Interagency Report Contrui No

This renort 1s required by law (7 USC 2143) Failure to reporl according 1o the regulations can See reverse side lor

result it an order 10 cease and desisl and 1o be subject to penalties as provided for i Section 2150 additional information 0180-DOA-AN o
- UNITED STATES DEPARTMENT OF AGRICULTURE t. REGISTRATION NO. FORM APPROVED }
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OME NO 0579.0036
2. HEADQU/ 1 with USDA,
include Zi 22-R-0001, CustId 158

ANNUAL REPORT OF RESEARCH FACILITY

BELL L:‘\BS LUCENT TECHNOLOGI - )
(TYPE OR PRINT) BEC -5 200

600 MOUNTAIN AVENUE
P. 0. BOX 636
MURRAY HILL, NJ 07974

sheels il necessary )

3. REPORTING FACILITY (List all locations where amimals were housed or used in aclual research, lesting, teaching, or experimentation, or held for these purposes. Attach additional

FACILITY LOCATIONS (Sites)

Bell Laboratories, Lucent Technologies

600 Mountain

Ave.

Rm 1C-423, Murray Hill,

NJ 07974

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

A B. Number ot C Number of D Number of animals upon E. Number of amimals upon which teaching, F.
animals being animals upon which experiments expenments, research, surgery or lesx; were
Animats Covered bred, which leaching, teaching research‘ conducted involving accompanying pain or dlslr_ess
By The Animal conditioned, or research, surgery ‘or lesls w.ere to the animais and tor which lhg use of appropriate TOTAL NO
Weltare Regulations held for use in experiments, or corlduc(ed mvolving anesthelic, anaigesic, or lranquilizing drugs wouid OF ANIMALS
teaching, lesting, tesls were accompanying pain or have adversely atiected the procedures, resulls, or
experiments, conducted distress to the ammals inferpretation of the teaching, research,
research, or involving no and for which appropriate experiments, surgery, or lests. (An qxplanafion of (Cols. C +
surgery but not pain, distress, or anesthelic, analgesic, or the procedures producing pain or distress in these D + E)
yet used for such use ol pan- lranquihzirllg drugs wlere animals and the reasons such drugs were nol used
purposes. relieving drugs. used musl be attached to this report).
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits
9. Non-human Primates
10. Sheep
11._Pigs
12. Other Animals
Zebra Fish 100 0 100 0 100
00
Slugs 500 0 500 0 5
Rats 20 0 200 0 200
Zebra Finch 10 0 100 0 100
Gold Fish 20 0 200 0 200

FSSURANCE STATEMENTS

1) Prolessionally acceptable standards governing the care, treatment, and use of animals, including approriate use of anesthetic, analgesic, and tranquilizing drugs, prior 10, during,
and lollowing actual research, teaching, testing, surgery, or experimentalion were tollowed by this research facihity.

2) Each prncipal mvestigator has considered allernatives (o pamtul procedures
3) This tacihity 1s adhering 1o 1he standards and regulations under the Act, and it has required that exceptions 1o the standards and regulations be specified and explamed by the
principat investigator and approved by the Institinional Ansmal Care and Use Commillee (IACUC) A summary of ali such exceptions is attached to this annual report. In
addition 1o identitying the IACUC-approved exceptions, this suinmary includes a birie! explanation ol the excephions, as well as the species and number of anunals aftecled
4) The allendmg vetenmarian for this research faciity has appropuate authorily 10 ensure the provision of adequate veterinary care and 10 oversee the adeguacy ol other aspects of
annnal care and use
CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
OIS 42 ANPET_ - . . W _ ..M s ERNY » PO s PP S
SIGNAT DATE SIGNED
i1 lzofeo
APHIS FORM 7023 =it on Yo BORM 1Y 23 (O0T B8 whach s obsolete )

CAUG 91



See reverse side {ofr
additional information.

This *eport Is required by law (7 USC 2143) Failure 10 repori accarding fo the reguialions can
resull 1n an order to cease and desist and o be subject 10 penalties as pwylded tor n Sepliorm 2150.

Interagency Keporl Control No
0180-DOA-AN Qbf‘/

L~

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SESV[‘FP 2 :
U6 200

. REGISTRATION NO.
[

2'HEADC 55 R_0005, Cust ld 8203

includ

. #

(-

ANNUAL REPORT OF RESEARCH FACILITY = ---
(TYPE OR PRINT)

b)(6). (D
N J STATE DEPT OF HEALTH
CN 360
TRENTON, NJ 08625

L4
FORM APPROVED
OMB NO. 0579-0036

red with USDA,

sheels il necessary )

3. REPORTING FACILITY (List all locations where animais were housed or used in aclual research, testing, leaching, or experimentation, or held for these purposes. Altach additionat

FACILITY LOCATIONS (Sites)

Laboratory Bldg. - PH&EL

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

A B. Number ol» C Number ot D. Number of snmals upon E. Number of antmals upon which teaching, F.

amimals being animals upon which experiments experniments, research, surgery or lesls_ were
Animals Covered bred, whicn leaching, teaching researchl conducied involving accompaiying pain or distress
By The Animal conditioned, or research, surgery ‘m \ests w'ere 1o the animals and for which lhg use of appropriate TOTAL NO
Wellare Regulations held tor use in experiments, or cunducfed involving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALS

teaching, testing, lesls were accompanying pain or have adversely attecied the procedures, results, or
experiments, conducted distress (o the animals interpretation of the teaching, research, )
research, or mnvolving no and for which appropriate experiments, surgery, or tests. {An prlana_hon of {Cols. C +
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these D + E)
yet used lor such use ol pan- lranquihzir‘xg drugs were animals and the reasons such drugs were nol used
purposes. relieving drugs. used must be attached to this report).

4. Dogs \\\\\\

5. Cats \

6. Guinea Pigs \

7. Hamsters \\\\\

8. Rabbis \

9. Non-human Primates \\ - .

10. Sheep ‘\\<::j;7

11, Pigs \

12. Other Farm Animals \

13. Other Animals \

| ASSURANCE STATEMENTS

]

2)

3)

4)

Prolessionally acceptable standards governing the care, treatment, and use of animals, including approriate use ol anesthetic, analgesic, and tranquilizing drugs, prior to, during,
and tollowing actual research, leaching, testing, surgery, or expenmentation were tollowed by this research facility.

Each principal investigator has considered alternatives 1o pamiul procedures

This tacility is adhering 10 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 investigalor and approved by the lastitutional Animmal 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 sumnmary includes a brie! explanation of the exceptions, as well as the species and number ol animals aflected

The atlending velennarian Jor this research taciity has appropniate authonty 10 ensure the provision ol adequate velerinary care and 1o oversee the adequacy ot other aspects of

snimal care and use

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional Official)
I cerhily that the above is true, correct, and complete (7 US C Seclion 2143)

SIGNATURE OI

W)

DATE SIGNED

Y-2) 00

APHIS FORM 7023 ST
CAUG Y1)

S Vs ECRM 18 23 1OCT 88 whoach s obsolote )




Interagency Report Conlrot Nu
0180-DOA-AN

See reverse side lor
additional information.

This repor! 1s required by law (7 USC 2143) Failure to report according to the regulations can
resull 1n an order 1o cease and desist and to be subject 10 penallies as provided for i Section 2150.
s

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

1. REGISTRATION NO. .
2z R-0¢i}

2. HEADQUA’
5 fnclude Zip 22-R-0013, CustId 163

FORM APPROVED
OMB NO 0579-0036

twith USDA

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT) WORLDWIDE MOBILE VETERINARY UNIT

8 FOX HUNT DRIVE T,
ROCKAWAY, NJ 07866 DEC ~H ¢
A

3. REPORTING FACILITY (List all locations where animals were housed or used in acluai res
sheels i necessary )

earch, testing, teaching, or experimentation, or held for these purposes. Atlach additional

FACILITY LOCATIONS (Sites)

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

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

animals being animais upon which experiments experiments, research, surgery or lests were
Animails Covered bred, which teaching, teaching resealch‘ conducled involving accompanying pain or d's!r_ess
By The Animal conditioned, or research, surgery ’0( lests w.ere to the animals and for which Iht_e use of appropriate TOTAL NO
Weltare Regulations held lor use in experiments, or conduc|.ed involtving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALs

teaching, tesling, tests were accompanying pain or have adversely alfecied the procedures, resulls, or
experiments, conducted distress 10 the awimals interpretation of the leaching, research, )
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of (Cols. C +
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these D + E)
yet used for such use ol pain- lranquiliziﬂg drugs w‘ere animals and the reasons such drugs were not used
purposes retieving drugs. used must be attached lo this report).

4. Dogs

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-human Primates

10. Sheep

=

11. Pigs 52-— -bL

12. Other Farm Animals

13. Other Animals

| Assurance statements

b}

4)

Protessionally acceptable standards governing the care, treatment, and use ol animals, including approriate use of anesthelic, analgesic, and tranquilizing drugs, prior to, during,
and lollowing actual research, teaching, testing, surgery, or expenimentation were lollowed by this research facitity.

Each principal investigalor has considered allernatives 10 panvul procedures

This tacility is adhenng 1o the standards and regulations under the Act, and i1 has required that exceplions to the standards and regulations be specitied and explained by the
prncipal investigalor and approved by the Institutionai Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In
addihon 10 identitying the IACUC-approved exceplions, this summmary includes a brief explanation of the exceplions, as well as the species and number ot animals affected

The attending vetennanan for this research tacility has appropriate authornity 10 ensute the provision of adequate velerinary care and 10 oversee the adequacy ot other aspects of

ammal care and use.

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional Official)
I certily that 1he above is true, correct, and comptete (7 U S C Section 2143)

APHIS FORM 7023

PAUG 1)

QINNATIHRE AE M E N AD INSTITIHITIAKAL AECINIAL

Scinaces Vo BORKM e 03 (OCT BEs

wlhint hog ohnolcete )

DATE SIGNED

12-1-w




I T UNITED STATES DEPARTMENT OF AGRICULTURE
<+ ANIMAL AND PLANT HEALTH INSPECTION SERVICE

T At e .

ANNUAL REPORT OF RESEARCH FACIL!
(TYPE OR PRINT) B

. .

10/1/99 - 9/30/00

I~ .

W 22-R-0012%

1. REGISTRATION NO. I

-
FOAM APPROVED

OMB NO. 0579-0038
/

MR Cnchugs =

22-R-0014, Cust!d 164

NOVARTIS CUrtPORATION
PHARMACEUTICALS DIVISION
556 MORRIS AVENUE

2. HEADQUARTERS RESEAACH uraup‘ (Name and Address. ed registered v:i 550* /

|

|

|
|

__/Attach aaditionat

sheels f necessary.)

3. REPORTING FACILITY (List all locations where animals wera housed or used in actual research, ley SUMMIT, NJ 07301

FACILITY LOCATIONS (Siles)

Buildings 130 & 1

33

556 Morris Avenue

Summit., NJ 07901
[REPORT OF ANIMALS USED 8Y OR UNDER CONTROL OF RESEARCH FACILITY (Aitach addidiltonul sheets il necessury or use APHIS FORM 7023A) °
Al B. Nuinber ol. C Number ot 0. Number of anunals upon £ Number of animails upon whuch leaching, r
anmimals being animals upon which experiments axperniments, resaarch, surgery or los(s_ were
Animals Covared beed. which teaching, teaching, resaacch. conducled involving 3CCOMpPUnying pain or distress
By The Amimat conditioned, or research, surgery. :y lests ""a fo the animals and !Ol which lhcvu‘sa of appropriate TOTAL NO.
Weilare Regulations heid lor use in experiments, of conduc;od invalving anesthalic, anaigesic, or tranquilizing drugs would OF ANIMALS
teaching, tesling, lesls waras accompanying pain o have adversely allecied the procedures, resulls, or
axperiments, conducted disiress 10 Ihe animals interpratation of the teaching, research,
resaarch, or involving no and lar which appropriate axperiments, surgery, or lests. (An explanation of (Cols. C «
surgery but not pain, distress, or anesthelic, analgesic, of the procedures producing pamn or distress in these 0+ E)
yet used for such usae of pain- tranquilitit.\g drugs "e“ animals and Ihe reasons such drugs were nol used
purposes. ralieving drugs. used. must be attached to thus report).
- 24 32 -
4. Dogs 56
5. Cats — _
. ) - 2 2 -
6. Guinea Pigs 9 9 58
7. Hamsters : 189 - 189
3. Rabbits : 186 839 - 1025
9. Non-human Pnmates 2 12 84 - 98
10. Sheep — - - - -
11__Pigs - - 39 - 39
12. Other Farm Animals ~ - - - -
Goats - - 20 - 20
13. Other Animals -
[ AsSURANCE STATEMENTS

1) Prolessonally acceplabie $13ndards governing the cure, treatment, and use of Jmimals, mcluding Jopronate ute ol Jnesthalic, anaigesic, and lranguiing drugs, peror 10, during,
and 10llowing actuadl rasaarch, teaching, tesling, surgary, of experimeniaiion were followed by ttus reseurch facilily

21 Each pemcipal invesingaivr has considered Jiterndiives 10 pumiul procedures

3) They tacitity 13 adhanng 10 the standurds Jnd roQuistions undur 1he Act, and 1l has recquied Thal exceplions 10 (he 31andards and requiations De 1pecitied und expivinmed Dy the
principal nvestsgatur 3nd appruved Ly the Institubunal Anunal Cure and Use Corminities (ACUC) A summary of all such exceplions is attached 10 this annual report. In
sddiiion 10 daniryng 1he IACUC sppruved exceptians, this suinmary includes 4 beiel axpiunation of 1he exceplivns, I3 weil us the species and NUMDe of snunuly slteTed

@ The sitendug verennarian lor 1he, reaeatCh LAty Nay spprupridle suthunly (O ansura The provision ol sdoquute velenindry Care and 1 Overscd [he ddequacy ul uiher aspects ul

ennnial Care dind uve

CERTIFICATION RY HHEADQUARTES RESEARCH FACILITY QFFICIAL
(Chicl Exccutive Officer or Legally Responsible Institutional Official)
Fowrtily INGE Thae aUove 15 tere, Cowrecl, und Cannplate (7 U S C Set tuvn 2143y

OATE SIGNED

Y/




This report 1s required by law (7 USC 2143} Failure 10 report according 1o the reguialions can See reverse side for '0'“‘38‘.‘88"':{\3“9“” Contioi Nu
resull in an order 1o cease and desist and 10 be subject 1o penaluies as provided lor in Section 2150. ~ additional information. N
UNITED STATES DEPARTMENT OF AGRICULTURE : 1. REGISTRATION NO. FORM APPROVE’\QJ
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

OMB NQO 0573-0036

g 2. HEADQUARTERR REQFARCH FACH ITY (Namae and Arddrace ac rocictarad with USDA,
) ' include Zip
T 22.R-0016, Cust Id 174
ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT) JOHNSON & JOHNSON CONSUMER PRODUCTS INC.

RESEARCH & DEVELOPMENT
199 GRANDVIEW ROAD
SKILLMAN, NJ 08558 ——

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, 1eSINg, leuviinny, ur GapsInHGIGLVT, W NG w1 1osas purpusea. ~oaCh additional
sheels il necessary )

FACILITY LOCATIONS (Sites)

Johnson & Johnson Barton West End Facilities
Consumer—Products—Werldwide
Skillman, New Jersey Oxford, New Jersey
[ REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditional sheels if necessary or use APHIS FORM 7023A) °
A B Number of C Number of 0. Number of amnals upon E. Number of anunals upon which teaching, F.
ammals being anmnats upon which experiments expenments, research, surgery or tests were
Amimals Covered bred, which leaching, teaching research. conducted involving accompanying pain or dlslv_ess
By The Animal conditioned, or research, surgery ’0’ tests w‘ere 1o the animals and tor which lhg use of appropriate TOTAL NO
Wellare Regulations hetd tor use in experiments, or COlIdUC{ed mvolving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALSs
teaching, fesling, lesis were accompanying pain or have adversely atfected the procedures, results, or
experiments, conducted distress 1o the ammals inferprelation of the teaching, research, )
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of {Cois. C +
surgery but not pawn, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these D+ E)
yel used tor such use of pain- Irarlquillzi\:\g drugs w‘eve animals and the reasons such drugs were nol used
purposes relieving drugs. used must be attached lo this report).
4. Dogs Q
5. Cals 0
6. Guinea Pigs 376 178 554

7. Hamsters 290 290

8. Rabbils 348 348

9. Non-human Primates 0

10. Sheep 0

11. Pigs 133* 133

12. Other Farm Animals 0
13. Other Animals 0]
*Two pigs wer rton's West End Facilities

I ASSURANCE STATEMENTS

1} Protessionaily acceptable standards governing the care, treatment, and use ol animals, including approriate use of anesthetic, analgesic, and tranquilizing drugs, prior 10, during,
and tollowing actual research, leaching, testing, surgery, or expenmentation were lollowed by this research lacitity.

2} Each principal investigator has considered alternatives 1o pamiul procedures
3) This tacilny is adhering to the standards and regulations under the Act, and it has required thal exceptions 10 the standards and regulations be specilied and explained by the
principal investigator and approved by the Institutionat Annmal Care and Use Committee (IACUC). A summary of all such exceplions is attached to this annual report. In

addition 10 dentitying the tACUC-approved exceplions, this sunmary includes a briet explanation of the exceptions, as well as the species and number of annnals aftected

4) The altending vetermanan for this sesearch lacility has appropriste authonty 10 ensure the provision of adequate veternary care and to oversee the adequacy of other aspects ol
ammal care and use.

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

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

"['0[00

APHIS rumivi ruca Vel e Vo AR T O 0 R whoch s nhsolote )

(AUG 9T



This repor is required by law (7 USC 2143). Failure to report according 10 the requiations can
resull in an order 10 cease and desisl and 10 be subject 1o penalties as provided for in Section 2150.

See reverse side for

additional inlormation. 0180-DOA-AN

Interagency Report Comr

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
{TYPE OR PRINT)

1. REGISTRATION NO.

22-R~0020

Ay
FORM APPROVJ

OMB NO. 0579-0036

DEC

185 South Orange Avenue
MSB A-604

Newark NJ 07103-2714
status: Active

2. HEADQUARTERS RESEARCH FACILITY (Name and Addrass, as registered with USOA
include Zip Cods) njversity of Medicine & Dentistry

sheels If necessary.)

3. REPORTING FACILITY (Ltst all localions wheva animals were housed of usad in aclual research, testing, teaching, or experimentation, or held lor thess purposes. Atlach additional

FACILITY LOCATIONS (Siles)

FENRT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Aftach adidilional sheets il necussary or use APHIS FORM 7023A)

A B. Number ot C Number ot D. Number of aninals upon €. Number ol animals upon which teaching, F.
animais being animatls upon which experiments, experiments, resqavch. surgery or |esl§ were
Animals Covered bred, which teaching, leaching, research conducted involving accompanying pain or distress
8y The Animal conditioned, or resaarch, suigery, ;” (asis w;!ve 10 the animals and lor which the use of appropriate TOTAL NO.
Wellare Regulalions heid tor use in experiments, or conducted involving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALs
teaching, testing, lesls were accompanying pain o ‘havn adver_so(y affected the procedures, resulils, or
experiments, conducted distress to the animals mle:pvelallon of the teaching, research,
resaarch, or involving no and for which appropriate experiments, surgery, of tests. (An explanation of (Cols. C +
surgery bul not pain, distress, or anesthelic, analgesic, or the procedures producing pain or distress in these D + E)
yel used lor such use of pain- ra uilizl. e w'ere animals and the reasons such drugs were nol used
purposes. relieving drugs. use“: g drugs must be attached o this report).
4. Dogs o 41 41
I
5. Cats 82 82
6. Gunea Pigs 14 14
7. Hamsters 205 205
8. Rabbits 157 157
9. Non-human Primaies
10. Sheep
11. Pigs 94 94
12. Other Farm Animals
13. Other Animals
Gerbils 19 19
S.A. Opossums 20 20

ASSURANCE STATEMENTS

1) Prolessionally acceptable standards governing the care, treatment, and use of animals, mcluding approriate use ol anesthetic, anaigesic, and lranquilizing drugs, priar 10, during,
and following actual research, leaching, testing, surygery, or expenimeniafion werse followed by this research lacility.

2). Each principai investigator has

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

idered allernatiy

10 pantul pe

prncipal investigalor and approved by Lhe Instilulional Animal Care and Use Committee (IACUC). A summary ol all such exceptions is attached to this annual report. in

addstion o idenlilying the IACUC-appruved exceplions, this suinmary includes a briet expi.

4

-

anitnal care and use.

The attending vetesinarian tor Lhis research lacility has appropriate authonly to

to the standards and regulations be specilied and explained by the
ation of the P . as well as the species and number of anunals altecied.
the pr ion of q velerinary care and 10 oversee he adequacy of olher aspects ol

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional Official)
1 ceriity that the abave is true, correcl, and complete (7 U S C Sochion 2143)

SINNATIIAE OF £ F 0 AR INSTITUTINNAL OFFICIAL T aaaic s nmE A A e A Aa ieTmiviALIL: AEEIAaT - - DATE SIGNED
1/36/0°
-
Ariio runm sruco PCERIBLES YO TUMM 10°¢) (WAL 00), WITHI IS DDSOIE )

(AUG 91)




1 oy He 1 Contrui No
This repcrt1s required by law (7 USC 2143) Fallure 10 report according 1o the requlaitons can See reverse side lor nieragency Hepor Hro

i i A 0180-DOA-AN
result i an order 10 cease and desist and 10 be subjecl 1o penalties as provided for in Section 2150. additional inlormation 0-DO
- UNITED STATES DEPARTMENT OF AGRICULTURE ’ 1. REGISTRATION NO. FORM APPROVED 7
ANIMAL AND PLANT HEALTH INSPECTION SERVICE ’ OMB NO_0579-0036
2. HEADQ! ' APYCRe neceanal sana ey e ‘ored with USDA,
includ:

22-R-0012, Custld 172

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT) ETHICON, INC.
P.0. BOX 151

SOMERVILLE, NJ 08876

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, lesting, 1eacming, or expenimentalion, or held for these purposes. Atlach additonal
sheels il necessary )

FACILITY LOCATIONS (Sites)

ETHICON, INC.
P.0. Box 151

SOMERVILLE, NJ 08876

FE PORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Altach adutilional sheets if necessary or use APHIS FORM 7023A) *

A B. Number of C Number of 0. Number of ammals upon E. Number of anunals upon which teaching, F.
animals being ammals upon which experiments expenmem‘s‘ research, surgery or les!s_ were
Animals Covered bred, which teaching, teaching research' conducled involving accompanying pain or dnslr_ess
By The Animal conditioned, or reseaich, surgery or lests w'ere 1o the animals and for which the use ol appropriate TOTAL NO
Wellare Regulalions held lor use in expenments, or co:\duc;ed mvolving anesthetic, anaigesic, or Iranquilizing drugs wouid OF ANIMALs
leaching, lesting, tests were accompanying pain or have adversely aflected the procedures, resulls, or
experiments, conducted distress to the ammals interpretation of the teaching, research, )
research, or involving no and lor which appropriate experinents, surgery, or leslts. (An axplanaﬂon of {Cols. C +
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these D+ E)
yet used for such use ol pain- lranquihzir'\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 1 21% 21
5. Cats
6. Gumea Pigs
7. Hamsters
8. Rabbits 94% 94
9. Non-human Primates
10. Sheep 6% 6°
11._Pigs 430%* 430
12. Other Farm Animals
Goat 3 43% 43
13. Other Animals
Note: y Dogs, 3 Rabbits,| 6 Sheep, 10 Goats & 416 Pigs were invglved
were involvpd in termihal operative ptrocedures.

l ASSURANCE STATEMENTS

1) Protessionally accepiable standards governing the care, trealment, and use of animals, including approriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during,
and lollowing actual research, leaching, 1esting, surgery, ar expenmentalion were lollowed by this research lacility.

