See attached form for Interagency Report Control No.:

This report is required Dy law (7 USC 2143). Failure to report according lo the regulations
additicnal information

cn

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R-0001 - FORM APPROVED \_ g
ANIMAL AND'PLANT HEALTH INSPECTION SERVICE CMB8 NO. 0579-0036
CUSTOMER NUMBER: 158

N\
\_/

Bell Labs Lucent Technologies

ANNUAL REPORT OF RESEARCH FACILITY 600 Mountain Avenue

( TYPE OR PRINT ) P. 0. BOX. 636 T o
Murray Hill, NJ 07974 —eel—2007

JAN 02 2002

Telephone: (908) -582-5696

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY [ Attach additional sheets if necessarv or use APHIS Form 7023A ) I
A B. Number of C. Numberof D. Number of animals E. Number of animals upon which teaching, F.
animals being _ animals upon upon which experiments, research, surgery or tests were
bred, which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Covered conditioned, or research, research, surgery, or to the animals and for which the use of appropriate
By The Animal held for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would OF ANIMALS
Weifare Regulations teaching, tests were involving have adversely affected the procedures, resuits, or
- testing, conducted accompanying pain or interpretation of the teaching, research, experiments, (COLUMNS
experiments, involving no distress to the animais surgery, or tests. { An explanation of the procedures C+D+E )
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, 3 reasons such drugs were not used must be attached to

relieving drugs.

4. Dogs

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-human Primate M b C _OVEX &!/ < DEc. _[. S

10. Sheep

11. Pigs

12. Other Farm Animals

O IO0iciovo ko oo

13. Other Animais

| Assurance starements
1) Professionally acceptable standards goveming the care, trastment, and use of animals, including appropriate use of anestetic, anaigesic, and trenquilizing drugs, prior to, during, and following
actual research, teaching, testing, surgery, or axperimentation wers followed by this research facility.
2) Each principal investigator has considered altemnatives 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 such P is hed to this 1 report. In addition to identifying the
IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as weil as the species and number of animals affected.

h facility has appropriate authority to ensure the provision of adequate veterinary care and o oversee the adequacy of other aspects of animal care and

3

-2

4) The attending vetsrinarian for this r
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
( Chief Executive Officer or Legally Responsible Institutional Official )
SIGNATURE OF « Ty mmmme e - DATE SIGNED
/’3‘{30 /02 ]

APHIS FORM 702
(AUG 91)




Tris recort is required dy law (7 USC 2143). Failure ‘o repert according to the reguiations can
fesult n ar order 16 cease and desist and o be subject io cenaities as provided for . Section 2150.

Ry

A e -~ .
Seereversesicefcr & ° *- ' /!f{|nteragency Recent Centrot No

additional informaticn. G180-0CA-AN

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

1. REGISTRATION NO.
22-R-GC0S

CUSTOMER NO.
8203

ANMUAL REPORT OF RESEARCH FACILITY

include Zip Coda)

N J STATE DEPT OF HEALTH & Sr. Svs.

(TYPE OR PRINT)

CN 360
TRENTON, NJ 08625

(609) 292-5847

FCRM APPROVED '/
OMB NO. 0579-0026 (\

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registored with USDAY

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

sneets if necessary.)

FACILITY LOCATIONS (s/fes)

See Attached Listing

Laboratory Building — PH&EL

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

A. B. Number of C. Number of D. Number of amimals upon E. Number of animals upon which teaching, F.
animais being animais upon which experments, experiments, research, surgery cf tests were
Animals Covered bred, which teaching, teaching, research, - conducted involving accompanying pamn or cistress TOTAL NO.
By The Animal conditioned, or ressarch, surgery, or tests were to the animals and for which the use of appropnate OF ANIMALS
Weifare Reguiations held for use in experiments, or conducted involving anesthetic.analgesic, or tranquitizing drugs would
teaching, tasting, tests were accompanying pain or have adversely affectad the procedures, results, or (Cots.C +
experineis, conducted disiress v the animais iniarpretation of the leaching, research, C~-rg
resesarch, or invelving no and for which apprepriate expenments, surqery, or tests. (An explanation of
surgery but not pain, distress, cr anesthetic, analgesic, or the procedures producing pain or distress in these
yet used for such usa of pain- tranquilizing drugs were animals and the reasons such drugs were not usec
purposes. relieving drugs. used. must be attached to this report)
4. Dogs \
5. Cats \
6. Guinea Pigs NG
7. Hamsters \
8. Rabbits \
N \ .
9. Non-Human Primates \ 7 _
10. Sheep \<§7
11. Pigs \
12. Other Farm Animals \
13. Other Animais \
\\

Ny

ASSURANCE STATEMENTS

1) Professionally acceptable standards goveming the care, treatment. and use of animals, including appropriste use of anesthetic, analgesic, and tranquilizing drugs. pnor !0, 2uring,
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility.

2) Each pnncipal investigator has considered al th

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

to painful procedures. _

y of ail the exceptl

is attached to this annual report, In

3ddition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as weil as the species and number of animais affected.

4) The attending vetennarian for this research facifity has appropriate authcrity to ensure the provision of adeguate veterinary care and {0 averses the adequacy of cther
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 e, comrect, and complete (7 U.S.C. Section 2143)

APHIS
(AUG 37)

SIGNATURF OF C.F 00 NR INSTITHTIONAL OFFICIAL

ch is obsolets

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

DATE SIGNED
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PART 1 - HEADQUARTERS



This report 1s required by law (7 USC 2143) Failure to report according to the regulations can See reverse side for Interagency Report Control No

resuit in an order to cease and desist and to be subject to penaities as proviced for in Section 2150 additionai :nformation. 018C-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0012 172 FORM APPROVED
OMB NO. 0579-0036

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

ANNUAL REPORT OF RESEARCH FACILITY ncode Zp Code) e
ETHICON, INC.
(TYPE OR PRINT) PO, BOX 151
SOMERVILLE, NJ 08876-015

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

FACILITY LOCATIONS(sttes)

ETHICON RESEARCH FOUNDATION
SOMERVILLE, NJ 08876

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 animals upon which teaching, F.
animals being animals upon which experiments, expernments, research, surgery or tests wers
Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distrass TOTAL NO.
By The Animai conditioned, or research, surgery, of tests were ta the animals and for which the use of appropriate OF ANIMALS
Welfare Regujations 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 +
axperiments, conducted distress to the animals interpretation of the teaching, research, D+E)
rasearch, 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 8 25 25
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits 28 131 131
9. Non-Human Primates
10. Sheep 6 6
11. Pigs 621 621
12. Other Farm Animals
Goats 24 ) 24
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, dunng,
and following actual research, teaching, testing, surgery, or experimentation were followed by this resaarch facility.
2) Each principal i igator has considered aiternatives to painfui procadures.
3) This facility is adhering to the standards and reguiations under the Act, and it has required that exceptions to the standards and regulations be specified and expiained by the
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all the pti is hed to this { report. In
addition to identifying the IACUC-approved exceptions, this summary includes a brief axplanation 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.Q. OR INSTITUTIONAL OFFICIAL 1NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED
10/30/2002
L L
PART 1 - HEADQUARTERS

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




This report 1s required by law (7 USC 2143). Failure lo report according to the regulations i B ee attached form for Interagency Report Controi Noi:
can U E l’ O z ZGGdemonal information r
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R-0013 FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NQ. 0579-0036

CUSTOMER NUMBER: 163

Worldwide Mobile Veterinary Unit
8 Foxhunt Drive
Rockaway, NJ 07866

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT )

Telephone: (973) -538-6601

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

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

A Number of N C. Number of D. Mumber of animais E. Number of animals upon which teaching, F.
animals being animais upon upon which experiments, research, surgery or tests were
bred, which teaching, experimenits, leaching, conducted invoiving accompanying pain or distress TOTAL NUMBER
Animals Covered conditioned, or research, research, surgery, or to the animals and for which the use cf appropnate OF ANIMALS
By The Animal held for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs wouid
Welfare Regulations teaching, tests were invoiving have adversely affected the procedures, resuits, or COLUMN
testing, -conducted accompanying pain of interpretation of the teaching, research, experiments, ( S
experiments, invoiving no distress to the animals surgery. or tests. ( An explanation of the procedures C+D+E )
research, or pain, distress, or and for which producing pain or distress in these animais and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. Dc3s
5. Cats
8. Guinea Pigs
7. Hamsters
8. Rabbits
9. Non-human Primate
10. Sheep
11. Pigs 206 26
12. Other Farm Animals
13. Other Animals
I ASSURANCE STATEMENTS J

1) Profs ds govemning the care, treatment, and use of animais, including appropriate use of anestetic, anaigesic, and tranquilizing drugs, prior to, during, and following
m.idnm tucnmg,(osﬁnq,wwory or experimentation were followed by this research facility.

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

3) This facility is achering 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 Pt Is attached to this | report. In addition to identifying the
IACUC-approved exceptions, this summary includes a brief explanation of the excaptions, 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 ather aspects of animal care and

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

DATE SIGNED

MALAE

'NAME & TITLE OF C.E.O. OR INSTITUTIONAL QFFICIAL ( Type or Print

(WAt




" aaadiuonal Intonmaton

UNITFD STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R-0016 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NQO. 057
CUSTOMER NUMBER: 174

Johnson & Johnson Consumer Products,inc.

ANNUAL REPORT OF RESEARCH FACILITY Johnson & Johnson Res. Found.
{ TYPE OR PRINT ) Research & Deve!opment
199 Grandview Road

Skillman, NJ 08558

NOV 2 0 2002

Telephone: (908) -874-1350

_—
— r—— ——
REPORTING FACILITY ( List all locations where animais were housed or used in actual research, lesting, or experimentation, or heid for these purposes. Attach additional sheets if necessary ) I

FACILITY LOCATIONS ( Sitsa ) - See Atached Listing

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necassarv or use APHIS Form 7023A ) ’ J
B. Number of C. Numberof D. Number of animals E. Number of animals upon which leaching, F.
animals being animais upon upon which experiments, research, surgery or lests were
bred, . which leaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animais Covered conditioned, o research, research, surgery, or to the animais and for which the use of appropriate OF ANIMALS
By The Animal heid for use in - experiments, or lests were conducted anesthetic, analgesic, or ranquilizing drugs would
Weltare Regulations teaching, tests were invoiving have adversely affected the procedures, results, or
lesting, conducted accompanying pain of interpretation of the teaching, resesrch, experiments, ( COLUMNS
experiments, involving no distress Lo the animals surgery, or tests. { An explanation of the procedures C+D+E)
research, or pain, distress, or and tor which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriste anesthetic, 3 reasons such drugs were not used must be attached to
relieving drugs.
Dogs .
Cats :
Guinea Pigs
ig ” 4
Hamsters
Rabbits . 30 30
Non-human Primate
Sheep
Pigs 20 20 40
Other Farm Animails
Other Animals,_‘
SURANCE STATEMENTS ]

1) Protessionslly scceptable standards goveming the care, trestment, and use of snimals, including appropriate use of unoslobc. ansigesic, and tranquilizing drugs, prior to, during, and foliowing
sctusl research, teaching, lesting, surgery, or experimentation were fallowed by this resserch facility,

2) Each principsl investigator has consicdered altematives to painful procedures.
3) This tacility is adhering to the standards and reguistions under the Act, and it has required that sxceptions to the standards end reguiations be specified and explained by the principal

investigator and spproved by the institutionat Animsl Care and Use Committee (IACUC). A summary of all such exceptl Is attached to this | report. In acdition to identifying the
LACUC-approved sxceptions, this summary includes » brief expianstion of the excaptions, as well ss the species and number of snimais sflected.

4

-~

The attending veterinarian for this research tacility has appropriste suthority to ensure the provision of sdequate veterinary care and to oversee the sdequacy of cther aspects of animal care and

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

DATE SIGNED

1
(AUG 91)
R
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Th:a recor 15 required By law (7 USC 2143). Failur- 5 report according 19 the requiations Gr.
se3ult In 3n Brder 10 cegse and desitt and 10 bo 2.2 2! 1o penaltigs 32 provided fcr in Sectien 215C.

Sep reversa sige 10
sagitiongl inferration.

J1Y ¢lb SbYb P.8%/g9
THREVIAGW ey MEDA L v 11y s,
018C-0CA-AN ép/

e e — : I .
UNFTED STATES DRPARTMENT JF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NG,
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0020 175 FORM APPROVED

OMB NC. 0578-003%
P ———————
2. HEADQUARTERS RESEARCH FACILITY (Neme and Adarass, as reisterad wan USQA,

incluaa 2ip Codo)
UNIVERSITY OF MEDICINE & DENTISTRY OF NEW

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

NOV 2 6 opg

JERSY

185 S. ORANGE AVENUE
MSB A-604

NEWARK, NJ 07101
(973) 8725455

sheets If necessary.)

3, REPORTING FACILITY (List all locations where anifrails wore housed of used In gclual resaarch,

1esNg, t8ActINgG, Cr expanmantaton, &r held for \nese

Allsch 3¢

PACILITY LOCATIONG (sdes)

See Atlached LI Research Animal Facility

Medical Science Building (MSB)

A-Level
UMDNJ /Néw Jersey Medical School

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY [Atisch adaitional sheets & nacossary or use APMIS FORM 70234 )
re B. Numoer of C. Nurroer of D. Number of arimals upon | E. Numaer of smmals vpon which leacning, F.
animais being animels upon which sxperiments, XDHiments, rRLearch, sUrnery of lests were
Animgis Covered bred, which lesching, 1a3ching, resesrch, conduciad INvaiving accompnying pain of disiress TOTAL NO.
8y The Animsi eanditioned, or resesrch, urgery, or tesis were to the animals and for which ihe use of sppropnate OF ANIMALS
Waeitsre Ragulations heid for use In expanments, o conducted Invoiving snesthelic.anaigesic, or ranquillzing drugs weuld
taaching, testing, 18sis were BCCOMpBnTYying pSin of have adversely afiactad the procadurses, (eautts, o {Cols.C +
operiments, esnducted distreas 1a the animals interpretation of the lsaching, research, D+E)
resestch, or involvng no and for which approprisie eXperimants, surgery, of lasts. {An explanation of
surgery bul net pain, distress, or anestholic, ansigeste, or the procedures progucing pain or distress in Ihese
yel wsed fer such a2 of pain- rangquikizing arugs wers 2nimais and the reasons such drugs were not used
purposss, relieving drugs. used. must b8 atached (o this report)
4 Dogs 36 36
5. Cats 44 44
8. Guinga Pigs 13 13
7. Hemsters
8. Rabbits 1 5 57 63
8. Non-Human Primates 8 8
10. Sheep
11. Pigs 115 115
12. Other Farm Animals
13. Other Animals
Gerbils 16 : , J 16
Woodchucks 36 36
ASSURANCE STATEMENTS

1) Professionally acoeptable standards goveming tne care, reatment. and use of animals, intiuding appropriats use of ancsthetic, angigesie, and Irarquili2ing drugs, pner 19, during,
and following actuial research, tasching, testing, surpery, or sxperimentalion ware followad by this research facliity,

2) Each princigel investigator has idered allarnalives Lo painful procedurcs.

3} This faciiity is adhering 1o tne standards and requistians under the Act, 10 il has raquired that exceptions io the standards snd requiations o spectied and exclaned by the
princips! Investigalor 3nd approved by e Institufional Animal Cars 810 Uss Cammittes (IACUC). A summary of all the exceptions Is attached ta this anaual repert. In
3dqition to Identifying the IACUC-approved sxceptions, this summary includes 3 drief explanatien of tha axcepions, as well 33 the spesies and numder of animals affected.

4) The attending vetorinarian for this rescarch facility has appropriate authority 1o ensure the provision of adaquate vatennary cara Bnd 1o averses the adoguacy of athar
aspects of animal cara and use.

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY QFFICIAL
(Chief Exscutive Officar or Lagaily Responsible Institutional officfal)
1 certify that the sbove Is true, comract, and complets (7 U.S.C. Secton 2143)

e AN I A T — A R —— T —

“DATE SIGNED |
125002
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This report is required by law (7 USC 2143). Failure to report according o the reguiations DEE O 4 200 See attached form for Interagency Report Control ro.:
can J 3 additional information

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R-0022 FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 176

Princeton University
ANNUAL REPORT OF RESEARCH FACILITY Office Of Research & Projects

( TYPE OR PRINT) P.O. Box 36
Princeton, NJ 08544

Telephone: (609)-258-3090

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

l REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets if necessarv or use APHIS Form 7023A) I
A B. Number of C. Number of D. Number of animals E. Number of anirmals upon which teaching, F.
animals being - animals upon upon which experiments, research, surgery or tests were
bred, - which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Covered conditioned, or research, research, surgery, or to the animals and for which the use of appropriate OF ANIMALS
By The Animal held for use in experiments, of tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Welfare Regulations teaching, tests were invoiving have adversely affected the procadures, resulls, or COLUMNS
’ testing, conducted accompanying pain or interpretation of the teaching, research, experiments, (
experiments, involving no distress 10 the animals surgery, or tests. ( An explanation of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. Dogs
5. Cats 13 13
6. Guinea Pigs
7. Hamsters
8. Rabbits 24 24
9. Non-human Primate 7 10 9 19
10. Sheep
11. Pigs
12. Other Farm Animals
13. Other Animals
Marmosets 24 - 24
Peromyscus Micp 894 894
| Assurance statements |

1) P ionally ptable dards goveming the care, treatment, and use of , including appropriate use of tic, anaigesic, and tranquilizing drugs, prior to, during, and following
actual ressarch, teaching, testing, surgery, or experi ion were followed by this rch facility.

2) mmpdmwnumwwmmpmmu

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

investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such pti Is attached to this | report. In addition to identifying the
IACUC-approved ptions, this st y includes a brief explanation of the ptions, as well as the species and number of animals affected.

4) Thoanmd&ngvotadnxianformmfadlityhaaappmpriataaumoritytommmmdmmnmeMWmmmmmmdmeew

IN BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
tive Officer or Legally Responsible Institutional Official )

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

12-6-2002

solete.




This report 1s required by law (7 USC 2143).
can

Fadure to report according to the reguiaticns

See attached form for
additional information

Interagency Repert Control a

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

( TYPE OR PRINT )

ANNUAL REPORT OF RESEARCH FACILITY

1. CERTIFICATE NUMBER:

FORM APPROVED
OMB NO. 0579-0036

22-R-0025

CUSTOMER NUMBER: 177

Rutgers-State University Of Nj
Research & Sponsored Programs
P.O. Box 1059

Piscataway, NJ 08854

Telephone: (908) -932-2880

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

NOV 29 290

FACILITY LOCATIONS ( Sites ) - See Atached Listing

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

l

A B. Number of _ 1C. Numberof D. Number of animals E. Number of animals upon which teaching,
animals being - animals upon upon which - experiments, research, surgery or tests were
bred, which teaching, experiments, teaching, - conducted involving accompanying pain or distress TOTAL MUMBER
Animals Covered conditioned, or research, research, surgery, of - to the animals and for which the use of appropriate ' BF ;ﬁ\r‘iIM ALg i
By The Animai heid for use in expenments, or tests were conducted - anesthetic, analgesic, or tranquilizing drugs would
Welfare Regghﬂons teaching, tests were involving have adversely affected the procedures, results, or
testing, conducted accompanying pain or interpretation of the teaching, research, experiments, ( COLUMNS
experiments, involving no distress to the animals surgery, or tests. ( An explanation of the procedures C+D+E)
research, or pain, distress, or and for which - producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached o
relieving drugs. :
4. Dogs 24 24
5. Cats 3 8 11
6. Guinea Pigs 10 275 285
7. Hamsters
8 Rabois 5 1 50 51
9. Non-human Primate 2 5
10. Sheep 10 8
11. Pigs 40 12 12
12. Other Farm Animals
Deer 25 4 4
13. Other Animals 3
Gerbils 16 150 150
Spiny Mice 31 31
Hedgehog 1 1

| Assurance statements

1

-

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

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 and explained by the principal
investigator and approved by the Institutional Animai Care and Use Committee (IACUC). A summary of ail such exceptions is attached to this annuai report. In addition to identifying the
IACUC-approved excaptions, this summary includes a brief axplanation of t}'\o exceptions, as well as the species and number of animalis affected.

