulations be specified and explained by the
principal investigator and approved by the Institutional Animal Care and Use Committea (LACUC). A summary of all the exceptlons Is attached to this annual report. In
addition to identifying the ACLIC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to cversee the adequacy of other

aspects of animal care anc use.
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USDA ANNUAL REPORT OF RESEARCH FACILITY FOR 2000-2001
NOVARTIS PHARMACEUTICALS CORPORATION
USDA Registration No. 22-R-0009

Summary of the NACUC approved exceptions to the Standards and Regulations:
Canine Exercise Exemptions

Days Without
Protocol Title Species Number _ Exercise Reason
1. Relative Absorbance  Dogs 3 ' 14 Quantitative collection
of Formulations of of excreta, containment
Compound X of radioactivity
Relative Absorbance  Dogs 19 Quantitative collection

of Formulations of
Compound X

Relative Absorbance  Dogs
of Formulations of
Compound X

Relative Absorbance  Dogs
of Formulations of
Compound X

Relative Absorbance  Dogs
of Formulations of
Compound X

Telemetry Device Dogs
Implantation and Holding
Protocol for Dogs and
Monkeys intended for

use on Safety Pharmacology
Studies

Telemetry Device Dogs
Implantation and Holding
Protocol for Dogs and
Monkeys intended for

use on Safety Pharmacology
Studies

Training, Development Dogs
and Refinement
Procedures

10

10

of excreta, containment
of radioactivity

Quantitative collection
of excreta, containment
of radioactivity

Quantitative collection
of excreta, containment
of radioactivity

Quantitative collection
of excreta, containment
of radioactivity

Surgical recovery of dogs
implanted with telemetry
devices

Surgical recovery of dogs
implanted with telemetry
devices

Surgical recovery of dogs
implanted with telemetry
devices
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OPTIONAL COLUMN E EXPLANATION FORM

4-WEEK INTRAVENOUS TOXICOLOGY STUDY

. Registration Number:  22-R-0003
_ Number of animals used in this study — 36. Number of animals classified as category "E” - 1.

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

. Explain the procedure producing pain andfor distress.
These marmosets were dosed with a pharmaceutical compound.
On day 51 of the study, this marmoset experienced compound related effects and was euthanized.

. 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 question 6 below)

As soon as there were signs indicative of pain and distress, the animal was guthanized.

. 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):

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines
available from the FDA that describe ways in which these requirements may be met. More specific

guidelines may be found in the following:

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1897 (62 FR 62922)
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OPTIONAL COLUMN E EXPLANATION FORM

2-WEEK RISING DOSE INTRAVENOUS MONKEY STUDY

. Registration Number: 22-R-0009

2. Number of animals used in this study — 24. Number of animals classified as category “E” - 6.

3. Species (common name)____Crab-eating Macaque

4.

of animals used in this study.

Explain the procedure producing pain and/or distress.

These primates were dosed with a pharmaceutical compound.

Six primates were euthanized on day 12 of this study after exhibiting compound related effects.
Provide scientific justification why pain and/or distress could not be relieved. State methods or
means used to determine that pain and/or distress relief would interfere with test results. {For
Federally mandated testing, see question & below)

As soon as there were signs indicating that these animals were experiencing pain or distress, they
were euthanized.

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):

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines
available from the FDA that describe ways in which these requirements may be met. More specific

guidelines may be found in the following:

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922}



OPTIONAL COLUMN E EXPLANATION FORM

SINGLE DOSE IV INFUSION IN A DOG WITH A 3 OR 12 WEEK RECOVERY

1. Registration Number: 22-R-0009
2. Number of animals used in this study - 6. Number of animals classified as category “E” - 4.

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

4, Explain the procedure producing pain and/or distress.
These dogs were dosed with a pharmaceutical compound.

Four dogs displayed compound related effects. One dog was euthanized on the same day as the
clinical signs were noted. Veterinary treatment was administered to the remaining 3 dogs without
success and the dogs were subsequently euthanized.

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

As soon as there were signs indicating that these animals were experiencing pain and distress, they
were euthanized.

(=2}

. 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).

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines
availabie from the FDA that describe ways in which these requirements may be met. More specific
guidefines may be found in the following:

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922)
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VOPTIONAL COLUMN E EXPLANATION FORM
13-WEEK INTRAVENOUS INFUSION (ONCE TRI-WEEKLY DOSING)
TOXICOLOGY STUDY IN DOGS
. Registration Number:  22-R-0009
. Number of animals used in this study — 18. Number of animals classified as category ‘E" - 1.

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

Explain the procedure producing pain and/or distress.
These dogs were dosed with a pharmaceutical compound.

One dog demonstrated a non-weight bearing limb during this study due to compound-related
effects. The dog was treated and the condition resolved. The dog was euthanized as scheduled.

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

. 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).

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines
available from the FDA that describe ways in which these requirements may be met. More specific
guidelines may be found in the following:

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922)
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OPTIONAL COLUMN E EXPLANATION FORM

INTRAVENOQUS RISING DOSE TELEMETRY STUDY IN DOGS

. Registration Number: 22-R-0009

. Number of animals used in this study — 4. Number of animals classified as category “E” - 3.

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

Explain the procedure producing pain and/for distress.
These dogs were dosed with a pharmaceutical compound.

Three dogs experienced compund related effects and were euthanized on days 8 & 9 of the study.
The study was discontinued.

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

As soon as there were signs indicating that these animals were experiencing pain and distress, they
were euthanized.

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):

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines
available from the FDA that describe ways in which these requirements may be met. More spec:f c
guidelines may be found in the folfowing:

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922)
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OPTIONAL COLUMN E EXPLANATION FORM

2-WEEK ORAL (GAVAGE) TOXICITY STUDY IN DOGS

. Registration Number:  22-R-0008

. Number of animals used in this study — 16. Number of animals classified as category “E" - 8.

. Species (common name) Dogs of animals used in this study.
Explain the procedure producing pain and/or distress.
These dogs were dosed with a pharmaceutical compound.
These animals displayed compound related effects and were euthanized.
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 question 6 below)
As soon as there were signs indicating that these animals were experiencing pain or distress, they
were euthanized.
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):
The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines
available from the FDA that describe ways in which these requirements may be met. More specific
guidelines may be found in the following:

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922)
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OPTIONAL COLUMN E EXPLANATION FORM

TELEMETRY STUDY IN DOGS

. Registration Number:  22-R-0009
. Number of animals used in this study — 12. Number of animals classified as category “E" - 1.

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

Explain the procedure producing pain and/or distress.
These dogs were implanted with telemetry devices.

One dog died 48 hours post-surgically from complications potentially due to clotting factor Vil
deficiency. In the future, clotting profiles will be performed prior to surgery.

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 question 6 below)

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):
The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines
available from the FDA that describe ways in which these requirements may be met. More specific

quidelines may be found in the following:

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922)

11
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OPTIONAL COLUMN E EXPLANATION FORM

13-WEEK ORAL DOSING TOXICITY STUDY IN DOGS

. Registration Number:  22-R-0009

. Number of animals used in this study — 58. Number of animals classified as category “E” - 1.

. Species {common name) Dogs of animals used in this study.

Explain the procedure producing pain and/or distress.

These dogs were dosed with a pharmaceutical compound.

One dog displayed compound related effects and was euthanized on the same day.

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

Federally mandated testing, see question 6 below)

As soon as there were signs indicating that this animal was experiencing pain or distress, it was
euthanized.

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):

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines
available from the FDA that describe ways in which these requirements may be met. More specific
guidelines may be found in the foliowing:

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922)

12
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OPTIONAL COLUMN E EXPLANATION FORM
13-WEEK ORAL DOSING TOXICITY STUDY IN DOGS
. Registration Number:  22-R-0009
. Number of animals used in this study ~ 22. Number of animals classified as category ‘E" - 3.

. Species (common name} Dogs of animals used in this study.

. Explain the procedure producing pain and/or distress.
These dogs were dosed with a pharmaceutical compound.
These three dogs displayed compound related effects and were euthanized on the same day.

. Provide scientific justification why pai-n and/or distress could not be relieved. State methods or
means used to determine that pain and/or distress relief would interfere with test results. (For

Federally mandated testing, see question 6 below)

As soon as there were signs indicating that these animals were experiencing pain or distress, they
were euthanized.

. 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):

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines
available from the FDA that describe ways in which these requirements may be met. More specific
guidelines may be found in the following:

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922)

13



—

w

.

OPTIONAL COLUMN E EXPLANATION FORM

26-WEEK ORAL DOSING TOXICITY STUDY IN DOGS

. Registration Number:  22-R-0008
. Number of animals used in this study - 40. Number of animals classified as category “E" - 8.

. Species {common name) Dogs of anirmals used in this study.

. Explain the procedure producing pain andfor distress.

These dogs were dosed with a pharmaceutical compound.

Three dogs were found dead with no prior clinical signs and five dogs displayed compound related
effects. The eight dogs were in the high-dose group.

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 question 6 below)

As soon as there were signs indicating that these animals were experiencing pain or distress, the
dose of the compound was lowered.