2) Each prncipal investigalor has considered allernatives 10 pamiul procedures

3) Thas taciity is adhering 1o the standards and regulations under the Acl, and it has required that exceptions 10 the standards and regulalions be specified and explained by the
principal investigator and approved by the Instilutional Ammal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In
addihion 1o 1dentitying the IACUC-approved exceplions, this summary includes a brief explanation of the exceplions, as well as the species and number of anitmats affected

4)  The allending vetennanan lor this research tacility has appropniate suthonly 10 ensure the provision ol adequale velerinary care and 1o oversee the adequocy ol other aspects of
amnal care and use

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional Official)
| certily that the above is rue, correct, and complete (7 U S C Sechion 2143)
DATE SIGNED
’ i
,¢/§L/Zﬂ
APHIS FORM 7023 Repiin s /% FOREE 1n 2% O T BB whichos obaolete )

tAUG 971)



u'm:.uQ‘:T .

rgsull 1N an ofaar io coase and Jae'sl and 10 Da YUbiUC] 10 panallias Ag Providee lor 1 Section 2150,

2. 2000w ( 2:B7PMFanuebdT 252 T2ZDihe cequintiens can See rovaree sioe lor I

{0, 531 rugened | 5./ Cwutiv No
addienal Inlovmafion. o

t180-DQA-aN

UNITEDR STATES DEFARTMENT OF AGRICULTURE

1. REGISTRATION NO.
ANINAL AND PLANT NEALTH INSPECTION SERVICE

FORM APPROVED
OMB NQ 0579-0036

. . 2. HEADQUARYERS RESEARCH FACILITY (Name and dcdcame -
‘A include Zip ~o-t T T

LT 22.R0028, Custid 168
ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

d with USOA

éﬁiSTOLrMYERS SQUIBB COMPANY
P.0, BOX 4000
PRINCETON, NJ 08543

3. REPORTING FACILITY (Lis) all localions whore-aremals were housad of usbd in acludl rosadrcn, lesiing,
sheels il necessdry )

- e pvabe PUIPOEAE. Alfach agamonal

FACILITY LOCATIONS (Sifen)

Somerville, New Jersey Attachment J

10/1/99 - 9/30/00 Page 1 of 1

] REPORT OF ~NIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (amach sitititinial eheels i necussafy or use APHIS FORM /023A) *

A B, Number ol € Number of 0. Nurnber of snunaly upon | B Numbar of animals upon which teaching, F.

ammais beng ahlmal upon which saparinents, enperimenis, fesearch, surgery of lesis wera
Animals Covared bred, which leaching, leachmg, tusearch, conduclod invelving accompanying paln or aistress
8y The Animal condi(ioned, o¢ 1esa0rch, surgery, or lesia ware o [he animals and 1or which the use af approptiate TOTAL NO
wellare Ragulations neld for use ip enperimen(s, of conduciad mvelving ancsihehic. analgask, or tranquilizing drugs would OF ANIMALS

1enching, lesiing, 1asis wora accompanying poin or have advarsely alfecied tha pracedures, 1esulls, of
axpeniments, conducled disirass to the ammalg intsrpretation of Ine leaching. research,
taspIrch, or Involving no angd lor which ppropriols experimanis, surgery, ar 18618 (An explanation of (Cols. C »
surgery bul not pan, dlsiress. or snesthalia, analgesic, of iha procedurst producing pain o+ disfross in thece D+ E)
yel used for such use af pan- {ronguilizing drugs wore #nimais and Ihe resEons auch drugs were nof used
PUIPOROE. ralleving drugs usad mus!l be antached (o (Nig repor).

4. Dogs

5. Cais

6. Gumnea Pigs

7. Hamswers

8. _Reabbils

9. _Non-human Pnmales 326

10. Sheep

11, Pigs

12. Other Farm Animats_

13. Olher Animals

[ ASSURANCE STATEMENTE

R A A

——

L

2]

J)

4

Prulessianally acceplabile siandards gaverning tho care, Ireatmani. and use of anlmals, including spproricte use ol anesinalic, anaigesic, and tranquilizing drugs, prioe (o, durtng,
ond (oluwing &ciual research, leaching, laching, surgery, or ekparimentation were Inllowad by 1he research laciiity.

Euch principal inveshgalor has considerad aternaslives 1o pomiul procedures.

This tucthty 16 agheong 10 1ha slandords and regulstions under Ihe Act, and it has rzddirad (Nl exceplions 16 (he slandarde and reguidlions de spec)iizd and exploined by Ihe
peenupal investigotor and approved by (he Insbilutionsl Apnnat Care and Use Corvmnlilag (ACUC) A summary of all such eaceplions is atlached 10 INs annual raport, In
«ddition (o idoniitying the IACUC - upproved inns, 1his sum y includes @ briel explanation of the pllons, 36 well 48 Ihe Epecies 8RM Numbar oF anhnals atiecied

The attendmg vetermarnan lor this resdarch looiity Das upprapiniate autharily (6 easure the provision al adequale volonnary care and 19 overses Ihe aveyuacy ol oiher asputis bi

L]
SIGNATURE OF C.EC

APHIS FORM 7023

(Regluvey VS FORM 18-23 (OCT 88). which 18 ndsolula )

wnlingf core snd 1%o.
D7GNED
d ] 0

<

(AUG 91)



“his TRDUM 1S reguITeq Dy iow (/1 UYL <183

FLilure 10 repUIt aCCOIUING W 1N TEtyhaliVinD Lall

rasull 1N an Oraer 10 Cease and Jesisl 3NG |0 De Sulwect 10 penaities as Pprovice tor in Section 2150

UNITED STATES DEPARTMENT OF AGRICULTURE

SEE IEYEIE 3C
agdilional niormanion

3180-OCA-AN

ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

-

1. REGISTRATION NO.

22-R-0028

“J3RM APPROVED
~MB NO 0579-0038

3. REPORTING FACILITY (List ol locations whers animals were housed of used In aclual resedsch, tesiing,
sheels ) necessary )

2. HEADQUARTERS RESEARCH FACILITY (Name ana dacencs -
include Zip 7o T

22-R-0028, Cust id 168

BRISTOL-MYERS SQuigB UUMPANY
£.0. BOX 4000
PRINCETON, NJ 08543

- DR

“a with USDA

purposes. Allach 2001110031

FACILITY LOCATIONS (Sites)

Hopewell, NJ

Attachment I

10/1/99 - 9/30/00

Page 1 of 1

A

B Number of

C Number ol

[REPORT OF ANIMALS USED 8Y OR UNDER CONTROL OF RESEARCH FACILITY (aftach aciihional sheets if necessury or use APHIS FORM 7023A) °

Ammals Covered
By The Animal

ammais being
bred,
conditionad. or

ammals upon
which 1eaching,

D. Number of annals upon
which experinents,
feaching, fesearch,

E. Number ol animais upon which teaching,

F.
experiments, research, surgery or tesis were

conducied involving acComMpPInying pawn or distress

research, surgery, of 1ests were 10 1he animais and lor which ihe use of appropriate TOTAL NO.
Wellare Reguiations heid lor use In expenmenis, or conducied mvulving anesthenc, analgesic, or 17anquilizing drugs would OF ANIMALS

leaching, lesting, 1esls were accompanying pamn or have adversely atlecied the procedures, resuils, or
expenments, conducted grsiress 10 the ammals inferpretation ot 1thae 1eaching, research,
resaarch, or involving no and for which appropriale experunents, surgery, or iesis. (An eapianafion of (Cols. C +
surgery but not pamn, disiress, or anesihelic, anaigesic. o the procedures producing pain or distress in these D + E)
yel used lor such use of pan- |vav|qu|llzl;|g drugs w.eu animais and the reasons such orugs were nol used
purposes. reheving 4rugs used must be attached to thus report).

4. Doags 10 10

5. Cats

6. Guinea Pigs

7. Hamsters 105 105

8. Rabbis

9. Non-human Pnmales 87 40 40 167

10. Sheep

11. Pugs 0

12. Other Farm Animais

13. Other Animals

[ ASSURANCE STATEMENTS

n

2)

3

4)

Prulessionaily acceplabie standards governing the care, treaiment, and use of ammals, mcluding sppronate use of anesihelic, anaigesic. and tranquilizing drugs, pror 10, duning,
and lollowing actual resaasch, leaching, 1esiing, surgery, or expenimeniaiion were lollowed by this research lacility.

€ach principal investigalor has conssdered allernatives 1o pamiul procedures.

This laciily 15 adhernng 10 Ihe standards and regulations under the A, aud 1t has required That excaplions 10 the siandards and regulalions be specified and expiained Dy the

puncipal Invesligalor and approved Ly the Inshutonal Animal Care and Use Commities (IACUC) A summary of all such exceptions is attached to this annual report. In
addhiron {0 identitying the IACUC-approved axceplions, Hhis suimmary Includes a briel expia

[} ol the

P . as well as the specres and number of aninals allected

The atlending vetennanan tor 1hes research lacihty has appropaale sulhurily 10 ensure the pruvision ol adequale velennary care and 10 oversee Lhe adequ&y ol olher aspects ot
onunal care and use.

SIGNATURE OF

APHIS FORN

(AUG 9

BSOS &

= . .

DATE S

€D

//m




This 1eport 1S required by law {7 USC 2143) Fadure 10 report accoraing 10 the requialions can
reSull I an oroer 10 cease and desisl and 10 be subyect 10 penallie as provio~d 101 1in Sectson 2150.

See reverse side los
Adciional ntormatwon.

MIETUYENCY ReDOl LML mu
0180-DOA-AN

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. [
ORM APPROVED
o ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO 0579-0038
. e 2. HEADQUARTERS RESEARCH FACILITY (Name ann acidemas -- d with USDA,
‘A include Zip ©--*
. 22-R0028, Custid 168
ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT) BRISTOL-MYERS SQUIBB COMPANY
P.O. BOX 4000
PRINCETON, NJ 08543
3. REPORTING FACILITY (Lisi all locations where-anunais were housed Of used in 3CIudl resaaich, lesing, o oam CenTa NP Allach 4
sheels il necessary.) .
FACILITY LOCATIONS (Sies)
Lawrenceville, New Jersey Attachment K B
10/01/99 - 03/31/00 Page 1 of 1
I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY Altach au d sheets o ¢ ury or use APHIS FORM 7023A) °*
A B. Number of € Numbes of D. Number of suwnals upon | € Number ol animals upon which leaching, g
ansmais being ammals upon which expernents, axp-nmenn :mcn surgery or lesis vm "
Animais Covered bred, which teaching, teaciung, research, ying pain or d .
By The Animal conditioned, oF ressarch, surgery. o lesls wers to the animais and lo' wh-:h the use of appropriate - TOTAL NO.
Wellare Reguialions heid lor use In P or " ) anesthelic, analgesic, or iranquiizing drugs would OF ANIMALS
. 1eaching, iesling, tlests were accompanying pau\,ov have adversely alfecied the procedures, resulls, or -
expenments, conducied distress 10 the ammals interpreiation of the leaching, research,
research, or involving no and lor which appeopriate expenments, surgery, or leslis. (An explanation of {Cols. C ¢
surgery bul not pain, disiress, or anesihelic, ana of the procedures producing pam or disfress i these - D+ E)
yet used for such use of pain "M drugs _'u. is and the such drugs were not used
purposes. relisving drugs. usad must be attached lo this report).
4. Dogs 17 24 71 112
5. Cats
6. Gunea Pias 40 285 577 902
7. Hamslers 110 239 349
8. Rabbils 169 409 °578
9. Non-human Primates 21 175 196
10. Sheep
11. Pigs
12. Other Farm Amimals
13. Other Animals

| Assurance sTatements

Prulessionally acceptable slandalds qov.mmg the care, lreatment, and use of animals, mcluding spproriate use ol anesthelic, snalgesic, and (ranquihzing drugs, prior 10, during,
and loliowing aclual

Q. Q. SuUrgery, or sxpenimenialion were d by this h lacuity.

2) Each puncipal investigalor has considered alternalives (0 pamiul procedures.

3) Thus lociity 15 adhenng 10 the standards and regulalions under the Act, and ot has req d that to the standards and bes lied and exp d by the
principal investigaiur and approved by Ihe Instilulional Anunal Care and Use Commuties (ACUC). A summary of ail such olcep“ons is attached to this ammu fepon. n
addition 10 identitying the IACUC-approved P \ this 5 \J # boet tson of the ) as well as the sp and ol is

4] The attending velennariat or this research 1aciity has appropniale iy o the p of adequate velernnary care and 10 oversee the ad y ol other s of
oninal care and use. ]

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
., (Chief Executive OfTicer or Legally Responsible Institutional Official)
SIG? 0 DATE/SIGNED
AP}




This report 1s requited by law (7 USC 2143

Faliure 1o report according to the regulalions can

résull in an order 10 cease and Jesist and 10 be subject 1o penallies as provided tor 1y Section 2150

See reverse side lor
addinional mtormation

Interugency Report Contrul No
0180-D0A-AN

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ol

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

1. REGISTRATION NO.

FORM APPROVED
OMB NO 0579-0036

include Zip ~-~-*

2. HEADQUARTERS RES_EARCH FAp_lLlTY (Name and Brireans -

22-R-0028, Custid 168

BRISTOL-MYERS SQuIBB CUMPANY

P.0. BOX 4000
PRINCETON, NJ 08543

sheels if necessary )

~d with USDA,

T
oo 1% -

AT

3. REPORTING FACILITY (List all locations where-ammais were housed or used in aclual research, 1esting,

i s tvedE PUIPOSES. Allach additional

FACILITY LOCATIONS (Sites)

Mount Vernon

Attachment G

4/1/00 - 9/30/00

Page 1 of 1

[REPORT OF ANIMALS USED B8Y OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditional sheets i necessary or use APHIS FORM 7023A) *

A B. Number ot C Number of 0. Number ol ammals upon | E Number ol animals upon which teaching, F.

amimals being animals upon which experiments expernments, research, surgery or tests were
Animals Covered bred, which teaching, teaching u.-search‘ conducled involving accompanying pain or distress
By The Animal conditioned, or research, surgery 'or lests w.eve to the animais and for which the use of appropriale TOTAL NO.
Wellare Regulations held for use in experiments, or conduc;ed nvolving anesthelic, analgesic, or tranquilizing drugs wouid OF ANIMALSs

1eaching, lesting, tesls were accompanying pain or have adversely aftecied the procedures, resulls, or
experiments, conducled disiress 10 the ammals interpretation of the 1eaching, research,
research, of involving no and lor which appropriate experiments, surgery, or lesls. (An explanation of (Cols. C e
surgery but nol pain, disiress, or anesthetic, analgesic, or the procedures producing pain or distress in these D e E)
yet used for such use ol pan- "a"qumzir"g drugs w‘eve animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this report).

4. Dogs 4R 11 57 68

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbils .

. 35

9. Non-human Primates 36 11 24

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

| ASSURANCE STATEMENTS

1) Prolessionally acceplable standards governing the care, treatient, and use of animals, including approriate use of anesthetic, analgesic, and tranquilizing drugs, prior 10, during,
and lollowing actual research, teaching, lesling, surgery, or experimeniation were lollowed by this research tacility.

2} Each puncipal investigalor has considered aliernalives 1o pamful procedures.

3) This taciitly is adhering 1o 1he standards and regulalions under the Act, and it has required 1hal exceplions to the standards and regulations be specilied and explained by the
principal investigatlor and appruved by the Inshitutional Annnal Care and Use Commitiee (IACUC). A summary of all such exceptions is altached to this annual report. In
addihon to identitying the IACUC-approved exceplions, Ihis summary includes a briel explanalion ol the exceptlions, as well as the species and number ol animals attecied.

4) The allending vetennanan for this research laciity has sppropriate aulhority 10 ensure the provision ol adequate velerinary care and 10 oversee the adequacy ol other aspects ot

annnal care and use.

SIGNATURE OF

TAPHIS FORN
(AUG 9"

CVYRTIFICATION RY HEADOITARTES REQFARCH FACILITY OFFICIATL.

) DATZGNED
[}

{ .

4



This a00fl 1S raguired By law (7 USC 2143} Fauure 0 repael accoraing I Ihe reguiations can
resuil 10 an order 10 cadse and Uesisl and 10 be subject 10 penalties as proviced lor 1 Section 2180,

See reverse side fcr
addiionat intormahion

tnrerugency Report Conlrul No

Q14Q-0CA-AN

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT MEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)

. M

1. REGISTRATION NO.

22R0028

FORM APPROVED
OMB NO 0579-0036

2. HEADGUARTERS RESEARCH FACILITY (Name and Addeans -«
include Zip ~=+-* = °

29.R0028, Cust!d 168

3. REPORTING FACILITY {Lisi all locations whers animals were housed or used in aclual research, 1esting,
sheats il necessary.) .

BRISTOL-MYERS SQUIBB COMPANY

£.0. BOX 4000
PRINCETON, NJ 08543

*d with USOA

20

v ’\%

a

ew v tnwae PuIpPOses. Allach additional

FACILITY LOCATIONS (Sites)

Wallingford, CT

Attachment E

April 1, 2000 - September 30, 2000

Page 1 of i

e 4
REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Atach adidiionel sheats il nucessury or use APHIS FORM 7023A) * )
A 8. Number of € Number of D. Nuinber ol uuuna.lx upon E. Number vl anitnals vpon which jeaching, '3
animais being animals upon which experiments experiments, research, surgery or tesis were
Ammals Covered bred, . which teaching, 1eaching ,““,ch' conducied involving accompunying pain o distress
By The Animal condilioned, or research, surgery 'o, lests "." 10 the animals and lor which the use of appropriate TOTAL NO
wellare Regutalions held lor use in experimens, ot conducied invulving unesthetic, analgesic, or tranquilizing drugs would OF ANIMALS
. 1eaching, tesling, 1ests were accompanying pain or huve adversely allected the procedures, 1esulls, of
experiments, conductled distress 10 Ihe ammals intarpretation of the leaching, research,
research, or involving no and tor which appropriate experiments, surgary, or tests. (An explanation of {Cols, C »
surgery but not pam, disiress, or anesihalic, analgesic, o the procedures producing pein or dislress in these D »E)
yet used for such use ol pan: |ranquilim'\g drugs w,eve animals and the reasons such drugs wece nol used
purposes. relieving drugs. used mus! be attached to this report).
4. Dogs 8 9 24 33
5. Cals 0 -0 0 0
6. Gunea Pigs 0 63 40 103
7. Hamsters 0 8 0 8
8. Rabbits 43 65 91 156
9. Non-human Primates 0 6 12 18
10. Sheep 0 0 0 Q
11, Pigs 0 0 0 a
12. Other Farm Animals 0 0 0 Q
13. Other Animals
Woodchucks ‘0 0 1 1
Gerbils
36 110 113
Cotton Rats 41 18 154 129

Fsswuncs STATEMENTS

]

Prulessianally acceplable standards governing the care, lreatment, and use of animals, mcluding approriale use of anesthetic, anaigesic, and lranquitizing drugs,
and lolluwing actual research, 1eaching, 1esting, Surgery, of experimenialion were followed by this research lacility.

ptriot 10, during,

2) Eauch principal investigalor has considerad aliernalives 10 painlul procedures.

3) This tocibly is adhering 1o The staondards and regulabions undaer the Acl, and it hus required that exceplions 1o the siandards and regulations be specilied and explamed by the
pancipal investigatur and approved by the Instiutiunal Aninal Cure and Usu Commitlee IACUC) A summary of all such exceptions Is attached to this annual report. In
addinon 1o identilying the IACUC-approved excepnons, 1his suinmaty includes a briel explunation of the excepliuns, as weil us the species and number ol ammals attected.

4) The ollending velennanan lor (his research facibty has sppropriate duthority 10 ensute the provision ol adequale velerinary care and (o oversee the adegquacy ol oither aspucts ot
uhinal cure and use. '

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
SIGNATURE

APHIS FOAM 7023

(AUG 91)

(Eeplm;es VS FORM 18-23 (OCT 88). which 1s obsolule )

i

C



Ao Tadare lo

Stbig fur e

Coyenateany Jal

sue node o

This reputl u reguiied by law i0 2o - ETPIS RIS s e feraer R e
v;;ull -'r ;;1 oride: l}o ce:;e and desr. and 10 be subject 10 penalties as provided lor w Seclon 2150, additional mlormation utBU-Ou N
UNITED STATES QEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. FORM APPROV, H
ANIMAL AND PLANT HEALTH INSPECTION SERVICE vauia 05796}%@5&\
DEC 1 200fz+emoo T red wit\USOA
. (S X3 B .
. inotode. 22-R0031, Custid 179

ANNUAL REPORT OF hESEARCH FACILITY

(TYP= OR PRINT)

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

3. REPQRTING FACILITY (List all locat..ns where ammals were housed or used 10 actual research, festing, teaching, or experimentanon, or heid for these purposes. Allach additional

sheets il necessary )

FACILITY LOCATIONS (Sies)

Only One Location

See

ltem #2

REPORT OF ANIMALS USED BY OR UDER CONTROL OF RESEARCH FACILITY (Attach adidihanal sheets f necessary or use APHIS FORM 7023A) *

A B. Jumber of C Number ol D. Number ol attnals upon E. Number ol animals upon which teaching, 3
animals being animats upon which experiments, experniments, research, surgery or tesis were
Animals Covered vred, which teaching, teacting, research, conducted involving accompanying pain or distress
By The Animal :wunditioned, or research, surgery '0' lests were 10 the animats and tor which the use ot appropriate TOTAL NO
wellare Regutations neld tor use n expenmenis, or conducted nvolving anesthetic, analgesic, of lranquilizing drugs would OF ANIMALS
teaching, testing, tesls were accompanying pam or have adversely atlecied the procedures, resulls, or
axpenments, conducted distress 1o the ammals interpretation of the teaching, research,
research, or mvolving no and lor which appropriate experiments, surgery, or tests (An explanation ol (Cols. C +
surgery but not pain, distress, or anesthelic, analgesic, or the procedures producing pain or distress n these D + E)
Jet used tfor such use ol pain- tranquilizing drugs were animals and the reasons such drugs were nol used
ouUrposes relieving drugs used must be attached to this report).
4. Dogs 0 0 71 0
5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbis

9. Non-human Prnimates

10. Sheep

11. Pigs 0 0 14 0
12, Other Farm Animals

13. Other Animals

| AsSURANCE STATEMENTS

1} Prolessionally acceptabte stand.rds governing the care, trealiment, and use ot animals, including appronate use of anesthetic, analgesic, and tranquilizing drugs, prior to, dunng,

and tollowing actual research, 1.-uching, testing, surgery, or expenmenlalon were loliowed by this research facility
2) Eaoch pnncipal imvestigalor has . nsidered alternalives (o paintul procedures
3) Tus laciity 1s adhering to the si
prncipal investigator and appro-i:d by the instinutional Annnal Care and Use Commitlee {{ACUC)

additian 1o dentitying the IACU

4) The otlending vetenmarian for ih, .
aninal care and use

-adards and regulations under the Act, and 1l has required that exceplions 10 The slandards and regulations be specitied und explaimed by the

A summary ot all such exceptions is attached to this annual report. in
approved excephions, s suinmary inciudes a briel explonation of the exceptions, as well as the species and number of antmats aftected

reseurch facility has appropriate Juthonty 1o ensuie the provision of .Jdequ.ule velerinary care and 1o oversee the adequacy ol other aspects of

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

SIGNATU

DATE SIGNED

(1252

ApHES FORN T003 Lotets

P



This reporl ts required by law (7 USC 2143) Failure 10 report according 10 the regulabions Can
resull 1n an order 1o cease and desist and 1o be subjecl to penatties as prowvided lor in Section 2150.