The attending veterinarian for this research facility has appropriatﬁ authority to ensure the provision of adaquate 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 )

4

=

FE SIGNED

~26-02

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

(AUG91)
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Rutgers, The State University of New Jersey

The following sites have been combined into one site:

Busch Campus

Nelson Biological Laboratories, D108
604 Allison Road

Piscataway, NJ 08854

Cook Campus _

NJ Agricultural Experimental Station
PSARF Complex & Bartlett Hall
New Brunswick, NJ 08901

Newark Campus

Smith & Aidekman Halls
197 University Avenue
Newark, NJ 07102

The following site has been deleted:

Camden Campus
Biology Department
Building 7002 Science
Camden, NJ 08101



This report 1s required by law (7 USC 2143). Failure to report according to the reguiations See attached form for
can additional information

Interagency Report Control No.:

ANIMAL AND PLANT HEALTH INSPECTION SERVICE
CUSTOMER NUMBER: 168

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R-0028 °

FORM APPROVED
OMB NO. 0579-0036

Bristol-Myers Squibb Company

ANNUAL REPORT OF RESEARCH FACILITY PO Box 4000
( TYPE OR PRINT ) Princeton, NJ 08543

Telephone: (609) -252-4000
Lawrenceville, NJ

Attachment A #1

DEc o, 2097

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

| REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A\ J
A B. Numper of C. Number of D. Number of animals E. Number of animals upon which teaching, F.
animals being .~ animals upon upon which experiments, research, surgery or tesis were
bred, which teaching, experiments, teaching, conducted involving accormpanying pain or distress
Animals Covered it rch rese: r " . TOTAL NUMBER
s conditioned, or research, esearch, surgery, o to the animals and for which the use of appropriate OF ANIMALS
By The Animali held for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Welfare Regulations teaching, tests were invaiving have adversely affected the procedures, results, or
' testing, conducted accompanying pain or interpretation of the teaching, research, experiments, ( COLUMNS
experiments, involving no distress to the animals surgery, or tests. ( An explanation of the procedures C+D+E )
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. '
Dogs 13 0 59 0 72
5. Cats
0 0 0 0 0
. in i .
6. Gui eans 0 23 276 0 299
7. Hamsters
14 4 3 0 21
8. Rabbits O 0 1 3 0 1 3
8. Non-human Primate
24 1 70 0 95
10. Sheep 0 0 * 0 0 0
11. Pigs 0 0 0 0 0
12. Other Farm Animals 0 0 0 0 0
13. Other Animals
| Assurance starements |

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

actual research, teaching, tasting, 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 10 the standards and regulations be specified and explained by the principal

investigator and approved by the Institutional Animal Care and Use Committee (LACUC). A summary of all such ptt Is attached to this
IACUC-approved axcaptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

| report. In addition to identifying the

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

3Y HEADQUARTERS RESEARCH FACILITY OFFICIAL
: Officer or Legally Responsible Institutional Official )

slGNATURE OF CAE.O‘ ( INAME 2 TITIC AS A £ A AR INCTITHTIOAMAL ACCIAIAL 1 Tiimo me Beinsé
——
APHIS FORM 7023 e.
(AUG 91)

2%




This report s required by faw (7 'SC 2143). Far"re '3 recont according to the regulatic. - See attached form for Interagency Report Control No.:

can addiionai information
— MAEEL W
UNITED STATES DEP/RTMENT OF AGRI ULTURE 1. CERTIFICATE NUMBER: 22.R-0028 ° FORM APPROVED
ANIMAL AND PLANT HEALTH INSPEC INON SERVICE OMB NO. 0579-0038
CUSTOMER NUMBER: 168

Bristol-Myers Squibb Company

ANNUAL REPORT OF RESEARCH FACILITY F’O Box 4000 9 -
(TYPE OR PRINT ) ' Princeton, NJ 08543 JE L 0 y P

Telephone: (609) -252-4000 001

Somerville, NJ

Attachment A #3

3. REPORTING FACILITY ( List all locations where ammais were housed or used in actual research, testing, or expenmentation, or heid for these purposes. Attach additional shaets if neca.::

sém—__l

FACILITY LOCATIONS ( Situs ) - See Atached Listing

DRSS ¢ T e
! EPw W OFANIM LS © "D BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach ac'diti 3.aal sheets if necessary or use APHIS Form 7023A ) ;
L r 4 ] . 2
’ . Number of C. Numberof D. Number of anir Is E. Numper of animals upon which teaching, F.
Aavmals being_ - animals upon upon which expenm:Ints, resea =i, surgery or tests were
ured, which teaching, expenments, t_a. hing, conducted involving accompanying pam or distress
Animale Covered conditioned, or research, research, surgery, o to the amimals ar.d for which the use of appropriata TOTAL NUMBER
By The Animal held for use in experiments, or tests were conducted anesthetic. anzigesic, or tranquilizing drugs would OF ANIMALS
Woelfara Regulations teaching, tests were involving have adversely affected the procedures, results, or .
testing, conducted accompanying pain of interpretation of the teaching, research, expenments, ( COLUMNS
expenments, involving no distress to the animals surgery, or tests. ( An explanation of the procedures C+D+E)
research, or pain, distress, or and for which proc::cing pain or diztress in these animals and the
surgery but not ye use of pain- appropnate anesthetic, a re” sens such drugs were not =sed must be attached to
retieving drugs.
4. Dogs
5. Cats
6. Guinea Pigs
, 7. Hamsters
8. Rabbits
9. Non-human Primate 150
10. Sheep
11. Pigs ' -
12. Other Farm Animalis
5'
13. Other Animals R
- :
| assurance starements i

1) Professionally acceptable standards goveming the care, traatment, and use of animals, memomdqummwmmﬁ;&w«w.dhﬁmand'ollowing
actual research, teaching, testing, surgery, or axperimentation were followed by this rssearch facility.

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

3) This faciiity is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and re uiations be specified anc s.plained by the principal
investigator and approved by the Institutional Animal Cars and Use Committee (LACUC). A summary of ail such excsptions Is attached to this anaua! eport. In addition ta identifying the
IACUC-approved exceptions, this summary includes a brief exp tion of the ptions, as weil as the species and number of animals affected.

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of xdequate veterinary care and tomunsda:mwafo&‘m srpecis of animal care and

{TIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
‘hief Executive Officer or Legally Responsible Institutional Official )

SIGNAT! | NAME & TITLE OF C.E.Q. OR INSTITUTIONAL OFFICIAL ( Type or Print 07;0/|
. X . v

R
APHIS FC which 1s obsolete.

(au : /4%7-‘ ) \A[(




- ~

SN

\Ov. 82507 T oA 639 575 S80S \C. 2T S,
;hr SUDAITA nacea by aw (7 USC 2143), Fallurd ta repan gesoding 1o e eguialiors f:; :::;:c::u'; Intar3gency Report Control No.:
UNITED STATES DEPARTMENT OF AGRICULTURE \. GERTIFICATE NUMBER: 22-R-0028 ZGRM APPROVED
ANIMAL AND PLANT HEALTH INSRECTION SERVICE OMB NO, 05735038
CUSTOMER NUMBER: 188
Bristol-Myers Squibb Company
ANNUAL REPORT OF RESEARCH FACILITY P.O. Box 4000 D
( TYPE OR PRINT ) Princeton, NJ 08543 . E(‘ 04
&
Telephone: (609) -252-4000 2002
Hopewell (Pennington) NJ
Actachment A #4

3, REPORTING FACILITY ( List 3ll locations whare arumaia wers housed ar uaed 1 3G research, teating, or experimentation, or held fer haca DurPesas. Atach sadilonal sheetls if necaasary )

FACILITY LOCATIONS ( Sitea) - See Atached Lising

| REPORT OF ArMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY | Aftach additianal sheata  necessary or use APHIS Farm 70234\ i
A " B. Numberof - C. Numger of "D, Numbar of ammals | E. Number of animas uoen which aching, F.
animals being am3ais vpon g uDON which expenments, rasearch, surgery of tesis were
* Sreq, whittch (eaching, : gxpenments. leaching, cangusted invalivag Jecempanying §£3in ¢r Sisiress TOTAL NUMER
Anirmais Covared zsndivened, er rezgareh, . regesrch, surgery, ef 10 the snimais and far which (ne use of agoropriate OF ANIMALS
Sy The Anima) neid for usa \n expenmenls, or i lagis ware canduciad . anesthetie, 3NSIgesic, of iranguilizing Arvgs weuid
Watfare Ragulations teaching, 1a$i5 were . \PveIving have adversely afecied the procadures, resuits, o MNS
testing, canductad | accompanying oain or intarbre\ation of the laaching, ressarch, experimenta, (COW
exgenments, invewing na distross 1o 1ng animals surgery, of l241S, ( AN exPIaR3N0A of NG procadures C+rD+E)
research, ar pain, distrass. of | and for wheh producing gain or disiresa In heae anirsis 3ng tre
surgery dut not y¢ use of pain- I 2pprapAalg 3nssinstie, a reasons Such drugs were Nol Lsad MUsL 80 30uChed 10
religving druga.
4 Dogs 31 31
Lo’ N/A . 0
5. Guinea Pigs 1551 . 33 1584
, 7. Hamsters 204 204
8. Racbits 22 . 325 347
8. Nen-numan Primate 23 23
10, Sheap N/a ) 0
11. Pigs N/A . 0
12. Other Farm Animals
N/A ! 0
13, Other Animels w1
R J . .
* Xenopus le. -~ . : 16
G

| assurance sTatEMaNTS

1) Profeamonally scosptabie standarda govermng Me cane, YreaUTent, And Lee ¢t animale, inciuding acprepnele use of ANESIBUE, anaigesie, and tranquillzing dnugs, prior L9, Suring, and feflowing
Actuel raseqroh, tesching, texting, surgery, or experimertation ware foliowed by (s resaarch faciiy,

2) Eaeh mﬁ inveatigator has conaidered altarmatives o painful HrOCcOAUNes,

3) This faciiity is ashering 1o the stendards snd reguistiaona Wnder the ACL, and it hes required that axcactions 10 tha standards and reguiations b specifiad and expiained By the princlpal
iMVeMIGMGr sAd SpEreved DY the instiktional Animal Care and Use Commifiee (LACUC). A summary of all such excoptions s Jttached 1o tNIs annugl report, IA 34Cition B iCAMAying the
LACUC-aporoved axcaptions, if5e summary includes a briel axpianiion of the axcepiond, a3 weil aa v aspecise and number of animaiv affectsd,

4) The standing vewrinadan far 2his ressarch faciity Mee Sparopfta SUINOAlY 19 SNBLME the DIOVIGION Of SGAQUALS YIRAFINATY CATS and Io Overiae My C6qUACY of athar azpacts of animal care and

TTTTTT T T 3Y HEADQUARTERS RESEARCH FACILITY OFFICIAL
) Officar or Legally Rasponsibie Institutionsl Officiat )

SIGNATURE OF C.£.0. INAMEA TIM B OFR C F O OR INSTITLITIONAL OSEICIAL 7 Pusa A2 Brine

APHIS FCRM 7023 ».
(AUG 91)




Thrs report 1s required by law (7 USC 2143). Failure to report according to the regulations can

See reverse side for

Interagency Report Control No

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0031 179 FORM APPROVED

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

OMB NO. 05790036

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

NEWARK BETH ISRAEL MEDICAL CENTER

include Zip Code)

201 LYONS AVENUE
NEWARK, NJ 07112

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

3
r sheets if necessary.)

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

FACILITY LOCATIONS(sttes)

NEWARK BETH ISRAEL MED CTR

NEWARK, NJ 07112

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,
animals being animals upon which experiments, experiments, research, surgery or tasts were
Animals Covered bred, which teaching. teaching, research, conducted invalving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or rasearch, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Weifare Regulations heid for use in experiments, or conducted involving anesthetic,analgesic, of tranquilizing drugs would
teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or (Cols.C +
experiments, conducted distress to the animals interpretation of the teaching, research, D+ E)
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be altached to this report}
4. Dogs 54 54
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits
9. Non-Human Primates
10. Sheep
11. Pigs 14 14
12. Other Farm Animals
13. Other Animals
ASSURANCE STATEMENTS
1) Professionaily acceptable standards governing the care, treatment, and use of animals, inciuding appropriate use of anesthetic, anaigesic, and tranquilizing drugs. prior to, dunng,
and following actual research, teaching, testing, surgery, or axperi ion were fol by this r h facility.
2) Each principal investigator has considered alternatives to painful procedures.
3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and 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 ptions, this y includes a brisf expianation of the exceptions, as well as the spacies and number of animals affected.
4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to averses 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
11/26/2002
| |

APHIS FORM 7023 PART 1 - HEADQUARTERS

(AUG 91)

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




This report 1s required by law (7 USC 2143).

can

Failure to report according ta the regulations

See attached form for
additional information

interagency Report Control No.:

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

(TYPE OR PRINT )

ANNUAL REPORT OF RESEARCH FACILITY

1. CERTIFICATE NUMBER:

CUSTOMER NUMBER:

22-R-0034 FORM APPROVED
727 OMB NO. osw

Nextran Company
303-B College Road East
Princeton, NJ 08540

Telephone: (608) -243-0009

)

oer 2 200;

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

FACILITY LOCATIONS ( Sites) - See Atached Listing

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

1

A B. Numberof C. Numberof D. Number of animals E. Number of animals upon which teaching, F.
animals being animals upon upon which experiments, research, surgery or tests were
bred, which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER

Animals Covered conditioned, or research, research, surgery, or to the animals and for which the use of appropriate OF ANIMALS
By The Animal heid for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Weifare Reguiations teaching, tests were involving have adversely affected the procedures, results, or COLUMNS
testing, conducted accompanying pain or interpretation of the teaching, research, expenments, (
experiments, invoiving no distress to the animals surgery, or tests. ( An explanation of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.

4. Dogs

§. Cats

8. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-human Primate

10. Sheep

11. Pigs

320

5§95

990

/585

12. Other Farm Animals

13. Other Animals

I ASSURANCE STATEMENTS

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following
actual research, teaching, testing, surgery, or axperimentation 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 excaptions to the standards and regulations be specified and explained by the principal
investigatar and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the
IACUC-approved exceptions, this summary includes a brief explanation of the excaptions, as well as the species and numbaer 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

SIGNAT

h—
APHIS Fi
(AU

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

( Chief Executive Officer or Legally Responsible Institutional Official )

NAME & TITLE OF C.£.0. OR INSTITUTIONAL OFFICIAL ( Type or Print

'8), which is obsolete.

DATE SIGNED

1013 Jo




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 ROD.
ALBANY, OH 45710
ROCHESTER SWINE FACILITY

3400 22ND ST NW
ROCHESTER, MN 55901



DEC 09 2002

This report is required by law (7 USC 2143). Failure to report according lo the regulations See atlached form for Interagency Repaont Control No.:
can ! additional information
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R-0037 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 752

Rider University
ANNUAL REPORT OF RESEARCH FACILITY 2083 Lawrenceville Road
(TYPE OR PRINT ) Lawrencevnlle, NJ 08648

Telephone: (609)-896-5010

R
IJ. REPORTING FACILITY ( List all focations where animais were housed or used in actual research, testing, or experimentation, or heid for these purposes. Altach additional sheets If necessary )

FaciLTy LocaTions  Science & Technology Center - Room S-151

[ REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY [ Attach additional sheets if necassarv or use APHIS Form 7023A | ]
A B. Numberof - C. Number of D. Number of animais E. Number of animais upon which taaching, F.
animais being animals upon upon which experimants, research, surgery or tests were
bred, which teaching, experirnents, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Coversd conditioned. or research, research, surgery, or 1o the animais and for which the use of sppropriate OF ANIMALS
By The Animal heid for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Weifare Raguiations teaching, tests wers involving have adversely affscted the procedures, resulta, or
testing, conducted accompanying pain or interpretalion of the teaching, research, expenments, ( COLUMNS
experiments, lnvolving no distress to the animals surgery, or tests. ( An axpianation of the pr C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthelic, a reasons such drugs were not used must be atlached 1o
relieving drugs.
4. Dogs
5. Cats
8. Guinea Pigs
7. Hamsters
8. Rabbits
9. Non-human Primate
10. Sheep
11. Pigs
12. Other Farm Animals
13. Other Animals .
spiny mice 240 240
| assurance starements ]
1) Professionaily acceptable standards goveming the care, freatment, and use of including sppropriate use of anestetic, anaigesic, and tranquilizing drugs, prior to, during, and following
actusl research, taaching, testing, surgery, or experimentation were followed by this ressarch facility.
2) Esch principai investigator has consk aitematives 10 painful procedures.

3) This facility is adhering to the standards and reguiations under the Act, and it has required that sxceptions to the standards and reguiations be specified and axpieined by the principal
mewmmummmc:-mUumm(mum A summary of all such exceptions !s attached to this annual report. n addition to identitying the
IACUC-app! tions, this s y inciudes a brief axplanation of the exceptions, as weil 88 the species and number of animals affected.

4) The sttending veterinarian for this research facility has appropriats authority to ensure the provision of adequats 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 Rasponsibie Institutional Official )

INAME 2 T EAE A E A AR INQTIM MANAL AECICIAL 7 Tuna Ar Drint

). which 1S obsatete.




~ .
This report is required by law (7 USC 2143). Failure to report according to the regulations .Dt ( O z 2002 See attached form for

Interagency Repcrt Contral
can

additional information
UNITED STATES DEPARTMENT OF AGRICULTURE 1. 22-R-0038
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 677

FORM APPROVEE/
OMB NO. 0579-0036

CERTIFICATE NUMBER:

CUSTOMER NUMBER:

Bracco Research Usa, Inc.
305 College Road East

ANNUAL REPORT OF RESEARCH FACILITY
Princeton, NJ 08540

(TYPE OR PRINT )
Telephone: (609) -514-2437

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

Bracco Research USA FACILITY LOCATIONS (Sites) - Ses Auchedsing ~ SAME 45 ABOVE fuDRESS

218 _~_11 2 (-
I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A )\ J
A. B. Numberof _ C. Number of D. Number of animals E. Number of animals upon which teaching, F.
animais being animals upon upon which expenments, research, surgery or tests were
bred, ° which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Covered conditioned, or research, research, surgery, or to the amimals 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 invalving have adversely affected the procedures, results, or co
testing, conducted accompanying pain or interpretation of the teaching, research, expenments, ( LUMNS
experiments, invelving no distress to the animals surgery, or tests. ( An explanation of the procedures C+D+E )
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. Dogs
9 0 0 0 0 0
§. Cats
0 0 0 0 0
6. Guinea Pigs 0 0 0 0 0
7. liamsters 0 0 0 0 0
8. Rabbits 0 0 0 0 0
9. Non-human Primate 0 0 0 0 (0]
10. Sheep 0 0 0 0] 0
11. Pigs 0 0 0 0 0
12. Other Farm Animals 0 0 0 0 q
13. Other Animals
Only rats and mice bred for research used)
| assurance statements |

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

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

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 Committes (LACUC). A summary of all such ptions is attached to this | report. In addition to identifying the
IACUC-app d ptions, this st y includes a brief explanation of the axceptions, as well as the species and number of animais affected.

4) The attending veterinarian for this research facility has appropriate aufhomy 1o ensure the provision of adequate veterinary cars and to oversee the adequacy of other aspects of animal care and

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
¢ rwiné Exacutive Officer or Legally Responsible Institutional Official )

DATE SIGNED

Voo
L |

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

AP} $ gbsolete.
(AUG 91)




This report i1s required by law (7 USC 2143). Failure to repert accarding to the regulations See attached form for Interagency Report Control No.:
additional information

can
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATENUMBER: 22.R.0064 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036 e
. CUSTOMER NUMBER: 182 r\, N
Ortho-Clinical Diagnostics, Inc.
ANNUAL REPORT OF RESEARCH FACILITY Regulatory & Clinical Affairs
( TYPE OR PRINT ) 1001 U.S. Highway 202

Raritan, NJ 08869
Telephone: (908) -218-8177

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

I REPORT OF ANIMALS USED 8Y OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A\ I
A B. Numberof - C. Number of D. Number of animals E. Number of animals upon which teaching, F.
animals being animals upon upon which experiments, research, surgery or tests were
bred, which teaching, expenments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Covered conditioned, or research, research, surgery, or to the animals and for which the use of appropnate OF ANIMALS
By The Animal heid for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Weifare Regulations teaching, tests were involving have adversely affected the procedures, results, or COLUMNS
. testing, conducted accompanying pain or interpretation of the teaching, research, experiments, (
experiments, involving no distress to the animais surgery, or tests. ( An explanation of the procedures C+D+E )
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
refieving drugs.
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits
0 208 218 0 426
9. Non-human Primate
10. Sheep
11. Pigs

12. Other Farm Animals

Goats 0 16 0 0 16
13. Other Animals
| Assurance statements |
1) Professionaily acceptable standards goveming the care, treatment, and use of animals, inciuding appropriate use of ic, anaigesic, and tranquilizing drugs, prior to, during, and following

actual research, teaching, testing, surgery, or experimentation wers followed by this research facility.
2) Each principal investigator has considered aitermnatives 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 p is hed to this | report. In addition to identifying the
IACUC-app d ptions, this su y includes a brief explanation of the exceptions, as well as the species and number of animais affected.

4) The attending vetsrinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary cars and to overses the adequacy of other aspects of animal care and

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
¢ ALims £emmeai= Nficer or Legally Responsible Institutional Official )

=

St [NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Tvoe or Print |DATE SIGNED

APt




APHIS Form 7023 Site List

The following sites have been reported by the facility:

)
>

Do

Registration Number: 22-R-0064

Customer Number: 182

Facility: Ortho-Clinical Diagnostics, Inc.
Regulatory Affairs

1001 U.S. Highway 202
Raritan, NJ 08869
(908) 218-8177

Ortho-Clinical Diagnostics, Inc.
Building K

1001 US Highway 202

Raritan, NJ 08869

Sterlingbrook Equine Trauma Center
City Route 513 Box 344
Pittstown, NJ 08867

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

County Highway 513

Pittstown, NJ 08867



R

See reverse side for

Interagency Report Controi o

This report is required by law (7 USC 2143) Failure to report according to the reguiations can
result in an order to cease and desist and to be subject to 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-0065 183 FORM APPROVED

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)

OMB NO. 0579-0026

include Zip Code)

2. HEADQUARTERS RESEARCH FACILITY (Name and Address. as registered with USDA,
WILLIAM PATERSON UNIVERSITY OF NEW JERSEY

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

I

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

sheets if necassary.)