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):

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines
available from the FDA that describe ways in which these requirements may be met. More specific
guidelines may be found in the following:

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922)
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OPTIONAL COLUMN E EXPLANATION FORM

52-WEEK ORAL DOSING TOXICITY STUDY IN MONKEYS

1. Registration Number: 22-R-0009

2. Number of animals used in this study - 40. Number of animals classified as category “E” - 15.

3. Species (common name)___Crab-eating Macaque___ of animals used in this study.

4. Explain the procedure producing pain andfor distress.

These animals were dosed with a pharmaceutical compound.
Fifteen animals displayed transient compound related effects and recovered in 2 - 6 hours.
. Provide scientific justification why pain and/or distress could not be relieved. State methods or

means used to determine that pain andfor distress relief would interfere with test results. (For
Federally mandated testing, see question 6 below)

. 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).

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines
available from the FDA that describe ways in which these requirements may be met. More specific

guidelines may be found in the following:

1) M3 Nonctinical safety studies for the conduct of human clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922).
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OPTIONAL COLUMN E EXPLANATION FORM

RISING DOSE 2-WEEK ORAL TOXICITY STUDY IN MONKEYS

1. Registration Number: 22-R-00C9
2. Number of animals used in this study - 12. Number of animals classified as category “E” - 6.
3. Species (common name)__Crab-eating Macaque___ of animals used in this study.
4, Explain the procedure producing pain and/or distress. |
These animals were dosed with a pharmaceutical compound.

One animal was found dead with no prior clinical signs. Five animals displayed compound related
effects and were euthanized on the same day as the signs were noted.

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

As soon as there were signs indicating that thes animals were experiencing pain or distress, they
were euthanized.

6. What, if any, federal reguiations 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):

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines
available from the FDA that describe ways in which these requirements may be met. More specific
guidelines may be found in the following:

1) M3 Nenclinical safety studies for the conduct of human clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922).
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OPTIONAL COLUMN E EXPLANATION FORM

A MODIFIED INTRAVENOUS RISING DOSE TOXICITY STUDY IN MONKEYS

1. Registration Number: 22-R-0009

2. Number of animals used in this study - 4. Number of animals classified as category “E" - 1.

3. Species {common name)___Crab-eating Macaque____ of animals used in this study.
4. Explain the procedure producing pain and/or distress.
These animals were dosed with a pharmaceutical compound.
One animal was found dead with no prior clinical signs.
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 question 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, 8 CFR 113.102):

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines
available from the FDA that describe ways in which these requirements may be met. More specific
guidelines may be found in the following:

1) M3 Nonclinical safety studies for the conduct of human clinical trials fdr pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922).
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.OPTIONAL COLUMN E EXPLANATION FORM

AN ORAL EMBRYO-FETAL DEVELOPMENT DOSE RANGE FINDING STUDY IN
RABBITS

1. Registration Number; 22-R-0009
2. Number of animals used in this study ~24. Number of animals classified as category “E” - 3.
3. Species {common name)____Rabbits____ of animals used in this study.
4. Explain the procedure producing pain and/or distress.
These animals were dosed with a pharmaceutical compound.

One rabbit was found dead with no prior clinical signs and two rabbits were euthanized after
displaying compound related effects.

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 question & below)

As soon as there were signs indicating that these animals were experiencing pain or distress, they
were euthanized.

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

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines
available from the FDA that describe ways in which these requirements may be met. More specific
guidelines may be found in the following:

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922).

2) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal
Register on September 22, 1994 (FR 48746).

18



OPTIONAL COLUMN E EXPLANATION FORM

AN EMBRYO-FETAL DEVELOPMENT DOSE RANGE FINDING STUDY IN
RABBITS

1. Registration Number: 22-R-0009
2. Number of animals used in this study — 24. Number of animals classified as category “E” - 2.
3. Species (common name)____ Rabbits____ of animals used in this study.
4. Explain the procedure producing pain and/or distress.
These animals were dosed with a pharmaceutical compound.

One rabbit was found dead with no prior clincal signs. One rabbit exhibited compound-related
efffects and was euthanized.

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

As soon as there were signs indicating that this animal was experiencing pain or distress, it was
euthanized.

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

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines
available from the FDA that describe ways in which these requirements may be met. More specific
guidelines may be found in the following:

1) M3 Nonclinical safety studies for the conduct of human cfinical trials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922).

2) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal
Register on September 22, 1994 (FR 48746). :
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OPTIONAL COLUMN E EXPLANATION FORM
AN ORAL EMBRYO-FETAL DEVELOPMENT STUDY IN RABBITS

1. Registration Number: 22-R-0009
2. Number of animals used in this study — 80. Number of animals classified as category “E" - 1.
3. Species (common name)____Rabbits___ of animals used in this study.
4. Explain the procedure producing pain and/or distress. -

These animals were dosed with a pharmaceutical compound.

One rabbit was found dead with no prior clinical signs.
5. Provide scientific justification why pain andfor distress could not be refieved. State methods or

means used to determine that pain andfor distress relief would interfere with test resuits. (For

Federally mandated testing, see question 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):

The general reference is 21 CFR 312.23(a)(8). This reference indicates that there are guidelines
available from the FDA that describe ways in which these requirements may be met. More specific
guidelines may be found in the following:

1} M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922).

2) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal
Register on September 22, 1994 (FR 48748).

20
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This report is required by law {7 USC 2143). Fadure to report according ta the regulations can See raverse side for Interagency Report Control No

result in an arder (@ cease and desist andg 1o be subject lo penaites as provided for in Section 2150, additional infarmation. Q18Q-00A-AN
- UNITEE STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NQ. CUSTOMER NO.
22-R-0032 180 FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTICN SERVICE
. OMB NC. 0573.0036

I —
2. HEADQUARTERS RESEARCH FACILITY (Nama and Address. as requstered with LS04,
inciuge 2ip Codey

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT) HOFFMANN-LAROCHE, INC.

RESEARCH & DEVELOPMENT DIV.
340 KINGSLAND STREET ’
NUTLEY, NJ 07110

{201} 235-5000

et —————

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

shests if necessary.)

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

FACILITY LOCATIONS(sites)

See Attached Listing

REPORT OF ANIMALS USED BY QR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets-if necessary or use APHIS FORM 70234 )

A. e. qubqr af‘ C. Number of D. Number of animals upon E. Number of animais upon which teaching, F.
animals being animals upon which axpenments, experiments, resaarch, surgery or tests were

Animats Covered brEd.' _ which teaching, teaching, rasearch, conducted involving accompanying pain or distrass TOTAL NQ.
By The Animat conditioned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Welfara Regulations held for usa in axpenments, or conducted invelving anesthatic.analgesic, or tranguilizing drugs woukd

teaching, testing, tests were accompanying pain or have adversely affected the procecures. results, or (Cois.C +
axpaniments, conducted distress !o the animais interpratation of ihe teaching, research, D+E)
research, or involving no and for which appropriate axpariments, surgery, or tests. [An gxplanation of
surgery but not pain, disiress. or - anesthatic. analgesic. or the procedures praducing pain or distress in thase
yet used for such usa of pain- tranguilizing drugs were animals and the reasons such drugs were not used
purposes, relieving drugs. used. must be attached to lhis report)

4, Dogs 20 266 0 4 270

5. Cats 0 0 ] 0

6. Guinea Pigs 0 324 0 0 324

7. Hamsters 0 0 0 0 0

8. Rabbits 0 54 0 54

9. Non-Human Primates 17 14 27 0 41

10. Sheep ) 0 0

11. Pigs

12. Other Farm Animals 0 0 0 0 0

13. Cther Animals

ASSURANCE STATEMENTS

1} Professionaily acceptable standards goveming the care, treatment, and use of animals, including appropriate use of anesthetic. analgesic, and tranguilizing drugs, prier to, during,
and following actual research, teaching, testing, surgery, or expefimentation wera followsd by this research fagility.
9 Apprv'd As To Form

LAW DEPT.

2} Each principat investigator has considered alternatives to painfui procedures.

3) This facility is adhering to the standards and requiations under the Act, and it has required that axceptions 1o the standards and regulations be specified and exptained by the
principal investigator and approved by the Institutional Animal Care and Lise Committea (JACUC). A s y of ail the 18 I8 attachad to this annual report. In
addition to identifying tha IACUC-approved exceptions, (hig summary includes a briaf expl ion of the prions, as wall as the spacies and nuenber of animais affected.

4} The attending veterinartan for this research facility has apprapriate authority to ensure the pravision of adequate veterinary care and to oversae the adequacy of other Y ——
aspects of animal care and usa.

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional officiaf}
| certify that the above Is true, correct, and &omplete (7 U.S.C. Section 2143)
NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print}

DATE SIGNED |

[1-26-0)
PART 1- HEADQUARTERS

Wma,_

APHIS FORM 7023
(AUG 91)

(Repiaces VS FORM 18-23 (Oct 88), which is absclete

U



APHIS Form 7023 Site List

The following sites have been reported by the facility.

Registration Number: 22-R-0032.