See reverse side lor
additional information.

Iletagene y Hueporl Gunlrgidio
0180-DOA-AN

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. FORM APPROVED [
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO 0579-0036
2. HEADQUARTERS RFSFARMH FAQU MY coi- " with USDA,
. nelude 27 .R0034, Cust1d 727
ANNUAL REPORT OF RESEARCH FACILITY PANY
(TYPE OR PRINT) NEXTRAN COM o1
303-B COLLEGE ROAD EA
PRINCETON, NJ 08540
A —
3. REPORTING FACILITY (List all locations where animals were housed or used in aclual research, 1esting, le— ...y, w1 capsrnuEnIaIION, OF neld lor these purposes. Attach additional
sheets tf necessary )
FAGILITY LOCATIONS (Sites)
) 96 Re 3400 227 §T NW
901 CarpenTe’. Road 2
Ateny, OV, 457/0 Rocueswr, MmN, $590)
ﬁEPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adidilional sheets f necessary or use APHIS FORM 7023A)  *
A B. Number of C Number of D. Numb: 1 anmals upon E. Number ot animals upon which teaching, 3
animals being animals upon w:‘.:chzx:e::l:el:}l: © expenmenl;, research, surgery or tests_ were
Animals Covered bred, which teaching, teaching researchl conducied involving accompanying pain or d|s!(ess
8y The Animal conditioned, or reseaich, surgery '0’ tests w'ere 1o the animals and lor which lhg use of appropriate TOTAL NO
Wellare Requlations held tor use n experiments, or cunduclled Involving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALs
teaching, festing, tests were accompanying pain or huve adversely altected the procedures, results, or
experiments, conducted distress 1o the animals interprelation of the teaching, research, )
research, or involving no and for which appropriate experiments, surgery, or tesls. (An explanation of (Cols. C +
surgery bul not pain, distress, or anesthelic, analgesic, or mg pracedures producing pain or distress in these D + E)
yet used for such use ol pan- |ranqui|12ir‘19 drugs w’e'e animals and the reasons such drugs were not used
purposes. relieving drugs. used must be attached to this report).
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamsters
8. Rabbits
9. Non-human Primates
10. Sheep
11. Pigs [7/369 2.‘15 GSO gﬂg
12. Other Farm Animals
13. Other Animals

| AssuRancE STATEMENTS

)

2)

=

4

Prolessionally acceptable standards governing the care, treatment, and use ol animals, including approriale use of anesthetic, analgesic, and tranquilizing drugs, prior to, during,
and lollowing actual research, teaching, testing, surgery, or experimeniation were tollowed by 1his research lacitity.

Each principal investigator has considered alternalives 10 pamtul procedures

This lacthity is adhering to the standards and regulalions under the Act, and il has required that exceptions 10 Ihe standards and regulations be specified and explained by the

prncipal iInvestigalor and approved by the Institubionat Anunat Care and Use Comimittee (IACUC)

A summary of all such exceptions is attached to this annual report. In

addilion 10 identitying the IACUC-approved exceplions, this sutnmary includes a brief explanation of the exceplions, as well as the species and number of ammals atlected

The aflending vetennanan for this rescarch facdily has appropriate authorily to ensure the provision of adequate velernnary care and 10 oversee the adequacy of other aspects of

anunal care and use.

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

SIGNAT!'NE NAE A © A AN IETITHTIAMAL AECIALAL

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

DATE SIGNED

APHIS FORM 7023

(R e Mo FORIA 18 23 (0T 88y

wiao s obicohete )



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

Failure to report according to the regulations

See attached form for
additional information

Interagency RepQRCjIr\trol No.:

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

( TYPE OR PRINT )

ANNUAL REPORT OF RESEARCH FACILITY

1. CERTIFICATE NUMBER: 29_R-0037

CUSTOMER NUMBER: 752

FORMAPPROVED
OMB NO. 0579-0036

Rider University
2083 Lawrenceville Road
Lawrenceville, NJ 08648

Telephone: (609) -895-5435

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

FACILITY LOCATIONS ( Sites) - See Atached Listing

FFPORT OF ANIMAL S LISED 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. Number of animals upon which teaching, - F.
animals being animals upon “ upon which experiments, research, surgery or tests were ;
i bred, which teaching, } experiments, teaching, conducted involving accompanying pain or distress : TOTAL NUMBER
Animals CoYered conditioned, or research, i 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 i
Welfare 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 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 I
! surgery but not ye use of pain- I appropriate anesthetic, a reasons such drugs were not used must be attached to
I relieving drugs. l
4. Dogs ‘ ;
FR SRR SR R e SN e S — - - -
5. Cats i i
. _ R — R R _ O S
i
6. Guinea Pigs |
| |
S S S —| - ; P § S ——
7. Hamsters ! !
8. Rabbits i
. S S [ R q - S - -
9. Non-human Primate ! ;
e - S } e e b S
10. Sheep : !
e e e .T__,,i,, - U U —f - e —— — H I
11. Pigs E ! |
[ R N S P i e
12. Other Farm Animals i ‘
e |- - - [0 e _
‘ 1
| i ) o
i i
13. Other Animals I i
! ..300 200 25 0 (zero) 225

| Assurance statemenTs

1)

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

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

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 regultations be specified and explained by the principal
investigator and approved by the Institutional Animat 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.
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 iInstitutional Official )
SIGN DATE SIGNED
“/e / oo

oo
APHIS FORM 7023
tAUG G

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




Sev feverue el bl S
additional wtormaolion L__bb;/
+

e o~ . L T B S SVRINNT R TTITNN FURE I TEI RELY EHTE RIS POy} 0150 DOA AN

resutl in an order 10 cease and desist and 10 be subject 10 penatties as provided tor m Section 2150

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

1. REGISTRATION NO.
22-R-0038

2. HEADQUAF
include Zip

FORM APPROVED
OMB NO 0579-0036

*with USDA

o .

ANNUAL REPORT OF RESEARCH FACILITY?CT ]
(TYPE OR PRINT) :

(6), (0)(7)(C)
BRACCO RESEARCH USA INC.
305 COLLEGE ROAD EAST
PRINCETON, NJ 08540

g 2009

AR
3. REPORTING FACILITY (Lisi all locations where animals were housed or used in actual research, testing, teaching, or expenmentation, or held lor these purposes. Allach addiional
sheels if necessary |}

FACILITY LOCATIONS (Sites)

BRACCO RESEARCH USA INC.
305 College Road East
Princeton, NJ 08534

FEPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adnhftonal sheets i necessary or use APHIS FORM 7023A) *

A B. Number of
amimals being

C Number of
animals upon

E. Number ol animals upon which teaching, F

D. Number ol atmmais upon
nb ' s expenments, research, surgery or tests were

Animals Covered

bred.

which leaching,

which experunents,
teaching, research,

conducted involving accompanying pain or distress

By The Anima! condilioned, or research, surgery, ot lests were 1o the animals and lor which Ihg use of appropriale TOTAL NO
Wellare Regulations held tor use in experimenls, or conducled mvolving anesthetic, analgesic, or lranquilizing drugs would OF ANIMALS
teaching, tesling, tesis were accompanying pain or have adversely attecled the procedures, results, or
experiments, conducted distress 1o the ammals interpretation of the teaching, research, )
research, or involving no and lor which appropriate experiments, surgery, or tests. (An explanation of (Cols. C +
surgery but not pain, disiress, or anesthelic, analgesic, or the procedures producing pain or distress in these D+ E)

yet used {or such use of pamn- animals and the reasons such drugs were nol used

tranquilizing drugs were

purposes. relieving drugs. veed must be atlached to this report)
4. Dogs 0 0 0 0 0
5. Cals 0 0 0 0 0
6. Guinea Pigs 0 0 0 0 0
7. Hamsters 0 0 0 0 0
8. Rabbils 0 0 0 0 0
9. Non-human Prnimates 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 0

13. Other Animals

(Only |rats & mice bred for research used)

pSSURANCE STATEMENTS

1) Professionally acceplable slandards governing the care, treatsment, and use of aninals, mcluding approriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during,
and foliowing actual research, teaching, testing, surgery, or expenmentation were tollowed by this research lacility

2). Each principal investigalor has considered allernalives 10 pamlul procedures
3) Tius tactitty 1s adhening to the stondards and regulations under the Act, and 1t has required thai exceptions to the standards and regulations be specitied and explained by the
principal inveshgator and approved by the Institulional Annnal Care and Use Commmitiee (IACUC) A summary of all such exceptions is attached to this annual report. in

adduon 10 1dentitying the IACUC-approved exceplions, this summary inciudes a brief explanation of the exceptions, as well as the species and number of anuiials allected

4) The attending velenmarnan lor this research tacitity has appropriate authority 10 ensure the provision of adequate veterninary care and 1o oversee lthe adequacy of other aspects of
anungl care and use

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsibie Institutional Official)
t cechity thal the above is teae, correct, and complete (7 U S C Section 2143)
! NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED
(%130
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UNITED STATES DEPARTMENT OF AGRICULTURE v
ANIMAL AND PLANT BEALTH (NSPECTION SERVICE .

oy

ANNUAL REPORT.OF RESEARCH FACILITY

(TYPE OR PAINT)

NO-

1. nsclﬂf‘“a 0’\?‘ ﬁ—-_CD ?/

FORM APPRdVJJ
Q™EB NO Q579.0008.

—

1. HEADQUA™

" Include Zit n5,.m.0041, Cust 4173

GECTON DICKINSON AND CO.

ONE BECTON DRIVE
FRANKLIN LAKES, NJ 07417

v

lwith USOA,

A
3. REPOSITING FAGILITY (List ol ioeatlans where animly were houzad or usad in dciubdl resedrch. tesing, 1esching. or experimeni3tion, o held lof thesa DUrposmi, Aliach gaditional
sheclit !l neteazyry )

FACILITY LOCATIONS (Si1e 1)

Rector~
2L

D cKrsen 1 echrolgnT§

Dans vrw<

RTP MVC 27709

[aepon'r OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY fAffach adiditinnul shuals f nocesiury or ks APHIS FORM 20234J

A B Number of € Number af 0. Nuabar of smnals upnn | & NuMDer of Bnimals vpon which ieaching, F
animals being anlmaig yuon u:'mn sxperlnEnis, s cxperimeniz, resuarch, sugery of ‘““, were
animais Coverge bred, which tgaching, yaaching, racearah, conductes (avolving accompunying puin or distresz
By The aalmol condilionad, ar ragadrch, auigery, of lesis wars Ta the anim3lz dnd lor which "‘? use of apptopriate YOTaL NO
wellare Regulalioas feld iar uey n axpatimants, or conduafed Hvulv(ig anesihetic, gnalgesic, or lionguilizing drugz would OF aNiMals
1caching, 1esling, 1ES1S were Atcompanying pain or have ddvergoly slipctad iRe protedures, resulig, or
oxperimenis, condycied diztress (o (he Jumals inlerpreidtion of 1he leaching, reieorch,
resesich, of invalving 110 and Tor which appropriate PAPDIIMANTS, Hurgery, O Iasi3 (An axplanslisn of {Cals. C +
3urgery bul aci Dain. Qis1 1885, of anetinalle, aubigmle, or Ino precedures praducing pain or dialress in (heso [ )
yo! ysad for such usq ol paine tranquilizing drugs wars animals 8nd lhe reesohs auch drugt were nal vied
purpeses. relicving drigs. wsed arust be pHached fo this repartl
T —_ —— — p— —
& DOQS — -_— —
5. Csts i — - - —~ -
£, Guinea Pigs - 860 _— — 8@ O
7. _Hamslars - = _ —
= =
—_— —_—
8. Rabbits 306 JY 2337)
- - — —_— —-— — — — —~——
9.__Non-human Primatles
— — haand ——— — -
10. Sheep - - N
1. Plas - - _—— 6 5 — S 55
— ' — — ' i —
12._Other Farm Animals - - - ~— —
13. Other Animals - - T e - —_— — , —_

Fssumce STATEMENTS

]

2)

J)

<.

Pralessionally acccptativ Slangards fovetning the care, \redimant, sny Use ol animols, Wciuding upprorinle uxe ol anexihatic, sn3lgawie, dna Iranquilizing druge, priot 10. during,
ang lohlowing aciual resalbrch, 1eaching, lesting, surgury, B supsrimentation were lalawcd By IRl recearch aeilily.

€ven crincipal invagtigalor Nos cunsidered ahernatives 10 poliiul procedures,

This loclinty k& 2dheting 16 the stendueds ond rogulytionz under Ihe Act, 3nd W hog rofuired that exceplions 1o tha £130d3/d5 2Ad reguIalions De tDpciicd and expiuined by the
principal investigalor and upproved By tha inatitational Anional Core 3nd Use Cumimities 1ATUC). A sumndry of afl such sxcaplions i3 sTwched I8 1his annual report. In
sudition 1o igeniliying (he 1ACUC approved pli

LIS

y Micludes & brlel sxptunalion ol the gxgeplionz, az well b= 1he 2pecits and humbe: of aniinals otlecled

The allenCing vatorindrial far (hi resaarch tacllily Rax dppropeidis aulhorlly 10 onsuie Iha provisius of 0dequate wvelrinary dare 5nd lo svo/gea the adequody vl oiher oapucts ol
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This reporl 1S required by law (7 USC 2143) Failure 1o reporl according 1o ihe regulations can
resull 1n an order to cease and desist and to be subject 10 penalties as provided for in Section 2150.

See reverse side lor

additionat informalion. 0180-DOA-AN

fnteragenty Reporl Lontiol b

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

AWNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

A

1. REGISTRATION NO.

2. HEADQUA"™

sheets tf necessary )

3. REPORTING FACILITY (List all locations where amimals were housed or used in actual ress

include Zir 99.R-0043, Cust Id 991

CELSIS, INC.

NEW JERSEY DIVISION
165 FIELDCREST AVENUE
EDISON, NJ 08837

FORM APPROVED
OMB NO 0579-0036

Twith USDA

earch, testing, teaching, or experimentaiion, or heid for these purposes. Atlach additional

FACILITY LOCATIONS (Sites)

o5 Fouldexsit Alyenas.

£ i

Y J

o &3

rREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACHLITY (Attach adrditional sheets f necessary or use APHIS FORM 7023A) °

A B. Nummber ol C Number of D Numb 1 atmals upon E. Number of amimals upon which teaching, F.
animais being animals upon w::zh‘le;))e:li.;.nems b experniments, research, surgery or tests were
Animals Covered bred, which teaching, teaching vesearchl conducled involving accompanying pain or dlsl(ess
By The Animal conditioned, or research, surgery '0' tests w‘ere 1o the animals and tor which Ihe_z use of appropriate TOTAL NO
Wellare Regulalions held tor use in expenments, or conduc‘ed mvolving anesthetic, analgesic, or iranquilizing drugs would OF ANIMALS
teaching, testing, tests were accompanying pain or have adversely affected the procedures, resulls, or
expernments, coanducted distress 10 the animals intes preiation ul the teaching, reseaich, .
research, or involving no and lor which appropriate experiments, surgery, or tests. (An explanation of (Cols. C +
surgery but not pain, distress, or anesthelic, analgesic, or the procedures producing pain or distress in these D+ E)
yet used for such use ol pain- lrauquillziv'\g drugs wlere animals and the reasons such drugs were not used
purposes. relieving drugs. used must be attached to this report).
PN J
4. Dogs [ (@) @ o
) o o
5 Cats e
. LA /
6. Guinea Pigs 3el 8] o 500
7. _Hamslers C o O o
4,
2 V/
8. Rabbits 9?5’\’ “;k <N, @ gcz
9. Non-human Primates () (@] (=) o
10. Sheep < (o> ® o
11. Pigs o @ o O
o O © @)

12. Other Farm Animals

13. Other Animals

[ ASSURANCE STATEMENTS

1) Prolessionally acceptable standards governing the care, treatment, and use ol animals, including approriate use ol anesthetic, analgesic, and tranquilizing drugs, prior 1o, duting,
and lollowing actual research, teaching, testing. surgery, or experumentation were lollowed by s research tacility.

2). Each principal investigalor has considered allernatives 10 painlul procedures

3} This taciiity is adhering 1o the standards and regulabions undes 1he Acl, and it has required that exceptions 10 the standards and regulations be specitied and explained by the
principat investigator and approved by the institutional Anmal Care and Use Committee (IACUC) A summary of all such exceptions is attached to this annual report. In
addinon to identitying the lACUC-approved exceplions, this suinmary includes a briel exptanation of the exceptions, as well as the species and number of anmnals aftected

4) The attending velennarian tor this research faciily has appropniate authonty to ensure the provision of adequale velennary care and 10 oversee the adequacy of other aspects of

anunal care and use

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legually Responsible Institutional Official)
t certity that the above is true, correct, and complele (7 U S C Section 2143)
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rereull 10 B ordar 1o cease and desist and Lo be subject 1o penalties a3 provided tar in Secion 2160 addonal mivemahon
( d RQVED
UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. FORM APR
ANIMAL AND PLANT HEALTM INSPECTION SERVICE 29-R-0064 OMB ND 0679-0018

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

e

Uil Lo

2. NEADOUARTERS RESEARCH FACILIYY (Name anid Addrexs, 85 rogistered with USDA,
include 2ip Codn)

Ortho-Clinical Diagnostics Inc.
Regulatory Affairs

1001 US Hwy 202

Riri +apn . NI (088690606

sheely i necessary.)

3. REPORTING FACILITY (List ail localions whore anmidls werg housed o used in autuo! research, testing, taaching, or experimenialion, of haid 10r Ihese purpuses. Altach additional

FACILITY LOCATIONS fSiles)

Ortho-Clinical Diagnostics, Inc. SITE 001 Sterlingbrook Equine Trauma Center, SITE 002

1001 US Hwy 202 P,O0. Box 609, Rt 513

Raritan, NJ 08869 Pittstown, NJ

[REPDRT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIMTY (Aitach actitibanal shoots il necussely oOf use APHIS FORM 7023A)
- S ' P ———

A B. Nuinber o1 C Numbe: of D. . . £ Nuinbé ol animals upon which 1eaching, .

animals being @NIMaly upon ::':::’ .:'J:""m': upan expenments, cmaich. surgery o ttﬂ{ were
Ammals Govered bied, which teaching, Jeaching, ryscarch, cunduuiod invaiving aecompanying pain or disirgss
By The Animal conditioned, ot resedich, surgme o 1ests u'.m 12 the annnals and lor which 1he use of appropriute TOTAL NO
weilare Regulotions nekt lor use 1n experiments, or grey, o 168 8 anesinetic, analgesic, o0 HANQUINZING Arups would OF ANIMALS

leuching. tosting, texts were accompanying poin' ar hive advarscly ullected lhg procedures, resulls, or
cxperimen 3 d distress lo the animals mlecpreiation of the teuthing, research, .
research, or Involving no and for which appropriate exprrimonis, surQary. or insts. (An qxleaﬂon of (co‘“ c+
surgery byt not pain, disiress, or anesihalic, andlgesic, v the procedurcs producing p8in or distrass in these D ¢ E)
yel usad (or such use ol paun wonquili m‘\ dr w.u < animyls and the reasony such drugs weve nol used
purposes. relieving drugs. osad. 9 drugs mus! be altached to this repor)

4. Dogs

5. Cals

6. Gumea Pigs

7. Hamslers

. 322 748 0 1070

8. Rabbits 0

9. Non-human Primates

10. Sheep

11. Pigs

12._Qther Farm Animals 1 24 0 Q 24

Goats '
13. Other Animals I
I ASSURANCE STATEMENTS _1
!

P

) This tucilty 16 aghering 10 the siondatds and regulations under the ASt. 31d 1t has raquirnd thal excephions 1u ihe staedards and «

h h h " guialinns be sf
principal investigator and spproved by ihe Instiutionul Animal Cure ad Use Cummuise IACUC). A summary ol all sUch cxcoptions is altached to
Ssdchion 1o idenlitying the IACUC-apuruved exceplions, this yl i

L
unungl core 2l wGe

Each principal investigdivr has considerad alter

Frolessionally acceplable $10d2rds governing tha cure, treatment, and use ol aniNals, IGIuding approriale use of nesihatic, analgesic, and 1¢
and fullowing aciual research, Jeaching, testing, suryery, or auponmoniation were followed Dy 1hix neseuruh tachity

1o pambul pr

Yuili/ing deugs, prior lo, dunng,

tiend und wxplained by the
this annual report, in

ldus & brigt

alion of Ihe » 4 will oy the spanms and number ol sninals altecied

The atfinding vetesinarion 100 this resegich toclity Ras appropriare Juthordy (o ensure the grovision uf adequafe vetdvinary care and (0 Qvorsee the admjuacy of uther dupedsy ol

CERTIFICATION BY IEADQUARTES RESEARCIH FACILITY OFFICIAL
(Chiel Exceutive Officer or Legally Responsible Lnstitutional Official)
Veaeetily thaol thee abrve )s trim, carrect, and complele (7 U S € Seelion 2143)

TAPHI

SIGNATHOE M2 A £~ AG mATVIITIAGIAS memmim.a.

I

DATE SIGNED

/zy,o A

PART 1 - HEADQUARTERS



Tris repoil 15 requItes Dy taw (7 USC 2143) Fadure 10 repori accarding to the regulations can
resull 10 an order 10 cease and desist and to be subject to penalties as provided for wm Section 2150,

See reverse side for

_ additional inlormation. 0180-DOA-AN

nteragency Report w/

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

. 3

(TYPE OR PRINT)

1. REGISTRATION NO.
22-R-0065

FORM APPROVéD
OMB NO 0579-0036

2. HEADQUAF

“s=imtmemt il USDA,

inciude Zip 22-R-0065, Custid 183

WILLIAM PATERSON UNIVERSITY OF NEW JERSEY
300 POMPTON ROAD
WAYNE, NJ 07470

sheels 1l necessary.)

3. REPORTING FACILITY (List ail locations where antmals were housed oc used in actual research, 1esting, 1gaching, or expenimentation, or held for these purposes. Artach addiional

FACILITY LOCATIONS (Siles)

Science Hall 206 & 208

rREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Atach adudilional sheets if necessary or use APHIS FORM 7023A) *

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

anunals bemng animats upaen which experitnents b expernmenls, research, surgery or lesls_ were
Ammals Covered bred, which teaching, teaching research. conducted involving accompanying pain or distress
By The Animal condntioned, or research, surgery 'or lesls w‘ere o the amimals and for which the use of appropriate TOTAL NO
Wellare Regulations held for use in expeniments, or conducied involving anesthetic, analgesic, or iranqudtzing drugs would OF ANIMALS

teaching, lesting, tesls were accompanying pain ot have adversely atlected the procedures, resulls, or
expenments, conducted distress (0 the antmals interpretation of the teaching, research,
research, or mvolving no and lor which appropriate experiments, surgery, or lests. (An explanation of (Cols. C +
surgery but not pain, dislress, or anesthetic, analgesic, or the procedures producing pain o¢ distress in these D+ E)
yel used {05 sueh use ol pain- xranquilizi;\g drugs w‘ere animals and the reasons such drugs were not used
purposes. relieving drugs. used must be aftached to this report).