FACILITY LOCATIONS(sites)

See Attached Listing

fcaewcc AL RoeMf 206 .-298

REPORT OF ANIMALS USED 8Y 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 amimals upon E. Number of ammals upon which teaching, F.
animals being animals upon which expenments, axperiments, research, surgery or tests were
Animals Cavered bred, which teaching, teaching, research, conducted invelving accompanying pain or distrass TOTAL NO.
By The Animal conditioned, or research, surgery, or tests were to the animais and for which the use of appropriate OF ANIMALS
Waeifare Regulations held for use in axperiments, 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 explanaticn of
surgery but not pain, distress, or anesthetic, anaigesic, or the proced! producing pain or dist in these
yet used for such use of pain- tranquitizing drugs were animais and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this report)
4. Dogs O
5. Cats C)
6. Guinea Pigs V)
7. Hamsters o
8. Rabbits 0]
9. Non-Human Primates O
10. Sheep (@)
11. Pigs O
12. Other Farm Animals (0)
13. Other Animalis O
ONY LASornTepy MidE AND RA1r WERE
4 f
Hevlen flees ‘TH:J’\]‘-ﬁéAA

ASSURANCE STATEMENTS

1) Professionally acceptable standards governing the care, treatment, and use of animals, 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) 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 LACUC-approved excaptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

hed to this

y of all the pti is

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

| report. In

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

(AUG 91)

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

38), Whivus 1o veramrmew

DATE SIGNED

/0/ 3/0 2

EADQUARTERS




This repor 1 required Jy law (7 USC 2143).

can

4o~ -

Failure to report according to the reguiaticns

iy,

Interagency Report ﬁomrol No.:

See attached form for
additional information

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT )

1. CERTIFICATE NUMBER:

CUSTOMER NUMBER:

FORM APPROVED

22-R-0066
OMB NO. 0579-0036

184

University Of Medicine & Dentistry Of Nj
Robert W. Johnson Med. School

675 Hoes Lane

Piscataway, NJ 08854

Telephone: (732) :285:488% 235-4570

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

FACILITY LOCATIONS ( Sites) - See Atached Listing

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

A B. Numberof - C. Number of D. Number of animals E. Number of animals upon which teaching, F.
animais being_ animais upon upon which experiments, research, surgery or tests were
bred, which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Covered =onditiored, or research. research. surgery. or to the animals and for which the use of appropriate OF ANIMAL
By The Animal held for use in expenments, of tests were conducted anesthetic, analgesic, or tranquilizing drugs wouid AR
Weifare Regulations teaching, tests were involving have adversely affected the procedures, resuits, or c NS
testing, conducted accompanying pain or interpretation of the teaching, research, expeniments, ( OLUM
experiments, involving no distress o the animals surgery, or tests. { An explanation of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. Dogs 19 19
5. Ca's 0 0
6. Guinea Pigs 2
7. Haiasters 0 0
] 256
8. Rabbits 12 268
9. Non-human Primate 0 0
10. Sheep 5
11. Pigs 28 28
12. Other Farm Animals 0 0
13. Other Animais 0 0
| Assurance statements 1

1) Professionally accsptable standards gaveming the care, trastment, 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 wers 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 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

is attached to this

{ report. In addition to identifying the

IACUC-approved exceptions, this summary includes a brief explanation of the excepticns, as weil as the species and number of animals affected.
4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and

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

(AUG 91)

KICNATHRE OF 0 £ N NR INSTITHUTIONAI OFFICIAL

INAME & TITLE OF C.E0 OR INSTITUTIONAL OFFICIAL ( Tvpe ar Print

DATE SIGNED
! OiZ‘((oL




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 New Jersey
675 Hoes Lane
Piscataway, NJ 08854
(732) 235-4570

Vivarium

Education and Research Building
401 Haddon Avenue

Camden, NJ 08103

UMDNIJ-Robert Wood Johnson Medical School
Medical Education Building

One Robert Wood Johnson Place

New Brunswick, NJ 08901

UMDNIJ-Robert Wood Johnson Medical School
Basic Science Building, RB01

675 Hoes Lane

Piscataway, NJ 08854

Barton's West End Facilities

161 Jane's Chapel Road
Oxford, NJ 07863
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UNITED STATES CEPARTMENT CF AGRICULTURE 1. REGISTRATIGON NC. CUSTOMER NO.

ANIMAL AND PLANT HEALTH INSPECTION SERVICE B

ANNUAL REPORT OF RESEARCH FACILITY

‘ T -

22.R.0075

188

FORM APERCY 5
OMB N0, 5730438

(TYPE OR PRINT)

)\

GIERALTAR LABORATCRIES, INC
122 FAIRFIELD ROAD

FAIRFIELD, NJ 07004

{673) 227-6882

2, MEADQUARTERS RESEARGH FACILITY (Name and AdOrass. as 19Gistarea «th USLA,
‘ncluda 2o C3de)

YT -
3. REPORTING FACILITY (Li8t all Ioc3trans wnera animsis werd Noused &f used in Joiual researcn, tasiing, '8acning. of Sxpanrmanzuon, 2¢ Neid for Ness purPoses. Altach saamgni

sneets if nacessary.)

FACILITY LOCATIONS/sz95)

See Attacneq Listing

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Atach adahional snes!s if necezsary ar use APHIS FORM 70224

A, 8, Number ot C. Numser 3{ D. Number 3t anmats ugon E. Numder of amimrals ypon wiich (2acning, F.
ammrais being anierals upen ‘Mhich exgonments, =Sxearmasnts, reseanch, surgery or las's were
Ammals Covered 5 wrich taaching, teacning, reseasen, sroLiiad invalving SCCSMBANRYING pain CF CISass TCTALNG,
8y The Animgl esnaitioned, Sr rezearT, curgery. or lasty were 10 (N2 anirnals ana for which the Lse af 3pRrognate SF ANIMALS
‘Noifars Requiations nela fer gsein axgeriments, 3¢ canaucted inveiving 3roainang anaigesc, 3r ranguil.ang druge would
18acning, tashng, tasts ware 3ccameanying 3ain or ~3ve aqversaiy affaci2d he procadurad. rasuils, or {Ceta, C »
sxpanments, congucted qistresy (3 the amerus werareangn of (e l2BCNING, resagrgh, Q8
+“€&seyren, or invelwing 1o and far wivieh aoprestiale AXCAnMaN'2, syrgery, or 1ests. (An exglananen of
surgery but not sain, 2isress, r anesthetic, analgese, o the crocecurez producing Daln or Oisiress in hose
yet used for syuch use of gaine ranqutlizing drugs were Fmals 3nd ihe ra3sons such drugs were not used
purposes. mileving 2rugs. used. St SR F6ECNEd 13 s rezort)
4 'Cegs @
5. Cat2 O

§. Guinea Figs

O

i) 0

Q @,

A @
7. Hamsters O Q @
3. Racohs O Q 3%
3. Non-Human Primatss ) Q) @,
10, Shees < 0 C
s O O O
12. Gther Farm Animas O (M O

13, Otrer Animais

A pPoPPPPerLR

0| PR

5

O

ASSURANCE STATEMENTS

1) Prot

ianaity acceptabie 2tand.

TS Joverning the cara. (resunent, and uae
and following sctual researnch, Lesching, iestng, surgory, of axperimen:ation

2) Each prinaical invesiigater has consicared sitermaiives 0 fanful procagures.

3) s f3ciiity is adkering 10 Me tandards and reguiations ynaer tne Az, and it has required hat axcaplicrs is thy JIancarcs aec
onncpal invesagatar and 3pproved by e nstitutional Anma) Care ana Use Committee (IACUCT, A summary of alf the excen
3adviion 1o 1gendlying e IAGUC-a00raved excacuona. tis summary nciudes 3 bnal axplanation of the axcedtions,

4) The arending velennanan for this rescarch facility has 300roonale AuNdrity (0 snsLre the arovisicn of adequale

3spects of ammal care ang yse.

o1 animals, iCiuGiNgG aoprcenate use of anesihels, araJesic, and rarquiizing drugs. grior 0, durirg.
a9 (3liowed by this rasesreny facilisy, - h s

‘eguianong te scacified and axpigined by he
tonx ls attzched to this annual repoart. 'n
S35 wel 35 e sgses and number of Jrirmals aftectes.

“9IeNNGsy Tues anc (3 gveraee (e Itocuacy of Cther

SIGN.

APHI
{AUG 91)

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

(Chief Executlve Officer or Lagally Responsible Institutionat afficial)
| carid; that the abova Is true. commeet. and comnlete (P 11§ & Qaman Y14m

DATE SIGNED
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This report 1s required by law (7 USC 2143). Failure 1o report according to the regulations See attached form for Interagency Report Controt No.:
additional information

can
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R-0076 ‘ FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-00: (‘{‘/
CUSTOMER NUMBER: 189 T\
0CcT 07 gpy2 Camden County College
ANNUAL REPORT OF RESEARCH FACIL P.O. Box 200

( TYPE OR PRINT ) College Drive
Blackwood, NJ 08012

Telephone: (609) -227-7200

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

FACILITY LOCATIONS ( Sites) - See Atached Listing

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

A B. Numberof -~ C. Number of D. Number of animals E. Number of animals upon which teaching, | F.
animais being anunals upon upon which expenments, research, surgery or tests were
bred, which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER

Animals Covered conditioned, or research, research, surgery, or to the animals and for which the use of appropriate OF ANIMALS
By The Animal heid for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would )
Wetfare Regulations teaching, tests were involving have adversely affected the procedures, results, or c
’ testing, conducted accompanying pain or interpretation of the teaching, research, experiments, (COLUMNS
experiments, involving no distress to the animais surgery, or tests. ( An explanation of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
reiieving drugs.

4. Dogs O O o O o

5. Cats o) O (@] o) (@)

6. Guinea Pigs \0 o) {0 o {o

7. Hamsters o o o O o

8. Rabbits \O o |0 o) 10

9. Non-human Primate O O O (@) o)

10. Sheep O (@] (o) (0] O

11. Pigs o) Is) )] o &

12. Other Farm Animals O O O (&) o

13. Other Animals o) (] O (o) (@)

| 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 considerad altematives to painful procedures.

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and reguiations 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 i report. In addition to identifying the
LACUC-approved ptions, this s y includes a brief explanation of the axceptions, as weil as the species and number of animals affected.

4) The attending vetsrinarian 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

CERTIFICATION 8Y HEADQUARTERS RESEARCH FACILITY OFFICIAL
( Chief Executive Officer or Legally Responsible Institutional Official )

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

[RRICRE




NGV 18 2002

See attached form for
additionai information

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

can
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATENUMBER: 22-R-0086 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036 ¥
CUSTOMER NUMBER: 191 N
AN
o/
Nabisco, Inc.

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

ANNUAL REPORT OF RESEARCH FACILITY

( TYPE OR PRINT )

161 Sanitarium Road
Sherburne, NY 13460

Telephone: (607) -674-9414

FACILITY LOCATIONS ( Sites ) - See Atached Listing

l REPORT OF ANIMALS USED 8Y OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional shaets if necessarv or use APHIS Form 7023A\

A B. Numberof - C. Number of D. Number of animals E. Number of animals upon which teaching,
animals being animals upon upon which experiments, research, surgery or tests were
bred. - which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Covered conditioned, or research, research, surgery, or to the animals and for which the use of appropriate OF ANIMALS
By The Animal held for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Weifare Regulations teaching, tests were involving have adversely affected the procedures, resuits, or COLUMNS
testing, conducted accompanying pain of interpretation of the teaching, research, experiments, (
experiments, involving no distress ta the animals surgery. or tests. { An explanation of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were nat used must be attached to
relieving drugs.
4 Ooss R illo Iz O b
] | 0 )
— AL
5. Cats O
O 750 Q @) 5
6. Guinea Pigs
7. Hamsters
8. Rabbits
9. Nor-human Primate
10. Sheep
11. Pigs
12, Other Farm Animals
13. Other Animais
| Assurance statements 1

1) Professionally acceptable standards goveming the cars, treatment, and usa of animais, including appropriate use of anestatic, 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 ir altematives to painful procedures.

3) This facility is adhering to the standards and regulations under the Act, and it has required that axcaptions 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 ptions is hed to this | report. In addition to identifying the
IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as weil as the species and number of animals affected.

tigator has consi

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 )

4

=

IDATE SIGNED

77972

NAME 2 TITI £ NE M~ EN AR INQTITHTIANAL NEFICIAL 7 Tune ar Print

VAL OFFICIAL

FORM 18-23 (OCT 88), which is obsclete.




i
This report 1s required by law (7 USC 2143). Failure to repont according to the reguiations D E L O 9 2002 See attached form for

can

additional information

Interagency Regort Control 73\[/\

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
( TYPE OR PRINT )

1. CERTIFICATE NUMBER: 22_-R-0099 »

CUSTOMER NUMBER:

194

%4
FORM APPROVED
OMB NO. 0579-0036

University Of Medicine & Dentistry Of Nj
School Of Osteopathic Medicine

2 Medical Center Drive

Stratford, NJ 08084

Telephone: (856) -566-6119

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

FACILITY LOCATIONS ( Sites) - See Atached Listing

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

|

A B. Numper of C. Number of D. Number of animais E. Number of animals upon which teaching,
ammals being ammals upon upon wnich experiments, research, surgery or tests were
bred, which teaching, experiments, teaching, conducted involving accormnpanying pain or distress TOTAL NUMBER
Animais Covered conditioned, or research, research, surgery, of to the animals and for which the use of appropniate OF ANIMALS
By The Animal heid for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Weifare Regulations teaching,  tests were invalving have adversely affected the procedures. resuits, or COLUMNS
testing, conducted accompanying pain or interpretation of the teaching, research, expenments, (
experiments, involving no distress to the animais surgery, or tests. ( An explanation of the procedures C+D+E )
research, or pain, distress, or and for which producing pain or distress in these animais and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. Dogs o o 2 J o
5. Cats 1) > » ) C
6. Guinea Pigs I o O ) 0
7. Ham-~ters o ) %) o [®)
8. Rabbits ® o o o 0
9. Non-human Primate o o i) O o
10. Sheep o o O < ¢
11. Pigs o o) ¢ S
X r Farm Animal. s
12. Other Farm als ¢ ) O » IS I8
13. Other Animals o O o 1] O
I ASSURANCE STATEMENTS I
1) Professionally ptable dards govemning the care, treatment, and use of animals, including appropriate use of anestetic, anaigasic, and tranquilizing drugs, prior to, during, and following

actual research, teaching, testing, surgery, or experimentation wers fallowed 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 reguiations be specified and expiained by the principal
investigator and approved by the Institutional Animal Care and Use Committee (LACUC). A summary of all such ptions is attached to this | report. In addition to identifying the

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

-

4) The attending veterinarian for this 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

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
DATE SIGNE]
" [Zk £

( Chief Executive Officer or Legally Responsibie Institutional Official )

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

APHIS FORM 7023
(AUG 91)

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




NOV 2 9 2002 See attached form for

additicnal information

This report 1s required by law (7 USC 2143). Faiure o report according to the regulalions Interagency Report Contral No.:

can
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R.0104 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE QOMB NO. 0579-0036
CUSTOMER NUMBER: 198
N
\J
Center For Molecular Med & Immunology :
ANNUAL REPORT OF RESEARCH FACILITY 520 Bellville Ave
( TYPE OR PRINT ) Bellevnlle, NJ 07109

Telephone: (973) -844-7000

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

l REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necassarv or use APHIS Form 7023A) I
A B. Numberof C.' Numberct D. Number of animals E. Number of animals upen which teaching, F.
animals being . animals upon upon which experiments, research, surgery or tests were
. bred, which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Covered conditioned, or research, research, surgery, or to the animals and for which the use of appropriate 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 invalving have adversely affected the procedures, resulls, or COLUMNS
: testing, conducted accompanying pain or interpretation of the teaching, research, expenments, (
experiments, involving na distress ta the animals surgery, or tests. ( An explanation of the procedures C+D+E)
research, or pain, distress. or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamsters ) 0
8. Rabbits

9. Non-human Primate

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

Mice 193 6865 ‘ .7058
Rats 22 22
| Assurance stavements ]
1) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriats use of tetic, anaigesic, and tranquilizing drugs, prior to, during, and following
actual research, teaching, testing, surgery, or experi ion were followed by this ¢ h facility.
2) Each principal if igator has considered altematives to painful procedures.
3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal
investigator and appraved by the Institutional Animal Care and Use Committes (IACUC). A summary of all such P is attached to this | report. In addition to identifying the
IACUC-approved exceptions, this summary includes a brief explanation of the excaptions, 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 the adequacy of other aspects of animal care and
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
( Chief Executive Officer or Legally Responsibie Institutionai Official )
SIGNATURE OF C.E.N ND mIRTITIITIANAL NEEIMIAY INAME 2 TITT £ AF ~ £ A AR INQTITHITIONAL OERICIAL £ Tune ar Brint DATE SIGNED
1/25/02
R ——
APHIS FORM 7023 {Replaces VS FORM 18-23 (OC1 88), which 1S gosolele.

(AUG 91)
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DEC-12-2082 13:3% USDAR AFHIS AC 319 716 5696 F.04-987
[ ‘ )
This report 1§ requirad by taw (7 USC 2143] Faliure to report sccarding 1o the reguiations can Sow reverse .08 for UM intersgancy Report Contral No
AW ‘A 3 order {0 Caw3c ANG V8at and 10 DB Subrect (o DENaltas s Sromced tar in Section 2150 20hoNat Informaton . Q190-00A-AN
UNITED STATES DEPARTMENT OF AGRIGULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0110 8209 FORM APPROVED i '_}

OMB NO 05790028

HEEN

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

nciude Zip Cooe)

100 MADISON AVENUE
MORRISTOWN. NJ 07962
(073) 671-825¢

2. HEADGQUARTERS RESEARCN FACIITY (Neme snd Adcress. av regeternd meh USOA, ¥
MORRISTOWN MEMORIAL HOSPITAL

ll REPORTING FACILITY (L:3t ail localions whers animals wore housed or uaed i actual reseerch,
$Hhoeis f ~eceasary )

taeting, leeching. Of BxperMentation, or held for Mess purpcses. ATlach addrhonal

FAGILITY LOCATIONS/(s1tes)

See Attached Listing

REPORT OF ANMALS USED 8Y OR UNDER CONTROL OF RESEARCH FACIUITY (A%ach additionel snee’s 7 necessary or use APWIS FORM 7023A |
LY B. Number of C. Number ot D. Number of SMMal UPoN E. Numter of UPON WK Q F.
ammeils beng onimes upon WIHCN Sxpenmonty, XDONMETIS, m SUICery O 1055 were
Aswngls Covered red, which teacnirg, ragesrch, conducied ir yIr'g Dan or TOTAL NO.
By The Avmat conckboned, of research, surgery, of lasts were towmsmumw.‘.oﬂm OF ANIMALS
Yalare Reguistions Neia for uze exp or - ] QUIRING Srugs would
BOCNING, 1Wsting, tels were peinor mmmmmmu {Cote.C»
wgerments. conaucied aistress ts the srwnals mierpratation of The teechig, roseercn, O+E)
research, of nvomng no and for wivch sppropnate exponmaents, sagery, or lasts. (An explanevon of
Surgery but nat pen, distrese. or aneanelic. sNeigesic, or he procecues produang Dain or Gsiross «1 1hees
yot used for such usa of pein- TaQuUIiZNg arugs wece UM 80 g FAISONS NCN GUGS were 1ot ysed
purposes rellemng drugs used. Myt De alsCTed X XS reD0rT)
4. Dogs
S. Cats
& Guinsa Pgs
7 Hamstiers
8 Rabbis
9. Non-Human Primates
10. Sheep
11. Pigs
12. Other Farm Ammsis
13. Other Animais
ASSURANCE STATEMENTS
ne iongily 8ce SEnoeras g g e care. Yeakment, eng use of X P PPNl Use of anestheiic, anglg and venQuilizing anugs. pner to. durng.
mmwrmmmuwya ware foliowed by e \ facilty

1) Bach ponGpt INVESLGAIE: hes CONSINErad aitematives o pewihsl procedures
and

10 te slandards and reguist e spect

- 3) Th tackly is eunenng to the standeras end unaer e ACt and R has requreg that sxcaptions
y of all the pions v h

reguistone
PINCIDS! MesuGIIOr ANG 8P by e instautionel Animal Care ardd Use Commutteo (TACUC) A
SpoN 10 Gentifying the IACUC-apgroved exceptons. tne y mchudes 8 Orel exp of e sxcept
4 The for ths
Sepects of arumel care ang use

g by the

to this annual regert. In
a3 woll 38 ™ specwes and Nurber of anvmels sffected.