Customer Number: 180

Facility: HOFFMANN-LAROCHE, INC.
RESEARCH & DEVELOPMENT Div.
340 KINGSLAND STREET
NUTLEY, NJ 07110
{201) 235-5000

HOFFMANN LAROCHE
BUILDINGS 34, 76, 100
340 KINGSLAND 8T.
NUTLEY, NJ 07110



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, protocois, 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-0032

2. Number 4 of animals used in this study.

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

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

See attached

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

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

21 CFR 58.90




HOFFMANN-LA ROCHE
22-R-0032 :

USDA CATEGORY E description:

DOGS:

A total of 4 dogs from a group used 'in studies to evaluate drug
candidates for clinical trials were identified as Category E. The dogs
were used to evaluate an anti-asthmatic compound and found dead
without prior clinical sings. The studies were designed and
conducted in accordance with the FDA guidelines. Veterinary
personnel observed all animals on a daily basis and provide
supportive care when needed.



ms repar s required by law (7 USC 2143). Failure 1o repart according 1o the regulations can See reverse side far Z% Interagency Report Control No

250t 10 .0 order 1o cease and desist and [o be subject to penallies as prowded for in Secuon 2150. additional infarmation. 31B80-0D0A-AN
UNITED STATES CEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO,
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0036 181 FORM APPROVED
OMB NC. 05790038
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USOA,
ANNUAL REPORT OF RESEARCH FACILITY inciude Zip Code)
(TYPE OR PRINT) ~ SCHERING CORPORATION

2015 GALLOPING HILL ROAD
KENILWORTH, NJ 07033
{908) 2984000

I'J. REPORTING FACILITY {List 2/l locations where arimais were housed or used in aciyal research, testing, teacning, or experimentaton, or held for these purposes. Attach agaihanal
sheets if necessary. )

FACILITY LOCATIONS/stles)

§chefing—?lough Research Institute

2015 Galloping Hill Rd., Kenilworth, NJ 07033
Schering-Plough Research Institute, Safety Evaluation Center
P.0. Box 32, Lafayette, NJ 07848

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adddional sheats if necessary or use APHIS FORM 70234 )
A. 8. Number of C. MNumber of D. Mumber of ammals upon E. Number cf animals upon which teaching, F,
animals being animals upon which experiments, experimants. research, surgery or tesls wereg
Arimals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animal congtioned, or research, surgery, or lesls were to the animais and for which the use of appropnate OF ANIMALS
Waelfare Regulations held for use in experiments, or canducted involving anesthetic.anaigesic, or tranquilizng drugs wouid
leaching, testing, tesis were accompanying pain or have adversely affected the procedures, resufls, ar (Cols. C +
expenments, conducted distress to the animails interpretation of the teaching, research, D+E}
research, or involving no and for which appropriate experiments, surgery. or tesis. (4n explanation of
surgery but not pain. distress, or anesthetic, anaigesic. or the procedures producing pam or distress in these
yet used for such use of pamn- tranquilizing drugs were animals and the reasons such drugs were nol used
purpases. religving drugs. used. must be atacned (o this repor)
4. Dogs 0 317 370 10 697
5. Cats 0 0 25 0 25
6. Guirea Pigs 0 6417 3069 0 09486
7. Hamsters 2 28 66 §] 94
8. Rabbils 0 488 206 45 739
9. Non-Human Primates 127 267 340 7 6l4
10. Sheep
11. Pigs
12. Cther Farm Animals
13. Other Animals
Gerbils 0 1300 4520 0 5820
ASSURANCE STATEMENTS

1} Professionally acceptable stangards goveming the care, treatment. and use of animats, including appropriate use of anesthetic, analgesic, and tranquilizing drugs. pnior o, during,
and following actuat research, teaching, testing. surgery. or experimentation were lolicwed by this research facility.
Each principat investigater has considered altematives o painful procedures,

This facdity 1s adhering to the standards and reguialions under the Act, and it has required that exceptions to the standards and reguiations be speciied and explained by the
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of ail the exceptions is attached to this annual report, In
addition to identifying the IACUC-approved exceptions, this summary inciudes a brief explanation of the exceplions, as well as the species and number of animals affected.

2
3

The attending veterinarian for this research facility has appropriate authority fo ensure the provision of adeguate veterinary care and to oversea the adequacy of cther
aspects of animat care and use.

4

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional officiat)
| certify that the abova is true, correct, and complete {7 L1.S.C. Section 2143) —
SIGN FICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Tvpe or Prntl | DATE SIGNED
129/01
APHIS FORM 7023 {Reptaces VS FORM 18-23 (Oct 38), which is obsolete PART 1 - HEADQUARTERS
{AUG 91)

GO W




Registration Number: 22-R-0036

November 29, 2001

Elizabeth Goldentyer, DVM

UNITED STATES DEPARTMENT OF AGRICULTURE
Animal and Plan Heaith Inspection Service

Regulatory Enforcement and Animal Care

Eastern Region Office

920 Main Campus Drive

Suite 200

Raleigh, NC 27606

Dear Dr. Goldentyer:

Listed below are comments to accompany the annual report of research facilities for site
number 1.

The environmental enrichment program has exceptions for sociai housing for nonhuman
primates. Seventeen squirrel monkeys and twenty-five rhesus monkeys are housed
separately due to special study requirements for controlling and monitoring food
consumption as part of the research projects. Four cynomolgus monkeys were housed
separately while participating in drug metabolism studies. All the animals are included in
all the other aspects of the environmental enrichment program. The protocols with the
exemption are approved by the IACUC and reviewed during the semi-annual program
review.

Listed below are comments to accompany the annual report of research facilities for site
number 2.

Listed below are instances wherein animals were exempted from the pair-housing
requirement of our program for the psychological well-being of nen-human primates. The
duration of such exemptions varied according to the reason. The numbers of animais and
reasons for such exemptions are herein listed:

1. Neady ail cynomolgus non-human primates were exempled from social housing for
periods of time when required for collection of individual clinical signs, required
randomization of the animals in studies, or during the quarantine period. The
exemption from social housing was variable depending on the duration of the individual
study. All study protocols were reviewed and approved by the IACUC.

2. Fifteen cynomolgus non-human primates were exempted from social housing due to a
transient medical condition as specified by the Staff Veterinarian, the duration of the
exemption varied depending upon the medical condition.

3. Nine cynomolgus non-human primates were exempted from social housing due to their
being the documented aggressor in a pair-housing situation on at least two occasions.



There were 5 dogs exempted from the canine exercise program during the thirty-day
dosing period of studies due to aggression. The exemption were reviewed and approved
by the Attending Veterinarian.

The dogs, rabbits and nonhuman primates listed in column “E” were used in standard
toxicological investigations for new drug development. Because one purpose of
toxicological studies was to define the pharmacokinetic and metabolic profiles of new
chemical entities, potential drug interactions were not known during the course of the
studies. Administration of anesthetics, tranquilizers, and/or analgesics could result in
additive toxicities which would be detrimental to the animai's well-being. In addition, close
monitoring was critical to determine whether or not the compounds had any detrimental
effects. These agents were, therefore, withheld in accordance with protocols which were
carefully reviewed and approved by the IACUC. As a standard policy, the attending
veterinarian is notified of any abnormal medical condition that may occur in any of the
research animals. All animals were carefully monitored and if found to be in pain and/or
distress during the course of the study were provided humane euthanasia.

Listed below are number of animals, and species that retrospectively and prospectively
may have experienced more than momentary pain or distress during the study. All the
studies are performed under GLP standards for possibie FDA submission. The studies
were conducted in accordance with FDA requirements [21CFR 312.23(a)8), 21 CFR 58,
62 FR 62922, and 59 FR 48746] and the International Conference Harmonization
Guidelines (M3).

One cynomolgus monkey and nine rabbits were on studies that the Institutional Animal
Care

and Use Committee (JACUC) had reviewed and determined were not reasonably expected
to cause more than slight or momentary pain and/or distress. The one cynomolgus
monkey developed unexpected medical complications and was provided palliative
treatment to address the complications. When the cynomolgus monkey's complications
became severe and took the subject outside of the approved protocol, the cynomolgus
monkey was humanely euthanized. The nine rabbits deveioped unexpected medical
complications which took the subjects outside of the approved protocol. These subjects
are noted as having been terminated on the study.

Six cynomoligus monkeys and ten dogs were reported to have at least one emesis event
during the study. In some test articles, emesis is a side effect so it is important to evaluate
the drug and dose level for this problem. Although this may have cause some distress, all
the animals on study remained healthy.