4. Dogs

5. Cats

6. Gunea Pigs

7. Hamsters

8. Rabbis

9. Non-human Primaies

10. Sheep 0

11. Pigs 0

12. Other Farm Animals 0

13. Other Animals 0

WE MAINT/

\INED ONLY LABO

TORY MICE & RAT

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

| ASSURANCE sTaTEMENTS

1) Prolessionally acceptabie standards governing the care, treatment, and use ol animals, including approriate use ol anesthetic, analgesic, and franquilizing drugs, prior 1o, during,
ang tollowing actual research, teaching, testing, surgery, or experimentation were lollowed by thes research facility.

2). Each principal investigalor has considered alfernalives 1o pastul procedures.

3). Thus lacihty is adhering 1o the standards and regulalions under the Act, and Wt has requized 1hat exceptlions 10 the standards and regulations be specitied und explained by the
prncipal investigator and approved by the Instituiionat Annnal Care and Use Commitiee JACUC) A summary of all such exceptions is attached 10 this annual report. In
addition 10 identitying the IACUC-appruved exceplions, 1hs suinmary includes a brief explanation of 1he exceptions, as well as the species and numbes of animals affected.

4} The ottending veternnanan tor this research lacility has appropriate authorily 10 ensure the provision of adequate velerinary care and 10 oversee the adequacy of other aspects of

wnunal care and use.

SIGN

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

-

! certily 1hai the above is liue, correct, aod complete (7 U S C Section 2143)

DATE SIGNED

Teza .,

APHIS FORM 7023
LALG 91

SRepiac s VS FORM 18-23 (OCT 88)

which 1s obhsolete )




This reporl is required by law (7 USC 2143) Fallure (o report accurding 1o the regu@lmns can
resull tn an order 1o cease and desist and 1o be subject to penalties as provided lor in Section 2150.

See reverse side 1o iteragency Heporl Contrul Ko

additional inlormation.

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

1. REGISTRATION NO.

0180-DOA-AN 010/
1
FORM APPROVED

OMB NO 0573-0036

include .

sheets 1l necessary )

2. HEADQU * ""rne PeecAnmu EAN 1TV hinma ~n A Addeana na cnmintarad with USDA,
22-R-0066, Custid 184

UNIVERSITY OF MEDICINE & DENTISTRY OF NJ
675 HOES LANE
PISCATAWAY, NJ 08854

3. REPORTING FACILITY (List al! locations where animals were housed or used in aclual research, 1esting, 1€acnINg, Or XPErNENTANON, OF NEI0 10T INEsSe Puipuses. Altach additional

FACILITY LOCATIONS (Sites)

See attached

I?EPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Aftach aduditional sheets if necessary or use APHIS FORM 70238 ) *

A B. Number ol C Number of D. Number of annnals upon €. Number of animals upon which teaching, F.
ammals being antmals upon which experiments, expenmenl_s, research, surgery or leslg were
Animals Covered bred, which teaching, teaching, research conducted involving accompanying pain or distress
By The Animal condttioned, or research, surgery '0’ lesls w.ere 10 1he animals and for which Ihg use ol appropriate TOTAL NO
Wellare Regulalions held {or use In experiments, or conducied invotving anesthelic, analgesic, or tranquilizing drugs would OF ANIMALS
teaching, lesting, tesls were accompanying pain or f\ave adversely aftected the procedures, results, or
experiments, conducied distress 1o the ammals interpretation of the teaching, research, )
research, or mvolving no and lor which appropriate experiments, surgery, or tests. (An qxplana!/on of (Cols. C +
surgery but not pan, distress, or anesthelic, analgesic, or lhq procedures producing pain or distress in these D+ E)
yet used for such use of pain- Iranquihzir.\g drugs w;are animals and the reasons such drugs were not used
purposes relieving drugs used. must be attached to this report).
4. Dogs 161 161
0
5. Cats

6. Guinea Pigs

7. Hamsters

88

8. Rabbils

268

9. Non-human Prnimates

10. Sheep 5 5
11. _Pigs 28 28
12. Other Farm Animals 0
13. Other Animals 0

| Assurance sTatemeNTS

1) Prolessionally acceptable standards governing the care, treatment, and use ol animals, including approriale use ol anesthetic, analgesic, and tranquilizing drugs, prior to, durng,
and lollowing actual research, leaching, testing, surgery, or expenimentation were followed by this research facility.

2) Each principat mvestigator has considered allernalitves 10 pamtul procedures

3) This laciity is adhering 1o the siandards and regulations under the Act, and i has required that exceptions to the standards and regulations be specified and explained by the

principat investigator and approved by the Instituhonal Anninal Care and Use Committee {ACUC)

A summary of all such exceptions is attached to this annual report. In

addition to identilying the JACUC-approved exceptions, this suimninary includes a brief explanalion of the exceptions, as well as the species and number of animals atfected

4) The altending veterinarian tor this research facility bas appropnate authorily 1o ensure the provision of adequate veterinary care and 10 oversee 1he adequoacy ol other aspects of

ammal care and use

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

EINLIATIINE AF A E A AB METIVUTIAMAL AEEIAAL LI e - - DATE SIGNED
/DA&AN
v/ 1
APHIS FORM 7023 (Replir s VS FORM T8 23 (OGT BB whnch s obisolete )

AVISEERE]




Trus report 1s required by law (7 USC 2143} Failure 10 repon according to the regulalions can
resull in an order 10 cease and desist and (o be subject 1o penalties as provided for in Section 2150.

See reverse side tor

additional intormation. 0180-DOA-AN

Interagenty Rupuil Lonlogi No

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

S T3 2o

1

1. REGISTRATION NO.

FORM APPROVED ’
OMB NO 0579-0036

2. HEADC

2red with USDA

include 22-R-0076, CustlId 189

CAMDEN COUNTY COLLEGE
P.O. BOX 200

COLLEGE DRIVE
BLACKWOOD, NJ 08012

3. REPORTING FACILITY {List all locations where animals were housed or used in aclual research, lesting, leaching, or experimentaiion, or heid lor these purposes. Attach addional

sheets 1l necessary )

FACILITY LOCATIONS (Siles)

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

Animals Covered
By The Animal
Welfare Regulations

B. Number of
animails being
bred,
conditioned, or
held tor use in
teaching, lesling,
experunents,
research, or
surgery but nol
yet used for such

C Number ot
ammals upon
which leaching,
research,
experimenis, or
tesls were
conducted
mnvolving no
pain, dislress, or
use of pain-

D Number of ansmnals upon
which experunents,
teaching, research,
surgery, or tests were
conducted invotving
accompanying pain or
distress 1o the anunals
and lor which appropriate
anesthelic, analgesic, or
tranquiklizing drugs were

E.

Number of animals upon which teaching,
experiments, research, surgery or lests were
conducted involving accompanying pain or distress
1o the animals and for which the use of appropriate
anesthelic, analgesic, or tranquifizing drugs would
have adversely atlected the procedures, results, or
inlerpretation of the teaching, research,
experiments, surgery, or tests. (An explanation of
the procedures producing pain or disiress in these
animals and the reasons such drugs were not used
must be attached to this report).

TOTAL NO
OF ANIMALs

{Cols. C +
D + E)

purposes. relieving drugs used
Dogs ‘:) 6
Cats O o
Guinea Pigs lD ‘ o
Hamsters O
Rabbits

9. Non-human Primates
10. Sheep
11. Pigs

12. Other Farm Animals

ORLPRLol|Iolo

O@O’O’G‘OGQQ

U0 IC0 oo o

Clcioiolcio

13. Other Animals

Chaelens

O

o

%

| ASSURANCE sTATEMENTS

1) Professionally acceplable standards governing the care, frealment, and use of animals, including approriate use of anesthetic, anaigesic, and tranquilizing drugs, prior to, during,
and lollowing actual research, leaching, testing, surgery, or experimentation were lollowed by this research facility.

2). Each prmmcipal investigator has considered allernatives 1o painful procedures

3

This taciity is adhering 1o 1he standards and requlations under the Act, and it has required that exceplions to the standards and reguiations be spectfied and explained by the

principal investigator and approved by the Instlitutionat Annnal Care and Use Commillee (IACUC). A summary of ail such exceptions is attached to this annual report. In

addition todentifying the IACUC-approved exceplions, this summary includes a briet explanation of ihe exceptions, as well as the species and number of aninals atlecled

The attending veterinanan tor Lhis research lacilily has approprale authornty 10 ensure the provision ol adequate veterinary care and to oversee the adequacy ol other aspects of

4}
annnal care and use.
CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional Official)
| certity that the above is liue, correct, and complete (7 U S C Section 2143)
—
SIGH t DATE SIGNED

APHIS FORM 7023
(AUG 91)

(R g

s Vo RFOMIA 1

20 0

AR wtn

ok abyalete )

30\.@[00




This report 1s required by law (7 USC 2143} Fasure 10 report according 1o the regulabions can
result 11 an order 10 cease and desist and 10 be subject 10 penalties as prowvided for in Section 2150.

See reverse side for

addiional intormation 0180-DOA-AN

Interagency Report Conlrol ho

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. FORM APPROVED I
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO 0579-0036
2. HEADQL N 2d with USDA,
. T include ; 22-R-0094, Custid 187
ANNUAL REPORT OF RESEARCH FACILITY SIOMATRIX, INC. L
(TYPE OR PRINT) 1125 PLEASANT VIEW TERRACE
RIDGEFIELD, NJ 07657
3. REPORTING FACILITY (List all locations where amimals were housed or used in actual research, testing, leaching, or experimentalion, or held for these purposes. Attach addmonal
sheets il necessary)
A
FACILITY LOCATIONS (Sites)
[REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Altach adidilional sheets if necessary or use APHIS FORM 7023A) *

A B. Number ot C Number ot D. Number ot ammals upon £. Number of antimals upon which leaching, F.

ammats being antmals upon which experiments experiments, research, surgery or tests were
Ammals Covered bred, which teaching, teaching reseavch. conducted involving accompanying pain or dlslr_ess
By The Animal condilioned, or research, surgery '0’ lests w.ere to the animatls and lor which the use of appropriate TOTAL NO
Wellare Regulations held lor use in expeniments, or conducl‘ed nvolving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALS

teaching, testing, tesls were accompanying pain or have adversely aflected the procedures, resuits, or
experiments, conducied distress (o 1he ammals interpretation of the teaching, research,
research, or involving no and lor which apprapriate experiments, surgery, or tests. (An explanalion of (Cols. C +
surgery but not pain, distress, or anesthelic, analgesic, or the procedures producing pain or dislress in these D + E)
yet used lor such use of pain- lranquilizit.\g drugs w.ere animals and the reasons such drugs were nol used
purposes. relieving drugs. used must be altached to this report).

s Dogs Na | na AA ALA AA

5._Cais r A NA NB N A No

6. Guinea Pigs

A A

MNA

VA

AR

NA

7. Hamslers

NA

A

VA

pNA

NGB

8. Rabbits

LY,

=9

rA

29

8. Non-human Prnimales

19

A A
19

19

NO

77

10. Sheep

ALA

NA

A A

A

NA

11. Pigs

A

A A

NA

A A

JAVZZ]

Other Farm Animals

A

[191A)

MA

pvA

NGO

13. Other Animals

AN

‘Na

NG

NN

AD

[ ASSURANCE STATEMENTS

1) Protessionally acceplable standards governing the care, treatment, and use of animals, including approriate use of anesthelic, analgesic, and tranquilizing drugs, prior 10, during.
and tollowing actual research, leaching, lesting, surgery, or experimentation were loHowed by this research facility,

2} Each principal investigator has considered alternatives 1o pamiut procedures.

3) Thes tacility is adhering to 1he standards and regulations under the Act, and it has required 1hat exceptions 10 the standards and regulations be specified and explained by the
principal investigator and approved by the Instiutional Aniunat Care and Use Commiltee (IACUC) A summary ot all such exceplions is allached 10 this annual report. In
addinion to identitying the IACUC-approved exceplions, This summary includes a briet explanation ol the exceplions, as well as the species and number ol anunals aflected

4) The atlending velerinacian for this research taclity has appropriate authonity 1o ensure the provision ol adequale velerinary care and 10 oversee the adequacy.ol other aspecls of

sninat care and use. ™

SIGNATU

TAPHIS FOR'™ 7023
(AUG ©1)

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL

(Chief E

xecutive Off

URPOT TN

ﬁcer or Legally Responsible Institutional Official)

DATE SIGNED

(o {00

(Replacos VS FORM 1n 23 (OCT 885, whichi 1s nhuobete )




This report Is required by law (7 USC 2143} Fauure 1o report according to the regulgllons can
result in an order to cease and dests! and 1o be subjecl 10 penalties as provided for in Section 2150.

See reverse side lor

additional information. 0180-DOA-AN

Interagency Report

™ UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. FORM APPROVED
ANIMAL AND PLANT HEALTH INSPECTION SERVICE NG, 0570.0036
2. HEADGUAR B ith USDA,

(TYPE OR PRINT)

NQV

3 2000

ANNUAL REPORT OF RESEARCH FACILITY

include Zip ¢ 22-R-0099, Cust 1d 194

GNI\;ERS.ITY or M!!ICINE & DENTISTRY OF NJ

2 MEDICAL CENTER DRIVE
STRATFORD, NJ 08084

sheets 1l necessary )

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

1eaching, or experimentation, or held tor these purposes. Attach additionat

FACILITY LOCATIONS (Sies)

Vivarium

First Floor

2 Medical Center Dr.

Stratford,

NJ 08084

[REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adidiltonal sheels 1 necessary or use APHIS FORM 7023A) *

A B. Nuinbe: of C Number of D. Number of aninals upon E. Number of animals upon which teaching, F.

animals being ammals upon which experiments experiments, research, surgery or lesl§ were
Animals Covered bred, which teachung, teaching reseavch. conducled involving accompanying pain or daslr_ess
By The Animal conditioned, or research, surgery .or lests w;are fo the animals ang for which the use of appropriale TOTAL NO
Wellare Regulations held for use in experiments, or counducied wvolving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALs

teaching, 1esling. lests were accompanying pain of have adver‘se|y aftected Ih_e procedures, results, or
experiments, conducted distress 1o the animals interpretation of the leaching, research, )
research, or involving no and for which appropriate experiments, surgery, of lests. (An explanation of (Cols. C +
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these D + E)
yet used for such use of pain- lranquilizi"-.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

5. Cats

6. Guinea Pigs 2 2

7. Hamsters

8. _Rabbits 1 1

9. Non-human Primates

10. Sheep

" 11. Pigs
12. Other Farm Animals
13. Other Animals

| ASSURANCE STATEMENTS

1

2

} Prolessionally acceptabie standards governing the care, treatinent, and use ot animals, including approriate use ol anesthelic, analgesic, and tranquilizing drugs, prior to, during,
and joliowing actual research, teaching, testing, surgery, or experimentation were lollowed by this research lacility

Each principal inveshigator has considered alternatives 1o paintul procedures

3) This taciity is adhering 10 the standards and regulations under the Act, and it has required that exceptions 10 the standards and regulations be specitied and explained by the
principal investigalor and approved by the Inshitutional Aninai Care and Use Commitlee (IACUC) A summiary of all such exceptions is attached 1o this anaua! report. in
addition to identitying the IACUC-approved exceplions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals aflected

4)  The allending vetennanan for this research tacility has appropriate authurity to ensure the provision of adequate velerninary care and 10 oversee the adequocy of other aspects of
anunal care and use

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional Official)
t certity that the above is true, correct, and complete (7 US C Sechion 2143)
-
SI DATE SIGNED
/OA G/
APHIS FORM 7023 L es VO D ORKE T 23 000 BK,

CALIG ST

what s onsolele )




This rej ~r1 1s required by taw (7 USC 2143) Failure 1o report according 10 the regulations can
resull in an order 1o cease and desisl and 10 be subject to penalties as provided for in Section 2150.

See reverse side lor
additional intormation.

Interagency Report Conir 'f\?y.
0180-DOA-AN /’/‘\—/

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

1. REGISTRATION NO.

22-R-0104

FORM APPROVED
OMB NO 0579-0036

2. HEADQU

include £ 22-R-0104, CustId 198

CENTER FOR MOLECULAR MED & IMMUNOLOGY
520 BELLVILLE AVE

BELLEVILLE, NJ 07109

sheets il necessary )

3. REPORTING FACILITY (List all locations where animats were housed or used in actual research, testing, leaching, or expenimentation, Of NEIU 1U1 IHE3C Pt pros-

P oM dbem e and Bddeacs as reaistered with USDA,

———————
.tach additional

FACILITY LOCATIONS (Sttes)

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

A 8. Number of C Number of D. Number ol antnals upon E. Number ol animals upon which teaching, F.
antmals being ammals upon which experiments, experiments, research, surgery or |esl§ were ) )
Animats Covered bred, which teaching, teaching, research, conducled involving accompanying pain or dlsl(ess
By The Animal conditioned, or research, surgery, of tests were to the amimals and lor which lhg use of appropriate TOTAL NO
Weltare Regulations heid tor use in experiments, os conducted mvolving anesthetic, analgesic, or 1ranquilizing drugs would OF ANIMALs
teaching, lesling, tests were accompanying pain cr have adversely altected lhg procedures, results, or
experiments, conducted distress 1o the ammals interpretation of the teaching, research,
research, or involving no and for which appropriale experiments, surgery, or tests. (An explanation of (Cols. C +
surgery but not pain, distress, or anesthetic, analgesic, or the_ procedures producing pain or distress in these D + E)
yet used for such use ol pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. relieving drugs. used must be attached o this report).
4. Dogs
5. Cats

6. Guinea Pigs

7. Hamslers

330

330

8. Rabbits

9. Non-human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

391

9687

10078

[ ASSURANCE STATEMENTS

1} Prolessionally acceptable standards governing the care, treatmendt, and use ol animals, including approriate use ot anesthetic, analgesic, and tranquilizing drugs, prior 10, durnng,
and lollowing actual research, teaching, lesting, surgery, or expenmentation were tollowed by this research facility

2). Each pruncipal inveshigalor has considered allernalives 10 paiiful procedures

3) Thes tacihity is adhering 10 1the standards and segulatiuns under the Act, and it has required thal exceplions 10 the standards and regulations be specified and explained by the
principal investigator and approved by the Instilutional Animat Care and Use Committee (IACUC) A summary of all such exceptions is attached to this annual report. In
addiion 10 identitying the IACUC-approved exceptions, thns suimmary includes a briet explanation of the exceptions, as well as the species and number of animals affected

4) The allending velerimarian for Lhis research faciiy has appropriale authodty 10 ensure the provision ot adequate velerinary care and to oversee the adequacy ot other aspects ot

aninal care and use.

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional Official)
| certily thal 1he above is lrue, corredt, and complele (7 U S C Section 2143)

SIGNATUREC™ -~~~ =~

DATE SIGNED

10-24-00

LAPHIS FORM 7023
(AUG 9

e

VL RORM e 2% o

rLt BE)

bt

1S 0ol )



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

can

See attached form for
additional information

Interagency Report Contrgf No.:

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

1. CERTIFICATE NUMBER: 22_R-0110

CUSTOMER NUMBER: 8209

FORM APPROVED
OMB NO. 0579-0036

Morristown Memorial Hospital
Reeves Surgical Laboratories
100 Madison Avenue
Morristown, NJ 07962

Telephone: (973)-971-6256

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 RFPORT OF ANIMAL S USED BY OR UNDFR CONTROL OF RESEARCH FACILITY { Attach additional sheets if necessarv or use APHIS Form 7023A ) l
A. | B. Number of C. Number of D. Number of animals & E. Number of animals upon which teaching, | F.
i animals being animals upon upon which ‘[ experiments, research, surgery or tests were \
; bred, which teaching, J experiments, teaching, i conducted involving accompanying pain or distress ‘ TOTAL NUMBER
Animals Covered 1 conditioned, or research, | research, surgery, or to the animals and for which the use of appropriate I OF ANIMALS
By The Animal i held for use in experiments, or tests were conducted anesthetic, analgesic, or tranquilizing drugs would
Welfare Regufations ! 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.

6. Guinea Pigs

7. Hamsters

|
8. Rabbits |

9. Non-human Primate

10. Sheep I

11. Pigs

12. Other Farm Animals

13. Other Animals

| Assurance statements

1

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

2

3

=

Each principal investigator has considered aiternatives to painful procedures.

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

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

=

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

SIGN

APHIS . 1o s we
(AUG 91)

U U ....7\. O I RNV TR VIV VPN

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

DATE SIGNED




nleragency ~eport controt o

0180-DOA-AN

See (everse side or
addimonal infarmation

Tiau moull L eduned oy tew 0 Wb < TS Fanun: 10 feputh aeluratag fu e regulabions Con

resull 10 an order 10 cease and desisl and to be subject 1o penallies as provided tor wm Section 2150.

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. FORM APPROVED ]
ANIMAL AND PLANT HEALTH INSPECTION SERVICE OMB NO 0579-0036
Ui | ¢ . 2 HEADQU o with USDA,
- include . 22-R116, Cust|d 895
ANNUAL REPORT OF RESEARCH FACILITY XENOBIOTIC LABORATORIES. INC. i
(TYPE OR PRINT) 107 MORGAN LANE ¢
PLAINSBORO, NJ 08536

ARER——————(

3. REPORTING FACILITY (List all locations where amimals were housed or used (h actual research, testing, leaching, or expenmentation, or heid for these purposes. Altach addilional

sheets il necessary )

FACILITY LOCATIONS (Sites)

Qk;tgrQ QQ}&,\»IL‘

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

A

B. Number ol

C Number of

E. Number ol animals upon which ieaching,

D Nuinber ot anunals upon F.
animals being anunals upon which expenments, expertments, research, surgery or lests were
Animals Covered bred, which teaching, teaching, research, conducted involving accampanying pain or distress
By The Animal conditioned, or research, surgery, or tests were 1o the animals and for which the use of appropriate TOTAL NO
wellare Regulalions held tor use in expenmenls, or conducted mvolving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALS
teaching, lesting, tests were accompanying pain or have adversely altecied the procedures, resuits, or
experiments, conducted distress 1o the animals nterpretation of the teaching, research, )
research, or involving no and for which appropriale experiments, surgery, or tests. (An qxplana!lon of (Cols. C +
surgery bul not pain, distress, or anesthetic, anaigesic, o (hq procedures producing pain or distress in these D + E)
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be aftached to this report).
4. Dogs O / :71 O O / 3—
5. Cats

6. Guinea Pigs

7. Hamsters

D
QO
0

8. Rabbits

~—

9. Non-human Primates

%}L P!
R

10. Sheep

VS

11._Pigs

12. Other Farm Animais

bbb b

13. Other Animals

[ ASSURANCE STATEMENTS

1) Protessionaily acceptable standards governing the care, treafiment, and use of anitals, mncluding approriate use ol anesthetic, analgesic, and tranquihzing drugs, pnor 1o, dunng,
and lollowing actual research, teaching, testing, surgery, or expernmenialion were lollowed by this research tacibty.