! faCiidy has SDDIOU.S0e SUIHNTTY 10 ensura thy Provieion of 8daquate velernery C8re and 1o overses e adequecy of ather

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
{Chief Exacutive Officer or Logally Responsibie Institutional officiai}
| martihs mat sna ahnyg |3 TUS, COMTECT, 3Nd COMplete (7 U.S.C Section 2143)
NAME & TITLE OF C.£.0. OR INSTITUTIONAL GFFICIAL (Type or Prnt)

\ 9‘2[10:5

S ————— ——a—
DATE SIGNED
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This report is required by law (7 USC 2143) Fadure 1o report according 1o the regulations can
result 1n an order 10 cease and desist and 10 be subject 10 penalties as provided lor v Section 2150.

nne
2002
See reverse side lor
addutional information. 0180-00A-AN
1. REGISTRATION NO.

AN
A5 |
5 FORM APPROVED \
Q,)cg - 'R -O\WWy OMB NO 0579-0036| \|
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USOA./
include Zip Co

G L"KY eno Biokic. Labo ratorics i\na

\O1 Mergqan (ane

[ Diainsbege N T OFS36

3. REPORTING FACILITY (List all locations where ammals were housed or used in actual research, lesnng, teaching, or expenimentaiion, or hetd for these purposes. Attach additional
sheels it necessary.)

Interagency Report Control No

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

FACILITY LOCATIONS (Sites)

Dawe. as Glowg_

[REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach auihibional sheets d necessary or use APHIS FORM 7023A)
A 8. Number ol

C Number of

Animals Covered

animals being
bred,

anunals upon
which teaching,

D. Nuinber ot anunals upon
which experiments,
teaching, research,

E. Number ol anunals upon which teaching, F

experiments, research, surgery or lests were
conducied invalving accompanying pain or distress

By The Animal conditioned, or research, surgery, or lests were to the ammals and tor which the use of appropriate TOTAL NO.
Wellare Regulations held lor use in experi ts, or ducted involving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALS
co leaching, testing, lests were accompanying pain or have adversely aftected the procedures, resulls, or
experiments, conducted distress 1o the ammals mterpretation of the teaching, research,
research, or mvuam_;g no and lor which appropriate experiments, surgery, or lesls; (An e.xplanalion of (Cols. C +
surgery but not paun, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these D+ E)
yet used lor such use of pain- Iranquilizir'»g drugs w'ere animals and the reasons such drugs were not used

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

4. Dogs o ‘ \ 9 < 1 L
5. Cats O
6. Guinea Pigs 1

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 governing the care, treatment, and use of animais, including approriate use of anesthetic, analgesic, and tranquilizing drugs, prior lo, during,
and following actual research, teaching, tesling, surgery, or experimentation were lollowed by this research facility.

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

3). This facility is adhering 1o the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specilied and explained by the
principal investigator and approved by the Institutional Animai Care and Use Committee (IACUC) A summary of all such exceptions is attached to this annual report. In
addition 1o identitying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of amimnals alfected

4). The attending veterinanan lor this research facilily has appropriate authurnty 1o ensure the provision ol adequate veterinary care and 10 Oversee the adequacy ot other aspects o!
animal care and use.

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional Official)
| certily thal the above is true, correct. and coinplete (7 U S C Section 2143)
s NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE 5'70
_A- 18-23 (OCT 88). which s ubsolete j ! !

HATYT 4 . UEANRCIARTERR




s
This report is required by law (7 USC 2143). Failure lo report according to the regulations NOV 2 7 200‘592 attached form for Interagency Report Con?o(lE(

can additional information

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22-R-0117 ' FORM APPROVED

1 ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 701

Barton'S West End Farms, inc.

ANNUAL REPORT OF RESEARCH FACILITY 161 Janes Chapel Road
( TYPE OR PRINT) Oxford, NJ 07863

Telephone: (908) -637-4427

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

FACILITY LOCATIONS ( Sites) - See Atached Listing

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets if necessarv or use APHIS Farm 7023A) I
A B. Numberof - C. Numperof D. Nurmper of animals E. Number of animals upon which teaching, F.
animais being animals upon upon which experiments, research, surgery or tests were
bred, - which teaching, expeniments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Covered conditioned, or research, research, surgery, or to the animals and for which the use of appropniate OF ANIMALS
By The Animal held for use in expenments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Weifare Regulations teaching, tests were involving have adversely affected the procedures, resuits, or
testing, conducted accompanying pain or interpretation of the teaching, research, experiments, ( COLUMNS
experiments, involving no distress to the animals surgery, of tests. { An explanation of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4 Dogs N/A 255 N/A N/A 255
5. Cats
N/A N/A N/A N/A N/A
. Guinea Pigs
8. Guinea Plg 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 Pril
mite | _N/A N/A N/A N/A N/A
10. Sh
oeP N/A N/A N/A N/A N/A
11. Pi
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
I ASSURANCE STATEMENTS I
1) Professionaily acceptabis standards goveming the care, treatment, and use of animals, including appropriate uss of ic, analgesic, and tranquilizing drugs, prior to, during, and following
actual research, teaching, testing, surpery, or sxparimentation wers followed by this research facility. <
2) Each principal i o has considered alternatives to painful procadures.
3) This facility is adhering to the standards and regulations under the Act, and it has required that i to the dards and regulations be specified and explained by the principal

investigator and approved by the Institutional Animal Care and Use Committee (LACUC). A summary of all such exceptlons is attached to this annual report. In addition to identifying the
IACUC-approved ptions, this st y includes a brief explanation of the exceptions, as wei] 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

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

DATE SIGNED

20 lawor

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

). which i1s obsolete.



FACILITY LOCATIONS

Barton’s West End Farms, Inc.
161 Jane’s Chapel Road
Oxford, NJ 07863

(Sites)

Alder Ridge Farms, Inc.
PO Box 290
Lakewood, PA 18439-02950

\§!
A+



acT 07 2002

See attached form for Interagency Report Contro! No.:

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

can

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R.0118 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 1572
~
\;,\
Pediatric Cardiology

137 Pavalion Avenue
Long Branch, NJ 07740

ANNUAL REPORT OF RESEARCH FACILITY
( TYPE OR PRINT )

Telephone: (908) -870-1611

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

I REPORT OF ANIMALS USED 8Y OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets if necessarv or use APHIS Farm 7023A ) I
A B. Numberof - C. Number of D. Number of animals E. Number of animals upon which teaching, F.
animals being animals upon upon which experiments, research, surgery or {esis were
bred. . which teaching, experiments. teaching, conducted involving accompanying pain or distress TGTAL NUMBER
Animais Covared conditioned, or research, research, surgery, or to the animals and for which the use of appropniate 0;7 ANIMALS
By The Animal held for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Weifare Regulations teaching, tests were involving have adversely affected the procedures, results, or COLUMNS
testing, conducted accompanying pain or interpretation of the teaching, research, experiments, (
experiments, involving no distress to the animais surgery, or tests. ( An explanation of the procedures C+D+E )
research, or pain, distress, ar and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamsters <
2
8. Rabbits k \)\K
o ( y
. i - N
9. Non-human Primate Q \
J
10. Sheep 0 W
[ITAY
11. Pigs
12. Other Farm Animals
13. Other Animals
| Assurance statements |

1) Professionally acceptable standards govemning the care, treatment, and use of animals, inciuding appropriate use of anestetic, anaigesic, and tranquilizing drugs, prior to, during, and following

actual research, teaching, testing, surgery, or experimentation wers followed by this research facility.
2) Each principal investigator has considered altenatives to painful procadures.

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 Animai Care and Use Committee (LACUC). A summary of all such pti is attached to this 1 report. In addition to identifying the
IACUC-approved exceptions, this summary includes a brief axp ion of the ions, as well as the species and number of animals affected. .

ch facility has appropriate authority to ensure the provision of adequate veterinary care and 1o oversee the adequacy of other aspects of animal care and

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

~

4) The attending veterinarian for this ¢

[ZA‘;E?SFNED C
T

NAME & TITI E OF . F O OR INSTITHTIONAL OFFICIAL  { Tune or Print

SIGNATURE C

h——
APHIS FORM 7...
(AUG 91)
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This report 1s required by law (7 USC 2143). Failure to report according to the regulations See attached form fOfO C - nteragency Report Conirol
can additional information
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATENUMBER: 22.R.0122 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 1804

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT )

Epigenesis Pharmaceutical, Inc.
7 Clarke Drive
Cranbury, NJ 08512

Telephone: (609) -409-6080

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

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

A B. Number of C. Number of D. Number of animals E. Numer of 2nimals upon which tesching, e,
animals being _ animals upon upon which experiments, research, surgery or tests were
bred, which teaching, experiments, leaching, conducted involving accompanying pain or distress TOTAL NUMBER

Animais Covered conditioned, or research, research, surgery, of to the animals and for which the use of appropriate OF ANIMALS
By The Animal held for use in experiments, of tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Weifare Regulations teaching, tests were involving have adversely affected the procedures, resuits, or COLUMNS
testing, conducted accompanying pain or interpretation of the teaching, research, experiments, ( L
expenments, involving no distress to the animals surgery, or tests. ( An explanation of the procedures C+D+E )
research, or pain, distress, or and for which producing pain or distress in these animais and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
refieving drugs.

4. Dogs

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-human Primate

Li

21

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

| Assurance statements

1) Professionally acceptable standards goveming the care, treatment, and use of animais, including appi
actual research, teaching, testing, surgery, or experimentation were followed by this research facility.

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

priate use of ar ic, anak and tranquilizing drugs, prior to, during, and following

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

investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of ali such p
as well as the species and number of animals affected.

) of the

lACUC-app d ptions, this st y includes a brief expl

D

is attached to this I report. in addition to identifying the

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

CERTIFICATION BY HEADQUARTERS RESEARCH FACIUITY OFFICIAL
( Chief Executive Officer or Legally Responsibie Institutional Official )

< NAMEC 2 TITiEenErcn AD INMCTITHITIANAL NACCICtAL

£ Tina me Orint IDATE SIGNED

Aot

Al is obsolete.



This repart is required by law (7 USC 2143). Falure to report according to the regulanonso C T U J_ 2002 See attached form for Interagency Repert Controt
can additional information

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R_0123 ‘ FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 1824

County College Of Morris

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

Randolph, NJ 07869

Telephone: (973) -328-5340

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

hEPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A ) l
A B. Numberof - JC. Numberof D. Number of animals E. Number of animals upon which teaching, F.
animais baing . animals upon Lupon whicit experiments, researcn, surgery or (esis were
bred, which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Covered conditioned, or research, research, surgery, or to the animals and for which the use of appropriate OF ANIMALS
By The Animal held for use in expeniments, of tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Welfare Reguiations teaching, tests were involving have adversely affected the procedures, fesulls, or COLUMNS
testing, conducted accompanying pain or interpretation of the teaching, research, experiments, (
experiments, invalving no distress to the animals surgery, or tests. { An explanation of the procedures C+D+E )
research, or pain, distress, or and for which producing pain or distress in these animais and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. Dogs
0 0 0 0 0
5. Cats
0 0 g 0 0
8. Guinea Pigs
0 0 0 0 0
7. Hamsters a 0 0 0 0
8. Rabbits
0 4 0 0 4
9. Non-human Primate 0 0 0 0 0
10. Shee
P 0 0 0_ 0 )
11. Pigs 0 0 0 0 0
12. Other Farm Animals 0 0 0 0 0
13. Other Animals
| Assurance sTaTements ]

1) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropriate use of ar tic, 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 procadures.

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

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

SIGNATURE OF C.{ NAME & TITLE OF C.E.O. OR INSTITUTIONAL QOFFICIAL ( Type or Print DATE SIGNED
9/26/02
L
APHIS FORM 7023 ich 1s obsolete.

(AUG 91)




This report 1s required Dy law (7 USC 2143).

can

Failure to report according to the regulations

-

- ‘,;_

~ ¥+ See attached form for

additional information

Interagency Repc

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

(TYPE OR PRINT))

ANNUAL REPORT OF RESEARCH FACILITY

1. CERTIFICATENUMBER: 22.R.0125

CUSTOMER NUMBER:

11697

FORM APPROVED
OMB NO. 0579-0036

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

30 Prospect Ave

Hackensack, NJ 07601

Telephone: (201) -996-2879

T T T - T

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

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

1

A Number of C. Number of D. Number of animals E. Number of animals upan which teaching,
animals being animals upon upon which experiments, research, surgery or tests were
bred, N which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Cm{ored conditioned, or research, research, surgery, or to the animals and for which the use of appropnate OF ANIMALS
By The Animal held far 1'ea in evoesiments, or {esis were sonductad sresihelic, anaigesic, or ranquinzing arugs woula -
Weifare Regulations teaching, tests were involving have adversely affected the procedures, resuits, or COLUMNS
testing, conducted accompanying pain or interpretation of the teaching, research, expenments, (
experiments, involving no distress to the animals surgery, or tests. ( An explanation of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animais and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. S 3
Dos 23 23
5. Cats
8. Guinea Pigs
7. Hamsters
8. Rabbits o

9. Non-human Primate

10. Sheep

11. Pigs

70

1O

12. Other Farm Animals

13. Other Animals

I_iSSURANCE STATEMENTS

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

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

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

4

Is attached to this

P

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

| report. In addition to identifying the

the provision of adequate veterinary care and to oversee the adequacy of other aspacts of animal care and

JQUARTERS RESEARCH FACILITY OFFICIAL
» Legaily Responsible Institutional Official )

NAME

HACKENSACK UNIVERSITY MEDICAL CENTER

OATE SIGNED

30 PROSPECT AVENUE
HACKENSACK, NJ 07601
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T U NG 0CT 27 7
OCf o 201“{ See attached formforUCl < Z\peﬂaéénwﬁepon Control No.:

This report 1s required by law (7 USC 2143). Failure to report according to the regutations
additional information

can

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATENUMBER: 22-R-0130 FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 1701

Qualtech Laboratories, Inc.

ANNUAL REPORT OF RESEARCH FACILITY 104 Green Grove Road
(TYPE OR PRINT) Ocean, NJ 07712

Telephone: (908) -918-0207

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

[ REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A) l
A B. Number of . §C. Numberof D. Number of animais E. Number of animals upon which teaching, F.
amimals being animals upon upon which experiments, research, surgery or tests were
bred. - which teaching, experiments, teaching, conducted invalving accompanying pain or distress TOTAL NUMBER
Animals Covered conditioned. or research, research, surgery, or to the animals and for which the use of appropnate
By The Animal heid for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would OF ANIMALS
Weifare Regulations teaching, tests were involving have adversely affected the procedures, results, or
testing, conducted accompanying pain or interpretation of the teaching, research, experiments, ( COLUMNS
experiments, involving no distress to the animals surgery, or tests. ( An explanation of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to

relieving drugs.

4. Dogs O

5. Cats

®)
E ¥A9
O

8. Guinea Pigs

7. Hamsters

9. Non-human Primate

10, Sheep

11, Pigs

QDQQQODOD

12. Other Farm Animals

0
O
O
8. Rabbits O
0
O
0
O

ol SOl OO
oS IO0 I

N}
A\
o

13. Other Animals O

| Assurance statements |

1) Professionally acceptabie standards goveming the cars, treatment, and usa of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following
actual research, teaching, testing, surgery, or experimentation were followsd by this research facility.

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

3

=

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 )

DATE SIGNED

10-24.42]




This regport 1s required by law (7 USC 2143). Failure to report according to the regulations can

See reverse side for

Interagency Report Control No

resuit .n an order to cease and desist and 1o be subject to penalties as provided for in Section 2150 additional information 018C-00A-AN
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0131 16333 FORM APPROVED ™

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

W

15 yiiY2

OMBNO 0579036 (N

KRAFT FOODS NORTH AMERICA, INC
200 DE FOREST AVENUE

EAST HANOVER, NJ 07936

(607) 674-9414

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

P

sheets if necessary )

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

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

FACILITY LOCATIONS(sites)

16! Santaricm R

Sx‘lex'\ourm?, NV 12460

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

A. 8. Number of C. Number of D. Number of animals upon E. Number of animais 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
Weifare Regulations held for use in experiments, or conducted involving anesthatic.analgesic, or tranquilizing drugs would
teaching, testing, tests were accompanying pain or have adversely affected the procedures, rasuits, or (Cols.C +
experiments. 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, anaigesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animais and the reasons such drugs were not used
purposes. relieving drugs used. must be attached to this report)
4. Dogs J l \ (Q ) ’ ‘ b
5. Cats &) 50 @) 50
6. Guinea Pigs
7. Hamsters
8. Rabbits

9. Non-Human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

ASSURANCE STATEMENTS

1) Professionaily acceptable standards governing the care, treatmant, and usa of ammals, 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 excaptions to the standards and reguiations be specified and explained by the

principal investigator and approved by the Institutional Animal Care and Use Committes (IACUC). A

y of all the

is attached to this annual report. in

addition to identifying the IACUC-approved exceptions, this summary includes a bnef 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 adaguacy of other
aspects of animal care and use

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

X

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL

L

M 18-23 (Oct 88), which is obsolete

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

DATE SIGNED
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. UNITED STATES DEPARTMENT OF AGRICULTURE

ANIMAL AND PLANT HEALTH INSPECTION SERVICE

JAg LT

{ TYPE QR PRINT )

ARTY 0
RS 15 T

ANNUAL REPORT OF RESEARCH FACILITY

1. CERTIFICATE NLUMBER: 22_;{,@{32
CUSTOMER NUMBER:

*38

OMB N

ZCRM ap2agy;
03730034

Apns

3. REPORTING FACILITY ( List afl [ocaticas wrere animals wace housed of Jsed In ctust rasgarch, (esing, 3r sxpenmentation, 52 heid

Cibraltar _aberataries, inc.
122 Fairfield Road
Fairfleld, NJ Q7004

Telephone: (£73)-227-5382

‘3r hase purccses. AUIen JOGGRaH shests i regessary |

FACILITY LOCATIONS ( Sites ) - Ses Atacned Ligirs

I REPQRT OF ANIMALS USED 8Y OR UNDER CONTROL OF RESEARCH FACIUITY { Attach additional sheets if necessarv or uge APHIS Form T023A \

I
A I B. Numperof C. Nuymgarst D, Mumber of amimaiz - . NGTTEF 3! 3MMais Lzen whMCT {8aChINg, P
| INWTaIs deing anu™3is ygon l Jgon wmeh ax; r3. “953aMCN, 3Lrgery or Iosis wers !
nred, - yICH (eacMing, H £xQQnMmants, teaciing, ! 4 AvGing JCITTTANYING SN OF TISIFRS3 TOTAL NUMBER
Animais Covered cenattianad, or *sgearcn, researcn, surgery, ar | 9 mai3 ang far wmich ihe use of asemenate \ ":;-\N.SM:’:LS ’
By The Anmmat neid for use axgenmen.s, o ‘ 1858 'wera cznductad ) 3r22eh 3. ANAIGESIC, IF LrRAqUIiTING SruCS would e
Viaitare Rogulations leachng, \asts were wrgiving | nave advarzely aFeciad ine orccadures. resuls. af :
tasting., sengucied aessmoanying cain of P mmarcrataliza of the reaching, researes, exgerimants, ! ( COLUMNS
=sonments, vamng g \ Gisiress ia th arimas ! swrgery. 5otasts. {An axpianation of ine sraceaures ’ C+D+E)
razearch, o cén, nistress, or 3ra 1Crwhicn Sreaumng z3a $F istrass in these ammals ana e .
SUIgRTY but not s <3 cof can- : 8cTIopn3te anasitete 3 reA3TTS ELUSH 4rugs werg ot used muzl be atached 10
reigong drugs. |
, T
4. Dogs | A :
’ i
5. Cas | i
8. Guinea Pigs i l '
1
7. Hamsters !
| |
4. Rabbits l

9. Non-human Primate

10. Sheep

11. Pigs l

12. Cther 7arm Animals |

13. Other Animals

O 1O QQ}@OQ,Q d@

Q| IQPRISCHPPL P Q

SEStcdecesy

|

| assurance sTaTEMENTS

1) Pratessionsily accsplable atendards govaming the cars, leatment, and use of anmals,

ecual rageerch, taaching, teeting, surgery, of axpars
2} Each prnowel investigator Mas considerad altematives to paintyl procequras,

3) T faciity is adhering b the wANCANTs a'd rGUIRLONE uncar 1N ACL 3nd it es required Lnat axcs,
investigator and soproved by (e instiianal Anumal Care and Uss Cammitas (LACUC), A summa
IACUC-spgrovad axcaptions, tis summary Includes a drief F

4) The attanding vetennenan for tia research faclilty nas SETroCnats authanty (G enmire the provision of adequate vetsrinary care and !2 oversae

werg falicwed Dy IS research factity,

ot the

BUSNA (0 the 3aNdETs anc raguiaticny Ze specdiod and axpisired by the principat
7y of all such sxcaptions i3 acached 1o this anmuai regart. in sdditgn 10 igentifying e
. a8 well a8 (N spacien and number of animais affocie.