A study of 36 rabbits was used to determine if intramuscular injects of a test agent caused
any local irritation. The IACUC had reviewed and the determined that the study may
cause more than momentary pain and/or distress.  The FDA requires the study, because
the test agent would be clinicaily dosed intramuscularly.
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UNITED STATES OEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)

-?1‘3_1_ 5439 3138 TO 912818476295 P.a1-92
Searavarspsidater S Interaganzy Ropar Convrd Ne
aqahienal imormatian, 7S 0180-D0A-AN

1, REQISTRATIGN NO., EUSTOMER W&, EDRM APPROVED
22-RQ041 173 ame NO, 0579-0026
T HAGGUARTERS REBTARCH FAGILITY (Nos and ATR13 38 r6g2riorsa oih USD,
Inelude Zip Cave)
BECTON DICKINSON AND €O,
ONE BECTON DRIVE
FRANKLIN LAKES, NJ 07417
{201) 847-6800

3, NEPOMTING FAEILITY [List 24 [ocatons whers Bnima's wive hoLded &r used in gCiud) respacn,

anaela If nasdasiy,)

e—
leating, laashing, &/ &xpaimenislion, o? held for heta purpeses. ARSZA saditianal

FACILTY LOCATIONS (shes)

See Am3ched L1sting

Becton Dickinson Technologies

21 Davis Drive

Research Triangle Park, NC

27709
REAOHT DF ANIMALS USED BY OR UNRER CONTROL OF RESEARCH FACILITY (Azach geaitiona! snase f nacasyary or Lie AFNIS FORM 70234 )
A B. Numpar af €. Numbsrof P, Numbar of animeic unon E. Numba( ol anlmals ypon which tescning, F.
dnimsls baing enimals upen which axperimentc, sxpardmenia, rabelirch, Surpury or tesls ware
Anlmals Cavernd krod, whjch leaching. laaching, rosuane. conducied invelving acsompunying pain or dictrazg TaTaL NO,
By The Animal eangldoned, of rosearch, BUTERFY, or besiy were to the pnimals and for which N8 UEa of appropriale OF aNIMALS
Weilare Reguistions el far usa in wxperimanty, of canautted tmeglviag snesinatiz analgesle, of tranguiizing drugs would
laaching, losiing, foyls wars aecompanying path or hava adversey sifesivt he procedulas, Toaults, of (Colx G«
dxparimanis, cenductad dlitrana i the grumals IMarpralatian of the tesching, rosaord, p=E)
tosaarch, of Invaiving na and tar which spproprisle axparimania, Burgey, of lasls, [A wxplacaiesn of
Surgery but hat pain. glesass, of anaslhelz snaigoir, of fho arocedurss praduging pein or tistress in thaxe
ye! usad for such ue of patn- IPAAQUNEING dhuge wame animals Ind e masony Suck Angs wam nol upsr
BUTPETOS. rilguing drugu. waed, must be aiachod o this mper)
4, Ooge 0
5. Cats 0
6. Guinea Pigs 1610 40 1650
7. Hamaters 0
8. Rabhin 319 18 337
8. Nep-Human Primates 0
10. Sheep 0
11. Pigs 273 273
12, Qlher Farm Animals 0
13, Other Animais 0

AYSURANCE STATEMENTS

1) Profasslenally ecowptabie Stondards govaiiry (e care, irestment, Bnd UES of ammais, including sppropsnla use of aneslhelic, sralgesic, and iranguillzing drugs prler o, dudng,
and following aciual resesreh, Baching, lastag, surjery, or sxpanmentalon wars foliowed by Lnls rassarch tecllity.

2] Bach prncipal Invediigatct haa considsred allemainos ta puirful procodures.

3) Thig facily & auhering to tha Stahdgres and tagulitdona undar ihe A2l 8Ad IL has requitad thel axceplions [o LhE SlANTArSE snd faguistisn? pe specifisg Bnd expigines by Ihe

principal invpsligalar and approved by the Insiikudoaal An'maj Care ane Use Cammifies [IACUC). A

phiong D setachad ta WhIo snnial raper, i

y of 9l the

agaition 12 identlfying he 1ACUC-approved aacesyons, (his summary faciudes a bdef axpinnation of the axzenilens, as woll as the Spaciae and number of animalg Ifsctad.

&) Yha ailanaing valasiniian for thlg raseorcn Tasiiity fas apprepfiaia authadly lo emzurs the provisien of adequale volarinary cors bid ta owersen lha adoguocy of aitar
pspacts of animal ébre ang usa.

enl

e et e e e e e
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(Chlef Executive CMlcer ar Legally Responsible Institutional official)

! mariifu thel (e abeve IS frug, ¢erreet, and complete (7 LU.S.C, Section 2143)
NAME S TITLE OF C.E.Q, OR INSTITUTIONAL OFFICIAL (Type i Pring}

DATE SIGNED
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APHIS FORM 7023
(AUG 81)

(Roplacas V3 FORM 18-23 |0y BB), which la abselate

PART 1 - HEADQUARTERS
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Column E Explanation

This form is intended as an aid to completing the Column £ explanatian. It is not an official fon_'rn and its use is
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part o‘f an
explanation. A Column E explanation must be written 5o as to be understood by fay persons as well as scientists.

22~-R-0041
1. Registration Number:

40
2. Number of animals used in this study.

Guinea Pig ‘
3. Species (comman name) of animals used in the study.

4. Explain the procedure producing pain and/er distress.
0.1 ml intradermal injection of Freund's Complete Adjuvant causes
dermal irritation and uylceration at the injection site. One week
following ID injecti%s sites are irritated with 10% sodium Lauryl sulfate in
petrolatum. The next day they are wrapped for 48 hours and upon binder
removal the guinea pig scabs for orginal ID injection site are
subsequently pulled off and causes bleeding on some.

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

Pain medication could compromise the sensitization process.

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 21
IS0 10993:10

Agency cFr___ 98 -

—amp 4 mowe I AD

2281 847 74839 PRGE .83
*k TOTAL PAGE. B2 #ok



Interagency Repcr Contrel N
318C-00A-AN

See reverse side ‘or

~2
Q :
additionan inigrmaion.

CUSTOMER NC.
185

This rey artis required by 'aw (7 USC 2143). Failure 10 report accarding 'c the ragulahions can
resuit 1N an order ta cease and Jesist and lo be subject 10 penaibes as proviaed for 10 Sechion 2130,

UNITEC STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-G069

FORM APPRCVED
OMB NG 579-203§

2. HEADQUARTERS RESEARCH FACILITY (Name and AJOress, as regisiared anh L SCA.
include Zip Code)

ANNUAL REPORT OF RESEARCH FACILITY

BE OR PRINT CONSUMER PRODUCT TESTING CG., INC
(7 A Tks- 2001 Revo

70 NEW DUTCH LANE

FAIRFIELD, NJ 07004
(973) X8R a0s.7111

l

3. REPCRTING FACILITY (List alf localions where animais ware housed of used in actual research,

sneels f necessary.}

testing, teackng, or axpenmentation, of hend for these purpgses. Allach agdiioran

FACILITY LOCATIONS/sitas)

See Attached Listing

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach acditional sheets # necessary or Lise APHIS FORM 70234 ]

A, B. Numter of €. Numoer of Q. Numaer of amimals ypan E. Number of animals upon which teacming, F.

animals being animals ypon which experiments, axperimants, resedrch, surgary or 'ests werg
Animais Covered bred, which teaching, teaching, research, conducted inveiving accompanying pain or Jisiress TOTAL NQ
By The Ammal conditioned. or raseareh, slurgery, or tasis were to the ammals and for which the use of appropnale CF ANIMALS
Welfara Requiations held for uge in #xperments. or conducted involving anesthelic, anaigesic. or tranguilizng arugs wouid

!aach!ng. testing, 1esis were accompanying pain or hava adversely affected the procedures, resulls, or {Cals. C +
expenments, congucted distress 1o the amimais interpratation of the teaching, research, D +E)
research, or nvoiving ng and for which appropriate axperimants, surgery, of tests. [An expianation of
surgery but not pan, disress, or anasthetic, analgesic. or the procegures poducing pam or Jistress in these
yat used for such use of pan- tranquiiizing drugs wera anwnais and the reasons such drugs ware not used
pUrposes. ralieving drugs. used. ust ba attached to this report)

4. Dogs

5. Cats

8. Guinea Pigs 24 2554 14 223 2791

7. Hamstars 13 30 12 42

8. Rabbits 54 907 156 1063

8. Non-Human Primates

10. Sheep

11, Pigs

12. Other Farm Animals

13. Other Animals

ASSURAMNCE STATEMENTS
1} Prafessionaily acceptabie standargs goveming the care, treatment, and use of animais, including appropriate use of anasthelic, analgesic, and tranguilizng drugs, prior to, during,
and following actual research, teaching, lesting, surgary, or expenmentation wera followed by this ressarch facility.

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

3) This faciity is achering o the standards and reqguilations under the Act, and it has required that exceptions to the standards and regulations be specfie¢ and explained by the
prncipal investigalor and apgroved by tha Insututional Animai Care and Use Committee (1ACLC). A summary of all the axcaptions is attached to this annual report. in
addition ta identifying the IACUC-approved exceplians, this summary includes 3 bnef axplanation of the axtaptions, as well as the species and numoer of amimais affected.

4} The attending veterinanan for this research facility has aporopriate authanty to enisura the provision of adequats veterinary care and to oversae the adequacy of other
aspects of animal care and use.

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

(Chief Executive Officer or Legally Responsible Institutional official)
! mmmife st s ~=ove i true, correct, and complete {7 U.S.C. Section 2143)

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Tvpe or Pnnt)

DATE SIGNED
11/29/01
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APHIS Form 7023 Site List

The following sites have been reported by the facility.

Registration Number: 22-R-0069

Customer Number: 185

Facility: CONSUMER PRODUCT TESTING CO., INC.
70 NEW DUTCH LANE
FAIRFIELD, NJ 07004

(9- -?5\ {20+) 808-7111

CONSUMER PRODUCT TESTING
70 NEW DUTCH LANE
FAIRFIELD, NJ 07004



f?)(jonsumer Product Testing Co.

Facility Registration Number: 22-R-0069

The animals listed in Column E of APHIS Form 7023 included 223 gumea pigs, 12
hamsters and 136 rabbits. The rabbits and hamsters were used on irritation studies.
These studies are used to determine the dermal, ocular or oral mucosa irritation potential
of the articles tested. The guinea pigs were used on sensitization studies. These studies
were used to determine the sensitization potential of the products tested.