2) Each pnincipal mvestigalor has considered atlernatives 10 paniul procedures

3) This tacibity 15 adhenng 10 the stondurds and regulalions under the Acl. and It has required that exceplions 10 the standards and regulations be specified and explained by the
principal invesitgalor and approved by the institutional Anpnal Cate and Use Commmilttee (IACUC) A summary of ail such exceptions is altached to this annual report. In
addihion 10 idennttying the IACUC-approved exceptions, This swiminary includes a bref explanation ot the exceptions, as well as the species and number of amimals altected

4} The ottending vetermarion 1or this research 1acility has uppropnsie authonly 1o ensure the provision ot adequote velennary core ond 10 oversee the adequacy of other aspects of

annngl care and use

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
{Chief Executive Officer or Legaily Responsible Institutional Official)
I cernly thal the above 1s true, correct, and compiete (7 U S C Sechion 2143)

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL

I NAME R TITIE NAE A C A ND IMACTITNITIAAAT ALCINI AL~

Print)

DATE SIGNED

(0—0b-7?




This report 1s required by law (7 USC 2143) Fadure 10 report according 10 1he regulations can
resull in an order 1o cease and desist and to be subjecl 10 penalties as provided fos in Section 2150.

See reverse side tor

additional information. 0180-DOA-AN

nteragency Report Contiul No

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

1. REGISTRATION NO. I

22-R-0117, Cust Id 701

2. HEADQUAR'
include Zip (

BARTON'S WEST END FARMS, I a .
161 JANES CHAPEL ROAD -
OXFORD, NJ 07863

FORM APPROVED
OMB NO 0579-0036

Y

ith USDA

3. REPORTING FACILITY (List all locations where animals were housed os used in actual research, lesting, leaching, or experimentation, or held for these purposes Allach additioual
sheels 1l necessary.)

FACILITY LOCATIONS (Sies)

Rarton's West End Farms, Inc., 161 Janes

Alder Ridge Farms, Inc., 706 Township Road

Chapel Road, Oxford, NJ 07863

18439-0290

Lakewood, PA

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach aduditional sheets il necessary or use APHIS FORM 7023A) ~

A B. Number ot C Number ot D. Number of ammals upon E. Number of animais upon which leaching, F.
animals being animals upon which experiments experiments, research, surgery or tests were
Anmmalis Covered bred, which teaching, teaching research. conducled involving accompanying pain or dlsl(ess
By The Animal conditioned, or reseatch, surgery Ior tests w'ere 10 the anrlmals and lor which lhg use o! appropriate TOTAL NO
Wellare Regutations held for use in experiments, or corlduc{ed mvolving anesthetic, anaigesic, or tranquilizing drugs would OF ANIMALs
teaching, lesling, tests were accompanying pain or have adversely attected the procedures, resulls, or
experiments, conducted distress 1o the animals interpretation of the teaching, research,
research, or involving no and lor which appropriate experiments, surgery. of lesls (An explanation of (Cols. C +
surgery bul not pain, distress, or anesthelic, analgesic, or the procedures producing pain or distress in these D+ E)
yet used tor such use ol pain- lranquilnzi&g drugs w'ere animals and the reasons such drugs were nol used
purposes. relieving drugs. used must be attached to this report).
4. Dogs 312 1 313
5. Cats 0
6. Guinea Pigs 0
7. Hamsters 0
8. Rabbits 0
9. Non-human Primates 0
10. Sheep 0
11. Pigs 1 2 1 2
12. Other Farm Animals 0
13. Other Animals 0

[ ASSURANCE STATEMENTS

1)

2

Prolessionally acceptable standards governing the care, treaiment, and use of animals, including approriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, duning,
and lollowing actual research, teaching, lesting, surgery, or expenmentation were lollowed by this research facility

Each principal investigalor has considered alternalives 10 painiul procedures

3) This tacihly is adhering 10 the standards and regulations under the Act, and it has required that exceptions 10 the standards and regulations be specthed and explained by the
principal investigator and approved by the Inshitutional Ammal Care and Use Commitlee (IACUC) A summiary of all such exceptions is attached to this annual report. in
addition to identitying the IACUC -approved exceptions, this summary inciudes a brief explanation of the exceplions, as well as the species and number of animals atlected

4)  The ollending vetennarian for this research tacility has appropuaate authonly to ensuse the provision of adequate velerinary care and 10 oversee the adequacy of other aspects of
annnal care and use

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

APHIS FORM 7023

(AUG 9

Sy e

DEAVAN SN TRT X NN R R R IO I o TR

unt)

DATE SIGNED

11-29-00

white by ofiuolte )



This report 1s required by law (7 USC 2143) Failure 1o report according to the regulations can
resull 1n an order 10 cease and desist and 1o be subjecl 1o penalties as provided for s Section 2150

See reverse side tor

additional informalion. 0180-DOA-AN

interagency Report Conirol No

.,/\l

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

1. REGISTRATION NO.

FORM APPRQOVED '
OMB NO 0579-003

2. HEADQU/
include zi 22-R-0118, Custld 1672

PEDIATRIC CARDIOLOGY
137 PAVALION AVENUE
LONG BRANCH, NJ 67740

sheets 1t necessary )}

1 with USDX

3. REPORTING FACILITY (List all locations where ammals were housed or used in actual research, testing, teaching, or experimentation, or held lor these purposes. Altach additional

FACILITY LOCATIONS (Sites)

Lo (o 22 Loacd -

T el N To

4O

IREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Altach adiditional sheets if necessary or use APHIS FORM 7023A) *

A B. Number of C Number ot D. Number o anmmats upon E. Number ot animais upon which teaching, F.
animals being ammals upon wrs:chee'xpemnems s experiments, research, surgery or lesls_ were
Animals Covered bred, which teaching, teaching research' conducled involving accompanying pain or dlslr_ess
By The Animal conditioned, or research, surgery ‘m tests wlere 10 the animals and for which the use of appropriate TOTAL NO
Wellare Regulalions held lor use n experiments, or conduc(‘ed involving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALS
teaching, testing, tests were accompanying pain or have adversely attected lhg procedures, resuits, or
experiments, conducted disiress to the animats interpretation of the teaching, research, )
research, or involving no and tor which appropriate experiments, surgery, or tests. (An explanation of (Cols. C +
surgery but not pain, dislress, or anesthelic, analgesic, or the procedures producing pain or distress in these D+ E)
yet used tor such use of pain- 1ranquihzirllg drugs w‘ere 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 \
7. Hamsters \ A
N 7
8. Rabbits N i ‘ V
9. Non-human Primates \ N \
’ \
10. Sheep \
11. Pigs \
12. Other Farm Animals

13. Other Animals

AN

AN

N

N

l ASSURANCE STATEMENTS

1) Prolesstonally acceplable standards governing the care, trealment, and use ol animals, including approriate use'of anesthetic, analgesic, and tranquilizing drugs, prior 10, during,
and following aclual research, teaching, testing, surgery, or expenimentalion were 1ollowed by this research lacility.

2)

Each prncipal investigatlor has considered alternatives 1o pantul procedures

3) This tacilty is adhering to the standards and regulations under the Act, and it has required thal exceptions 1o the standards and regulations be specitied and explamed by the
prncipal mvestigator and approved by the Insbitutional Amimal Care and Use Commitiee ((ACUC) A summary of alf such exceptions is attached to this annual report. in
addinon to identitying the IACUC-approved exceplions, this swnmary includes a brief explanation of the exceplions, as well as the species and number of amimals aflected

4)

The attending veternarian 1or this reseorch tacility has appropriate authonty 1o ensue the provision of adequate veterinary care and 1o oversee the adequacy ol other aspecls of
oanunal care and use

SIGNATURE C

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional Official)
1 certity that the above is true, carrect, and complete (72 U S C Secuon 2143)

1t}

DATE SIGNED

/24 o

N
4

APHIS FORM 7023

(AUG &)

Shaen VL FORKM s 23 (OO0 8Ey

wlocto s nhsolte )



nteragency Keporl Contrut No
See reverse side jor /
additional intormation. 0180-DOA-AN O‘#
v
FORM APPROVED
OMB NO 0578-0036

This report 1s required by low (7 USC 2143} Failure 10 report according 1o the regulations can
result 1n an order to cease and desist and 1o be subject to penalties as provided for in Section 2150.

1. REGISTRATION NO.

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

C g 2. HEADQUA’ “with USDA,
R R include Zip 22-R-0120, Custid 1701
ANNUAL REPORT OF RESEARCH FACILITY QUALTECH LABORATORIES, INC.
(TYPE OR PRINT) 104 GREEN GROVE ROAD
OCEAN, NJ 07712

3. REPORTING FACILITY {List all locations where animals were housed of used 1n actual research, testing, teaching, or experimentation, or held lor these purposes. Attach additional
sheels il necessary )

FACILITY LOCATIONS (Sites)

Hs above

,

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

Number ot animals upon which teaching,

A B. Number of C Number of D. Number ot ammals upon E. F.
amimals being animals upon which experiments, expertments, research, surgery or tests were
Animals Covered bred, which 1eaching, teaching, research, conducted involving accompanying pain or dtsiress
By The Animal conditioned, or research, surgery, or lesls were to the animals and !or which lhg use of appropriate TOTAL NO
Weltare Regulalions held for use in experiments, or conducted mvolving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALs
teaching, lesling, tests were accompanying pain or have adversely alfected the procedures, resulls, or
experumeits, conducied distress fo the anmals interpretation of the teaching, research, )
research, or involving no and lor which appropriate experiments, surgery, or lests. (An e_xplananon of (Cols. C +
surgery but not pain, distress, or anesthetic, analgesic, or thq procedures producing pain or distress in these D + E)
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were nol used
purposes relieving drugs used must be attached to this repori).
4. Dogs
5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbils

9. Non-human Pnmates

SOSIGIQD| O]
QIR R SO
QORI IO IS0
OISO OGO

10. Sheep

11. Pigs

12. Other Farm Animals
13. Other Animals

| Assurance sTaTemENTS

1) Prolessionally acceptable standards governing the care, 1reatment, and use of animals, including approriate use ol anesthetic, analgesic, and tranquilizing drugs, prior 1o, during,
and loliowing actual research, teaching, testing, surgery, or experimentation were tollowed by Ihis research lacility.

2). Each principal mvestigator has considered allernatives to painiul procedures
3) This tacility is adhering to the standards and regulations under the Act, and it has required that exceptions 1o the standards and regulations be specitied and explained by the
principal investigator and approved by the Institulional Animal Care and Use Commitiee (JIACUC) A summary of all such exceptions is attached to this annual report. in

addition 10 1dentilying the 1ACUC-approved exceplions, this summary includes a brief explanation ol the exceptions, as well as the species and number of anunals aftecled

4) The atlending veterinanan tor this research tacilily has appropriale authonty 10 ensute the provision of adequate veterinary care and to oversee the adequacy ol other aspects ot
anunal care and use

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

DATE SIGNED

128/00

TAPHIS FORM 7023

(AUG 91)

R R Y A NI S ¥ R

winch s ohsolet



e

NITED STATES DEPARTMENT OF AGRICULTURE 1. mmﬂoﬂm- ' . FORM APPROVEJ
Ulm AND PLANT HEALTH INSPECTION SERVICE , . . OME NO. 05879-0038
A ! \’ 2 8 th USDA, ‘

2. HEADQUART 22.R-0122, Custid 1804
include Zip Ct
' EPIGENES!S PHARMACEUTICAL, INC.
P.0. BOX 7007
PRINCETON, NJ 08543

statis : Pelive

| 3. REPORTING PACILITY (List ol Jocallons where animals were haused or used in actual research, testing, teaching, or experimentation, or hald for these purposes. Altach additional
[ sheels il necessary )

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

FACILITY LOCATIONS (Sites)

. . /
RoOO0S Fastharf  Boulevared
/ — - -
Cranbury NT 088 /R
( REPORT OF ANIMALS USED BY Ofi UNDER CONTROL OF RESEARCH FACILITY (Allach adidilional shuets i necossury or use APHIS FORM 7023A)
A 8. Number ol C Number ol D . £ Numbe: ol animais upon which \eaching, F.
animals being animats upon cm;&x:‘;:‘: upon expﬂlmonls. reuuch surgery or ‘up?l mmdis rass
Animals Covered bred, which i \anchi Y ying pain or distr
Animal conditioned, or research, e 10 Ihe animais and or which the use of appropriate TOTAL NO.
w::lamcg‘::::fmm heid lor use in parl of surgery. or ! ”'.s were anesthetic, mlmslc of |unquiuzing drugs wouid OF ANIMALS
teaching, lesting, tesls were sccompanying ps‘; or have odversely attected the p
experiments, conducted distress 1o the animals interpretation of the lencMnn. rmarch
research, or involving no and for which appropriate experiments, surgery, or lesis. (An sxplanation ol {Cols. C +
surgery but not pamn, di or snalgasic, or ma p:ocodures producing pain or distress in these D+ E)
yat used for such use of pain- "lﬂqumﬂﬂﬂ drugs were and the such drugs were nof used
purposes. relleving drugs. must be attached to this reporl).
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamsters —i
8. Rabbils
- —
9. _Non-human Primales // /5 A /8
(CommodMaymosefS)
10. Sheep
11. Pigs
12. Dther Farm Amimals
13. Other Animals
| ASSURANCE STATEMENTS
1) Prolessi tandards g the care, 1, and use ol snimals, including approriate use of heti ig and tranquilizing drugs, prior 1o, during,
and loﬂo\mnq uclunl taseurch, Iuchlno. lulmg. surgery, or exporinantalion were ol d by thiy facility.
2). Each_:.' ipal { 1] hos idered alier i 1o pomiul p d
3). ‘lms lnclllly is adheering to the standards and regulatl) under the Act, and 2 has d thay dards and be specitied and expinined by the

and app d by the | | Anhinal Care and Use Commitiee (IACUC). A rmmlnary of all such eaupllons is att.

hed to this report. in

auumon 10 mnmymg 1he IACUC-approved this y inchudes u brief sxplanation of the axceptions, as well os the species and number of animals affecied.
4). The atlending velennanian lor this rescarch lacitlity has appropriate suthonty 10 ensure the provision of adequale velerinary care and to oversee the ad quacy ol other aspects of
antinal cure and use.
CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chiel Executive Officer or Legally Responsible Institutional Official)
1 certrly that the above is true, . and (TUSC Sec 2143
S’GN‘"'“ NE /A EA NADIMETITHTIAMAI NABEINIAL ' ERAAE A S S A s s s T s s DATE Snﬂeﬂ

11/17/00do

APH!IS FORM 7023

(Replices VS FORM 1823 (OCT 88). which is absolete )
{AUG 91)



This renorl is required by |
resull ir an order 10 cease and desist and to be

tations can
7 USC 2143) Fadure 10 report according 10 the regu 3 ;
nd subject 1o penalties as provided lor in Section 2150.

See reverse side for

additional inlormation.

Interagency Report fol Ko
0180-DOA-AN (»\\
[}

T UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

).

(TYPE OR PRINT)

1. REGISTRATION NO.

22R0123

include

2. HEADG 22-R-0123, Custid 1824

FORM APPROVED

OMB NQ. 0579-0L36
red with USDA,

~

;
Ly

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

sheels il necessary )

3. REPORTING FACILITY (List ail locations where animals were housed ot used in actual research, testing, teaching, oc experwnentation, os heid for these purposes

Attach aaditional

FACILITY LOCATIONS (Sutes}

County College of Morris

Sheffield Ball,

A-230

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Atach adidifional sheets if necassary or use APHIS FORM 7023A)

A B8 Nuinber ol C Number af D. Nuinber of anwnals upon € Number ol anumals upon which 1eaching, F.
animals being aannals upan which experiments experiments, research, surgery of lests vere
Antmals Covered bred, which teaching, teaching reseavch. conducled mvolving accompanying pain or disleess
By The Animal conditiched, or cesearch, surgery or tesis wore to the animals and lor which the use ol approon?xe TOTAL NO
wettare Regutations heid tor use n experiments, ot condué;ed wwalving anesihelic, analgesic, or lranquilizing drugs would OF ANIMALS
leaching, testing, lests were accompanying pain or have adversely atlected the procedures, results, or
experuments, canducted distress (o the ammals interpeelation of the leaching, research,
research, or involving no and tor which appropriate experunents, surgery, or tests. (An gxplanation of (Cois. C +
surgery but not pawn, distress, or anesthetic, analgesic. or Ihe_ procedures producing pain or distress in these D + E)
yet used {or such use of patwn- lranqu“izir;g drugs were animals and the reasons such drugs were nol used
purposes celieving drugs used must be attached o ttus report}
4. Doas 0 0 0 0 0
5. Cals 0 0 0 0 0
6 Guinea Pigs 0 0 0 0 0
7. Hamsters 0 0 0 0
8. Raobus 0 6 Q 0 6
9. Non-human Prinates 0 Q 0 0 0
10. Sheep 0 0 0 Q 0
o
11, Pigs 1) 0 ) 0 0
12. Other Farm Animals
13. Other Animals
| ASSURANCE STATEMENTS
1) Protessionatly acceptoble standards governing the care, lteatment, und use ol anunals, ncluding approcate use of anesthelic, andigesic, and tranquibring drugs. paor 10, dunng
and following actual research, teaching, festing, surgery, Or experitnenliloi werne followed by thes research lucility
2) Each proncipol investigator has considered allernolives 10 paralut paocedures
J) o Thes tocity 15 agdhenng to the standards and regulalioos aader the ACt gnd it bas cequuced 1that exceptions 10 the standards and requiahions Be specilied amd eaptaimed by The
prncipdl inveshigalor and approved Ly The institulional Annnal Care ond Use Comouliee (IACUCH A summiary of ail such exceplions s attached to this annual report. in

addaon 10 identitying the LACUC apprroved exceptions, this sumimary mgiudes o bret explanation ol the exceplions, as well as the species and number of antngls atlecled

4} The atlending velennmonion tor This cesearch taciitly has appropasie authonly 1o ensure the proviston ol udequdie vetennany Care ond ta oversee Tthe adeqguady ot olher ospects of

gl Cate and use

DATE SIGNED

/]
A%

APHIS FORM 7023
(AUG <y




P.02/82
-15- Qv SRt
DEC-15-2002 @3 - i aaaltiona! Informelion
<an 1
UNITED STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE NUMBER: 22.-R-0125 OF:::OA?:;J::;
Y 05
ANIMAL AND PLANT HEALTH INSPECTION SERVICE CUBTOMER NUNBER: 11697

ANNUAL REPORT OF RESEARCH FACILITY

( TYPE OR PRINT )

Hackensack
Institute For

30 Prospect
Hackensack

Telephone:

University Medical Center
Biomedical Research

David Joseph Juriat Rasearch Bidg

Ave

. NJ 07601

{201) -996-2879

m —— e e
3. REPORTING FACILITY [ Ust ofi locationa whara unimais were Nouswd Gr usad !n actsl naagarch, 1oating, or expesimaniglion, of heid Tor Ihesa Jurbases. Alsch nddional sheats ¥ nocanssry |

FACILITY LOCATIONS ( Sias} - Sco Alacnod Lisiing

[ AEPORT OF ANIMALS LISEN RY NR 1INDER CONTROL OF RFREARGH FACILITY ! Attach additional aheetx ¥ nacagsary or ura APK!S Farm 7023A 0
A, I B. Numberaf C. Numberof ( D. Number of animele E. Number of enimals upcn which togening, F.
animalz hoing primatz upon upon which oxzerimants, reLeRITh, BUIgary ar 1853 were
braa, which 16820, oxparimpnis, 1aaching, tonducied invalving nccampanying pain ar glauass TOTAL NUMBER
Anirmat Covernd condilioned, of raLageeh, ramwBreh, surgery, of 10 tha ANIMBais bnd for which the uye of approgriate OF ANMALS
By Tha animsal netd for usa in parimanty, or 1aals wore conductad snostholle, analgaute, ar Inquilizing drugs would
WaeNare Ragutations 1apening, \8618 wara Invorving Novo sdvarnaly siected Yo procodures, reeuilp, of COLUMNS
83ung. conoucted accompanying pain o intarpreiation of tne logching, rasasrch, sxpenmonls, (
axperimarls, Invatving no dintrass 10 \ng opimais urgery. of losic. ( An expignaion of tha procadures C+D+E)
rgsBerch, or paln, diavess, of and for which phoducing paln or distass In thesa snimols ang tha
surgery dul nci vt use of pein- Bppropreig snasihelic, § MASONE BUCh Jruga wars ol UEsd mumt be anachad o
rolieving druge
- O
. v - P -k (RS S ——— e e —
5 Caw ‘ r)
B. Guinea Pige ’ { O
Hamsters , t )
B. Rabbils ‘T D
9. Nan-human Primate ] Q
10. Sheep O
S — . O - fein . — e w—
11. Pigs ! ( ‘ }

e e s e e -

12. Othar Farm Animaia

|
!

> o —

13

Other Animals

| 23sURance sTATEMENTS

]

actuai rupoarch, teaching. lasing. surgary. of ubarimentalon wore illowsd by thla resaarch facilly,

H
3

Eaan prncpsi invontgatar hea cansidored sitamativas 1o palnful procodurmg,

JACUC-Approved sxcopions, ihis summary Inciuded a brief axpisnalion of Ine 8xcaplians, a3 well as the SDACias ang nUMBe? of arimals nfected.

4)

The anandina veisdnarian for N 7ARANACR farkin RAL ANAMARAIL O1IRARA b BAFi A 1ha Amulalnn af ndan. . ala smbadone: aess aa s o = oo s -

4w e

Profonaionally aceoplabie standunds goveming 1he cira, restment, and uze of 8AMala, Indluding aoproprisle Usa of anagiale, saaldelc, snd araulizing drugs. priar io, durirg, and foliowtng

Trug tncully lo adnasng 1o the standard and raguioiions undor tha ACY, and It nuA raquired NGt excoplions |o 1ha slandards and mgyimtions De opacified and axgloined by to principer
investigaior and eoprovad by Iha Insvilions! Animal Care Bra Ucs Camminse (ACUC). A summary of a1l auch ex2optiony is mEyches 1o Bis annyal ropont. in addiion Lo IdentifYng ho

snime! eary gnd

DATE 3IGNEQ

e

TOTAL P.G2



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

See attached form for
additional information

Interagency Report Controi No.:

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

1. CERTIFICATE NUMBER: 272-R-0128 ;S:xo/xp;:r;%g;
CUSTOMER NUMBER: 12247 ’
Collage Consulting
Po Box 29
340 Rt 46

Great Meadows, NJ 07838

Telephone: (908) -637-4687

W
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 LISFD BY OR UINDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A )

A. ' B.

Animals Covered
By The Animal
Welfare Regulations

Number of
animals being
bred,

conditioned, or
held for use in
teaching,

testing,
experiments,
research, or
surgery but not ye

C. Number of ‘ D.
animals upon .
which teaching,
research, ‘
experiments, or

tests were
conducted

pain, distress, or
use of pain-
relieving drugs.