Including sppropriate use of anestetc, arsigoas, and lranquiizing SGS, prier 0, during, and fallowing

e 3cequacy of other aspacs of ammat care and

SIGNA

-
APHIS |
{AUG 31)

CERTIFICATION BY HEADQUARTZERS RESEARCH FACILITY CFFICIAL

¢ Chiaf Syae v Oficer or Lagally Responsitia institutonal Official )

ity




This repott 1s required by faw (7 USC 2143). Failure 1o report according to the regulations See attached form for Interagency Report Control
additional information

can
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R-0133 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 406
N OV L 2[‘]94 Public Health Research Institute
ANNUAL REPORT OF RESEARCH FACILITY 225 Warren Street
(TYPE OR PRINT) Newark, NJ 07103

Telephone: (873) 854-3100

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

[ REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A) l
A. B. Numberof _ C. Number of D. Number of animals E. Number of animals upon which teaching, F.
animals being animais upon upon which experiments, rasearch, surgery or tests were
bred, - which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Cavered conditioned, or research, research, surgery, or to the animals and for which the use of appropnate OF ANIMALS
By The Animai held for use in expenments, of tests were conducted anesthetic, anaigesic, or tranquilizing drugs wouid
Waifare Regulations teaching, tests were involving have adversely affected the procedures, resuits, or
testing. conducted accompanying pain of interpretation of the teaching, research, experiments, ( COLUMNS
experiments, invoiving no distress to the animals surgery. cr tests. ( An explanation of the procedures C+D+E )
research, or pain, distress, or and for which producing pain or distress in these animais and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. Dogs 0 0 0 0 0
5. Cats 0 0 0 0 0
6. Guinea Pigs 0 0 0 0 0
7. Hamsters 0 0 0 0 0
8. Rabbits 0 0 0 0 0
9. Non-human Primate 0 0 0 0 0
10. Sheep 0 0 0 0 0
1 Pigs 0 0 0 0 0
12. Other Farm Animals 0 0 0 0 0
13. Other Animals 0 0 0 0 0
| assurance statements ]

1) Professionally acceptable standards goverming 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 ptions to the ds and regulations be specified and explained by the principal
investigator and approved by the Institutional Arumal Care and Use Committes (IACUC). A summary of all such axceptions is attached to this annual report. In addition to identifying the
IACUC-approved exceptions, this summary includes a brief explanation of the excaptions, 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

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

NAME & TITLE OF C.E.0. OR INSTITUTIONAL OFFICIAL [ Tvoe cr Print DATE SIGNED

(/-£02

—

TG v e e Tt s e ew Lo vy, —ed] 1S ODSGlEtE.

(AUG 91)




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

can

Failure lo report according !o the reguiations

See attached form for
additional information

Interagency Report Control No.:

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

( TYPE OR PRINT)

ANNUAL REPORT OF RESEARCH FACILITY

1. CERTIFICATE NUMBER:

CUSTOMER NUMBER:

22-R-0006
169

FORM APPROVED
OMB NO. 0573-0036 \

Telephone: (908)-704-4310

Ortho Pharmaceutical Corporation
Johnson & Johnson Pharmaceutical Rsrch & Dev Lic
P O Box 300 Route 202 South
Raritan, NJ 08869

NOV 2 6 2002

\J

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

FACILITY LOCATIONS ( Sites) - See Atached Listing

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

A B. Number of C. Number of D. Numper of animals E. Number of animais upon which teaching, F.
animals being animals upon upon which experiments, research, surgery or tests were
bred, which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Covered conditioned, or research, research, surgery, or to the animals and for which the use of appropriate OF ANISALS
By The Animai held for use in experiments, or tests were conducted anesthetic, anaigesic, or tranquilizing drugs would
Woelfare Rquhgions teaching, tests were invalving have adversely affected the procedures, results, or
testing, conducted accompanying pain or interpretation of the teaching, research, experiments, ( COLUMNS
experniments, invelving no distress to the animals surgery, or tests. ( An explanation of the procedures C+D+E )
research, or pain, distress, or and for which producing pain or distress in these animais and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. Dogs 50 331* 197% 52 580
5. Cats - - - - -
6. Guinea Pigs 0 318 1482% 105 1905
7. Hamsters 0 0 220 0 220
8. Rabbits 0 59% 194 16 269
9. Non-human Primate 22% 15* 39% 13 67
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 anestetic, analgasic, and tranquilizing drugs, prior 1o, during, and faliowing
actual research, teaching, testing, surgery, or experimentation wera followed by this research facility.

2) Each principal investigator has considered alt

to painful pi

dures.

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 such exceptions Is attached to this annual report. In addition to identitying the
IACUC-approved excaptions, this summary includes a brief explanation of the excaptions, as well as the species and number of animalis 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 )

APHIS FORM 7023
(AUG 91)

(Reptaces VS FORM 18-23 (UC | 88), whicn is obsolete.

NAME 2 TITIENE A BN AR INSTITHTIONAL NFEFICIAL

f Tuna Ar Print

IDATE SlG?ED
b




DEC-82-2082

16:34

RWJ PRI LAM DEPARTME T

USDA ANNUAL REPORT (2001-2002)

Registration #: _ 22-R- 0006

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

968 725 4063

ATTACHMENT 1

P.82-84

22-R-0006.

SPECIES CATEGORY B | CATEGORY C | CATEGORYD | CATEGORYE
DOGS 0 202 145 0

GUINEA PIGS- 0 0 160 0

RABBITS 0 42 0 0
NON-HUMAN 15 15 39 13

PRIMATES




DEC-B2~2002 16:34

RWJ PRI LAM CEPARTMEN™

Registration #:

0
&
w
-J
[\¥}
(9}
I

[}
as
(W]

ATTACHMENT 2

USDA ANNUAL REPORT (2001-2002)
22-R- 0006

Animals Llisted in Category E

During the reporting period, Johnson & Johnson Pharmaceutical Research &
Development, L.L.C. Institutional Animal Care and Use Committee (IACUC)

approved the use of animals in Category E as follows:

F.83-04

SPECIES NUMBER PROCEDURE/JUSTIFICATION
Guinea Pigs -~ 105 bY(2

Rabbits 16

Dogs §2



DEC-02-2882 16:35 RWJ PRI LAM DEPARTMEMN, 9688 725 4863 P.@4.p4

Non-Human . 13 (b)(4)
Primates(Squirrel)

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

2 Preclinical toxicology and drug metabolism/pharmacokinetic studies are
required in nonhuman species by the Food and Drug Administration, Good
Laboratory Practice Regulations - CFR 21, Part 58 (Code of Conduct).

3 Spied, L.H., Lunley, C.E. and S.R. Walker. “Harmonization of Guidelines for
Toxicity Testing of Pharmaceuticals by 1992." Regulatory Toxicology and
Pharmacology. Vol 12, pp 179-211 (1990).

TOTAL P.B4



NOV 27 2002, oo

addiional information

This repert is required by law (7 USC 2143). Failure to report according to he regulations Interagency Repont Controt No.:

@an

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R-0009 FORM APPROVED

H INSPECTION SERVICE OMB NO. 0579-002
ANIMAL AND PLANT HEALT EC CUSTOMER NUMBER: 519 9-00 6(. \F L/

v

Novartis Pharmaceuticals Corporation

ANNUAL REPORT OF RESEARCH FACILITY Novartis Pharmaceuticals Corporation
Bldg 404, Rm 466

( TYPE OR PRINT)
One Health Plaza
East Hanover, NJ 07936
Telephone: (973) -781-8358
e ——— — e ——— — —
3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or heid for these purposes. Attach additional sheets if necessary ) I
FACILITY LOCATIONS ( Sites) - See Atached Listing
I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A) I
A B. Number of C. Numberof D. Number of animals E. Number of animals upon which teaching, F.
animals being_ animals upon upon which experiments, research, surgery or lests were
bred, ] which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Anlmals Covered conditioned, or research, research, surgery, of to the animals and for which the use of appropriate OF ANIMALS
By The Animal held for use in expesiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Walfare Regulations teaching, lests were involving have adversely affected the procedures, results, o
- testing, conducted accompanying pain or Interp of the teaching, h, experiments, { COLUMNS
experiments, involving no distress lo the animals surgery, o tests. ( An explanation of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4 Dogs 25 422 45 41 508
§. Cats
6. Guinea Pigs 312 19 . 331
7. Hamsters 1263 206 1469
8. Rabbits 21 988 555 34 1577
9. Non-human Primate 370 273 94 9 376
10. Sheep .
11. Pigs
12. Other Farm Animals
Goats 6 6
13. Other Animals
I ASSURANCE STATEMENTS . . ‘ I
1) Professionally acceptable standards goverming 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 altematives to painful procedures.
3) This facility is adhering to the standards and regulations under the Act, and it has required that ptions to the standards and regulations be specified and explained by the principal
investigator and approved by the Institutional Animal Care and Use Committes (IACUC). A summary of ail such ptions is attached to this I report. In addition to identifying the
IACUC-approved exceptions, this summary includes a brief explanation of the ptions, as well as the species and number of animals affected.
4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and o oversee the adequacy of other aspects of snimal care and
I CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

( Chief Executive Officer or Legally Responsible Institutional Official )

NAME & TITLE OF C £ 0. OR INSTITUTIONAL OFFICIAl 7 Tuna Ar Print

36

CT 88), which is obsolete.

\1\5\OZ’



USDA ANNUAL REPORT OF RESEARCH FACILITY FOR 2001-2002
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

2 36 Quantitative collection
of excreta, containment
of radioactivity

1 3 Quantitative collection
of excreta, containment
of radioactivity

3 11 Quantitative collection
of excreta, containment
of radioactivity

4 7 Quantitative collection
of excreta, containment
of radioactivity

1 8 Quantitative collection
of excreta, containment
of radioactivity

4 1" Surgical recovery of dogs
implanted with telemetry
devices




10.

Protocol Title

Species

Days Without
Number __ Exercise

Reason

Dogs

Dogs

Dogs

Dogs

4 10
4 9
2 8
3 6

Surgical recovery of dogs
implanted with telemetry
devices

Surgical recovery of dogs
implanted with telemetry
devices

Surgical recovery of dogs
implanted with telemetry
devices

Cage rest post CSF
collection



OPTIONAL COLUMN E EXPLANATION FORM

S (b)(4)

. Registration Number: 22-R-0009

-

2. Number of animals used in this study - 40. 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 primates were dosed with a pharmaceutical compound.
One animal experienced a fractured limb 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, 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
Bl (0)(4)

1. Registration Number: 22-R-0009

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

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

4. Explain the procedure producing pain andfor distress.
These dogs were dosed with a pharmaceutical compound.
Two dogs were found dead with no prior clinical signs.

5. Provide scientific justificaion 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)

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal
Regulations (CFR) tile 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

(b)(4)

1. Registration Number: 22-R-0009
2. Number of animals used in this study - 32. Number of animals classified as category “E” - 1.

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

5. Explain the procedure producing pain and/or distress.
These dogs were dosed with a pharmaceutical compound.
On day 70 this dog was suspected to have aspirated compound after dosing and was euthanized.

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

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

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal
Regulations (CFR) tittle 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 rials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922)



OPTIONAL COLUMN E EXPLANATION FORM

j(b)(4)

1. Registration Number:  22-R-0009

2. Number of animals used in this study — 30. Number of animals classified as category “E”- 18.

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.

Fifteen dogs experienced compound refated effects and were euthanized unscheduled. Three dogs
experienced compound related effects, recovered and went on to complete the study.

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 an animal was experiencing pain and distress, it was
euthanized.

What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal
Regulations (CFR) tite 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) o



OPTIONAL COLUMN E EXPLANATION FORM

b)) |

1. Registration Number:  22-R-0009

2 Number of animals used in this study — 14. 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.

Two dogs were found dead, one on day 3 and one on day 8. Two dogs experienced compound
related effects and were euthanized.

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 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) 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 clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922) '



OPTIONAL COLUMN E EXPLANATION FORM

(b)(4)

1. Registration Number: 22-R-0009

2. Number of animals used in this study — 32. Number of animals classified as category °E” - 1.

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

4

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

One dog displayed compound related effects on study day 21 and was euthanized.

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 resuilts. (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) 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 spec:ﬁc
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

(b)(4)

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 pfocedure producing pain and/or distress.
These dogs were dosed with a pharmaceutical compound.
Four dogs experienced compound related effects and were 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 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) 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 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

1. Registration Number: 22-R-0009
2. Number of animals used in this study — 40. 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.

Three dogs were found dead on study day 41, 57 and 132 respectively. One dog experienced
compound related effects and recovered.

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)

and subsequently recovered showing no
adverse signs the following day and was able to complete the study.

6. What, if any, federal 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 clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1997 (62 FR 62922)

1




OPTIONAL COLUMN E EXPLANATION FORM

(b)(4)

1. Registration Number:  22-R-0008

2 Number of animals used in this study - 10. Number of animals classified as category “E” - 6.

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

4.

12

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

Three dogs displayed compound related effects and were euthanized unscheduled. One dog was
found dead on day 8 of the study. Two dogs experienced compound related effects at points during
the study, recovered and were able to complete the study.

Provide scientific justification why pain and/or distress could not be relieved. State methods or
means used to determine that pain and/or distress 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 evaluated, monitored, and a decision made to euthanize if the animal did not improve.

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 31 2.23(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

b))

1. Registration Number:  22-R-0009

2. Number of animals used in this study — 40. Number of animals classified as category “E” - 1.

3. Species (common name) Dogs of animals used in this study.
4. Explainthe procedure producing pain and/or distress.

These dogs were dosed with a pharmaceutical compound.

One animal experienced compound related effects in this study.

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

The above mentioned animal experiencedaCﬁVitY on days 103 and

104 and fully recovered.

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal
Regulations (CFR) tite 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 quidelines
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

(b)(4)

1. Registration Number: 22-R-0009
2. Number of animals used in this study — 6. Number of animals classified as category “E™ - 1.
3. Species (common name)___Crab-eating Macaque___ of animals used in this study.
4. Explain the précedure producing pain and/or distress.
These animals were dosed with a pharmaceutical compound.
One monkey experienced an accidental death due to an enrichment device.
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)

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal
Regulations (CFR) tite 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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1.

OPTIONAL COLUMN E EXPLANATION FORM

(b)(4)

Registration Number: 22-R-0009

2. Number of animals used in this study - 10. Number of animals classified as category ‘E” - 6.

3

4

15

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

Explain the procedure producing pain and/or distress.

These animals were dosed with a pharmaceutical compound.

Six animals displayed compound related effects, recovered and went on to complete the study.

Provide scientific justification why pain and/or distress could not be relieved. State methods or
means used to determine that pain and/or distress 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,
compound dosing was stopped. Their condition then improved.

What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal
Regulations (CFR) tile 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

j(b)(4)

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 experienced 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 results. (For
Federally mandated testing, see question 6 below)

This animal was treated for compound related effects and fully recovered.

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 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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1.

OPTIONAL COLUMN E EXPLANATION FORM

(b)(4)

Registration Number: 22-R-0009

2 Number of animals used in this study —-60. Number of animals classified as category °E” - 1.

3.

4.

5.

6.

17

Species (common name)___Rabbits___of animals used in this study.

Explain the procedure producing pain and/or distress.

These animals were dosed with a pharmaceutical compound.

One rabbit was found dead with no prior severe clinical signs.

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) tite 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 43746). . .



OPTIONAL COLUMN E EXPLANATION FORM

1(0)(4)

1. Registration Number: 22-R-0009
2 Number of animals used in this study ~30. Number of animals classified as category “E” - 8.
3. Species (common name)___Rabbits___ of animals used in this study.
4. Explain the proqedure producing pain and/or distress.
These animals were dosed with a pharmaceutical compound.

Seven rabbits were found dead, four rabbits on day 1 and three rabbits on day 2 of the study. One
rabbit was euthanized after displaying compound related effects. One rabbit was euthanized as a
result of a foot injury unrelated to the compound being dosed

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

Following dosing, the animals that were later found dead fell into a state of unconsciousness without
signs of pain or distress. Observation for recovery from this state of unconsciousness could possibly
have been masked by the use of analgesics and thus they could not be used.

As soon as there were signs indicating that the other two 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
~ quidelines may be found in the following:

3) 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).

4) 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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1.

OPTIONAL COLUMN E EXPLANATION FORM

(b)(4)

Registration Number: 22-R-0009

2. Number of animals used in this study — 30. Number of animals classified as category “E” - 1.

3.
4

19

Species (common name)____Rabbits___ of animals used in this study.
Explain the procedure producing pain and/or distress.

These animals were dosed with a pharmaceutical compound.

One rabbit exhibited nd was euthanized.

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 resuilts. (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) tile 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 frials 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).



OPTIONAL COLUMN E EXPLANATION FORM

(0)(4)

1.

Registration Number: 22-R-0009

2. Number of animals used in this study - 15. Number of animals classified as category “E” - 6.

3.
4,

20

Species (common name)____Rabbits___ of animals used in this study.
Explain the procedure producing pain and/or distress.
These animals were dosed with a pharmaceutical compound.

Six rabbits were euthanized after displaying compound related effects. The second phase of this
study was subsequently cancelled.

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 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 gixide!ines
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).




OPTIONAL COLUMN E EXPLANATION FORM

) 2)

1.

Registration Number: 22-R-0009

2. Number of animals used in this study - 30. Number of animals classified as category ‘E” - 5.

3.

5.

21

Species (common name)____Rabbits___ of animals used in this study.
Explain the procedure producing pain and/or distress.
These animals were dosed with a pharmaceutical compound.

Three rabbits were found dead with no prior clinical signs and two rabbits were euthanized after
displaying 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 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) 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:

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

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




OPTIONAL COLUMN E EXPLANATION FORM

hb)(4)

1.

Registration Number: 22-R-0009

9 Number of animals used in this study — 30. Number of animals classified as category ‘E” - 3.

3.
6.

Species (common name)___Rabbits___ of animals used in this study.
Explain the procedure producing pain and/or distress.
These animals were dosed with a pharmaceutical compound.

Two rabbits were found dead with no prior clinical signs and one rabbit was euthanized after
displaying 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 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) titte number and the specific section number (e.g., APHIS, 9 CFR 113.102):

The general reference is 21 CFR 31 2.23(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:

5) 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).

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




OPTIONAL COLUMN E EXPLANATION FORM

(b)(4)

1. Registration Number: 22-R-0009

2 Number of animais used in this study — 30. Number of animals classified as category “E” - 9.

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

7.

23

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

Six rabbits were found dead with no prior clinical signs and three rabbits were euthanized after
displaying 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 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) fittle number and the specific section number (e.g., APHIS, 9 CFR 113.102):

The general reference is 21 CFR 31 2.23(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:

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

8) Guideline on detection of toxicity to reproduction for medicinal products published in the Federal
Register on September 22, 1994 (FR 43746).
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Special Use:

Column E Explanation

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

-—

Registration Number: 22-R-0028

2. Number: 190 of animals used in studies. )
3. Species (corﬁmon name): Rabbits of animals used in studies

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

The Eleven Rabbits included in column “E” was used in routine toxicity studies of new
pharmaceutical compounds. New pharmaceutical compounds administered by the oral
route(s) elicited a range of side effects some adverse, which are attributed to compound
administration.

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

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

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

FDA: Guidance For Industry M3 Nonclinical Safety Studies For The Conduct Of Human

Clinical Trials For Pharmaceuticals, Federal Register, Vol. 62, November 25, 1997, page
62922, Docket No. 97D-0147.
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Special Use: gtt‘ J 4‘ ZUUZ
Column E Explanation

This form is intended as an aid to completing the Column E explanation. 1t is not an official form
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like,
are not required as part of an explanation. A Column E explanation must be written so as to be
understood by lay persons as well as scientists.

1. Registration Number: 22-R-0028

2. Number: 3 of animals used in studies.

3. Species (corﬁmon name): Cynomoligus Macaque of animals used in studies
4. Explain the procedure producing pain and /or distress.

The one cyno included in column “E” was used in routine toxicity studies of new
pharmaceutical compounds. New pharmaceutical compounds administered by the oral
route(s) elicited a range of side effects some adverse, which are attributed to compound
administration. v

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

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

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

FDA: Guidance For Industry M3 Nonclinical Safety Studies For The Conduct Of Human

Clinical Trials For Pharmaceuticals, Federal Register, Vol. 62, November 25, 1997, page
62922, Docket No. 97D-0147.
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The following IACUC - approved exceptions to the dog exercise plan and Non-human
primate plan for environmental enhancement also occurred between October 1, 2001, and
September 30, 2002. Our dogs are given the opportunity for routine self-exercise in
spacious indoor-outdoor runs. During the USDA accounting for research use, October 1,
2001, to September 30, 2002 approximately 202 of the dogs listed in column C and D on
our Form 7023 spent one to three separate twenty-four hour periods (depending on the
length of the study) in housing cages designed to collect urine metabolites. These urine
collections are a required step in FDA/GLP required study conduct under CFR 21 58.3.
Due to the critical nature of obtaining proper study data from the urinary output, the New
Brunswick IACUC approved the suspension of the dog exercise program for scientific
reasons during the 24-hour period in which urine is collected. After urine collection is
complete the dogs are immediately returned to their housing runs and again given the
opportunity for daily self-exercise.