In all cases the “procedures producing pain or distress” were either the injection of an
adjuvant or the application of an irrilating substance to the animal(s) in question. The
sponsors of these studies had indicated that the use of anesthetics or analgesics might
have interfered with the interpretation of the test results.

As a contract facility, we are not always aware of the nature of the articles being tested
and rely upon our sponsors to responsibly determine the appropriateness of use of
anesthetics and/or analgesics.

At the USDA s suggestion, we have included in Column E animals exhibiting maximum
irritation scores in the above mentioncd study types but not necessarily having exhibited
behavioral responses normally associated with pain or distress. In cases where an animal
had exhibited a behavioral response normally assoctated with pain or distress, the
response was no more than momentary but the procedure was recorded as “painful”

nonetheless.

.
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' Th:s‘ ~*uon is required Dy law (7 USC 2143}, Fadure 10 repert according to the requiations can

| seult .1 an order [0 cedse and desist and 1o be subject 1o penaihes as prowded for in Section 2150.

Saa reverss sute for
acdittonal infarmation.

Interagency Reccn Canirot No%’/

0120-004-AN

0 ITED STATES CEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

 ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)

peC 17 200

1. REGISTRATION NO.
22-R-0082

CUSTOMER NO.
180

FORM APPROVED
OM8 NG 05790036

PRODUCT SAFETY LABS., INC.
2384 RQUTE 130

DAYTON, NJ 08310

(732) 254-5200

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, a3 regisiared s 1JSOA-
include Zip Coge}

3. REPORTING FACILITY (List 20l locations where arimaks were housed or used in actual research, lasting, teaching, or experimentation, or heid for these purposes, Attach agoeienat

shears if necessary.)

FACILITY LOCATIONS (sites}

See Attached Listing

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

A, B. Number of C. Number of D. Number of animals upon E. Number of animais upon which teaching, F,
animals beng animais upon - which axperiments, axperiments, resaarch, surgery or tests were
Arimals Covered bred, which Leaching, leaching, research, conducted involving accompanying pain or distrass TOTAL NC.
By Tha Animal conditioned, o research, surgery, of tests wers 10 the animals and for which the usa of appropriats OF ANIMALS
Welfara Reguiations held for use in expariments, or conductad involving anesthetic.analgesic, or tranguilizing drugs would
teaching, lesting, tests wers accampanying pain or have adversely affacted the procedures, results, or (Cois. C »
- sxpesiments, conducted distress lo tha anmals interpretation of the leaching, research, D +E}
research, or invalving na and foe which appropriate axperiments, surgery, o tests. [An axplanation af
surgery but not pain, distress, or anesthelic, analgesic, or tha procecures producing pain or distrass in thesa
yet usad for such use of pain- tranguilizing drugs were animals and !he reasony such drugs were nol used
purpases. . retieving drugs. used, must be attached (o (his repart}
4. Dogs
5. Cats
5. Guinea Pigs 5340 0 120 5510
7. Hamsters 7 G O O ? é
8. Rabbits 20 %5 2.5 20|

9. Non-Human Primates

2.309

10, Sheep

11. Pigs

$2. Cther Farm Animails

QR (OO0 |O|0|o O

13, Other Animals

Fennen

2.5

@,

2.5

i

ASSURANCE STATEMENTS

1) Prof i

ionally p

and following actual resaarch, leaching, testing, surgery, of experimentalion were {cliowed by this rasearch facility.

has consid

2) Each principal in g

ad altermnatives lo painful procedures,

dards gaveming the cam, reatient, and use of animals, incuding apprepriate use of anesthetic, analgesic, and Irngquilizing drugs, pricr to. dunng,

3) This facility is adhering to the standards and regulations under the Act. and it has required thal exceplions to the standards and requiations be specified and sxplainad by the
principal [vestigator and approved by tha Institutional Animal Cara and Uss Committes {IACUC). A sumwmary of il tha sxceptions is attached to this annuai report. In
adkiition 1o identifying the IACUC-approved excaptions, this summary includes 3 brief axplanation of the exceptions, as well 2 the species and number of animals affected.

4) The attending veterinarian for this research facility has appropriate auiherity 10 ensura tha provision of adequate veterinary care and 1o gverseo tha adequacy of other
aspects of atimal care and usa.

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
{Chief Executive Officer or Legaily Responsible Institutional official)
t certify that the abave is true, corract, and complete (7 U.S.C. Section 2143)

APHIS FORM 7023
(AUG 91)

SIGNATURE OF C.E.Q. OR INSTITUTIONAL OFFICIAL

{Replacas ¥S FORM 18-23 {Oct 88), which is cbsalate

Y i
(\.L(( W,f‘/

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

DATE SIGNED

H)Z.A/or

PART 1 - HEADQUARTERS



Registration Number: 22-R-0082

ATTACHMENT TO USDA/APHIS ANNUAL REPORT OF RESEARCH FACILITY
EXPLANATION OF COLUMN “E” ENTRIES

191 Rabbits ~ Eye Irritation Test (OPPTS 870.2400): Eleven {11) 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. Adlthough the remaining animals 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, oculdr anesthetic was not used on the animals
evidencing ocular irritation scores above this established threshold limit.

6 Rabbits — Dermal Irritation Test (OPPTS 870.2500): All animals exhibited eschar and/or
corrosion at the dose site, which could indicate p0551bie 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.

4 Rabbits — Acute Dermal Toxicity Test (OPPTS 870,1200): One animal sustained an
accidental mechanical injury to the lumbar spine and/or hind limbs.. The animal was humanely
euthanized. Three rabbits vocalized during the removal of the the dermal wrapping which had
reacted with the test article and become more sticky. These animals immediately became calm
and were returned to their cages.

170 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 possﬂ:!e 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 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 compromlse study results.



This report & recuired by law {7 USC 2143}, Failure to repont accerding to the reguiations can

Sea revarse side for

S 3}(, Lare r V3

!nteragency Repert Cartrai Na

crr/

3. REFORTING FACILITY (Lt all locations where animals were noused or used in aciual research,
sheets if nacessary.)

result 1 20 ofder to cease and desist and to be subject to penalties as providad for .n Section 2150, additionat information. 0180-0OA-AN
URITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. TUSTOMER NO.
22-R-0108 193 FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

{TYPE OR PRINT)

OMB NO. 05790036

2. HEADQUARTERS RESEARCH FACILITY [Mame and Agdress, as registeraed with USCA,
include Zip Code)

EXXONMCBIL BIOMEDICAL SCIENCES, INC.
P.C. BOX 971

1545 ROUTE 22 EAST

ANNANDALE, NJ 088010971

testing, teaching, or expenmentation, or held for thesa purpeses. Altach additional

FACILITY LOCATIONS (sHes)

EXXONMOBIL BIOMEDICAL SCIENCES. INC.

ANMNANDALE, NJ 088010971

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

A. 8. Numoer of‘ €. Numper of 0. Number of animais upon E. Number of animal$ upon which teaching, F.

animals being animals upon which expernments, axperiments, research, surgery ar tests wera
Animals Covered bred. which leaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animat conditioned. or research, surgery, of tests were 1o the ammals and for which the use of appropnate QF ANIMALS
Welfare Regulations held for use in experiments, or canducted invoiving anesthetic.anaigesic, or tranquilizing drugs wouid

teaching, testing, tests ware accampanying pain ar have adversely affacted the procedures, resulls, or {Cols. C+
axpenments, conducted disiress to the animals interpretaticn of ihe teaching, research, D+E)
regaarch, or involving na and for which appropnats exparimants, surgery. or tests. {An explanation of
surgery but not pain, distress, or anesthetic, analgesic, or the procedunes producing pan or distress in these
yet used for such usa of pain- tranguilizing drugs were animals and the reasons such drugs were no! used
purposes. relieving drugs. used. must be atached to this repon)

4. Dogs

5. Cats

6. Guinea Pigs 144 30 174

7. Hamsters

8. Rabbits 101 18 120

9. Non-Human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

ASSURANCE STATEMENTS

1) Professionally acceptable standards goveming
and following actual research. teaching, festing,

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

1o the standards and regulations under the Act, and
the Institutional Animat Care and Use Committes {IACUC). A summary of all the exceptions

3} This faality is adhering

principat investigator and approved by
acdition ta identifying the JACUC-appseved axceplions,

4} The attending vetarnarian for this research facility has appropriate autherity to ensure the provision of adequate veterinary care and o cversee the adequacy of cther

aspecis of animal care and use.

the care, treatment. and use of animals, including appropriate use of anesthetic. analgesic. and tranguilizng drugs. prios 1o, dunng.
surgety, or exparimentation were followed by this research facility.

it has required that exceptions o the standards and regulations be specified and explained by the
is attached to this annual repart. In

this summary incluctes a brief explanation of the exceptions, as well as the species and rumber of animals affected.