Number of animals

upon which
experiments, teaching,
research, surgery, or
tests were conducted
involving

accompanying pain or
distress to the animals
and for which
appropriate anesthetic, a

! E. Number of animals upon which teaching,
experiments, research, surgery or tests were
conducted involving accompanying pain or distress
to the animals and for which the use of appropriate
anesthetic, analgesic, or tranquilizing drugs would
have adversely affected the procedures, results, or
interpretation of the teaching, research, experiments,
surgery, or tests. { An explanation of the procedures
producing pain or distress in these animals and the

reasons such drugs were not used must be attached to

TOTAL NUMBER
OF ANIMALS

( COLUMNS
C+D+E)

involving no r
t
|
|
I

6. Guinea Pigs

7. Hamsters

|
i
e +
|

8. Rabbits

9. Non-human Primate |
- - b n

i

T

10. Sheep

O S
12. Other Farm Animals

13. Other Animals

U S S

l ASSURANCE STATEMENTS

1

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

2

3

Each principal investigator has considered alternatives to painful procedures.

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

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

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 exptanation of the exceptions, as weli as the species and number of animals affected.

2

The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and
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ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

1. REGISTRATION NO.

22-K- 0007

FORM APPROVE \

sheets i necessary )

NOVARTIS PHARMACEUTICALS CORPORATION

BLDG 404, Rm. 460
EAST HANOVER, NJ 07936

CMB NO DS?!:GO:!
2 HEADQUf‘R'I‘Enc BEFE cmAn = an witrNSOA
include Zip 22-R0009, Custld 519
0 0
NOVARTIS PHARMA PORATION

3. REPORTING FACILITY (Lisi all 1ocations whius= ammals were housed of used in actual research, 18sting, teewmuy, o¢ expenmeniation, or heid lor thesa purposes. Altach addional

FACILITY LOCATIONS (Sdes)

East Hanover, NJ

Buildings 404&406

l REPORT OF ANIMALS USED BY OR UNDER CONTROUL OF RESEARCH FACILITY (Attach adiditional sheels f necessury or use APHIS FORM 70234} *

A B Numblet E;l' [ f"",mb‘f ol 0. Numnber of amimals upon E. Number of animals upon which teaching, F.
) ;n;r;a s Lunng animals upon whith experiinents, expc;nmar‘u;. re‘sea-ch. surgery oF lesls' wers
A;;";'ar: Eﬁ::':ld c:md'ilionud. or :;l;:::"t:;?chmg. :?c::nn;cls:;:;c:.ew 1o Ihe ammals nnd,lm which the u:ap::':::'pz:::::: TOTAL NO
Wellarg Fegulations held 1_or use in exparimeanis, or congzlu:;ed involving anesihetic, analgesic, of Iranquilizing drugs would OF ANIMAL:
i e | ests wrs sccompanying painor | hiue bverash Mectad ha procedures. resuis, o
fesean:hl olr . involvi?g no ::‘s:,e::':::;‘e:p'::::':au . .e:perimenls. surgery, o |ests'.. An :x?;nna;ion of (Cols. C +
su:geryd :’u no! n pan, distress, or anesihetic, analgesic, or [ c'procod:f:hl B ¢ pain or n these D+ E)
yet used for suc use o! pain- tranquilizing drugs ware animals an @ rea30ns such drugs were nol used
purposer. religving drugs, used mus! be atiached to this repari).
4. Dogs 60 421 10 38 469
5. Cats N/A N/A N/A N/A' N/A
6. Guinea Pigs N/A N/A N/A N/A N/A
7. Hamslers N/A N/A N/A N/A N/A
'B. Rabbis 22 182 N/A 15 ' 197
9. Non-human Primales 383 277 N/A 4 281
10. Sheep N/A N/A N/A N/A N/A
11. Pigs N/A N/A N/A N/A N/A
12._Other Farm Animals N/A N/A N/A N/A N/A
13. Other Animals N/A N/A N/A © ON/A N/A

l ASSURANCE STATEMENTS

1) Prolessionally accepiable sfandards gav=rning the care, irealment, and use of animals, including spproviate use of snesthelic, analgesic, and tranguilizing drugs, prior 1o, during,
and loHowing aclual research, teaching, Iusting, surgery, of experimentalion wers lotlowed by thes research facility.

2). Each principal investigator has i

d alier

10 pamiut pr

31 Thas laciliy is adhering 1o 1he siandards und regulations undes 1he Act, and it hus required thal exceplions to the standards and regulations be specitied and explained by the
principal investigalor and approved by the Inslitulional &ninal Care and Use Commillee IACUCE A summary of al) such exceptions is allached 1o this annual report. In
addinon lo identitying the IACUC-approvind exceplions, 1his summary includes a brief explanation ol ihe exceptions, as well as 1he species and number of animals allected.

4). The sitending velerinanan lor this researt.h facihly has approprisle outhoriy 10 ensure Ihe provision ol adequale velerinary care and 10 oversee The adequacy ol olher aspocis ol

aannat care and use.

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Insiitutiona? Official)
b ceslily 1hat the above is frue, carrect, aod complele (7 U S.C Seclion 2143),

'FiCIAL

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

DATE SIGNED

f/-z/-mﬁ

FORM 18-23 {OCT 88), which is obsolute )

I-/a”SC"




USDA ANNUAL REPORT OF RESEARCH FACILITY FOR 1999-2000
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 Specles Number _ Exercise Reason
1. Relative Absorbance  Dogs 02 6 Quantitative collection
of Formulations of of excreta, containment
Compound X of radioactivity
2. Relative Absorbance  Dogs 06 9 Containment of radioactivity
of Formulations of of excreta, containment
Compound X of radioactivity
3. N/A Dogs 01 7 Surgical recovery of
dogs neutered for
permanent placement
into adoptive homes
4, N/A ' Dogs 02 2 Lameness/sprain
5. N/A Dogs 01 8 LLameness/sprain
6. N/A Dogs 01 12 Lameness/sprain
7. Relative Absorbance  Dogs 12 2 To prevent the dog
of Formulations of from dislodging an
Compound X indwelling IV catheter
8. Relative Absorbance  Dogs 6 1 To prevent the dog
of Formulations of from dislodging an
Compound X indwelling IV catheter
9, Training Techniques Il  Dogs 8 20 Surgical recovery of dogs-
implanted with telemetry
devices
10.  Training Techniques Il Dogs 2 19 Surgical recovery of dogs

implanted with telemetry
devices



OPTIONAL COLUMN E EXPLANATION FORM
4-WEEK CAPSULE TOXICOLOGY STUDY WITH A 2 WEEK-RECOVERY
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 procedure producing pain and/or distress.
These dogs were dosed with a pharmaceutical compound.

On day 29 of the study, this dog experienced disorientation, ataxia and an abnormal gait. The
following day the dog recovered from these findings and was euthanized as scheduled.

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 (CFRY} title number and the specific section number (e.g., APHIS, 8 CFR 113.102):

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

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



OPTIONAL COLUMN E EXPLANATION FORM

SAFETY PHARMACOLOGY STUDY

1. Registration Number: 22-R-0009
2. Number of animals used in this study — 8. Number of animals classified as category “E” - 1.

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

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

This dog exhibited a swollen limb with an interdigital cyst for three days during this study. This
condition resolved and the dog was subsequently retumed to our holding colony

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

6. Wha.t, if any, federal regulations require this procedure? Cite the agency, the Code of Federal
Regulations (CFR) title number and the specific section number (e.g., APHIS, 8 CFR 113.102):

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

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



OPTIONAL COLUMN E EXPLANATION FORM
4-WEEK ORAL GAVAGE TOXICOLOGY STUDY
1. Registration Number: 22-R-0009
2. Number of.animals used in this study — 32. Number of animals classified as category ‘E" - 3.

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.

Three dogs demonstrated a non-weight bearing limb during this study, two each with a footsore.
The conditions resolved and the dogs were euthanized as scheduled.

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) title number and the specific section number (e.g., APHIS, 9 CFR 113.102);

The generall 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
13-WEEK ORAL GAVAGE TOXICOLOGY STUDY
1. Registration Number: 22-R-0009
2. Number of animals used in this study — 25. Number of animals classified as category “E” - 3.

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

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

One dog each exhibited varying degrees of decreased locomotor activity and, in some cases, ataxia
on days 66, 73 and 80 while on study. These dogs were euthanized on these respective days.

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or
means used to determine that pain andfor distress relief would interfere with test results. (For Federally
mandated testing, see question 8 below)

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

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

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

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



OPTIONAL COLUMN E EXPLANATION FORM

2-WEEK ORAL CAPSULE TOXICOLOGY STUDY
1. Registration Number: 22-R-0009
2. Number of animals used in this study - 16. Number of animals classified as category “E” - 4.

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

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

On day 17 of study these dogs experienced decreased locomotor activity, ataxia and impaired
righting reflexes. The dogs showed recovery from these signs the following day and were
euthanized as scheduled.

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) 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

MODIFIED ORAL GAVAGE 2WEEK RANGEFINDING STUDY

1. Registration Number: 22-R-0009

2. Number of animals used in this étudy - 14. Number of animals classified as category “E" - 5.

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

8.

5.

Explain the procedure producing pain and/or distress.

These dogs were dosed with a pharmaceutical compound.

Four dogs experienced decreased locomotor activity and occassional muscle tremors 5 days prior
to scheduled euthanasia. Two of the four dogs also exhibited moderate ataxia for three days. A fifth
dog demonstrated a slight reduction in locomotor activity for three days. All were euthanized as per
study schedule.

Provide scientific justification why pain andfor distress could not be relieved. State methods or

means used to determine that pain andlor 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) 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

2-WEEK ORAL GAVAGE TOXICOLOGY STUDY

1. Registration Number: 22-R-0009

2. Number of animals used in this study ~ 16. Number of animals classified as category “E” - 8.

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

9.

5.

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

One dog exhibited a hunched posture and lack of appetite which progressed into decreased
locomotor activity the following day when it was euthanized.

Six dogs appeared to exhibit slightly decreased locomotor activity 2-4 days prior to their scheduled
necropsy. Two of these dogs demonstrated slight ataxia and a moderate decrease of locomotor
activity on the day they were euthanized.

The eighth dog presented with an interdigital cyst and was euthanized on day 5 of the study after
also exhibiting a reduction of food consumption and emesis.

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) 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
4-WEEK ORAL CAPSULE TOXICOLOGY STUDY WITH A 2 WEEK RECOVERY
1. Registration Number: 22-R-0009
2. Number of animals used in this study - 32. Number of animals classified as category ‘E" - 3.

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

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

One dog on each of day 8 and day 15 of study exhibited dehydration, diarthea and decreased
locomotor activity and were euthanized. An additional dog was euthanized on day 15 after exhibiting
dehydration and weight loss.

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 paln or d|stress they were
euthanized.

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal
Regulations (CFRY} title number and the specific section number (e.g., APHIS, 3 CFR 113.102):

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

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals
published in the Federal Register on November 25, 1897 {62 FR 62922)

10



OPTIONAL COLUMN E EXPLANATION FORM
13-WEEK CAPSULE TOXICOLOGY STUDY WITH A 4 WEEK-RECOVERY
1. Registration Number: 22-R-0009
2. Number of animals used in this study — 32. Number of animals classified as category ‘E" - 3.

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

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

On day 16 of the study, one dog was found dead. The dog appeared normal except for diarrhea the
day prior to this finding.

Two dogs experienced slight to severe decreased locomotor activity and ataxia on several days
during dosing. These dogs receovered from these conditions following cessation of dosing.

5. Provide scientific justification why pain andfor distress could not be reheved 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) 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)

11



OPTIONAL COLUMN E EXPLANATION FORM
52 WEEK ORAL GAVAGE TOXICOLOGY STUDY WITH A 4 WEEK-RECOVERY
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.

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

On day 302 of study this dog demonstrated decresed locomotor activity, diarrhea 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 refief would interfere with test results. (For Federally
mandated testing, see question & 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)

12



OPTIONAL COLUMN E EXPLANATION FORM
39 WEEK ORAL GAVAGE TOXICOLOGY STUDY WITH A 4 WEEK-RECOVERY
1. Registration Number: 22-R-0009
2. Number of animals used in this étudy - 32. Number of animals classified as category "E” - 3.

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

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

An accidental misdose occurred to three dogs on this study. The dogs exhibited respiratory difficulty
and were euthanized the same day. Alternatives in dosing techniques were reviewed and a decision
was made to limit the dosing of animals to those who were the most experienced in oral gavage.

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 {hat these animals were experiencing pain or distress, they were
euthanized.

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

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

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

13



OPTIONAL COLUMN E EXPLANATION FORM
TWO WEEK ORAL GAVAGE BID STUDY
1. Registration Number: 22-R-0009
2. Number of animals used in this study — 10. Number of animals classified as category ‘E"- 1.

3. Species (common name)___Non-human Primates-Crab eating Macacque___ of animals used in
this study.

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

These animals were dosed with a pharmaceutical compound.

One monkey was euthanized due to decreased food consumption; pale appearance and thin condition.
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.

8. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal
Regulations (CFR) title number and the specific section number (e.g., APHIS, 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 pubiished in
the Federal Register on November 25, 1997 (62 FR 62922).
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OPTIONAL COLUMN E EXPLANATION FORM
SINGLE DOSE MARMOSET 1V TOXICOLOGY STUDY
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)____Non-human Primates-Common Marmoset____ of animals used in this
study.
4. Explain the procedure producing pain and/or distress:.

These animals were dosed with a pharmaceutical compound.

One marmoset exhibited moderate to severely decreased locomotor activity, ataxia and |mpatred
righting reflex and was euthanized on day 10 of 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 & 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).

16



OPTIONAL COLUMN E EXPLANATION FORM
3 CYCLE MARMOSET
1. Registration Number: 22-R-0009

2. Number of animals used in this study - 8. Number of animals classified as category ‘E” - 2.

3. Species {common name)____Non-human Primates-Common Marmoset___ of animals used in this
study.

4. Explain the procedure producing pain and/or distress.
These animals were dose with a pharmaceutical compound.
Two marmosets were euthanized on day 7 and day 13 respectively after exhibiting soft feces and/or

diarrhea for several days prior to euthanisia and clinical signs associated with moribidity on the day they
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) title number and the specific section number (e.g., APHIS, 8 CFR 113.102).

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

1) M3 Nonclinical safety studies for the conduct of human clinical trials for pharmaceuticals published in
the Federal Register on November 25, 1997 (62 FR 62922).
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OPTIONAL COLUMN E EXPLANATION FORM
AN ORAL EMBRYO-FETAL DEVELOPMENT STUDY IN RABBITS
1. Registration Number: 22-R-0009
2. Number of animals used in this study —100. Number of animals classified as category *E” - 2.
3. Species (common name)____Rabbits___ of animals used in this study.
4. Explain the procedure producing pain and/or distress.
These animals were dosed with a pharmaceutical compound.

One rabbit was found dead after displaying labored respiration and convulsions. A second rabbit was
euthanized after displaying decreased locomotor activity and convulsions.

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 these animals were experiencing pain or distress, they were
scheduled to be euthanized.

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

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

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

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

AN EXPLORATORY STUDY TO EVALUATE TOLERABILITY IN RABBITS
1. Registration Number: 22-R-0009
2. Number of animals used in this study — 42. Number of animals classified as category “E" - 9.
3. Species (common name)____Rabbits___ of animals used in this study.
4. Explain the procedure producing pain and/or distress.
These animals were dosed with a pharmaceutical compound.
Eight rabbits were euthanized the day they exhibited labored respiration, five of which exhibited
decreased locomotor activity. One rabbit was euthanized on the same day of study after it exhibited a
red nasal discharge.
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) 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 foflowing:

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

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

AN ORAL EMBRYO-FETAL DOSE RANGE FINDING STUDY IN RABBITS
1. Registration Number: 22-R-0009
2. Number of animals used in this study — 30. Number of animals classified as category *E" - 4.
3. Species (common name}____Rabbits___ of animals used in this study.
4, Explain the procedure producing pain andfor distress.
These animals were dosed with a pharmaceutical compound.
Four rabbits were found dead on this study. These animals exhibited labored respiration the day prior to
being found dead. The other animals in these dose groups were electively euthanized prior to any
clinical signs being exhibited.
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) title number and the specific section number (e.g., APHIS, 8 CFR 113.102):

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

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

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

ABSOLUTE BIOAVAILABILITY OF A PHARMACEUTICAL COMPOUND IN THE
DOG

1. Registration Number: 22-R-0009

2. Number of animals used in this siudy — 3. Number of animals classified as category ‘E” - 3.

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

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

These animals were dosed with a pharmaceutical compound as part of a bioavailability study. The
findings in these dogs were completely unexpected. The first dog died on the first day of the study. The
other two dogs were treated by the veterinary staff with supportive therapy for the clinical signs which
they exhibited. These animals were euthanized on day 3 after the study.

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

As soon as the unexpected signs were seen in these dogs, the veterinary staff began monitoring

these dogs and treating their clinical signs.

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

Interagency Report Control No
C180-DCA-AN

UNITED STATES DEPARTMENT GF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERYICE

ANNUAL REPORT OF RESEARCH FACILITY
{TYPE OR PRINT)

1. REGISTRATION NO.

22-R-0025

OMB NO. 0579-00!

FORM APPRDVE%

include Zip Code}

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

Rutgers-State University of NJ
Research & Sponsored Programs

58 Bevier Road

Piscataway, New Jersey 08854~8010

sheeals it necessary )

3. REPORTING FACILITY {List all localions where animals were housed of used in acludl research, 1esling, teaching, or experimeniation, or held or Ihese purposas. Atlach additional

FACILITY LOCATIONS (Siles)

See Attached

| REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach vfiditionat shuats # ary of use APHIS FORM 70230 } B - N
A 8. Number of € Number of D. Numbar o smimals upon | E  Mumber of animals upon which ieaching, . -t
animals being animals upon which experiments experimenis, research, surgery of 1ests ware -
Animals Covered tred, which 1eaching, teaching research. conducted involving occompanying pain or disiress
By The Animal conditioned, or research, surgery, of tesis ware to tha animals and for which 1ha use ol sppropriate TOTAL NO.
Weltare Regulationg held for usa in axperiments, pr conducted involing anesihetic, analgesic, of ttenguilizing drugs would OF ANIMALS
1eaching, lesting, tests were accompanying poin or have adversely ateciud the procedures, resulls, or
experiments, conducled disiress to ihe ation of the 1eaching, ressarch,
resaarch, or involving na and for which appropriate experiments, surgary, o1 lesls. (An explanation of {(Cols. C +
surgery bul nol pain, disiress, or anesihelic, snalgesic, or the procedures producing pain or distress in these D+ E)
yel used for such use ol pain- trauquuizn:ng diugs w.efe animeals and the reasons such drugs were nof used
purposes. relieving drugs. used. musl be altached to this report).
4. Dogs 2 13 11 24
5. Cats 2 2
6. Guinea Pigs 219 219
7. Hamsters 138 138
8. Rabbils 6 6 174 180
9. Non-human Primales 3 4 7
10. Sheep
11. Spiny Mouse 42 49
12. Other Farm Animals
Hedge hog 1 1
13. Other Animals
Gerbil 10 304 304
Ferret 46 46
Deer 5 5
I Assurance STATEMENTS
1). Prolessionally acceptable slondards governing the care, treaimant, and use ol anitnals, including approriale use ol anesihelic, analgesic, and Iranquilizing drugs, prior 10, during,

and Tollowing actusl ressarch, 1eaching, testing. surgery, ot experimenialion wese 1nllowed by mm research lacility.

2). Each principat investigator hos considered aliernatives 1o painlul procedures.

3). This tuciiny is adhering 10 the stondards and regulalions uvnde 1ha Acl, and it has requived thal exceplions 10 The standards and regulations be specilied and explained by the
principal invastigator and approved by 1he Instilulional Animal Care and Use Cuommiliee (LACUC). A summary of all such enceplions s attached 1o this annual reporl. In
addition 1o identitying the IACUC-approved exceptions, this suinmary inciudes @ briet axplanation ot lhe exceplions, as well as the spacies and number of animals pitecled.

2

ammal cpre and use.

The atiending velerinarian lor this research tacilily hos appeopriate aulhonity 10 ensure The provision ol adequalte velerinary core and 10 ovarses Ihe adeguacy of olher aspacts ol

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFIC1AL
{Chiefl Executive Officer or Legally Responsible Instilutional Official}
¥ certity 1hal the abave it 1rue, cormect, and coinplete {7 U S C Section 2143)
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NAME & TITLE OF CE.Q. DR

INSTITUTIONAL QFFICIAL (Type or Prind)

DATE SIGNED

[1-30-00

APHIS FORM 7023
{AUG 91)

(Peplacas VS FORM 18-23 {OCT 88), which 13 cbsolate }
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PART 1 - HEADQUARTERS



Rutgers, The State University of New Jersey--—-22-R-0025

NOT A FOIA DELETION

The principal investigator for animal proposal - needs to provide written
justification for not relieving more than momentary or slight pain or distress to the
animals.

vestigalors Responsst

The objective of this study was determine _ (an experimental
chemotherapeutic agent) single dose acute toxicity and observed its dose-limiting
toxicities, The FDA requires that test compounds be administered to animals to identify
doses causing no adverse effect and doses causing major (life threatening) toxicity
(CDER, 1996). Acute toxicity studies in animals are necessary for any pharmaceutical " v .
intended for human use. Important information gathered from these studies include
mortalities, clinical signs, time of onset, duration and reversibility of toxicity (61 FR
43934). The information obtained from these studies is useful in choosing doses for
repeat-dose studies, providing preliminary identification of target organs of toxicity, and,
occasionally, revealing delayed toxicity. Acute toxicity studies also aid in the selection
of starting doses for Phase I human trials.

Explaination of animals in column E

Experimental endpoints for euthanasia were established in this protocol to minimize pain
and discomfort in animals. These endpoints included both hematological (severe drops in
hematocrit, leukocytes and platelets) and gross clinical observations (>20% weight loss,
lethargy, continued vomiting and/or diarrhea). However, this study did not prescribe
sedatives and/or analgesics at the onset of adverse clinical observations. Sedatives and
analgesics would potentially interfere with the test article’s normal pharmacokinetics and

" pharmacodynamics. In addition, the use of these agents would not allow the investigator
to observe the normal duration or reversibility of potential toxicity. Therefore, these
agents were not used because their induced aberrations would undermine the studies
objectives and reduce the data’s value to the FDA.