Also during research use between October 1, 2001, and September 30, 2002, three Non-
human primates listed in column B and C of our 7023 form were allowed by the BMS
New Brunswick IACUC to be housed for a period of time singularly for their own safety
and well being. They were deemed by our Clinical Veterinarian to not be compatible
when housed in groups of 2 or 3 as were the other Non-Human primates listed in
categories B and C for this reporting period. During the time these monkeys remained
housed singularly they received an additional enrichment program as recommended by
our clinical Veterinarian

Sincerely,

Dr. 0. i. Stark D24-01 /y#‘ _ %
609-252-4820 07 ;[




This report is required by law (7 USC 2143),

can

Failure to report according to the regulations

3. REPORTING FACILITY ( List all locations where ammais were housed or used in actuai research, testing, or expenmentation, or held for these purposes. Attach

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

( TYPE OR PRINT )

Wallingfod, CT

See attached form for
additiona! information

Interagency Report Control No.:

1. CEIl...FICATE NUMBER:

CUSTOMER NUMBER:

22-R-0028 -
168

FORM APPROVED
OMB NO. 05730036

Telephone: (609) -252-4000

Bristol Myers Squibb Company
P.O. Box 4000
Princeton, NJ 08543

Dee

Attachment B

w

ional sheets if r

Y)

04 209

FACILITY LOCATIONS ( Sites ) - See Atached Listing

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

A B. Numper of C. Number of D. Number of animals E. Numper of animals upon which teaching, F.
arimals being - animais upon upon which expenments, research, surgery or tests were
: bred, . which teaching, expenments, teaching, conducted involving accomganying pain or distress TOTAL NUMBER
Animais Covered conditioned, or research, research, surgery, or to the ammals and for which the use of appropnate oF AN‘IMALS
B8y The Animai held for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Weifare Regulations teaching, tests were involving have adversely affected the procedures, resuits, or UMNS
: testing, conducted accompanying pain of interpretation of the teaching, research, expenments, ( COLUM
expenments, involving no distress 10 the amimals surgery, or tests. ( An explanation of the procedures C+D+E)
research, or pain, distress, or and for which produang pain or distress in these animais and the
surgery but not ye use of pain- appropnate anesthetc, a reasons such drugs were not used must be attached to
relieving drugs.
4. Dogs 8 19 17 36
5. Cats 0 0 0 0
8. Guinea Pigs 0 56 0 56
, 7. Hamsters 0 25 0 25
8. Rabbits 6 0 129 129
9. Non-human Primate 2 6 32 38
10. Sheep 0 0 0 0
11. Pigs 0 0 0 - 0
12. Other Farm Animals 0 0 0 0
'.l
13. Other Animals we ! .
K d . - 7~ q
Gerbils 214 23 . 351 55 429

| Assurance statements

_

1) Professionaily accsptable standards goveming the care, treatment, and use of ammais, including appropriste use of anestetic, anaigesic, and tranquilizing drugs, pnor to, during, and following

actual research, teaching, testing, surgery, or exper
2) Each principal investigator has considered aitematives to painful procedures. _ )
3) This facility is adhering to the standards and reguiations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal

were

d by this r

h facility.

investigator and approved by the institutional Animal Care and Use Committee (LACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the

ion of the

IACUC-app d

jons, this s y includ

a brief axp|

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

4) The attending veterinarian for this research facility has appropriate authority to snsure the provision of adequate veterinary care and to cversee the udéquacy of other aspects of animai care and

SIGNATURE OF C.E.O.

APHIS FORM 7023

(AUG 91)

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

7@ Officer or Legally Responsibie Institutional Official )

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

ATE,SIGNE]|

tee
B-1%




Sgecial Usa:
DEC o
Column E Explanation ~ -~ JEC g < 2002

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

1. Registration Number;_____ 22-R-0028
2. Number 35 of animals used in this study.
3. Species (common name) ___ 8erbil of animals used in the study.

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

Gerbils were used in a study to assess the therapeutic efficacy of
antidepressant and anxiolytic compounds. Gerbils were dosed with test
compounds either orally or parenterally. Fifteen to sixty minutes after dosing,
the gerbils were placed individually into a 10" high, 7" diameter glass beaker
filled with 22-26° C water to a level of 6.5". For a period of 6 minutes the
gerbil's swimming behaviors were evaluated and measured (ex. dmmobility, climbing,
swimming). Subjects were closely monitored during the study. At the conclusion
of the study gerbils were euthanatized with carbon dioxide.

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

The -use of analgesics or anesthetics to relieve the distress associated

‘with this procedure would interfere with the assessment of novel compounds

for the treatment of anxiety and depression. This behavioral paradigm is

‘used to detect potential antidepressants and anxiolytics which produce their

‘pharmacological effects through similar mechanisms of action as the analgesics

;and anesthetics.

]
-

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):

Agency CFR

ya



This report s required by law (7 USC 2143). Failure o report according to the reguiations See attacned form for Interagency Report Control No.:

can additional information
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R.0028 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTCMER NUN'ZER: 168

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

_ Telephone: (609) -252-4000 ¢ 0 d 2002
(East) Syracuse, NY Attachment C

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

FACILITY LOCATIONS ( Sites) - See Atlached Listing

l REPORT OF ANIMALS USED B OR UMDZR COITHOL OF RESEARCH FACILITY { Attach additional sheets If necessarv or use APHIS Form 7023A) I
-
A B. Numperof - JC. MNumberof D. Number of animais E. Number of animals upon which teaching, F.
amimals being animals uoon upon which expenments, research, surgery or lests were
bred, which teaching, expenments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Covered conditioned, or research, research, surgery, or to the animals and for which the use of apprepnate OF ANIMALS
8y The Animal held for use in experiments, or tests were conducted anesthetic, anaigesic, or tranquilizing drugs would
Welfare Regulations teaching, tests were invelving have adversely affected the procedures, resuits, or
testing, conducted accompanying pain or interpretation of the teaching, research, expenments, ( COLUMNS
experiments, involving no distress to the animals surgery, o tests. ( An explanation of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animais and the
surgery but not ye use of pain- appropnate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. Dogs 62 © 97 3 38 138
5. Cats
8. Guinea Pigs 15 - 18 - 33
, 7. Hamsters
8. Rabbits 0 16 - - 16
9. Non-human Primate 53 164 29 . :_1.8 211
10. Sheep
11. Pigs
12. Other Farm Animals
. /
13. Other Animals w 1
- :
~ - . \\
Wt
| Assurance statements . : ]

1) Professionaily acceptable standards goveming the care, treatment, and use of animals, inciuding appropriate use of anestetic, anaigesic, and tranquilizing drugs, prior to, during, and foliowing
actual ressarch, teaching, testing, surgery, or axperimentation were followed by this rch facility.

2) Each principal investigotor has considercd alternatives to painful procedures.

3) Thisfadlityisndﬁnngtotmwmmmguhﬁcmwormmandithurequindlhutaxe-cm’mtom-Mm:ndnguuﬁmbospodﬁodanduphimwmopnndpu

investigator and approvad v the Institutional Animal Care and Use Committes (LACUC). A summary of all such excsptions Is attached to this annual report. in addition to identfying the
ACUC-approved axcsptiong, fis sunuiss includes a brief exp ion of the ptions, as well as the species and number of animals affscted.

4) Thtattendingmmnuimfofthilmm‘.:.hdlirymwmmwmmwisbndmwmmmdtocvormmc.déquaqofmapmafmimuwaand

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY CFFICIAL
+ rwiaf Executive Officer or Legaily Responsible Institutional Official )

SIGNATURE OF C.E.0.O NAME & TITI £ OF C £ O OR INSTITUTIONAL OFFICIAL /7 Tuvna ar Pnint DATE $IGNED

/2

';A(L a2

APHIS FORM 7023 ch 1s obsolete.
(AUG 91)




Column E Explanation DEC 04 2002

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

1. Registration Number: 22-R-0028

o

Number of animals used in studies: 138

Species of animals used in studies:  Dogs

I

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

Of the 138 dogs used in routine toxicity studies of new pharmaceutical compounds at this site,
38 were included in Column "E”. New pharmaceutical compounds were administered to
these animals by the oral and intravenous routes. Some compounds administered by each of
these routes elicited adverse side effects, which led to inclusion of these animals in “"Column
E”.

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

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

Summary of Exceptions:

A total of 75 dogs on 7 separate toxicity studies were exempted from exercise during the
course of this reporting period. This was done for personnel safety reasons due to the
characteristics of the compounds being tested. There were no other exceptions to USDA
standards and regulations that applied to these animals during the reporting period.

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

FDA: Guidance for Industry M3 Nonclinical Safety Studies For the Conduct of Human
Clinical Trials for Pharmaceuticals. Federal Register, Vol. 62, November 25, 1997, Page

— “/
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Column E Explanation

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

o

(O8]

Registration Number: 22-R-0028

Number of animals used in studies: 211

Species of animals used in studies: Nonhuman primates
Explain the prscedure producing pain and/or distress.

Of the 211 nonhuman primates used in routine toxicity studies of new pharmaceutical
compounds at this site, 18 were included in “Column E”. New pharmaceutical compounds
were administered to these animals by the intravenous and oral routes. Some compounds
administered orally elicited adverse side effects. which led to inclusion of these animals in
“Column E™.

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

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

Summary of Exceptions:

No exceptions to USDA standards and regulations applied to these animals during the
reporting period.

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

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

-

75



This report 15 required Dy law (7 USC 2143). Failure ‘o report according to the reguiations See attacher! form for
can additional information

Interagency Report Cantrol No.:

UNITED STATES DEPARTMENT OF AGRICULTURE

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

168

FORM APPRCVED

OMB NO. 05790036
CUSTOMER NUMBER:

Bristoi-Myers Squibb Company
P.0. Box 4000
Princeton, NJ 08543

ne

ANNUAL REPORT OF RESEARCH FACILITY - 0 a 2000
- K = 4

(TYPE OR PRINT)
Telephone: (609) -252-4000

Mount Vernon (Evansville) IN , A
' Attachment D

3. REPORTING FACIUITY ( List all locations where animals were housed Of used in actuai research, testing, or expenmentation, or heid for these purposes. Attach

sheets if r

FACILITY LOCATIONS ( Sites ) - See Atached Listing

I REPORT OF ANIMALS UGCD BY OR UNGCZR COMTAROL OF RESEAF.CH FAQ!LITYI Attach additional sheats if necassarv or use APHIS Form 7023A )

|

A B. Numoerof - C. Numgerof D. nunter o’ animals E. Number of amimals upon which teaching, F.
amimals being animals upon upon vhici. exgenments, research, surgery or tests were
bred, which teaching, expenmens, teaching, conducted invoiving accompanying pain or cCistress TOTAL NUME -R
Animais Covered conditioned, or research, research, surgery, of to the ammais and for which the use of appropnate OFHANIM J s
By The Animal heid for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would o
Weifare Regulations teaching, tests were involving have adversely affected the procedures, results, or MN
testing, conducted accompanying pain or interpretation of the teaching, research, expenments, ( coLu S
experiments, involving no distress to the animals surgery, or tests. ( An explanation of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropnate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs. :
4. Dogs 11 20 112 2 134
> Cas 0 0 0 0 0
8. Guinea Pigs 0 0 0 0 0
, 7. Hamsters 0 0 0 0 0
8. Rabbits 0 0 165 1 166
9. Non-human Primate 5 63 12 0 75
10. Sheep 0 0 0 0
11. Pigs 0 0 0 - -
12. Other Farm Animals 0 0 0 0
’l
13. Other Animals 0 9! 0 0 . 0
Wt
| Assurance starements 1
1) Professionally ptabi goveming the care, treatment, and use of , including appropriate use of ar ic, anaig and tranquilizing drugs, prior 1o, during, and foliowing
actual research, teaching, testing, surgery, or experimentation were foliowed by this research facility.
2) Each principal investigator has considersd aitematives to painful procedures.
3) This facility is adhering to the standards and reguiations under the Act, and it has required that otions to the dards and reguistions be specified and explained by the principal

| report. In addition to identifying the

investigator and approved by the Institutional Animal Care and Use Committes (LACUC). A summary of all such pth is attached !o this
IACUC-approved axceptions, this summary inciudes a brief axplanation of the axceptions, as weil as the species and number of animais affected.

4) mmwmmf«wammwmwmwmmmmmammmmmmmmdmmdwimdmand

CFRTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
'DA7GNED

dfficer or Legally Responsible Institutional Official )

SIGNATURE OF C.E.Q. ORIl NAME & TITLE OF C.E.0. OR INSTITUTIONAL OFFICIAL ( TypeorPrnt

APHIS FORM 7023 (R . '

. Y el
(AUG 91) 4 <C

D




Special Use: DE [

- (4 200;

Column E Explanation

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

1. Registration Number: 22-R-0028

2. Number: 101 of animals used in studies.

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

The 2 dogs included in column “E” were used in routine toxicity studies of pharmaceutical
compounds. New pharmaceutical compounds administered by the oral route elicited a range
of side effects some adverse, which are attributed to compound administration.

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

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

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

FDA: Guidance For Industry M3 Nonclinical Safety Studies For The Conduct Of Human

Clinical Trials For Pharmaceuticals, Federal Register, Vol. 62, November 25, 1997, page
62922, Docket No. 97D-0147.
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DEC G4 gy
Special Use:

Column E Explanation

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

1. Registration Number: 22-R-0028

2. Number: 60 of animals used in studies.

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

The rabbit included in column “E” was used in routine toxicity studies of new pharmaceutical
compounds. New pharmaceutical compounds administered by the intramuscular route
elicited a range of side effects, some adverse, which were attributed to compound
administration.

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

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

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

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




This report Is required by law (7 USC 2143). Failure to report according to the requiations can
resull in an order to cease and desist and to be subjec! 1o penalties as provided lor in Section 2150.

See reverse side for

additional information. 0180-DOA-AN

interagency Report Control No.

UNITED STATES DEPARTMENT OF AGRICULTURE

1. REGISTRATION NO. —R—
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 22-R-0028

Customer number: 168

FORM APPROVED
QOMB NO.

0579-0036

1/01/02 09/30/02 include Zip Code)
ANNUAL REPORT OF RESEARCH FACILITY gglgmlggggrs Squibb Company
(TYPE OR PRINT) ox

. Princeton, NJ 08543
Experimental Station - Site 006

Wilmineton, DE 609-252-4000

Telephone Number:

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

DEC 04 2000

3. REPORTING FACILITY (List ail )
sheets il necessary.)

where animais were h d or used in actual resaarch, g. of axperi

ion, or held lor these purposes. Attach additional

FACILITY LOCATIONS (Sitas)

[REPORT OF ANIMALS USED 8Y OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditional sheets if necessary or use APHIS FORM 7023A)

A B. Numbert of C Number ot D. . E. Number of animais upon which teaching,
animals being animals upon ::::" ol a;::‘a:: upon axpanmoms. msnlch surgery or lests wo F.
Animais Covered b'ﬂ':’-_ which hing - O " ducted involvie ying pain or d
By The Animal co| nionad._ov research, he . 1o the animals a lor which the usa of appropriate TOTAL NO.
Weltara Regulations heid for use in expesiments, o conducied i;m‘ anesthatic, anaigesic, or tranquilizing drugs W"'d OF ANIMALS
. teaching, testing, tests were accompanying pain o have adverssly atlected the p ,
axperimants, conducted distress 10 the animals interp: ion of the hi h
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of {Cols. C +
surgery but not pain, distress, or anesthatic, analgesic, or the proceduras producing pain or distress in these D+ E)
yet used for such use of pain- tranquilizing drugs "." imals and the r such drugs were not used
purposes. relieving drugs. used. must be attached to this report).
4. Dogs 66 105 279 4 454
5. Cats 0 0 0 0 0
6. Guinea Pigs 0 38 112 0 150
0
7. Hamsters 0 521 521
. 12
8. _Rabbits 95 1490 2 1599
9. Non-human Primates 0 0 0 S 3
0
10. Sheep 0 0 0 0
0
11, Pigs 0 0 0 0
12. Other Farm Animals 0 0 0 0 0
13. Other Animals 0 0 0 0 0
| Assurance sTaTEMENTS
1). Protessionally ptable dard govemmg the care, treatment, and use of ammals. hmlndlng approriate use of anesthetic, anaigesic, and tranquilizing drugs, prios 1o, dunng,
aad tollowing actual research, teachi 'gery, or experi ion were folk d by this tacility.

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

3). This lacility is adhering to the standards and regulations under the Act, and it has r d that ta the st and

v
N

be specilied and uphmed‘ by the

pnincipal investigator and approved by me Institutional Animal Care and Uss Commme- (IACUC). Arsummary of all such is attached to this

P

d report. In

addition 10 identitying the IACUC-app! D this Y includes a brisl axpi. of the as well as the species and number ol animals attected.
4). The attending veterinarian for this research facility has appropriate authority 10 the pr of adequat y care and to oversee the adequacy ot other aspects ot
animal care and use.
CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional Official)
| certily that the above is lrue, correct, and compiete (7 U.S.C. Section 2143).
SIGNATURE OF C.EC &L NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICLAL (Type or Print) DATE SIGNED
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Column E Explanation

This form is intended as an aid to completing the Column E explanation. Itis nggzg-x (2 2[]02
official form and its use is voluntary. Names, addresses, protocols, veterinary care

programs. and the like, are not required as part of the explanation. A column E

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

L. Registration Number: 22-R-0028
Customer ID: 168
Site Number: 006 Experimental Station

2. Number of animals (total) used in this study: 12
Number of animals, in this study, classitied as Category E: 4

Species of animal used in this study: Dog

(OS]

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

Study Number: T02-2-3

Length of Study: 10 days (toxicity study to evaluate the safety of a new drug
candidate)

Compound Class: CNS

Dog #3614841 (3001M) Signs Onset: Day 5

On study day 5, this dog experienced seizures, was in lateral recumbency, and
demonstrated increased respiratory effort. Temperature was 101.1F, heart rate
100 bpm, and respiratory rate 28 bpm. The animal was euthanized within one
hour after seizures were observed. This study was a 10-day toxicity study. The
appearance of seizures was interpreted to be drug related. Anesthetics, analgesics,
tranquilizers were not used at the outset of the study due to the potential to
interfere with interpretation of study results. A complete necropsy was
conducted, and tissues collected for histopathology. Previous signs included
loose stool on day 2 and a small amount of emesis on day 3.

Dog #3600050 (3002M) Signs Onset: Day 6

On study day 6. this animal was lethargic, not eating, and had demonstrated
seizure activity and increased respiratory effort. Temperature was 101.2F, heart
rate 80 bpm, and respiratory rate 36 bpm. The study was a 10-day toxicity study.
The decision was made to euthanize the animal since the seizure activity was
thought to be an effect of the compound. These events occurred on a weekend.
Appropriate staff were contacted in order to make the decision to euthanize. The
animal was euthanized six hours after the observation of seizure activity.
Anesthetics, analgesics. tranquilizers were not used at the outset of the study due
to the potential to interfere with interpretation of study results. A complete
necropsy was conducted, and tissues collected for histopathology. Previous
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clinical signs included loose stool on day 3 and a small amount of emesis on day

J.

Dog #3608239 (3502F) Signs Onset: Day 6

On study day 8. this animal demonstrated seizure activity and increased
respiratory effort. Temperature was 100 F; heart rate 80 bpm; respiratory rate 40
bpm: mucous membranes light pink in color, and capillary refill time 2 seconds.
The study was a 10-day toxicity study. The seizure activity was thought to be
related to an eftect of the drug. The animal was euthanized approximately 1.5
hours after the seizures were noted. Anesthetics, analgesics, tranquilizers were
not used at the outset of the study due to the potential to intertere with
interpretation of study results. A complete necropsy was conducted, and tissues
collected for histopathology. Previous clinical signs included loose stool on day
3. small amount of emesis on day 4, and seizure activity and lateral recumbency
tollowing dosing on days 6 and 7, from which the animal recovered.

Dog #3608379 (3501F) Signs Onset: Day 5

On study day 7, this animal demonstrated seizure activity, loose black tarry stool.
lateral recumbency, and emesis. The dog was euthanized within 1.5 hours of
noting signs. This was a 10-day toxicity study. Seizure activity was thought to be
drug related. Anesthetics, analgesics, tranquilizers were not used at the out set of
the study due to the potential to interfere with interpretation of study results. A
complete necropsy was conducted, and tissues collected for histopathology.
Seizure activity was noted on days 5 and 6. but associated with time of dosing and
clinical recovery.

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

The use of anesthetics, analgesics or tranquilizers agents was not possible in
any of these cases because of expected interference with the toxicity profile
evaluation for this new pharmaceutical compound being tested. All 4 dogs
were euthanized as soon as possible to relieve pain and distress.

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: NA CFR: NA
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Column E Explanation

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

l. Registration Number: 22-R-0028
Customer [D: 168
Site Number: 006 Experimental Station

2. Number of animals (total) used in this study: 50
Number of animals, in this study, classified as Category E: 2

Species of animal used in this study: Rabbit

L2

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

Study Number: 2002/07/10A
Length of Study: >30 days
Compound Class: Cardiovascular

Rabbits were anesthetized 35/5 mg/kg i.m. ketamine/xylazine combination.
Rabbits were shaved and prepared for aseptic (sterile) surgical procedure of the
left femoral region. Anesthesia was maintained by 1-2% isoflurane/oxygen
inhalant by mask.