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

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

T R TYT Lot
SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL

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

DATE SIGNED

11426/2C01

APHIS FORM 7023

(AUG 91)

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

PART 1 - HEADQUARTERS



1. Registration Number: ~ 22.R-0108/ 183
2/3. Species {common name) & Number of animals used in this study:

Guinea Pigs {30) Rabbits (19)

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

Three study types were identified as potentially producing pain or cistress in rabbits or guinea pigs at ExxanMobH
Biomedical Sciences, Inc. {EMBSI) during the 2000 - 2001 APHIS census year. All three study types followed accepted
requlatory or internaticnal test guidelines {OECD 404, 405 and 406) and were conducted for regulatory purposes. These
study types and the related procedures are listed below: . Ocular Irritation Studies: Involved the administration of 0.1 mi
or 0.1 grams of test substance into conjunctival sac of the rabbit eye. The rabbits were then observed daily until
termination. . Dermal Irritation Studies: Involved the administration of 0.5 mi or 0.5 grams of test substance onto a2 1" x 1°
area of skin. The skin is exposed to the test substance for four hours under a semi-occluded dressing. The rabbits were
then observed daily until termination. . Guinea Pig Sensitization Studies: Involved an intradermal injection of the test
material in Freund's complete adjuvant to the clipped scapular area followed by a topical administration of the test material
over the injection sites in an attempt to induce sensitization. Alt animals were topically challenged on a naive clipped site
after a two-week rest periad following the induction phase. The animals were observed daily and evaluated for dermal
irritation 24 and 48 hours after all applications of the test substance. . Because the measure of pain in animals can not
always be determined with certainty, the criteria listed in Appendix A were used for determining pain or distress for rabbits
or guinea pigs used for the above study types conducted at EMBSI. These criteria, revised in 1987, are consistent with
the definition of "painful procedures” defined in 9CFR, Subchapter A, Animal Welfare, Part 1 as wel! as scientific literature
on the subject. The revised cnteria developed in 1997 were in response to specific comments made by USDA during a
January 1997 inspection, and upon the review of our IACUC. . Between Qctober 1, 2000 and September 30, 2001, 49
animals met the criteria listed above and therefore considered possibly to have been in pain or distress. The following

further categorizes these animals. . # of Animals Reason for possible pain or distress . 12 Rabbits

Severe eye irritation {e.g. conjunctival redness score . af "3", chemosis score greater than "2". and comeal .
dye retention indicative of ulceration)- Ccular . Irritation Studies 5 Rabbits lrritation score of
*4” - Dermal Irmitation Studies . 1 Rabbit Emaciaticn . 1 Rabbit Died . 19 Guinea Pigs

Irritation score of “3" or eschar - Guinea Pig . Sensitization Studies . 11 Guinea Pigs

Emaciated - Guinea Pig Sensitization Studies . The observed irrtation scores were related to the test procedures. The

emaciated states and death were judged to be of natural causes, i.e., not related to treatment. Nene of the animals listed

above were trealed for pain or distress. However, the emaciated rabbit was given a saiine water dish and the guinea pigs

thal were emaciated were given water dishes and moistened foed. . . Appendix A .

Signs of Pain and Distress . Clinical Signs . The following are considered clear signs of animals in pain

or distress. Convulsions Coarse Tremors Dyspnea Respiratory Arrhythmia

Hyperpnea Hypopnea Wet rales Emaciation Hypothermia

Abdominal Griping Prolapsed uterus Pralapsed rectum Teeth Grinding Dystccia

Ranting (other than Foot stemping {(other than momentary {momentary) . Additicnaily. any animal that can not

access its food or water will be considered an animal in pain or distress. . . Dermal Irritation Erythema

score of 4 (Craize scale) Eschar Edema score greater than 2 (Draize scale}  Necrosis Dermal irritation

score of 3 (Buehler scale) Blanching (full depth) Dermal sore/uiceration Fissuring . .

Ocular Irritation Conjunctival redness score of 3 Conjunctival ulceration Conjunctival chemosis score greater

than 2 Iris score of 2 Corneal opacity score greater than 2 Canjunctival necrosis Blistering conjunctiva
Ruptured eye Protruding cornea Pannus Ccmeal dye retention

ndicative of ulceration . The following are considered subjective signs of animals in pain or distress. The observation of

any one of these signs would not be considered sufficient to consider an animal in pain or distress. However, the

occurrence of these signs with other related clinical signs may be considered a sign of pain or distress. The Study

Director will make the determination of whether an animal with these signs was in pain or distress. . Ataxia

Fine Tremcrs Piloerection Aggressive Ranting Foot stomping Teeth
chattering Vacalizing Abdaominal Staining Cyanocsis Unthrifty coat Smait
amount of stool No stool Distended abdomen Food consumption Decrease Red ocular discharge

5. Provide scientific justification why pain and/or distress could ot 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 animals were not treated for pain or distress because the effects of anesthetic/analgesic agents on the study outcome
were naot known. |n ocular irrftation tests and dermal imritation tests, recovery is a key endpoint of the study.
Anesthetic/analgesic agents may affect this recovery process. In guinea pig sensitization tests, the animals must be
observed for a designated pericd of time and in some instances be rechallenged to generate meaningful data. Also, in
the ocular irritation and dermal irritation studies where the animals received only a single 2xposura, any pain or distress
that may have occurred did not persist or progress, i.2., the responses observed in the studies were transient. The Study
Directors for each of these study types were aware of the effects seen in the animals and menitorec the animals' health.

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: Ocular Irritation Studies - OECD, Organization for CFR:
Economic Cooperation and Development,Guidelines for

Testing of Chemicals, Test Guideline 405, 1987, .; Dermal
|rritation Studies - OECD, Organization for Economic
Cooperation and Development,Guidelines for Testing of
Chemicals, Test Guideline 404, 1992; .; Guinea Pig
Sensitization Studies - OECD, Organization for Economic
Cooperation and Deveiopment, Guidelines for Testing of
Chemicals, Test Guideline 406, 1992

Approval Status:
Approved/Disapproved By:
Date:

Disapproved Reason:



Tris repart s required by law {7 USC 2143). Failure 1o repont according to the raguiations can

See reverse side for

Interagency Repart Cortral No

esult i ar wder to cease and desist ang o be subject to penalties as provided for 1 Section 2150. additional information 0130-DOA-AN
PARTMENT CF Al 1. REGIST! ‘.I'- . CUSTOM .
UNITED STATES DE GRICULTURE STRATION NO OMER NG FORM APPRGYED

ANIMAL AND PLANT HEALTH INSFECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)

22-R-0126

12286

CMB NC. 0573-C038

include Zip Code)

B A S F CORPORATION
P.0. BOX 400
PRINCETON, NJ 08543

(609) 716-2330

2. HEADQUARTERS RESEARCH FACILITY ;Name and Address, as reqisterad ~tn USDA,

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

sheets if nacassary.)

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

FACILITY LOCATIONS (sites)

See Attached Listing

Quakerbridge and Clarksville Roads

Princeton, New Jersey 08543

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

A. B. MNumber of €. Number of D. Number of animais ypon E. Numbar of arimals upon which teaching, F.

animals being animais upon which axperiments, experiments, rasearch, surgery or tests were
Animais Covared brad, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animai cengitioned, or research, surgery, or tests were to the animais and for which the use of appropriate OF ANIMALS
Waeifare Ragulations heid for use in experments, or conducted involving anesthetic,analgesic, or tranguilizing drugs would

teaching, lesting, tests were accompanying pain or hava adversaely affected the procedures. resuits, or {Cois. C +
axperimants, conductad distress to the animais interpretaticn of the teaching, research, D+E}
research, or invalving ne and for which appropriate experiments, surgery, or tests. (An axpianalion of
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pawn or distress in these
yet used for such use of pain- tranquilizing drugs were animals and tha reasons such drugs were nof used
purposes. refieving drygs. used, must be altached lo this report)

4. Dogs

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits 19 17 0 12 29

9. Non-Human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

ASSURANCE STATEMENTS

1) Professionaily acceptable standards governing the care, treatment, and use of animais, including appropriate use of anesthetic, analgesic, and tranquiiizing drugs. pnar to. durng,
and foliowing actuat research, teaching, testing, surgery, or experimentation were foltowed by this research facility.

2
3

Each principal investigater has cansidered aiternatives 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 invastigator and appraved by the Institutional Animas Care and Use Committae (IACUC). A summary of all the excaptions is attached to this annual report. In

acdition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the excepticns, as weil as the spectes and number of animais affected.

4

L=

aspects of animal care and use.

The attenging vetarinarian for this research facility has appropriate authonty to ensure the provision of adequate vetennary care and to cversee the adequacy of ather

enl

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

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

NSTITUTIONAL OFFICIAL

TNAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL {Typs or Prnt)

DATE SIGNED

GJayfos

APHIS FORM 7023
(AUG 91)

(Replaces VS FORM 18-23 (QOct 88), which is obsolete
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USDA Annual Réport - 2001
BASF Agro Research
Registration Number 22-R-0126

Explanation of Column E Entry

The 12 rabbits listed in Column E were used for ocular irritation studies. These studies were
performed using the Guidelines published in the Federal Register, EPA Health Effects
Guidelines, OPPTS 870.2400. The data provided by these studies is used to evaluate the
toxic and irritant potential of novel proprietary compounds. This information is an integral
part of the product submission packets provided to federal and foreign governmental
agencies.

The concurrent administration of other chemicals, including analgesic and anesthetic
compounds, to the test animals has the potential to mask or alter adverse signs. In addition,
the administration of other chemicals might interact with the test articles. Either effect would
interfere with the proper evaluation of the test results.

The criteria used to determine column E entry is based on the Draize' scoring system. Any
animal in a primary eye irritation study that has 2 score of 2 or more for either corneal opacity
or conjunctival irritation (redness or swelling, discharge is excluded) and/or an iris score of 1
at anytime during the course of the study are placed in column E.