22-R-0025 Site: 1 Busch Campus
_ Piscataway, NJ 08854

OGN Psychology, Gordon Rd., ARC)
ounty: Middlesex

Site: 2 Cook Campus
New Brunswick, NJ 08901
(Bartlett Hall, PSARF Complex)

__Coupty: Middlesex

Contact Person:

Site: 3 Newark Campus
197 University Avenue

~ _Newark NJ 0710
j(b)(6). (b)(7)c
uunty: kssex

Site: 4 Camden Campus
Camden, NJ 08101
(Science Bldg.)
County: Camden
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PMIS repurl 15 1EQUIFEU DY 10W LF UDL £ 0™w) 1 wsllinie: (U 6L gLiuigingg 1 s u.q_,u CITLE e -
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S

UNITED STATES DEPARTMENT OF AGRICULTURE

1. REGISTRATION NO.

» * ANIMAL AND PLANT HEALTH INSPECTION SERVICE FORM APPROVED ¢
OMB NO 0579-0035
2. HEADQUAY (TSNS EACIHITY (Name and Address, as regisiered with USDA.
R - include Zip  22-R-0032, Cust Id 180
. i
ANNUAL REPORT OF RESEARCH FACILITY HOFFMAN A\
(TYPE OR PRINT) e MLAROCHE, e, D
EARCH & DEVELOPMENT ppy, W
340 KINGSLAND STREET
NUTLEY, NJ 07110
3. REPORTING FACILITY {List all localions where animals wera housed or used in aclual rasearch, lesting, teaching, or exper - wch additional
sheels il necessary.)
FACILITY LOCATIONS (Siles)
l HEPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY tAttach adidilionel sheels W necassary of use APHIS FORM 7023A) *
A, B. Number of C Number of . E Number ol animals upon which teaching,
animals being animals upon :::2:':;;::::‘;‘: upon axperimenis, resaarch, surgery or 1esis were F.
Animats Coverad bred, which leaching, reuim:h. conducled invoiving accompunying pain or distress
By The Animal conditioned, or resaarch, surga '!' oc tesls ware 1o the animals and lor which 1he use of appropriate TOTAL NO
Weilare Regulations held lor use in experi or ducted vl anesthelic, analgesic, or iranquilizing drugs would OF ANIMALs
toach!ng. 1esiing, 1esls were accompanying pam- or have adversely attecied the procedures, resulls, or
expariments, conducled disiress 1o the animals interpretation of the teaching, research,
research, or involving no and lor which apprapriate experiments, surgery, or tests. (An explanation ol {Cols. C +
surgery bul not pain, disiress, or anesthatic, anaigesic, or the procedures producing pain or distress in these D + E)
yet used ot such use of pain- lrallquilizl;l g drugs w‘". animals and the reazons such drugs were not used
purposes. relisving drugs. usad. must be attached lo this report).
4. Dogs 116 218 0 2 280
5. Cats 0 0 0] g 0
6. _Guinea Pigs Q 320 0 0 320
7. Hamsters 0 0 Q 0 0
8. Rabbits 13 228 0 26 : 254
9. Non-human Primaies 11 24 28 0 52
10. Sheep Q0 0 0 - 0 0
11. Pigs Q 0 0 0
12. Other Farm Animals 0 0 0 0

13. Other Animals

. ASSURANCE STATEMENTS

1) Prolessionally acceplable standards governing 1he care, reatinent, and use of animals, including approniale use ol anesthelic, analgesic, and tranquilizing drugs, prior 1¢, during,
and lollowing actual resaarch, taaching, lesting, surgery, or experimentalion weare tollowed by this research lacility.

2). Each principal invesligalor has considered allernalives 10 painlul procadures.

3). This tucibly is adhering 10 the standards and regulalions under the Act, and it has required that exceptions 1o 1he standards and regulations be specilied and exploined by the
principal investigalor and approved by the Wnstilutional Animal Care and Usa Commitiee (IACUC). A summary of all such enceplions is attached 1o this annual reportl. In

addition to idenlitying the JACUC-opproved exceptions, this suinmary includes o briel expianation of the axceplions, as weil as 1he species and number ol anim,

4). The attending velerinarian tor this research lacilily has appropriale authonty to ensure the provision of adequale velerinary care and 10 overses the adequacy

annnat cure and use.

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

1 certity 1hat the above is Irue, corred!, and i+

(fusc

Se 2143).

Kooridds T

o Form

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

SIGNATURE OF C.E.Q. OR INSTITUTIONAL OFFICIAL

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

DATE SIGNED

T

APHIS FORM 7023
{AUG 91)

{Replaces ¥8 FORM 18-23 (OCT 88), which is absolete }
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Optional Column E Explanation Form

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

1. Registration Number;: '22-R-0032

2. Number 2 of animals used in this study.

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

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

See attached

5. Provide scientific justification why pain and/or distress could not be
relieved. State methods or means used to determine that pain and/or distress
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) title number and the specific section
number (e.g.,, APHIS, 9 CFR 113.102):

Agency FDA CFR__ 21 CFR 58.3(d)
21 CFK 58.90




HoffmaanLa Roche
22-R-0032

USDA Cate‘gory E description:

Dog:

A total of 2 dogs from a group of animals used in studies to
evaluate drug candidates for clinical trials were identified as
Category E. One dog was in a study to evaluate an anti-
asthmatic compound and was found dead without prior clinical
signs. One dog was in the high dose group for a study to evaluate
a compound for the treatment of emphysema and showed clinical
signs of toxicity. Both studies were designed and conducted in
accord with guidelines established by the FDA. Veterinary
personnel observed all animals on study on a daily basis and
provided supportive care when needed.



Optional Column E Explanation Form

This form is intended as an aid to completing the Column E explanation. It is pot an official form
and its use 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. -

L. Registration Number: 22-R-0032

2. Number__ 25 - of animals used in this study.

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

See Attached

5. Provide scientific justification why pain and/or distress could not be
relieved. State methods or means used to determine that pain and/or distress
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) title number and the specific section
gumber (e.g., APHIS, 9 CFR 113.102):

Agency FDA CFR__21 CFR 58.3 (d)
21 CFR 58.90




Hoffmann;-La Roche
22-R-0032

USDA Category E description:

Rabbit:

A total of 26 rabbits from a group of animals used in studies to
evaluate the teratogenicity of drug candidates for clinical trials
were identified as Category E.. These animals were from several
different groups used to evaluate compounds in the following
studies:

1.

Three pregnant rabbits in a group used to evaluate a glucose-
lowering agent for the treatment of diabetes aborted after drug
administration,

.In a study to evaluate a compound for the treatment of

emphysema, 11 rabbits died and 1 aborted following
administration of the drug.

. In a study to evaluate a chemotherapeutic compound, 4 rabbits

showed clinical signs of inappetence, lethargy and Welght loss.
A total of 2 rabbits died while on study.

In a study to evaluate an anti-asthmatic compound, 5 rabbits
aborted after drug administration.

These studies were designed and conducted in accord with

‘guidelines established by the FDA. Veterinary personnel observed

all study animals daily and provided supportive care when needed.
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ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

A

sheets il necessary.)

incly  22-R-0036, Cust Id 181

.SIQIQWSM

-

SCHERING CORPORATION

AP
2015 GALLOPING HILL ROAD e A
KENILWORTH, NJ 07033 )

3. REPORTING FACILITY (List all locations where animals were housed or used in aclual research, Tesiing, leaching, of experimentalion, or hedd lor these purposes. Altach additional

FACILITY LOCATIONS (Sites)

Schering-Plough Research Institute
1. 2015 Galloping Hill Road, Kenilworth, NJ 07033

Schering-Plough Research Institute, Safety Evaluation

2.. PO Box 32 Lafayette, NJ 07848

Center,

l REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adidiional shosls it necessury or use APHIS FORM 7023A) *

A B quber ol_ c N"'.mb" of D. Number ol anunals wpon E Numpeu ol animals upon which teaching, F.
animals being animals upon which experiments, experiments, research, surgery or 1ests were
Animals Covered bred., which 1eaching, teaching research. conducied involving accompanying pain or disiress
By The Animal condilionad, or research, surgery of 16515 were 10 The animals and 1or which the use ol appropriate TOTAL NO.
Wellare Reguiations held lor use in expetimenls, or conduc.lled involving anesiheli¢, analgesi:, or 1ranquilizing drugs would OF ANIMALS
1eaching, lesling, lests werg accompanying pain or have adversely atlected Ihe procedures, resulls, or
experiments, conducted dislress 10 ihe animals inferpretation of the leaching, research,
research, or involving no and lor which appropriale experiments, surgery, or lesls. {An explanation of (Cols. C +
surgery but not pain, disiress, or anesthetic, analgesic, or the procedures producing psin or distress in these D + E)
yel used jor such use of pain- "a"qumzi,‘\ druggs w'ere animals and the reasons such drugs were nol used
PUrposes. relieving drugs. used. 9 must be altached lo thiy report).
4. Dogs 10 227 271 4 502
5. Cals 0 0 29 0 29
6. Guinea Pigs 0 6353 6607 0 12,960
7. Hamsters 0 0 0 0 0
B. Rabbits 4] 885 199 4 1,088
9. Non-human Primates 104 436 295 12 743
10. Sheep 0 0 0 0 0
11. Pigs 0 0 0 0 0
12. Other Farm Animals
13. Other Animals
Gerbils 0 240 5140 0 4,380

[ ASSURANCE STATEMENTS

2
3

4

)} Protessionally acceptable stindards governing the care, trealment, and use of animals, including spproriate use ol anesthetic, analgesic, and tranquilizing drugs, prior 10, during,
and lollowing actual resesrch, leaching, testing, surgery, or experimentalion were Inllowad by this research facitity.

). Each principal investigalur has considered allernalives to painlul procedures.

). Thes lacilly is adhering (o Ihe standards and regulations under the Acl, and it has required thol exceptions 10 the standards and regulations be specilied and explained by the
principal invesligator and appraved by the Institulionsl Animat Care and Use Comnmiliee (IACUC) A summary ol all such exceptions is attached 10 this annual report. In
addition ro identilying the IACUC-approved axceplions, This summary includes o brief explanation of the exceptions, as weHl as the species and numbe: of animals atlected.

)} The atlendmg veterinarion lor this research lacilily has appropriate authonly 10 ensure the provision of adequale veterinary care and |0 oversea the adeguacy of glher aspects ol

annnal care and use.

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
{Chief Executive Officer or Legally Responsible Institutional Official)
1 cerily that the above is True, correc), and complele (7 U 5 C Seclion 2143)

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL

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

DATE SIGNED

APHIS FORM 7023

(AUG 91}

(Replaces VS FORM 18:23 (OCT 88), which 15 ohsolule )




Registration Number: 22-R-0036

November 27, 2000

Elizabeth Goldentyer, DVM

UNITED STATES DEPARTMENT OF AGRICULTURE
Animal and Plan Health Inspection Service

Regulatory Enforcement and Animal Care

Eastern Region Office

820 Main Campus Drive

Unit 3040

Raleigh, N& 24606

Dear Dr. Goldentyer:

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

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 is usually less than 10 days. Positive human interaction is greatly increased
during this period. The protocols with the exemption are approved by the IACUC and
reviewed during the semi-annual program review. The studies are infrequent and involved
only sixteen laboratory canines.

The environmental enrichment program has exceptions for social housing for nonhuman
primates.  Eighteen squirrel monkeys and twenty-five rhesus monkeys are housed
separately for special study needs for controlling and monitoring food consumgtion as part
of the research projects. Fifty-two cynomologus monkeys were housed separately for brief
periods for drug metabolism studies or telemetric monitoring. All the animals are included in
all the other aspects of the environmental enrichment program. The protocols with the
exemption are approved by the JACUC and reviewed during the semi-annual program
review.

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

The dogs, rabbits and nonhuman primates listed in column "E” were used in standard
toxicological investigations for new drug development. Because one purpose of
toxicological studies was to define the pharmacokinetic and metabolic profiles of new
chemical entities, potential drug interactions were not known during the course of the
studies. Administration of anesthetics, tranquilizers, and/or analgesics could result in
additive toxicities which would be detrimental to the animal's well-being. In addition, close
monitoring was critical to determine whether or not the compounds gad any detrimental
effects. These agents were, therefore, withheld in accordance with protocols which were
carefully reviewed and approved by the IACUC.

All animals were carefully monitored and if found to be in pain and/or distress during the
course of the study were provided humane euthanasia. Animals, in which adverse clinical
findings were identified but were not determined by the Staff Veterinarian to be of a serious
nature, were allowed to continue to the completion of the study, but were also reported in
column “E” of this annual USDA report. The studies were conducted in accordance with
FDA requirements [21CFR 312.23(a)(8), 21 CFR 58, 62 FR 62922, and 59 FR 48746].



USDA Fiscal Year 2000 Exemptions from Site 2 For Animal Care and tse

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:

1. All 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 and ranged from 2 weeks to 6 months, depending on the duration of the
individual study. All study protocols were reviewed and approved by the IACUC.

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

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

There were 296 dogs exempted from our exercise program for dogs during the dosin
period of studies where necessary to avoid coprophagia and observe for emesis.  All
protocols including this exemption were reviewed and approved by the IACUC.
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//3 Consumer Product Testing Co.

EST 1975

Facility Registration Number: 22-R-0069

The animals listed in Column E of APHIS Form 7023 included 52 guinea pigs and 184
rabbits. The rabbits 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 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.
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Registration Number: 22-R-0082

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

62 Rabbits — Eye Irritation Test (OPPTS 870.2400); Nine (9) of these animals vocalized
_ following instillation of the test compound but immediately became calm after they were returned
to their cage. Therefoi'e, 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 pain 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.

22 Rabbits — Dermai 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 éubsequent 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 resuitant
anti-inflammatory effects that could mask the indicatars of irritation. If used, they might
significantly alter the effects of the test compound and compromise study results.

204 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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FMC Toxicology Laboratory
USDA Annual Report

RE: Registration No. 22-R-0088

The 7 rabbits listed in Category “E” were used in Primary Eye Irritation
studies and where the use of anesthetics, analgesics, or tranquilizing agents
are not allowed by regulatory guidelines (United States EPA Health Effect
Test Guidelines: OPPTS 870.2400). The use of these pain-relieving agents
could potentially interfere with the results of these studies. While these
studies have the potential to produce more than minimal pain or distress to
the animals by causing irritation, this study design is required by the
regulatory agencies to determine positive responses to test compounds.
Currently there are no known or accepted alternatives to this testing
procedure. -

It is currently and will continue to be FMC’s policy, “Animals
showing severe and enduring signs of pain or distress, will be
humanely euthanized”.

The Rabbit Primary Eye Irritation study design is as follows: The rabbit eyes
are pre-tested the day prior to dosing to ensure they are acceptable for use.
On the day of dosing, a small amount of the test compound is then
administered by placing it in the bottom lid of the left eye and gently held
closed for approximately one second. The eye is then scored using the:
Draise scoring method at 24, 48, 72 hours and again on study day 7.
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Attachment to Exxon Biomedical Sciences Inc. Annual Report of Research

Three study types were identified as potentially producing pain or distress in rabbits or guinea pigs at
ExxonMobil Biomedical Sciences, Inc. (EMBSI) during the 1999 - 2000 APHIS census year. All
three study types followed accepted regulatory or international test gnidelines (OECD 404, 405 and
406) and were conducted for regulatory purposes. These study types and the related procedures are
listed below:

Ocular Irritation Studies: Involved the administration of 0.1 ml or 0.1 grams of test substance into
conjunctival sac of the rabbit eye. The rabbits were then observed daily until termination.

Dermal Irritation Studies: Involved the administration of 0.5 ml or 0.5 grams of test substance onto
a 1" x 1" area of skin. The skin is exposed to the test substance for four hours under a semi-occluded
dressing. The rabbits were then observed daily until termination.

Guinea Pig Sensitization Studies: Involved an intradermal injection of the test material in Freund's
complete adjuvant to the clipped scapular area followed by a topical administration of the test material
over the injection sites in an attempt to induce sensitization. All animals were topically challenged on
a naive clipped site after a two-week rest period following the induction phase. The animals were
observed daily and evaluated for dermal imritation 24 and 48 hours after all applications of the test
substance.

Because the measure of pain in animals can not always be determined with certainty, the criteria listed
in Appendix A were used for determining pain or distress for rabbits or guinea pigs used for the above
study types conducted at EMBSIL These criteria, revised in 1997, are consistent with the definition of
"painful procedures” defined in 9CFR, Subchapter A, Animal Welfare, Part 1 as well as scientific
literature on the subject. The revised criteria developed in 1997 were in response to specific
comments made by USDA during a January 1997 inspection, and upon the review of our IACUC.

Between October 1, 1999 and September 30, 2000, 21 animals were considered to exhibit some
degree of pain or distress based on the criteria listed above. The following is a list of the number of
animals considered possibly to be in pain or distress and the reason for the pain or distress.

# of Animals Reason for possible pain or distress

3 Rabbits Conjunctival redness score of "3", chemosis score greater than "2", and corneal
dye retention indicative of ulceration - Ocular Irritation Studies

1 Rabbit Irritation score of "4" - Dermal Irritation Studies
17 Guinea Pigs Irritation score of "3" - Guinea Pig Sensitization Studies
14 Guinea Pigs Emaciated - Guinea Pig Sensitization Studies

None of the animals listed above were treated for pain or distress. However, the guinea pigs that were
emaciated were given water dishes and moistened food.



Attachment to Exxon Biomedical Sciences Inc. Annual Report of Research (cont'd)

The animals were not treated for pain or distress because the effects of anesthetic agents on the study
outcome were not known. In ocular irritation tests and dermal irritation tests, recovery is a key
endpoint of the study. Anesthetic agents may affect this recovery process. In guinea pig sensitization
tests, 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 in the studies were transient. The Study Directors for
each of these study types were aware of the effects seen in the animals and monitored the animals'
health.

Summary of 1999 - 2000 USDA Animal Usage

Species # Animals used # Animals with pain
Rabbits 63 4

Guinea Pigs 280 31
References:

Mroczek, N. S. Recognizing Animal Suffering and Pain. Lab Animal Volume 21, Number 9:
27-31, 1992

OECD, Organization for Economic Cooperation and Development, Guidelines for the Testing of
Chemicals, Test Guideline 405, 1987.

OECD, Organization for Economic Cooperation and Development, Guidelines for the Testing of
Chemicals, Test Guideline 406, 1992,

Report of the Laboratory Animal Science Association Working Party. The assessment and
control of the severity of scientific procedures on laboratory animals. Laboratory Animals 24:
97-130



Attachment to Exxon Biomedical Sciences Inc. Annual Report of Research (cont'd)
Appendix A ..

Signs of Pain and Distress
Clinical Signs

The following are considered clear signs of animals in pain or distress.

Convulsions Coarse Tremors Dyspnea

Respiratory Arrhythmia Hyperpnea Hypopnea

Wet rales Emaciation Hypothermia

Abdominal Griping Prolapsed uterus Prolapsed rectum

Teeth Grinding Dystocia Ranting (other than momentary)

Foot stomping (other than momentary)
Additionally, any animal that can not access its food or water will be considered an animal in pain or distress.

Dermal Irritation

Erythema score of “4” (Draize scale) Edema score greater than “2” (Draize scale)
Dermal irritation score of “3” (Buehler scale) Eschar
Dermal sore/ulceration Necrosis
Fissuring Blanching (full depth)

Ocular Irritation
Conjunctival redness score of “3” Conjunctival chemosis score greater than “2”
Conjunctival necrosis Conjunctival ulceration
Iris score of “2” Corneal opacity score greater than “2”
Blistering conjunctiva Ruptured eye
Protruding cornea Pannus

Corneal dye retention indicative of ulceration

The following are considered subjective signs of animals in pain or distress. The observation of any one of
these signs would not be considered sufficient to consider an animal in pain or distress. However, the
occurrence of these signs with other related clinical signs may be considered a sign of pain or distress. The
Study Director will make the determination of whether an animal with these signs was in pain or distress.

Ataxia Fine Tremors Piloerection

Aggressive Ranting Foot stomping

Teeth chattering Vocalizing Abdominal Staining
Cyanosis Unthrifty coat Small amount of stool

No stool Distended abdomen Food consumption Decrease

Red ocular discharge
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experiments, involving no | distress 10 the animals surgary, or tests. { An explanation of the procedures C+D+E)
research, or pain, distress, or | and for which producing pain or distress in thasa 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 i
. 50 - | 50 —_ 50
5. Cats i
6. Guinea Pigs
Rt 341 6377 50 6427
7. Hamsters !
8. Rabbits
14 14
9. Non-human Primate
—_— 8 )
10. Sheep !

11. Pigs

12, Other Farm Animals

13, Cther Animals

| assurance sTaTemenTs

1) Professionally acceptable standards governing the care, traatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquliizing drugs, prior to, during, and following
aclual 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 Aci, and It has required that exceptions to the standards and regulations be specified and axplained by ihe 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. [n addition to identifying the

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

4

The gttending 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 cars and

SIGNATURE OF CE.Q. ORINSTIT

APHIS FORM 7023

AUG ST

' BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
& Officer or Legally Responsible Institutional Official )

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

DATE SIGNED

{Replaces VS FOI}ZM 18-23 (OCT 88). which is obsolete.
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USDA Annual Report
Registration #: 22-R-0124

Explanation of Category 'E' Animals
04-99-037: (Primary Eye Irritation Studies in Rabbits)

These studies assess the ocular irritation potential of new compounds, to support registration requirements,
set workplace exposure limits, and provide data for Lealth hazard information. Some discomfort due to the
irTitating effects of the test material may be unavoidable. Analgesics, anesthetics, or tranquilizing drugs
can not be used. The possible interactions with the novel compounds being tested introduce unacceptabie
variables, possibly mask the treatment effects clinically and histologically, confound or prevent conclusions
about toxicity, and may invalidate the studies, making them unacceptable for submission.

# of Category E animals: 6 rabbits

06-99-048: (Dog Toxicity Studies)

This study establishes dosage ranges for novel compounds by characterizing a variety of toxicokinetic
parameters as required by the FDA for IND submissions. Some sensation experienced due to
pharmacotoxic effects and some discomfort due to the toxic effects at the higher doses of the test material
will be unavoidable in some studies. Analgesic, anesthetic, or tranquilizing drugs cannot be used. The
possible interactions with novel compounds being tested introduce unacceptable variables which would
invalidate the study.

- # of Category E animals: 50 dogs

03-00-216: (Guinea Pig Sensitization Study)

This test evaluates substances for potential dermal sensitization and complies with the standards set forth in
the Toxic Substances Control Act and other regulatory test rules. It is used as a depredictive test for the
safety assessment of novel compounds. Analgesics, anesthetics, or tranquilizing drugs cannot be used. The
possible interactions with the novel compounds being tested would introduce unacceptable variables,
possibly mask the treatment effects, confound or prevent conclusions about toxicity, and invalidate the
studies, making them unacceptable for submission.

# of Category E animals: 50 guinea pigs

02-99-014: (Primary Dermal Irritation Studies)

Primary skin irritation studies provide information to the humans who will be handling these compounds in
the manufacturing process. Data from these studies are used to provide health hazard information for
Material Safety Date Sheets (MSDS) and labels. Analgesic, anesthetic, or tranquilizing drugs cannot be
used. The possible interactions with the novel compounds being tested would introduce unacceptable
variables, possibly mask the treatment effects clinically, and histologically, confound or prevent
conclusions about toxicity, and may invalidate the studies, making them unacceptable for submission.

# of Category E animals: 8§ rabbits
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1. REGISTRATION NO.

22-R~012

6

FORM APPROVED
OMB NO 0579-003

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

include Zip Code)

BASF Corporation
Quakerbridge road

P.O. Box 400

Princeton, NJ 08543-0400

sheets il necessary )

3. REPORTING FACILITY {List alt locaiions where ammals were housed or used in aclual research, testing, teaching, or experimentation, or held tor these purposes. Aflach addilicnal

Quakerbridge and Clarksville Roads
Princeton, NJ 08543

LOCATIONS (Sites)

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARGCH FACILITY {Aftach adiwdihone! sheets il necessary or use APHIS FORM 7023A)

B. Number of
animals being
bred,
canditioned, or
held lor use in
leaching, tesling,
experiments,
researsch, or
surgery bul not
yel used lor such
purpases.