An incision was made over the left femoral region. The left femoral artery was
gently isolated form the surrounding tissues and ligated distally. Small forceps
were placed under the artery to increase exposure. A second ligature was loosely
placed proximally on the artery. A small incision (between the forcep jaws) was
made in the artery to allow for insertion of a 3F Fogerty (balloon) catheter. The
jaws of the forceps holding the artery up controlled any unwanted bleeding. The
“balloon” catheter was inserted into the artery and advanced ~ 30cm into the
aorta. The balloon was inflated (0.2 CC saline) and withdrawn to the _
aortic/femoral branch and deflated. This procedure was repeated three times and
the balloon catheter was removed. The proximal ligature was tightened and the
surgical site irrigated with sterile saline. A muscle and skin closure were
performed with 4-0 PDS II “dissolving™ sutures. Rabbits were recovered and
given 5 mg/kg i.m. xylazine for post-op pain. Rabbits are maintained for 8-10
weeks on high cholesterol diet. After 8-10 weeks have passed, the terminal
portion of the experiment is performed under anesthesia. After recovery, even
weeks out. some foot and skin sores have appeared (left leg only). Loss of use of
leg(s) have occurred due to clot formation in the lower aorta. Upon examination,
rabbits do react as if these sores are painful (loss of appetite or reflex response).
Antibiotic ointment are applied and IM antibiotics can be used where necessary.
Mutilation ot sore and toes could be from compromised blood supply, unwanted
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clot formation, or nerve damage. These signs are treated as soon as they are
observed. Surgical repairs (under anesthesia) are performed when needed. If
surgical repair is not possible, rabbits are sedated and euthanized by L. V.
barbiturate overdose.

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

Although not apparent, some pain and or distress could be taking place for
mutilations, loss of use of leg(s) and large sores to appear. However, only a small
number of rabbits have appeared with these symptoms. When these symptoms
appear, they are treated promptly. If a symptom becomes so severe (not
responding to treatments) as to compromise normal physiologic function (as
determined by DVM) and surgical repair is not possible, the rabbit is 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): ‘

Agency: NA CFR: NA
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Column E Explanation

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

1.

Registration Number: 22-R-0028
Customer [D: 168
Site Number: 006 Experimental Station

Number of animals (total) used in this study: 5
Number of animals, in this study, classified as Category E: 5

Species of animal used in this study: Squirrel Monkeys
Explain the procedure producing pain and/or distress.

Study Number: 2001/10/11A
Length of Study: >30 days
Compound Class: CNS

Five monkeys are trained on a conflict procedure, used as an animal model of
anxiety. In the presence of one stimulus, animals press a lever to obtain food and
in the presence of another stimulus, animals press a lever for food but also receive
a negative stimulation. This causes a decrease in response rate, an effect reversed
by anxiolytic drugs. The negative stimulation is delivered to the tail and is
contingent upon animal’s behavior. This electrical stimulation is of mild to
moderate intensity (not to exceed 1.5 ma) and is brief (less than 500 msec). No
more than 20 stimulation events in a session are delivered. Animals quickly leamn
not to press the lever in the presence of the stimulus signaling food and
stimulation so after the initial training period, few stimulation s are administered
in the absence of drugs.

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

The measure of anxiolytic effects in this procedure is the reversal of stimulation
induced suppression of lever pressing. Therefore, during training, animals are
subjected to stimulation in order to suppress their responding. This stimulation is
“escapable” (if the animal does not press the lever, it will not receive stimulation).
When this stimulation induced suppression of responding is reversed, the animals
are subjected to more stimulation, but this reversal occurs only when auxiolytic
drugs (tranquilizers) are administered. Since the main measure of the study
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depends on stimulation induced suppression of responding, pain relief would
intertere with test results.

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: NA CFR: NA
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APPENDIX B t 2002

Location of BMS - Research Facilities
(Revised 9/26/02)
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: NA
Contact Person: (0)(6). (b)(7)e
#2 Name/Department: Veterinary Sciences
Address: One Squibb Drive
New Brunswick, NJ 08903
Building: 83, 125, 133, and 134
Floor/Room: NA
Contact Person: (b)(6), (b)(7)c
#3 Name/Department: Veterinary Sciences
Address: 76 Fourth Street
Somerville, NJ 08876
Building: NA )
Floor/Room: NA
Contact Person: (b)(6), (b)(7)c
#4 Name/Department: Veterinary Sciences
Address: 311 Pennington-Rocky Hill Road
Pennington, NJ 08543
Building: 17
Floor/Room: NA
Contact Person: (b)(6), (b)(7)c

Page 2 of 2
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APPENDIX B (continued)

Location of BMS - Research Facilities
(Revised 9/26/02)
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
Wallingford, CT 06492-7660

Building: Vivarium

Floor/Room: N/A

Contact Person:

(b)(6), (b)(7)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:

. Indiana

(b)(6), (b)(7)c

Name/Department: Bristol-Myers Squibb Company

Address: 2400 W. Lloyd Expressway

Building: 101 i
Floor/Room: N/A .

Contact Person: (b)(6), (b)(7)c

E. Delaware

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

Floor/Room: N/A

Contact Person:

(b)(6), (b)(7)c

Page 3 of 3
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Falure to report accorcing 10 the reguiations See attached form for Interagency Recon Centrot No.:

Tris repc.t is requirea by law (7 USC 21432)
adaicnal information

can

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R_0030 v FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 178 3

~

Merck & Company, Inc.

ANNUAL REPORT OF RESEARCH FACILITY 126 E Lincoln Avenue
( TYPE OR PRINT ) Po Box 2000 Ky8EAE RY80M-160

Noy P!
Rahway, NJ 07065 ] 207
Telephone: (732)xXMRXAMRKX 594-6179

Is. REPORTING FACILITY ( List all locations where amimals were housed or used in actual research, testing, or expenmentation, or held for these purposes. Attach additional sheels if necessary ) I

FACILITY LOCATIONS ( Sites) - See Atached Listing

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY { Attach additional sheets if necessarv or use APHIS Form 7023A) I
A B. Numberof - C. Number of D. Number of animats E. Number of animals upon which teaching, F.
animals being animals upon upon which expenments, research, surgery or tests were
bred, which teaching, expenments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals CO\{Gred conditioned, or research, research, surgery, or to the amimals and for which the use of appropriate OF ANIMALS
By The Animai 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, resuits, or
testing, conducted accompanying pain or interpretation of the teaching, research, experiments, ( COLUMNS
expenments, involving no distress 1o the animals surgery, or tests. ( An explanation of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. Dogs
o9 38 519 1021 1540
5. Cats
8. Guinea Pigs 52 2292 489 175 2956
7.
Hamsters 151 2696 73 2769
8. Rabbits 37 2909 1598 1060 5567
9. Non-human Primate 3478 227 967 1194
10. Sheep
11. Pigs
12. Other Farm Animals
horses 1 3 3
13. Other Animals
ferrets 14 150 A | 164
: 2
gerbils 60 12 72
l ASSURANCE STATEMENTS I

1) Professionally accaptable stancards governing the care, treatment, and use of animals, including appropriate use of anestetic, anaigesic, and tranquilizing drugs, pricr to, during, and following
actual research, teaching, testing, surgery, or experimentation wers followed by mis‘__ research facility.

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

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

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

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

SIGNATUSE NE £ &N AD IMSTITHTIAMAL NEEICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print DATE SIGNED

—————..
APHIS FORM /S FORM 18-23 (OCT 88), which i1s obsolete.
(AUG 9




126 E Lincoln Avenue
Rahway NJ 07065-4607
COUNTY: UNION

203 River Rd
Somerville NJ 08876
COUNTY: SOMERSET

RD 1 Box 391
Oxford NJ 07863
COUNTY: WARREN

3535 General Atomics Ct
San.Diego CA 92121-1140
COUNTY: SAN DIEGO

WP44-201
West Point PA 19486-0004
COUNTY: MONTGOMERY

WP74-1
West Point PA 19486-0004
COUNTY: MONTGOMERY

PO Box 016960 (R289)
Miami, FL 33136
COUNTY: DADE

20256 SW 360%™ St
Homestead FL 33034-4102
COUNTY: DADE

PO Box 549
Alice TX 78333
COUNTY: JIM WELLS

95 Castle Hall Road
Yemassee SC 29945
COUNTY: BEAUFORT

466 Devon Park Drive
Wayne PA 19087
COUNTY: CHESTER

New Iberia Research Center
University of Louisiana

4401 W. Admiral Doyle Drive
New Iberia LA 70560
COUNTY: IBERIA

Telephone:
(732) 594-6179

Telephone:
(908) 685-3846

Telephone:
(908) 637-4427

Telephone:
(858) 202-5466

Telephone:
(215) 652-6232

Telephone: )
(215) 652-6093

Telephone:
(305) 243-8912

Telephone:
(305) 245-1551

Telephone:
(361) 664-4934

Telephone:
(843) 589-5190

Telephone:
(215) 652-6232

Telephone:
(337) 482-0250



USDA Annual Report: October 1, 2001 — September 30, 2002

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

EXPLANATION OF ITEMS IN COLUM E

One hundred and seventy five guinea pigs were studied according to an IACUC-approved
protocol to evaluate the efficacy of new antifungal compounds. The animals were
exposed to virulent fungi and then treated with novel antifungal compounds. Only
compounds that showed promising results in in-vitro tests were used. The minimum
number of animals were used to provide reliable test results and the length of the study
was limited to the time necessary to establish the model. The test animals were observed
twice daily and moribund animals were euthanized. Commercially available anti-fungal
compounds could not be used to treat the animals’ infections because they would
interfere with the interpretation of the test result and defeat the purpose of the research.
In addition, the interaction of pain-relieving agents with the novel compounds is
unknown at this time.

In addition, 1060 rabbits were studied according to another IACUC-approved protocol.
Inflammation was induced in one paw of each animal to test the analgesic properties of
novel compounds. The minimum number of animals were used to provide reliable data
and the length of the study was limited to 8 hours or less. Commercially available
analgesics could not be administered because they would interfere with the interpretation
of the data and defeat the purpose of the research. Professional veterinary medical care
was provided throughout each study and any animals experiencing excessive or
unexpected levels of pain and distress were removed from the study and euthanized.




This report is required by faw (7 USC 2143).

can

Failure 1o report according to the regulaticns

See attached form for
additicnal information

Interagency Report Control No.:

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

(TYPE OR PRINT )

ANNUAL REPORT OF RESEARCH FACILITY

1. CERTIFICATE NUMBER: 22.R-0032 FORM APPROVED
OMB NO. 0579-0038 ./
CUSTOMER NUMBER: 180 ~
N

Research & Development Div.
340 Kingsland Street
Nutley, NJ 07110

Telephone: (973) -235-5000

Koffranndkareehedns Hoffmaun-La Roche Inc.

NOV 2 0 2002

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

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

A. B. Number of C. Number of D. Number of animais E. Number of animals upon which teaching, F.
animals being animals upon upon which expenments, research, surgery or tests were
bred, which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Covered conditicned, or research, research, surgery, or to the animais and for which the use of appropriate OF ANIMALS
By The Animal neld for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Weifare Regulations teaching, tests were invelving have adversely affected the procedures, resuits, or OLUMNS
testing, conducted accompanying pain or interpretation of the leaching, research, experiments, ( C
experiments, involving no distress to the animais surgery, or tests. ( An explanation of the procedures C+D+E )
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. Dogs 56 175 11 29 215
5. Cats 0 0 0 0
8. Guinea Pigs 0 276 0 276
7. Hamsters 0 0 0 0
8. Rabbits 37 106 0 106
9. Non-human Primate 12 26 25 0 51
10. Sheep 0 0 0 0 0
11. Pigs 0 0 0 0
12. Other Farm Animais
13. Other Animals '
| Assurance statements |

1) Professionally acceptable standards governing the care, treatment, and uss of , including appropriats use of ar
actual research, teaching, testing, surgery, or experimentation were followed by this research facility.

2) Each principai investigator has considerad altematives to painful procedures.

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and reguiations be specified and explained by the principat
investigator and approved by the Institutional Animal Care and Use Committee (LACUC). A summary of all such pth is attached to this i report. in addition to identifying the
IACUC-approved exceptions, this summary includes a brief axpl ion of the ptions, as well as the species and number of animals affected.

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

ic, anaigesic, and tranquilizing drugs, prior to, dunng, and following

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
( Chief Executive Officer or Legally Responsibie Institutional Official )
SIGNA1 | NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print DATE SIGNED

APHIS FORM 7023
(AUG 381)

(Repiaces VS FORM 18-23 (OCT 88), wincn s obsolete.
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Special Use:
Column E Explanation
This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is

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

1. Registration Number:___22-R-0032

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

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

4. Explain the procedure producing pain and/or distress.
i A total of 29 dogs were used to evaluate drug candidates for clinical trials

were identified as Category E. Twenty-four dogs were given a cytotoxic
chemotherapeutic drug for the treatment of cancer and 5 dogs were given a
glucose lowering drug for treatment of diabetes. During the studies, these
- dogz presented with clinical signs of lethargy, weight loss, diarrhea,
. inappetance, dehydration and ataxia.

The studies were designed and conducted in accordance with the Food and
Drug Administration guidelines. Veterinary personnel observed all animals
dzily and supportive care included fluids and nutritional supplements were

provided.

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

see ltem 6 below)

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

FDA CFR 21 CFR 58.3(d)
21 CFR 58.90

Agency




This report is required by law (7 USC 2143). Failure to report according to the regulations See attached form for Interagency Report Controlto\:

can additional information

CUSTOMER NUMBER: 181

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R-0036 FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036

Schering Corporation

ANNUAL REPORT OF RESEARCH FACILITY Schering-Plough Research Inst.
( TYPE OR PRINT ) 2015 Galloping Hill Road

Kenilworth, NJ 07033

Telephone: (908) -298-4000

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

FACILITY LOCATIONS ( Sites) - See Atached Listing

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

A. B. Numberof - C. Number of D. Numer of animals E. Number of animals upon which teaching, F.
animals being animals upon upon which experiments, research, surgery or tests were
) bred, which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Covered conditioned, or research, research, surgery, of to the animais and for which the use of appropnate OF ANIMALS
By The Animal held for use in experiments, o tests were conducted anesthetic, analgesic, of tranquilizing drugs would
Weifare Regulations teaching, tests were involving have adversely affected the procedures, results, of c MNS
testing, conducted accompanying pain or interpretation of the teaching, research, expenments, ( oL
experiments, invoiving no distress to the animais surgery, or tests. { An explanation of the procedures C+D+E)
research, or pain, distress, of and for which producing pain or distress in these animais and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be altached to
relieving drugs.
4. D
Cogs 0 366 159 0 525
5. Cats 0 0 25 0 25
6. Guinea Pigs 0 4,498 2,724 0 7,222
7. Hamsters 0 0 70 0 70
8. Rabbits 0 482 29 7 518
9. Non-human Primate 113 443 227 0 670
10. Sheep 0 0 0 0 0
11. Pigs 0 0 0 0 0
12. Other Farm Animals 0 0 0 0 0
GERBILS 0 2,180 5,028 0 7,208
13. Other Animals .
| Assurance statements |

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

actual resaarch, leaching, testing, surgery, or experimentation were followed by this research facility.
2) Each principal investigator has considered altematives to painful procedures.
3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal

investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions s attached to this annual report. In addition to identifying the

tACUC-approved axcsptions, this summary includes a brief explanation of the exceptions, as welil as the species and number of animalis affected.

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

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

SIGNATURE OF C E.0. OR INSTITUTIONAL OFFICIAL, NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print

DATE SIGNED

%%,

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

(AUG91) C G \ 1/\0’1/




APHIS Form 7023 Site List

The following sites have been reported by the facility.

Registration Number: 22-R-0036

Customer Number: 181

Facility: SCHERING CORPORATION
2015 GALLOPING HILL ROAD
KENILWORTH, NJ 07033
(908) 298-4000

SCHERING-PLOUGH RESEARCH INST.  Scfe Q
P.O. BOX 32, ROUTE 94
LAFAYETTE, NJ 07848

RESEARCH INSTITUTE Site !
2080 GALLOPING HILL RD
KENILWORTH, NJ 07033




Registration Number: 22-R-0036

November 22, 2002

Elizabeth Goldentyer, DVM

UNITED STATES DEPARTMENT OF AGRICULTURE
Animal and Plan Health Inspection Service

Regulatory Enforcement and Animal Care

Eastern Region Office

920 Main Campus Drive

Suite 200 -

Raleigh, NC 27606

Dear Dr. Goldentyer:

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

Summary of exceptions to the regulations and standards:

The environmental enrichment program has exceptions for social housing for some
nonhuman primates. Twenty-five rhesus monkeys are housed separately due to special
study requirements for controlling and monitoring food consumption as part of a research
project. Six cynomolgus monkeys were housed separately for brief periods (1-21days)
while participating in drug metabolism or telemetric monitoring studies. Seven cebus
monkeys were single housed during several studies to allow better individual observations
and excluded from certain elevated enrichment devices. The justification was to increase
their safety due to decreased motor skills possibly caused by test compounds. All the
animals are included in all the other aspects of the environmental enrichment program. The
protocols with the exemptions are approved by the IACUC and reviewed during the semi-
annual program review.

One exception to the canine exercise program is to be reported. It involved the use of
special canine metabolism cages for drug metabolism studies. The canine metabolism
cages provide greater than 100%, but less than 200% of required space for exercise. The
period of time in the cages was approximately 24 hours. Positive human interaction was
greatly increased during this period. The protocols with the exemption were approved by
the IACUC and reviewed during the semi-annual program review. The studies were
infrequent and involved only five laboratory canines.

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

Summary of exceptions to the regulations and standards:

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




2 #3b

1. Two hundred and five cynomolgus non-human primates were exempted from social
housing for periods of time when required for collection of individual clinical signs and
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. The Safety Evaluation Center has implemented new pair housing procedures for
monkeys on most studies this year. Although, the new program greatly increases the
number of pair housed non-human primates, the program has resulted in some
temporarily single housed monkeys for reasons other than protocol, medical conditions
and aggression. Reasons for temporary single housing include the lack of a suitable
partner because of significant size differences, odd number of animals in the room
and/or medical evaluation and treatment of only one of the partners. The number of
primates temporarily single housed in this group was nine.

General Column "E" Justification Statement:

Listed below are the animals that retrospectively and prospectively may have experienced
some pain or distress during the study for site 2.

All the studies were performed under GLP standards for future FDA submission. The
studies were approved the IACUC and conducted in accordance with FDA requirements
[21CFR 312.23(a)(8), 21 CFR 58, 62 FR 62922, and 59 FR 48746]. Seven rabbits listed in
column “E” were used in these standard toxicological investigations for new drug
development. The rabbits developed unexpected terminal medical complications while
participating on study. The rabbits retrospectively have been added to the column “E”. In
regard to all studies, 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 are
carefully monitored and if found to be in pain and/or distress during the course of the study
are provided humane euthanasia.




This report is requred by law {7 USC 2143). Failure to report according 1o the regulations Interagency Report Controi No.:

NOV 2 7 ZHUZee attached form for
can H dditional information
UNITED STATES DEPARTMENT OF AGRICULTURE 1.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

CERTIFICATE NUMBER: FORM APPROVED

OMB NO. 0579-0036

22-R-0040

( TYPE OR PRINT )

ANNUAL REPORT OF RESEARCH FACILITY

CUSTOMER NUMBER: 689

Huntingdon Life Sciences, Inc.
P.O. Box 2360
East Millstone, NJ 08875

Telephone: (732) -873-2550

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

FACILITY LOCATIONS ( Sites) - See Atached Listing

l REPORT OF ANIMALS USED 8Y OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 70234 )

_1

A Number of _- C. Numberof D. Number of animals E. Number of animals upan which teaching,
animals being animals upon upon which experiments, research, surgery or tests were
. bred, which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Covered conditioned, or research, research, surgery, or to the animals and for which the use of appropriate OF ANIMALS
By The Animal held for use in experiments, ar tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Weifare Regulations teaching, tests were involving have adversely affected the procedures, results, or UM
testing, conducted accompanying pain of interpretation of the teaching, research, experiments, ( COLUMNS
experiments, involving no distress to the animals surgery, of tests. ( An of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropniate anesthetic. a reasons such drugs were not used must be attached to
relieving drugs.
4. Dogs 1 374 77 39 490
5. Cats i
0 25 13 1 39

8. Guinea Pigs

7. Hamsters

8. Rabbits 0 325 75 36 436

9. Non-human Primate 24 250 68 18 336

10. Sheep

11. Pigs 0 115 5 36 156

12. Other Farm Animals

13. Other Animais

lASSURANCE STATEMENTS

1) Professionally acceptable standards goveming the cars, treatment, and use of animais, including appropriate use of anestetic, anaigesic, and tranquilizing drugs, prior 1o, during, and following

actual research, teaching, testing, surgery, or axperimentation were followed by this research facility.
2) Each principal ir
3

has considered altematives to painful procedures.

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

investigator and approved by the Institutional Animai Cars and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In adcition to identifying the

IACUC-approved excaptions, this summary includes a brief axplanation of the exceptions, as weil as the spacies and number of animals affected.

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

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
( Chief Executive Officer or Legally Responsibie Institutional Official )
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Annual Report of Research Facility
October 1, 2001 to September 30, 2002
Huntingdon Life Sciences
Registration Number 22-R-0040

A) Explanation of Category E Studies

Note: For all studies listed below, the Principal Investigator provided written justification to the

DEC 09 20

Huntingdon Life Sciences Institutional Animal Care and Use Committee that agents may not be used to
alleviate pain or distress due to the potential for interference with the compound under investigation. Use
of these agents was withheld so as not to invalidate the evaluation of test compounds.