These studies were reviewed and approved by the Institutional Animal Care and Use
Committee.

! Draize, H.J., Appraisal of the Safety of Chemicals in Foods, Drugs and Cosmetics, Assoc. of Food and Drug
Officials of the United States, 3" Printing, 1975, page 51.
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Tiug repoc s required by law (7 JSC 2143). Failure to report according to the regulatons can See reverse side for Interagency Repon Contral No
result in an order 1o cease and desist and to be subject 1o penaities as prowided for in Section 2150 additional mformation. 0180-COA-AN

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

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0127 12287 FORM APPROVED

OMB NO 05793035

7. READQUARTERS RESEARCH FACILITY (Name and AdGress, s registered win USDA.

ANNUAL REPORT OF RESEARCH FACILITY include Zip Code)

FT DCDGE ANIMAL HEALTH
{TYPE OR PRINT) P (0 BOX 5366

PRINCETON, NJ 08543

(609) 716-2330

I 3. REPORTING FACILITY (List all locations where animals were noused or used in actual research, tesung, ‘eaching, or expenmentation, o held for these pumoses. Attach additional
sheets If necessary )

FACILITY LOCATIONS(sies)

See Attached Listing
Quakerbridge and Clarksville Roads

Princeton, New Jersey 083543
REPORT OF ANIMALS USED BY OR UNGER CONTROL OF RESEARCH FACILITY Aftach additionai sheets # necessary or use APHIS FORM 70234 )

A. 8. Number of G. Number of D. Number of ammais upgn E. Nurnber of animals upon which teaching, F.
animals being animals upon which expenmaeants, expenments, research, surgery or lests were
Animais Covered bred, which teaching, teaching, research, conducied involving accompanying pain or distress TOTAL NO.
By Tha Animal conditicned. of research, surgery, of lests were 1o the amimals and for which the use of appropnate CF ANIMALS
Weilfare Regulatons heid for use in expeniments, or canducted invoiving anestnetic.analgesic, or lranguilizing drugs would
teacting, lesting, tasts were accompanying pain o have adversely affected the procedires, resuis, or (Cols. C +
experiments, conducted distress 1o the animais interpretation of the {eaching. research, D+E)
research, of involving no and for which appropriate axpenments, surgery, Of tasis. [An gxplanaton of
surgery but not pan, distrass, or anesthetic, analgesic, or the pmcedures preducing pain or distress in these
yet used for such use of pain- tranquitizing drugs were amimals and the reasons such drugs werg not used
purposes. religving drugs. used. must be attached fo this repont)
4. Dogs
5. Cats 24 24
6. Guinea Pigs
7. Hamsters
8. Rabbits 0 6 0 0 6

9, Non-Human Primates

10. Sheep

11. Pigs

12. Qther Farm Arimals

13. Other Animals
Gerbils 120 2473 0] 44 2517

ASSURANCE STATEMENTS

1) Professicnally acceptable standards govemning the care, treatment, and use of animals, including appropriate use of anesthetic, anaigesic, and tranquilizing drugs, prior 10, during.
and following actual research, teaching, testing, surgery. or experimentation were followed by this research facility,

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

3} This faclity is adhering to the standards and requiations under tha Act, and it has required that exceptions to the standards and requlations be specified and explained by the
principal investigator and approved by the Ingtitutional Animat Care and Use Committes (IACUC). A summary of all the exceptions is attached to this annual repart. In
addition ta identifying the SACUC-approved exceptions, this summary inctudes a brief explanation of the exceptions, as weit as the species and number of animals affected.

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

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

SIGMATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAMF % TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Tvoe or Prnt} DATE SIGNED
fo / e
APHIS FORM 7023 (Replaces ¥S FORM 18.23 {Oct 88), which is obsoleta PART 1 - HEADQUARTERS

(AUG 91)




This report is required by Jaw {7 USC 2143). Fallure to reporl according o tha regulatimne ean interagency Renart Conirol No

NN L
\L P\\ ﬁe reversa sica for

rasull in an order \o cease and desist and [ ba subject 1o penattiss as provrded for in Saction 2150 addilional mlamation. 0180-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 2Z-R-0006 169

OMB NO. 05790035

2. HEADGUARTERS RESEARCP ©rrmo s
wciioe Zip Coda) Ber .
ORTHO PHARMACEUTICAL CORPORATION

P © BOX 300 ROUTE 202

¢ AQUIESS, as regisierag wilh WSCA,

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR\ARINTL 200 revD

RARITAN, NJ Q8869
(908) 7044285

3. REPORTING FACILITY (List 2il iocations where animais were housad or used in actus! rasearch, testing,

sneeis if nacessary.)

lesching, or experimenialgn, or hekl far ihess Purposes. Atlach addibenal

FACILITY LOCATIONS/s72s)

See Attached Lisling

R.W. Johnson, PRI Raritan, NJ

’ R.W. Johnson, PRI

Spring House, PaA

R.¥. Johnson, PRI, LaJolla, CA

|

|

I REPCORT OF ANIMALS USED BY CR UNDER CONTROL OF RESEARCH FACILITY (Affach gddiionsl shesls 1 necessary or use APHIS FORM 70234 )

A 8. NI.!TI'IbEI’ of‘ C. Number of 0. Numbet of animais upon E. Number of animais upon whxch tesching,
animals being anmals upen which experiments, axpenmants, resaarch, surgery or legls were
Arimaty Coyered Gred, ) which (eaching, teaching, research, condysted involving accampanying pain ar distress TOTAL NQ.
By The Animal condltioned, or research, surgery, of lesis ware to the animais and for which the use of apprepriate QOF ANIMALS
Welfare Reguiations held fpr use in exparments, or conrgucted imveiving anesthetic analgesic, or tranquilizing drugs would
teaching, testing, tesis ware actompanying pain or have adversely affacted tha procedures, rasyits, or {Cols. C »
expenments, conducted distress to the arimais Interpretation of the teaching, research, 0 +E}
research, or invalving no. srd fer which appropriate BXperimenis, surgery, or lests. (An sxplenation of
surgery but not psin, distress, ar anasthetie, anaigesi, or the procedures producing pain or distress in these
yal usad for sych usa of pain- tranquilizing drugs were animais and the reasons such drugs were nof used
purposes. rolisving drugs. ussd. must ba sitached !0 Itus mpor)
- * *
s Dogs 270 297 98 665
5. Cats - - - - -
6. Guinea Pigs 2 50 *618 *304 972
7. Hamsters - - - - -
8. Rabbits - *219 *147 47 413
9. Non-Human Primates 220 )3 *30 1y 87
10. Sheep - = - - B
1. Pigs - - - - -
12. Other Farm Animals - - - - -
13, Other Animals
Chinchilla 0 0 Q 20 20

ASSURANCE STATEMENTS
1) Professionally acceptabie standarts governing Lhe care, reatment, and use of animals, including appropriate use of anesihelic. analgesic, and franquilizing drugs, prior 1o, during,
and following actual research, teaching, testing, surgery, or axperimentation were followed by (his research faeifity.

Each principal investigatar has considarad aiternatives lo painful grocadures.

This facility is adhering to the standards and raguiations under tha Acl, and It has required tnat exceplions to the standards and regulalions be spacified and explained by lhe
srincigal Investigator and approvad by Lhe Institutional Animal Cara and Use Cammiltes (IACUG) A summary Jf aH the exceptions is attachad to this annual report, in
addilion to identifying the ACUC-zpproved exceplions, this summary includes a brief explanation of (he axceptions, as wall as ne species and number of animats afected,

2
3

The sltending vetarinarian for this research facilily has acpropriate authorily 1o ensure the provision af adequale velerinary care and to overses the adequacy of olher
aspects of aremai cara and use.

4

=

CERTIFICATION BY HEADQUARTERS RESEARGCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsibie Institutional official)
¢ certify that the above is true, carrect, and compiete (7 U.5.C. Section 2143)
SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL | NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFIFIAL fTuna nr Brnf

I DATE SIGNED
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USDA ANNUAL REPORT (2000-2001)

Regqistration #:

22-R- 0006

ATTACHMENT 1

The following animals were reported on previous USDA Reports under License:

22-R-0006.

SPECIES CATEGORY B | CATEGORY C | CATEGORYD | CATEGORY E
DOGS 0 114 91 0

GUINEA PIGS 0 0 33 39

RABBITS 0 18 88 0
NON-HUMAN 5 43 30 14

PRIMATES




ATTACHMENT 2

USDA ANNUAL REPORT (2000-2001)

Registration #: 22-R- 0006

Animals Listed in Category E

During the reporting period, the R.W. Johnson Pharmaceutical Research
Institute Institutional Animal Care and Use Committee (IACUC) approved the use
of animals in Category E as follows:

SPECIES NUMBER | PROCEDURE/JUSTIFICATION
Chinchillas 20 (b)()
Guinea Pigs 199
80
25
Rabbits 47
Dogs 98
Non-Human Primates 14

** Administration of anesthetics, analgesics or tranquilizing drugs must be
withheld so as not to invalidate the evaluation of test compounds.




This report «_ required by law (7 USC 2143) Fadure 10 report according o the regulations can
resull :n an order (o cease and desist and 10 be subject 10 penalties as provided tor n Section 2150.