Species

Dogs

Rabbit

Monkey

Monkey

Swine

Number of
Category E
Animals

11

Study Type/Regulatory Reference Study
Objective'

Animals were exposed to test compound via A
intravenous administration for a single dose.

Test article effects were evident, resulting in

discontinuation of dosing in 6 affected animals.

This study was based on an FDA mandated study design.

Animals were exposed to test compound via oral gavage, E
once daily for 2 weeks. The study was designed to

determine preliminary toxicity assessment of the test article.
Five rabbits died/euthanized due to test article effects.

This study was based on an FDA mandated study design.

Animals were exposed to test compound via intravenous AD
administration for 4 weeks. Dose was discontinued in

seven animals exhibiting test article effects. This study

was based on an FDA mandated study design.

Animals were exposed to test compound via intravenous AB
administration once weekly for eight weeks. Test article

effects were evident in 4 animals. Affected animals were
euthanized. This study was based on an FDA mandated

study design.

Animals were to have been exposed to test compound via C
dermal administration once daily, for 13 weeks. Due to test
article effects, dose administration was discontinued after 3
weeks. Eleven animals exhibiting test article effects were
euthanized. This study was based on an FDA mandated

study design.

Study
Guidelines ’



Swine 5
Swine 7
. Swine 13

DEC 09 2002

Annual Report of Research Facility
October 1, 2001 to September 30, 2002
Huntingdon Life Sciences
Registration Number 22-R-0040

Animals were exposed to test compound via oral gavage AD
once daily for 28 days. Five animals were euthanized due

to test article effects. This study was based on an FDA

mandated study design.

Animals were exposed to test compound via dermal C
administration once daily for 28 days. Test article

effects were evident in 7 animals. This study was based

on an FDA mandated study design.

Animals were exposed to test compound via dermal C
administration once daily for 28 days. Test article

effects were evident in 13 animals. This study was

based on an FDA mandated study design.

B) Explanation of Category E Animals in which the use of agents to alleviate pain or distress was

not withheld.

Species Number of
Category E
Animals

Rabbit 31

Dog 3

Dog 23

Study Type/Regulatory Reference Study Study
Objective!  Guidelines *

Animals were exposed to test compound via E a,b
subcutaneous administration once daily for 2 weeks.

Animals exhibiting test article effects received supplemental

nutrition and were eventually euthanized.

Animals were exposed to test compound via 24 hour A
infusion. Three animals exhibiting test article effects

were treated with anti-emetics, fluids, and nutritional
supplementation. Dose was discontinued and

affected animals were euthanized. This study was

based on an FDA mandated study design.

Animals were exposed to test compound once via A
subcutaneous administration. Twenty-three animals

exhibited test article effects and were treated with

analgesics and topical treatments. This study was

based on an FDA mandated study design.



Dog

Dog

- Dog

Dog

Monkey

Monkey

Monkey

Cats

Annual Report of Research Facility
October 1, 2001 to September 30, 2002
Huntingdon Life Sciences
Registration Number 22-R-0040

Animals were exposed to test compound via single
intravenous administration. One animal died as a result
of test article effects.

Animals were exposed to test compound via intravenous
administration, three times. One animal was euthanized
due to test article effect. This study was based on an FDA
mandated study design.

Animals were exposed to test compound via intravenous
administration for 5 days. Test article effects were
observed in 4 animals. Three were treated with analgesics,
and one was euthanized. This study was based on an FDA
mandated study design.

Animals were exposed to test compound via oral gavage/
intravenous administration every 3 days. One animal was
euthanized due to effects attributed to test article.

Animals were exposed to test compound via oral
administration once daily for 2 weeks. One animal was
treated with supplemental nutrition, and one animal

was euthanized due to effects attributed to test article.
This study was based on an FDA mandated study design.

Animals were exposed to test compound via intravenous
infusion. Two animals were euthanized due to effects
attributed to test article. This study was based on an FDA
mandated study design.

Animals were exposed to test compound via intravenous
administration for 5 days. Three animals exhibited test
article effects. Dose was discontinued and animals were
euthanized. This study was based on an FDA mandated
study design.

Animals were exposed to test compound via single
intravenous administration. One animal was treated
with analgesics for surgical complications. This study
was based on an FDA mandated study design.

AF

AD

A

A

AF

JEC 09 2002

c,d

c,de



DEC 09 2002
Annual Report of Research Facility
October 1, 2001 to September 30, 2002
Huntingdon Life Sciences
Registration Number 22-R-0040

Assessment of systemic toxicity

Assessment of cardiovascular effects/toxicity
Assessment of dermal irritation

Assessment of pharmacokinetics/toxicokinetics
Assessment of maternal/embryo effects
Assessment of local toxicity (injection site)

MmO O w>

- 2 These studies were based on one of the following guidelines:

B)

ICH (International Conference on Harmonization of Technical Requirements for the Registration of Pharmaceuticals for
Human Use) Harmonized Tripartite Guidelines, Detection of Toxicity to Reproduction for Medicinal Products: Federal
Register V39, No. 183, Sept.22, 1994- Study Design 4.1.3, Study for Effects on Embryo-Fetal Development.

Japanese Ministry of Health & Welfare, PAB/PCD Notification No. 316, April 14, 1997.

Guidelines for General Pharmacology Studies, Japanese Ministry of Health & Welfare, PAB/NDD, Notification No. 4,

January 1991.
CPMP-986-96 Points to Consider, Cardiovascular Assessments, December 1997.

ICH (International Conference on Harmonization), Topic S7, Safety Pharmacology.

Summary of IACUC-approved exceptions to the Standards and Regulations:

8 dogs were exempted from the exercise requirement for 5 days while on study, during data collection via
subcutaneous telemetry implant.

4 dogs were exempted from the exercise requirement for 34 days during surgical recovery and test article
delivery via continuous intravenous infusion. :

10 dogs were exempted from the exercise requirement for 19 days due to surgical recovery and test article
delivery via continuous intravenous infusion.

12 dogs were exempted from the exercise requirement for 27 days during surgical recovery and data collection
via subcutaneous telemetry implant.

6 dogs were exempted from the exercise requirement for 6 days while on study, during data collection via
subcutaneous telemetry implant.

10 dogs were exempted from the exercise requirement for 41 days during surgical recovery and data collection
via subcutaneous telemetry implant.

6 dogs were exempted from the exercise requirement for 7 days while on study, in order to collect continuous
metabolism samples.
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Failure to report according to the regulations

B 2002

See attached form for
additional information

Interagency Report Control No.:

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

( TYPE OR PRINT )

ANNUAL REPORT OF RESEARCH FACILITY

1. CERTIFICATE NUMBER:

CUSTOMER NUMBER:

22-R-0041
173

FORM APPROVED
OMB NO. 0579-0036

N |

-Becton Dickinson And Co.
One Becton Drive
Franklin Lakes, NJ 07417

Telephone: (201) -847-6800

N

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

FACILITY LOCATIONS ( Sites ) - See Atached Listing

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

A B. Numberof - C. Number of D. Number of animals E. Number of animals upon which teaching, F.
animals being _ animais upon upon which experiments, resaarch, surgery 2r tests were
bred, which teaching, experiments. teaching, conducted involving accompanying pain or distress TOTAL NUMBER
Animals Covered conditioned, or research, research, surgery, or to the animals and for which the use of appropriate OF ANIMALS
By The Animai held for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Weifare Regulations teaching. tests were invalving have adversely affected the procedures, resuits, or COLUMNS
testing, conducted accompanying pain or interpretation of the teaching, research, exgeriments, (
experiments, involving na distress to the animals surgery, or tests. ( An explanation of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animais and the
surgery but not ye use of pain- appropnate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. Dogs
5. Cats
6. Guinea Pigs Cy ’ )( ) ‘ ) ) /090
~—r
7. Hamsters
]
s 233 )9 297

9. Non-human Primate

10. Sheep

11. Pigs

S50/

12. Other Farm Animals

13. Other Animals

Lo Jr\Qr\ @S

57

| Assurance statements

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

including appropri

actual ressarch, teaching, testing, surgery, or sxperimentation were followed by this research facility.

2) Each principal investigator has considered aitematives to painful procedurss.

use of ar ic, anal

and tranquilizing drugs, prior to, during, and foliowing

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 such

pi Is attached to this

IACUC-approved exceptions, this summary includes a brief explanation of the excaptions, as well as the speciss 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

| report. in addition to identifying the
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CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
( Chief Executive Officer or Legaily Responsible institutional Official )
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Sgecial Use:
Column E Explanation
This form is intended as an aid to completing the Column E explanation. It is not an 6rﬁcial form and its use is

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

1. Registration Number: 2A- R - CI)Q/ /

2. Number 1 70 of animals used in this study.

3. Species (common name) 6( L Nnéee ‘odﬁ of animals used in the study.

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

see ltem 6 below)
’P(.\n‘\ mfb\(,c:\nm (o\.Qo Comf)*om S +L\‘€.
Sens 4«26&10“&\ ]OFCCfSS
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,

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

Agency FDA 2 ’ CFR 5 8
TS0 ic9G43:/0
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This regort is required by aw (7 USC 2143). Failure to regort accerding to the regulations See adtached form for ’ Interagency Report Cantrol No.:
can additionat infcmation
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R-0050 FORM APPRGVED
" ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0575-3036
CUSTOMER NUMBER: 520 (\\ﬂ\
¥
S G S, U.S. Testing Company, Inc.
ANNUAL REPORT OF RESEARCH FACILITY 291 Fairfield Avenue
{ TYPE OR PRINT ) Fairfield, NJ 07004

Telephone: (2){ -575-5252

973
S

3. REPQRTING FACILITY ( Ust ail locations where animals were housed or used in actual research, testing, ar experimentation, cr held for these purposes. Altach additional sheets if necessary )

FACILITY LOCATIONS (Sites) - SesAmchedUsing #0 Passaic Avenue . .
Fairfield, NJ 07004

I REPCRT OF ANIMALS USED 8Y OR UNDER CONTROL OF RESEARCH FACIUITY ( Attach additional sheets if necassarv or usa APHIS Form 7023A | l
A B. Numberof C. Numberof D. Number of animais E. Numper of animals upan which teaching, F.
animals being arimais ugon upon which experiments, research, surgery or tasis were .
. bred, which teaching, exgeriments, teaching, conducted invalving accompanying £ain or distress TOTAL NUMBER
Animals Covered cenditioned. aor research, research, surgery, or ta the animais and for which the use of approg-iate OF ANIMALS
By The Animal heid ‘or use In experiments, or tasts were conducted anesthetic, analgesic, or tranquilizing drugs weuld ”
Waeifare Reguiatons teaching, tests wers involving have adversely affected the proceduras, resul's, ar
testing, conducted accompanying pain or Interpretation of the teaching, research, experirents, ( COLUMNS
expenments, involving no . distress g the animais surgery, cr tasts. { An explanation of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these arirrals and the
surgery but nct ye use of pain- appropriate anesthetic, 3 reasons such drugs were not used must te attached 0
reliaving drugs.
4. D
ogs N/A
“5. Cats . N/A
6. Guinea Pigs 0 468 0 172 A 640
7. Hamsters N / A
8. Rabuits 0 433 0 29 462
9. Non-human Primate . N / A
10. Sh
oep N/A
11. Pigs
¢ M’l/ A
12. Cther Farm Animals
NS
S yarsy
13. Other Animals .
N/A
| Assurance statements |
1) Professionally acceptabie standards goveming the care, t, snd use of ani , including appropriate use of ¢, anaigesic, and tranquilizing drugs, prior to, during, and following

sctual research, teaching, testing, surgery, or xperi icn were folk d by this h facility.
2) Each principal investigator has considersd akematives to painful procedures.

3) This facility is adhering to the standards and regulations under the Act, and it has required that P to the dards and reguiations be specified and explained by ths principal
investigstor and approved by the institutional Animal Care and Usa Committes (IACUC). A summary of ali such i Is attached to this | report. In addition to identifying the
IACUC-appraved exceptions, this summary inciudes a brief explanation of the exceptions. as well as the species and number of animals affected.

4) Thoamndinovchrinz'imIurmhMhdlkyhaappmpﬂdnmmodummmpmﬁtlmdm"whuymmwmm-mwddhumdumnwammd

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
( Chief Executive Officer or Legally Responsible Institutional Official )
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Registration #22-R-0050

COMMENTS, APHIS FORM 7023

The 172 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 resulits.

The 29 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 regulatlons
would have adversely affected the interpretation of the results.

It is the policy of the Toxicology Laboratory to use the minimum number of animals
necessary to ascertain hazards associated with chemical insult for any 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.

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

Dec Z,/La))

By: Date

TFORM\APHIS.02



This repe. 1s required by lew (7 USC 2143). Failure to report according to the regulaticns See attached form for Interagency Report Ceniret No.:
e, additional information
-

UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.R.0069 ‘ FORM APPROVED

ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO. 0579-0036
CUSTOMER NUMBER: 185

AN

Consumer Product Testing Co., Inc.
ANNUAL REPORT OF RESEARCH FACILITY 70 New Dutch Lane
(TYPE OR PRINT ) Fairfield, NJ 07004 NOY 26 2002

Telephone: %) -808-7111

3. REPORTING FACILITY ( List ail locations where animals were housed or used in actual research, testing, or expenmentation, or held far these purposes. Attach additional sheets if necessary }

FACILITY LOCATIONS ( Sitas ) - See Atached Listing

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

A B. Numberof - C. Number of D. Number of animals E. Number of animals upon which teaching, F.
animals being animals upon upen which experiments, research, surgery or tests were
bred, o which teaching, experiments, teaching, conducted involving accompanying pain or distress TOTAL NUMBER

Animals Covered conditioned, or research, research, surgery, or to the animals and for which the use of appropriate OF ANIMALS
By The Animal heid for use in experiments, or tests were conducted anesthetic, analgesic, or lranquilizing drugs would
Weifare Regulations teaching, tests were involving have adversely affected the procedures, resuits, o COLUMNS
testing, conducted accompanying pain or interpretation of the teaching, research, expernments, (
experiments, involving no distress t0 the animals surgery, or tests. ( An explanation of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, a reasons such drugs were not used must be attached to
relieving drugs.
4. Dogs
5. Cats
. Guinea Pigs ; .

8.G 9 97 3273 0 315 3588

7. Hamsters 0 42 0 6 48

8. i

Rabbits 16 1118 0 17 1195

9. Non-human Primate

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

| Assurance sTatements |

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

Each principal investigator has considered aitematives to painful procaduras.

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

investigator and approved by the Institutional Animal Cars and Usa Committee (LACUC). A summary of all such ptions Is attached to this | raport. In addition to identifying the
IACUC-approved axceptions, this summary inciudes a brief sxplanation of the excaptions, as well as the species and number of animals affected.

2
3

= =

4) The attending veterinarian for this research facility has appropriate authonity to ensure the provision of adequate veterinary cars and to oversee the adequacy of other aspects of animal care and
CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

1 Pl e ibison AR ans ar ] analk: D, ibla tmadib i, | AMRAial \

DATE SIGNED

VAU I




&% Consumer Product Testing Co.

EST. 1975

~

Facility Registration Numbe#: 22-R-0069

The animals listed in Column E of APHIS Form 7023 included 315 guinea pigs, 6
hamsters and 77 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 irritating 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 the 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 mentioned 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 associated with pain or distress, the
response was no more than momentary but the procedure was recorded as “painful”
nonetheless.

This report is submitted for the exclusive use of the person. partnership. or corporatior: to whom it is addressed. and neither the report nor the
name of these Laboratories nor any member of its staff. may be used in connection with the advertising or sale of any product or process
without written authorization.
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|3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or heid for these purposes. Attach additional sheets if necessary ) I

FACILITY LOCATIONS ( Sitas ) - See Atached Listing

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

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

Animats Coversd conditioned, or research, research, surgery, of 10 the animals and for which the use of appropriate frdiovivivps
By The Animal heid for use in experiments, or tests were conducted anesthetic, analgesic. o¢ tranquilizing drugs would
Woelfare Roguhﬂom t.eaehing, tests were Mviﬂg have ad ., - d the P dures, resuits, or CO U
testing, conducted accompanying pain or interpretation of the teaching, research, experiments, ( LUMNS
experiments, involving no distress to the animals surgery, or tests. ( An explanation of the procedures C+D+E)
research, or pain, distress, or and for which producing pain or distress in these animals and the
surgery but not ye use of pain- appropriate anesthetic, 3 reasons such drugs were not used must be attached to
refieving drugs.

4. Dogs

5. Cats

6. Guinea Pigs L’bao &48 ng‘g

7. Hamsters

/03 103
8. Rabbits

[696 2 155 1853

9. Non-human Primate

10. Sheep

11. Pigs

12. Other Fanm Animals

13. Other Animals

Fonnets,

/187 187

| Assurance stateEmenTs |

1) Professionally acceptable standards goveming the care, treatment, and use of animals, including appropri
actual research, teaching, testing, surgery, or experimentation were followed by this ressarch facility.

2) Each principal i ig: has idered ait tives to painful procedures.
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use of ar Igesic, and tranquilizing drugs, prior to, during, and following

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to aversee the adequacy of other aspects of animal care and
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Registration Number: 22-R-0082

ATTACHMENT TO USDA/APHIS ANNUAL REPORT OF RESEARCH FACILITY
EXPLANATION OF COLUMN “E” ENTRIES
10/01/01 through 9/30/02

140 Rabbits — Eye Irritation Test (OPPTS 870.2400): Three (3) of these animals vocalized
following instillation of the test compound but immediately became calm after they were returned
to their cage. Therefore, anesthetic was not considered. Although the remaining animals did not
exhibit overt signs of pain or distress, they exhibited ocular irritation scores above an arbitrary
threshold and were considered to be in distress as a result of their exposure to the test compound.
Although in the eye irritation test ocular anesthetic may be used prior to instillation, repeated
and/or prolonged anesthetic use could retard healing and possibly lead to collateral irritation
and/or subsequent corneal infection. Therefore, ocular anesthetic was not used on the animals
evidencing ocular irritation scores above this established threshold limit.

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

248 Guinea Pigs — Dermal Sensitization Test (OPPTS 870.2600): Similar to the dermal
irritation test noted above, these animals exhibited eschar and/or corrosion at the dose site, which
could indicate possible necrosis of the skin. In all cases, the area of exposure and subsequent skin
damage was < 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. If used, they might significantly alter the effects of the test
compound and compromise study results.
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[ 3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or expernimentation, or held for these purposes. Attach additional
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FACILITY LOCATIONS(sites)

EXXONMOBIL BIOMEDICAL SCIENCES, INC.
ANNANDALE, NJ 08801-0971

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 amimals upon E. Number of ammais upon which teaching, F.
animals being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted invoiving accompanying pain or distress TOTAL NO.
8y 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 canducted involving anesthetic,analgesic, or tranquilizing drugs wouid
teaching, testing, tests were accompanying pain or have adversaly affacted the procedures, results, or (Cais.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 expfanation 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 lo this report)
4. Dogs
5. Cats
6. Guinea Pigs 303 43 346
7. Hamsters
8. Rabbits 74 10 84
9. Non-Human Primates
10. Sheep
11. Pigs
12. Other Farm Animals
13. Other Animals
ASSURANCE STATEMENTS
1) Professionally accaptable standards goveming the care, treatment, and use of animals, inciuding appropriate use of anesthetic, anaigesic, and tranquilizing drugs, prior to. dunng,
and following actual research, teaching, testing, surgery, or experi ion were followed by this ch facility.
2) Each principal investigator has considered aitematives to painful procadures.
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 spacified and explained by the
principal investigator and approved by the Institutional Animat Care and Use Committee (IACUC). A y of ail the P is attached to this | report. In
addition to identifying the IACUC-approved ptions. this st y includes a brief explanation of the exceptions, as weil as the species and number of animals affected.
4) The attending veterinanan for this research facility has appropriate authority to ensure the provision of adequate veterinary care and o oversee the adequacy of other
aspects of animai care and use.
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APHIS Form 7023 Column E Explanation

This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official form and its
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists.

1. Registration Number: 22-R-0108

2/3. Species (common name) & Number of animals used in this study:

Guinea Pigs (43) Rabbits (10)

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

Three study types were identified as potentially producing pain or distress in rabbits or guinea pigs at ExxonMobil
Biomedical Sciences, Inc. (EMBSI) during the 2001 - 2002 APHIS census year. All three study types followed accepted
regulatory or international test guidelines (OECD 404, 405 and 406) and were conducted for regulatory purposes. These
study types and the related procedures are listed below:

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

The animals were not treated for pain or distress because the effects of the anesthetic/analgesic agents on the study
outcome were not known. In ocuiar irritation studies, recovery is a key endpoint. Anesthetic/analgesic agents may affect
this recovery pracess and may even increase the severity of the response. In guinea pig sensitization studies, the animals
must be observed for a designated period 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 exposure, any pain or
distress that may have occurred did not persist or progress, i.e., the responses observed were transient.

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
the Testing of Chemicals, Test Guideline 405, 1987
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