See reverse side for

additional information. 0180-D0A-AN

tnteragency Report Conlrol No

UNITED STATES DEPARTMENT OF AGRICULTURE

ANNUAL REPORT OF RESEARCH FACILITY

.o A

(TYPE OR PRINT)

- ANIMAL AND PLANT HEALTH INSPECTION SERVICE

1. REGISTRATION NO.

NS

FORM APPROVED
OMB NO 0579-0036

sheels il necessary )

3. REPORTING FACILITY (List afl locations where-animals were housed or used in actual rese

Fairfield, NJ 07004

22-R-0050. Cust Id 520

SGS U.S. Testing Company Inc.
291 Fairfield Avenue

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

/ses. Atlach addiional

FACILITY LOCATIONS (Sites)

SGS IS Testing Co

Inc

75 Passaic Ave..,

Fairfield,

NJ 07004

[REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Altach adidilional sheets if necessary or use APHIS FORM 7023A.) *

A B. Number ol( C Number of D. Number of anunals upon E. Numbers of animais upon which leaching, £
animals being animats upon which experinents, experiments, research, surgery or tesls were
Animais Covered bred, which teaching, teaching lesearch' conducted involving accompanying pain or distress
By The Animal conditioned, or research, surgery ‘0' tests w.ere to the animais and for which lht_! use ot appropriale TOTAL NO.
Wellare Regulations held lor use in experiments, or conduc;ed involving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALS
teaching, testing, tests were accompanying pain or have adversely attected the procedures, resuits, or
experiments, conducled distress 10 the ammals interpretation of the teaching, research,
research, or involving no and lor which apprapriate experiments, surgery, or iests. (An explanation of {Cols. C +
surgery but not patn, distress, or anesthetic, analgesic, o the procedures producing pain or distress in these D+ E)
yet used lor such use of pain- tranquili ziv;g drugs w'e e animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this report).
4. Dogs ‘2
PNt
5. Cats N.ZA
L4
6. Guinea Pigs 0 310 Q 4186 126
7. Hamsters N/A
8. Rabbits 0 3249 2 83 414
9. Non-human Primates N ZA
N1
10. Sheep N/A
11. Pigs NALA
12. Other Farm Animals N/ZA
13. Other Animals N/A

I ASSURANCE STATEMENTS

1) Prolessionally acceptable standards governing the care, trealment, and use ol animals, including approriale use ol anesthetic, analgesic, and tranquilizing drugs, prior to, during,
and loliowing actual research, teaching, lesting, surgery, or experimentation were loliowed by this research lacility.

2). Each principal investigator has considered aliernatives 1o pamiul procedures.

3). This lacilny is adhering to the st
principal invesligator ar
addition 1o identilying 1

1d approved by the Institutional
he IACUC-approved exceptions, this summary includes a briel explanation ol the exceplions, as well as the species

andards and regulations under the Act, and it has reqyuired that exceptions to the standards and regulations be specilied and explained by the
Aniinal Care and Use Commitiee {ACUC). A summary of all such exceptions is attached to this annual report. in
and number ot animals aflected.

4). The atlending vetennarion tor this research facility has appropnate authornity to ensure the provision ol adequate velerinary care and Lo oversee the adeguacy of other aspec!s ol

ammal cure and use.

e e———
SIGNATURE OF -

"APHIS FORN
(AUG 91

BY HEADQUARTES RESEARCH FACILITY OFFICIAL
2 Officer or Legally Responsible Institutional Official)

the above is true, correct, and complete (7 U S C Seclion 2143)

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

DATE SIGNED

88). which IS obsolele )




@ ‘
@SGS SGS U.S. Testing Company Inc.

Registration #22-R-0050

COMMENTS, APHIS FORM 7023

A. The 416 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. ’

B. The 83 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 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 resuits.

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 sample 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 irritant. Euthanasia by lethal injection of
pentobarbital is performed if an animal is suffering.

| C.. There were no IACUC-approved exception(s) to the regulations or standards.
|
_ 1] zifed
By Date

TFORM\APHIS.01




USDA Annual Report — 2001
Fort Dodge Animal Health -
Registration Number 22-R-0127

The 44 gerbils reported in Category E were used in efficacy testing of novel compounds
for in vivo anthelmintic activity. The test compounds were administered as a single oral
dose. The gerbils were found dead during the routine morning morbidity and mortality
check. Premonitory signs were not observed during the day before. Therefore. this
finding was not anticipated. Because the interval between onset of signs, if any. and
death could not be determined, an assumption has been made that these gerbils could
have experienced more than transient pain or distress prior to death.

This protocol was reviewed and approved by the Institutional Animal Care and Use
Committee.



(\ - \/
U
(7 USC 2143). Failure to repon according lo the reguiations can Saea reverse side for Interagency Repart Controt No

This - aport is required by 1aw
d desist and 10 be subject to penaities as provided for in Section 2150. additional information. _ _ .0180-DOA-AN

resuit in an order to cease an

UNITED STATES DEPARTMENT OF AGRICULTURE 7. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R0121 1719 Form 4 APPRAVED.

2 READQUARTERS RESEARGH FACILITY (Name and Address, as registered with USDA,

ANNUAL REPORT OF RESEARCH FACILITY include Zip Cade)

i " MERIAL LIMITED
(TYPE OR PRINT)16-2001 RCVD 3233 SATELLITE BLVD.. BLDG 500

DULUTH, GA 30096

REPORTING FACILITY (List all locations where animals wera housed or used in actual research, lesting, teaching, of expenmentation, or heid for these gurposes. Atach additionai

1
sheets if necessary.)
- FACILITY LOCATIONS(sites)

See Attached Listing

. REPORT OF ANIMALS USED BY QR UNDER CONTROL OF RESEARCH FACILITY (Attach addiional sheets i necessary or use APHIS FORM 7023A)

A, B. Number af C. Number of | D. Number of animais upon E. Number of animals upon which teaching, F.
animals being animals upon which experiments, experiments, research, surgery or tests wese
Animais Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, surgery, ar tests were to the animals and for which the use of appropriate OF ANIMALS
Weifare Regulations held for use in experiments, of conducted involving anesthetic;analgesic, or tranquifizing drugs would

teaching, lesting. tasts were accompanying pain or have adversely affected the procedures, results, or (Cois. C +
expariments, conducted distress to the animals intespretation of the teaching, research, D +E)
research, or involving no and for which approps periments, surgery. of tets. (An explanation of
surgery but not pain, distress, or anesthetic, anaigesic, or the procedures producing pain of distress in these
yet used for such use of pain- tranquillzing drugs were animalsandtholeasunssuchdmgsmmtused
purposes. refieving drugs. used. must be attached to this report}

4. Dags 460 21 481

5. Cats 236 4 240

6. Guinea Pigs 152 86 238

7. Hamsters 2765 2365 5130

8. Rabbits 24 200 224

9. Non-Human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

Ferrets 4 4
s
ASSURANCE STATEMENTS ) -
4} Professionslly bl dards governing the care, treatment, and use of animals, including appropriste usa of anesthetic, analgesic, and tranquilizing drugs, prior lo, during,

and following mm'msaam. teaching, testing, surgesy, of experimentation were followed by this resaarch facility.

2) Eaeh principal investigatoc has. considered alternatives ta painful procedures.

3) This facility is achering to the standards and regulations under tha Act, and it has raquired that axceptions to the standards and reguiations be specified and explained by the
principal investigator and approved by the Institutionat Animal Care and Use Commitiee (IACUC). A summary of ail the axceptions is attached to this annuat report. In
addition to identifying the IACUC-appraved exceptions, this summary inciudes 8 brief explanation of the except as well as the species and number of animals affected.

4 Thommmmmudmmmgmamfadmhuammdmeamﬂymmmmwﬁm of adequate veterinary care and to overses the adequacy of ather
aspects of animal care and use.

I 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) -
COFFICIAL T T ST D T n e e snanian nemisiat Tuna ar Print} DATE SIGNED

M‘?‘/“/!f, 0 f 7

PART 1 - HEADQUARTERS

ORM 18-23 (Oct 88), which is cbsolets




Attachment A for APHIS form 7023

1.0 Column E, Line 5, Animal — Cats

1.1 Sixteen cats were used in a study for development of a product
The development studies for this compound require assessment of
efficacy in the target animal species using a model of acute pain. In this study
four cats experienced a painful situation for a time period of <48 hours. The
addition of other analgesics would interfére with the evaluation of this
compound.

2.0 Column E, Line 7, Animal - H_amstefs

2.1 Five thousand one hundred thirty hamsters were used in testing bacterin prior
to release for sale as required by Y (his testing
requires challenging hamsters with the virulent agent in order to evaluate
bacterin efficacy and potency. 2365 hamsters experienced weightloss,
debilitation and/or death. Anesthetics, analgesics and tranquilizing drugs are
not appropriate for this agent and would interfere with the evaluation of this
bacterin.



APHIS Form 7023 Site List

The following sites have been reported by the facility.

22-R-0121

Registration Number:
Customer Number: 1719
Facility: MERIAL LIMITED
3239 SATELLITE BLVD., BLDG 500
DULUTH, GA 30096 ‘
MERIAL

6498 JADE RD
FULTON, MO 65251

COLBERT, GA
JOHNNY MCELRQY RD
COLBERT, GA 30628

ATHENS, GA
115 TRANSTECH DR
ATHENS, GA 30601