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

D. Number of ammals upon
which experiments,
teaching, research,
surgery, of tests were
conducled involving
accompatiying pain or
disiress to the animals
and for which apprapriate
anesthelic, analgesic, or
Iranquibizing drugs were
used

E. Number of animats upon which leaching,
experimenls, research, surgery or tests were
conducied involving accompanying pain or dislress
to the animals and lor which the use of appropriate
anesthelic, analgesic, or iranquilizing drugs would
have adversely attecled the procedures, results, or
interprelation of the leaching, research,
experiments, surgery, of 1ests. {An explanation of
the procedures producing pain or disiress in these
animals and the reasons such drugs were nol used
must be attached to this report).

TOTAL NO.
OF ANIMALS

{Cols. C +
D + E)

A
Animats Covered
By The Animal
Wellare Regulations
4. Dogs
5. Cals

6. Guinea Pigs

72

19

91

7. Hamsters

8. Rabbits

46

18

64

8. Non-human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

lASSURANCE STATEMENTS

1) Prolessionally acceplable standards governing the care, freatment, and use ol animais, includin
and following aclual research, teaching, testing, surgery,

2} Each puncipal invesligalor has considered allermatives 1o pamtul procedures

3 Thus lucibly is adhering 10 the standards and regulations under the Act, and it has required 1hal exceplions 10
priscipal investigator and approved by (he Institulionat Animal Gare and Use

g approriate use of anesthetic, anaigesic, and tranquitizing drugs, prior 1o, during,
or exparimentalion were followed by thrs research facility,

the standards and regulalions be specitied and explained by 1he
Commitles (IAGUC) A summary of all such exceptions is attached to this annual repori. In

addilicn 10 idenlitying 1he IACUC-approved exceplinns, this suinmary includes a bried sxplanalion of the exceplions, as well as the species and number of ammals allecled

4). The attending vetermarian lor this research laciily has appropriale authonty

annnal care and use

1o ensure the provision ol adequale velennary care and 1o oversee 1he adequacy ot olher aspects ol

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chiel Executive Officer or Legally Responsible Institutional Official)
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~arect, and complets (7 U S.C Seclion 2143)
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BASF Agro Research
Registration Number 22-R-0126

Explanation of Column E Entry

The 18 rabbits listed in Column E were used for ocular irritation studies or dermal irritation
studies. These studies were performed using the Guidelines published in the Federal
Register, EPA Health Effects Guidelines, OPPTS 870.2400 (ocular irritation) and OPPTS
870.2500 (dermal irritation). The data provided by these studies is used to evaluate the toxic
and irritant potential of novel proprietary compounds. This information is an integral part of
the product submission packets provided to federal and foreign governmenta) agencies.

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

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

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

' Draize, H.I, Appraisal of the Safety of Chemicals in Foods, Drugs and Cosmetics, Assoc. of Food and Drug
Officials of the United States, 3" Printing, 1975, page 51.
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BASF Agro Research
Registration Number 22-R-0126

Explanation of Column E Entry

The 19 guinea pigs listed in Column E were used for dermal sensitization studies. These
studies were performed using the Guidelines published in the Federal Register, EPA Health
Effects Guidelines, OPPTS 870.2600. The data provided by these studies is used to evaluate the
irritant potential of novel proprietary compounds. This information is an integral part of the
product submission packets provided to federal and foreign governmental agencies.

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

The criteria used to determine column E entry is based on the Buehler’ scoring system. Any
animal in a skin sensitization study that has a score of 2 for r erythema at anytime during the
course of the study are placed in column E.

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

' Buehler, E. V., Fd. Chem. Toxic, Vol. 32, No.2, pp. 97-101, 1994
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UNITED STATES DEPARTMENT OF AGRIGULTURE 1. REGISTRATION NO.
ANIMAL AND PLANT HEALTH INSPECTION SERVICE FORM APPROVED
. 22—R.—0127 OMB NQ 0579-0036
2. HEADQUARTERS RESEARCH FACILITY (Nama and Address. as registered with USDA,

ANNUAL REPORT OF RESEARCH FACILITY®
(TYPE OR PRINT)

_NOv 15 2000

3o h 2 <

- [

e Ak b

include Zip Code)’

1 + - = Fort Dodge Animal Health

P.O. Box 5366
Quakerbridge Road
Princeton, NJ 08543-5366

sheels it necessary.)

3. REPORTING FACILITY (List all localions where animals were housed or used in-aciual research, 1esting, teaching,

or experimenialion; or held for these purposes. Altach additional

- Quakerbridge and Clarksville Roads

— Princeton, NJ 08543

FACILITY LOCATIONS (Sites) . ...

I REPORT QF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditional sheets il necessury 'of Use APHIS FORM 70234 ) *

A B. Number ol C_Number of o E. Number ol animals upon which leachin,
nu . : . N ; - ! . an . 9. R
L animals being ‘animals upon w:::e;‘;z:::::t upan - enperimenis, research, surgery or tesis wera - < F.
Animals Covered bmcl._ _ : which Leaching, teaching, research‘ conducted involving accompanying pain or disiress
By The Animal conditioned, or research, surgery 'o' 1ests w'ere 1o the animals and lor which the use of appropriala TOTAL NO.
Wellare Regulalions held tor use in experiments, of conducted involving . . anesihelic, analgesic, or iranquilizing drugs would OF ANIMALS
teaching, lesting, tesis were accompanying pain or have adversely alfected the procedures, resulls, or =
experiments, conducted ' distress lo the animals - interpielation of the leaching, research,
research, or involving no and lor which appropriafe -experiments, surgery, or \ests. (An explanation of {Cols. C +
surgery bus not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these D+ E)
yet used for such use ol pain- Iranquilizirlng drugs w;are animals and the reasons such drugs were nol used
purposes. relieving drugs. - used. must be attached to this report).
4. Dogs
5. Cats
6. Guinea Pigs
7. Hamslers
]
8. _Rabbils 7 1 8

9. Non-human Primales

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

Gerbils

768

770

[ASSURANCE STATEMENTS

1} Professionally acceplable slandards governing the care, ireatmenl, and use ol animals, including spproriale use of anesthelic, analgesic, and tranquilizing drugs, prior 10, during,
and following actuat research, 1eaching, lesting, surgery, or experimentation were lollowed by Ihis research lacinty.

2). Each principal investigalor has considered alternatives 1o paintul procedures.

3} This facilily is adhering to the sfandards and regulalions under the Acl, and it has required that exceptions 1o the standards and regulalions be specitied and explained by 1he
principal investigalor and approved by the Insbihutional Animat Care and Use Commitiee (HACUCH A summary of all such exceplions is attached to Lhis annual report. I
addition 1o identitying the IACUC-approved exceplions, this suinmary includes a briet explanation ol 1he exceptions, as well as the species and number of animats atlecled.

4

—

animal care and use.

The atlending vetennarian lor this research laciity has appropriaole suthonly 10 ensure the provision ot adequale velerinary care and (o oversee the adequacy of other aspecls ol
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Fort Dodge Animal Health

Registration Number 22-R-0127 NOV 15 2000

The 2 gerbils reported in Category E were used in efficacy testing of novel compounds
for in vivo anthelmintic activity. The compounds were administered in the feed or as a
single oral dose. Premonitory signs were not observed during the day the animals were
put on test. These gerbils were found dead during the routine morbidity and morality
check performed the next morning. This finding was not anticipated. Because the
interval between onset of signs, if any, and death could not be determined, an assumption
has been made that these gerbils could have experienced more than transient pain or
distress prior to death.

This protocol was reviewed and approved by the Institutional Animal Care and Use
Committee,



USDA Annual Report - 2000
Fort Dodge Animal Health 2000
Registration Number 22-R-0127 NOV 15

The rabbit listed in Column E was part of a group of rabbits used to evaluate potential
new acaricides. The animals on this protocol have a low level of Psoroptes cuniculi
infestation and are closely monitored to prevent an over infestation. The moming
following a routine ear cleaning, this rabbit was observed to have mild swelling of the
base of the ears. This reaction was unexpected. Because the interval between onset of
these signs and observation can not be established, an assumption has been made that this
rabbit experienced more than momentary discomfort before intervention occurred.

This protocol was reviewed and approved by the Institutional Animal Care and Use
Committee.
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WARNER-LAMBERT COMPANY
PHARMACEUTICAL RESEARGH Div,
201 TABOR ROAD

MORRIS PLAINS, NJ 07950
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inctude Zip 22-R-0007. Cust g 170

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

with USDA,

3. REPORTING FACILITY (List ail locations where-animals wete housed or used in aclual research, lesting, teaching, or gxperimeni ation,
sheels il necessary.)

of held lor lhese purposes. Altach additionaf

FACILITY LOCATIONS (Sites)

Parke-Davis Pharmaceutical Research Div.
(Now Pfizer Global Research & Developmen
i)

2800 Plymouth Road
Ann Arbor,. MI 48105

[REPOHT OF ANIMALS LISED BY OR UNDER CONTROL OF RESEARCH FACILITY (Altach atiditional shvets if necusssey or use APHIS FORM 70224) *

A 8. Number of € Number of D. Number ol anmnals vpon | E- Number ol animals upen which leaching, F.
animals being animals upon which experimens, experimenis, research, surgery or lesis were
Animals Covered bred, which teaching, teaching, research canducled involving accompanying pain or disiress
By The Animat condilioned._m research, surgery 'w lests w.ere to the animals and tor which Ihe use ol appropriale TOTAL NC
Weliare Regulalions held l_m use in experiments, or conducted invohing aneslhelic, analgesic. or iranquilizing drugs woulkd OF ANIMAL
teaching, 1esiing, lesls were accompanying pain or have adversely allected the procedures, resulls, or
experiments, conducled distress Jo the animals inletp_relalion of \he 1eaching, research,
research, or im{mwr..g ho and Ior which appropriale experimenis, surgery, of iests. {An a_xpllna_fmn of {Cols. ¢
surgery but not pain, distress, or anesihelie, analgesic, or the procedures producing pain or disiress in these D + E)
yel used lor such use ol pain- lmnqullizil:ig drugs wlere animais and the reasens such drugs were nof used
purposes. relieving drugs. used. musi be attached o this report).
4. Dogs 10 97 127 ] 234
5. Cats
6. Guinea Pigs 0 66 0 66

60 0

7. Hamsilers

60

861 1723 91 E

8. Rabbits

2615

216 42 A,B,C,D

9. Non-human Primates

304

10. Sheep

11. Pigs 0 0 63 0 63
12. Other Farm Animals

13. Olher Animals

| AssurancEe sTATEMENTS

1). Protessionally acceplable standards governing the care, Ireatment, and use ol animals, including spproriate wse ol anestheilic,
and lollowing actual research. teaching, lesling, surgery, or experimentation were lollowed by this research lacibity.

2). Each principal invesligator has considered aliernatives to paintul procedures.

3}

addition 10 idenlilying the JACUC-approved exceptions, this suinmary includes a brigt explanalion of

4},
animal care and use.

analgesic, and Iranguilizing drugs, prior la, during,

This lacihy is adhering 10 the slandards and regulalions under 1he Acl, and i has required (hal exceptions 10 Ihe standards and regulalions be specilied und explained by the
principal invesligalor and approved by the Instilulional Animal Care and Use Conmittee {IACUC). A summary ol all such enceptions is attached 1o lhis annual report,
the exceplions, as well us the species and number ol animals allecred.

in

The altending velerinarion tor Lhis research lacility bas oppropriale uuthorily 1o ensure the provision ol adequale velerinary care and 10 oversea The adeguacy ol oiher aspecis of

CERTIFICATION BY HEADQUARTES RESEA RCH FACILITY QOFFICIAL
{Chiel Executive Officer or Legally Responsible Institutional Official)
weruly that the above is Lnee, carrecl, and complele {7 U S.C Seclion 2143).

NAME B TITLE OF C.E.Q, OR INSTITUTIONAL DEFICIAI Munn nr Bewss

o

DATE SIGNED

/p,\gﬂ« bp

TAPHIS FORM 7023
(AUG 91)

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




11/29/00

WED 17:3%4 FAX 734 622 7358 G L HOFING

INFORMATION IN BRACKETS [ ] IS CONSIDERED
CONFIDENTIAL

DESCRIPTION OF CATEGORY E STUDIES

A- Five cebus monkeys were sensitized & (b)(4) by repeated dosing and, thus, developed the

B-

constellation of side effects, i.e. dyskinesiz snd extra-pyrumidal effects, known to be a liabilicy of
many N Production of such signs was necessary to determine whether new
b)(4 candidates were free of these effacts when given (o sensitized monkeys, Distress may
have been produced but not puin. These studies were part of 2 program 1o dsvelop new pharmacewtical
agents and were only used when other non-animal 2nd less invesive studies indicated. All studies were
approved by the IACUC and included a search of key words and databases as required by USDA
Policy 12. Al searches were current and included 2 substantial review of the scientific literature. The
standard operating procedure used to conduct these scarches was reviewed by the local USDA

veterinarian.

Five cynomolgus monkeys and eight rhesus monkeys were dosed with lo create a model of

| Actual dosing of some of these animals may. have occurred prior to fiscal 1999,
Pain was not cvident but a temporary loss of motor function on the treated site was created. Monkeys
were provided complete support as needed. Creating these signs in animals was necessary in order io
develop pharmaceutical agents that may be helpful in amcliorating them. These studies were part of a
program to develop new pharmaceutical agents and were only used when other non-animal and less
invasive studies indicated. All studies were approved by the IACUC and included a search of key
words und databases as required by USDA Policy 12. All searches were. current and inciuded a
substantial review of the scientific literature. The standard operating procedure used to conduct these
searches was reviewed by the local USDA veterinarian,

Eighteen squirre] monkeys were used in mmng. These animals were eaposed Lo
avoidable, short-term electroshock. The shock was |IRYE 10 the minimum necessary Lo achieve
" These studies were conducted as part of a program to identify new m
agents. Shock avoidance was the fundamental measurement of the test and, therefore, could not be
eliminated only minimized. These studies were part of a program to develop new pharmaceutical
agents and were only used Whea other aon-animal 2nd less invasive studics indicated. All studics were
approved by the JACUC and included a search of key words and databases as required by USDA
Paliey 12. Alf searches were current und included a substantial review of the scientific litsrature. The
standard operating procedure usad to conduct these starches was reviewed by the local USDA

veterinarian,

A group of six cynomolgus monkeys were used in a model These animals were food
deprived (body weights at or above §0% of normal) and subjacted to mild electroshack. The shock
was the mildest necessary to achieve[{1eA . These studies were conducted as purt of a program
to identify novet FRVANJI ascnts. Negative reinforcement was a fundamental component of the test
and, therefore, could not be eliminated only minimized. These studies were part of & progrsm (0
develop new pharmaceutical agents and were only used whea other non-animal and less invasive
studies indicated. All studies were approved by the JACUC and included 1 search of key words and
databases as required by USDA Policy 12. All scarches werc current and included a substantial review
of the scientific literature. The standard operaring procedure used to conduct these searches was
reviewed by the lacal USDA veterinarian.

A group of 91 rabbits were used in a model on_ These studies may result in
mild pain. 4 studies were conducicd 1o assess cllicacy of phurmacological agents in preventing
whits ceuw which is a significant cause of cartilage damage inMThcsc studies
were part of a program to develop new pharmaceutical ageats and were only used when other non-
animal and less invasive studies indicated. All studies were approved by the IACUC and included a
search of key words and databasss as required by USDA Policy 12, All scarches were cwrent and

doo2
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included a substantial review of the scientific literature. The standard operating procudure used o
conduct these searches was reviewed by the local USDA vaterinarian.

EXCEPTIONS TO STANDARDS

All 60 hamslers and 1193 rabbits were used on studiss of (Y These studies include a
diet thar although balanced in nutrients contained excesses of fats and cholesterol.

Eighteen cynomolzus monkeys were exempted from food earichmeat while on an [(IEH)
study that requircd them to cal medicated feed treats.

Nine dogs were cxempt from the exercise program for veterinary reasons (permanent).

Up to 43 dogs wers exempted from the exercise program during metabolism studics. These
exemptions were generally short termm, i.e. 48 hours or less.

Four squirrel monkeys and 13 tamarins were exempted from the social housing portion of the
psychological well-being program due to either aggressive behavior or lack of same gender partner.
Most macaques and cebus monkeys were either excmpt from pair housing during at least part of the
year by protocol or were incompatible.
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UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERUflCE

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

Wiw

2. HEZ
inch

1. AEGISTRATION NOQ.
22-R-0006
22-R-0006. Custid 189

FGAM APPROVED \ N
OMB NO 0579-00:\5

ORTHO PHARMACEUTICAL CORPORATION
ROUTE 202

P.0. BOX 300

RARITAN, NJ 08869

‘stered with USOX,

3. REPORTING FACILITY (List all locations whese-animals were housed or used in aclual research, testing, teaching, or experimentation, or held lor these purposas. Allach additional
sheeis il necessary.)

FACILITY LOCATIONS (Siles)

R.W. Johnson, PRI Raritan, NJ

R.W. Johnson, PRI

Spring House, PA

R.W. Johnson, PRI, LaJolla, CA

rREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Aftach adidilinnal sheels if necessary or use APHIS FORM 7023A) -

A 8. Nl.lrl'l'lbel' ol’ [+] Nu_mber ol D. Number of annnals upon E Numbgr of animals upan which teaching, F
animais being animals upon which experiments experiments, research, surgery or 1es1s were
Animals Covered bred, which leaching, 1eaching research. conducted involving accompanying pain or distress
By The Animat conditioned, or research, Surgery or tesis ware to 1he animals and tor which the use of appropriate TOTAL NO.
Wellare Regulalions heid lpr use in experimenis, of cnnducl.ed invulving anesthetic, analgesic, or Iranquilizing drugs wouid OF ANIMALS
teaching, tesling, 1ests were accompanying pain or have adversely allected 1he procedures, resulls, or
experimenis, conducled distress to the animals inlerpretation of the teaching, research,
1esearch, or involving no and far which appropriate experimenls, surgery, or tesls. (An explanation of (Cols. C +
surgery bul nol pain, dislress, or anesthelic, analgesic, or the procedures producing pain or distrass in these D + E)
yel used for such use of pain- 1ranquilizirllg drugs w.ele animals and the reasons such drugs were nol used
' purposes. relieving drugs. used. musl be altached to this report).
4. Dogs 36 312*% 381 53* 746
5. Cals - -
. ‘ * 368% 7 543
6. Guinea Pigs 0 88 8
7. Hamsters - - _
. * 432% ik 581
8. Rabbils 0 143 2 6 )
' & * * 15* 103
9. Non-human Primaies 20 51 37 g
10. Sheep - - -
11._Pigs - - -
12. Other Farm Animals - - -
13. Other Animals
Chinchillas 0 0 0 14* 14
| assurance sTATEMENTS
1) Protessionally acceplable slandards governing lhe care, irealmenl, and use ol aninals, including spproriate use ol anesthelic, analgesic, and 1ranquihizing drugs, prior 10, during,
and lollowing actual research, 1eaching, lesling, surgery, ar experimenlalion were lallowed by Ihis research lacility,
2). Each principal investigalor has considered alarr to pamiul prog
3). This tuciny is adhering to the standards and regulalions under the Acl, and il has required Thal exceplions 10 the slandards and regulations be specitied and explained by the
principal invesligator and approved by the Instilulional Animal Care and Use Commitlee (FACUC). A summary ol all such exceplions is attached 1o Lhis annual report. In
addition 10 identilying 1he IACUC-approved exceplions, lhis summary includes a briel explanation of |he exceplions, as well as Lthe Species and number ol animals aflecied.
4) The atlending velerinirian lor (his research lacility has apprupriale aulhonly 10 ensuie the provision ol adequate velerinary care and (0 oversee the adequacy ol olher aspecls of
antmal care and use.
CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
{Chiel Execulive Officer or Legally Responsible Institutional Official)
b aertdy Ihal the above is g, cormect, amdd complere (7 U S C Section 2143)
SIGNATURE OF C.E.Q. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED

"APHIS FORM 7023

{AUG 91)

Y30

{Replaces VS FORM 18-23 {OCT BB), which is obsolute )

PART -

ST ATE

fhce

-
it Tt




ATTACHMENT 2

USDA ANNUAL REPORT (1999-2000)

Registration #: __22-R- 0006

Animals Listed in Cateqory E

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

SPECIES NUMBER PROCEDURE/JUSTIFICATION
Chinchillas 14

Guinea Pigs 87

Rabbits 6

Dogs 1

Dogs _ 52

Non-Human Primates 15

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




This 1eporl 1 requited by law (7 USC 2144) Failure 10 repont azr,u:uﬁn; 1o the ;egulallon: Can
redull in an order 1o cease and destst and 1o be subject 1o penalties as provided lor in Section 2150

See reverse side lor

additional inlormation 0180-DOA-AN

179~ /77‘

BCIUGRINLY 3000000 U I, 7

- '.j\\

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

D
ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

1. REGISTRATION NO.

FORM APPROVED ;
OMB NO 0579-0036 '~/

* 22.R-0050. Cust Id 520

SGS U.S. Testing Company, Inc.
291 Fairfield Avenue
Fairfield, NJ 07004

sheels il necessary.)

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

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

e £ LR RNE

ses. Attach additional

FACILITY LOCATIONS (Sites)

SGS U,S. Testing Co., Inc.
75 Passaic Ave, . Fairfield, NI 07004
[REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Altach adiditional sheets il necessary or use APHIS FORM 7023A.) *

A B. Number of C Number of D. Number of annals upon E. Number of animals upon which 1eaching, F.

animals being animals upon which experiments experiments, research, surgery or tests were
Animals Covered bred, which leaching, teaching, research. d d involving panying pain or distress
By The Animal conditioned, or research, surgery 'or lests w.eve 10 the animals and for which the use ol appropriate TOTAL NO.
Weltare Regulations held lor use in experiments, or conduc;ed involving anesthetic, analgesic, or tranquilizing drugs would OF ANIMALS

teaching, testing, 1esls were accompanying pain or have adversely afiected the procedures, resuits, or
experiments, conducted distress lo the animals inlerpretation of the teaching, research,
research, or involving no and for which appropriate experiments, surgery, or lests. (An explanation of (Cols. C +
surgery but not pain, distress, or anesthelic, analgesic, or the procedures producing pain or distress in these D + E)
yet used for such use of pain- 1 ranquiliziv;g drugs w'e' e imals and the r such drugs were not used
purposes. relieving drugs. used. must be attached to this report).

4. Dogs N/A

5. Cats N/2A b

6. _Guinea Pigs 0 521 0 750 1271

7. Hamsters N/A

8. Rabbits 0 684 a . 38 728

9. Non-human Primales N/A

10. Sheep N/A

11. Pigs N/A

12. Other Farm Animals N/A

13. Other Animals N/A

| Assurance sTaTEmENTS

1) Prolessionally acceplable standards governing the care, trealment, and use of animals, including approriate use of anesthetic, anaigesic, and tranquilizing drugs, prior 1o, during,
and lollowing actual research, teaching, testing, surgery, or experimentalion were followed by this research facility.

2). Each principal investigalor has considered allernatives 10 painful procedures.
d). This lacility is adhering 10 the standards and regulations under the Act, and it has required thal exceplions 10 the standards and regulations be specilied and explained by the

principal. investigator and approved by the Institutional Animal Care and Use Commiliee (IACUC). A summary ot all such exceptions is attached to this annual report. in
addition 10 identitying the IACUC-approved exceplions, this suimmary includes o briel explanation of the exceptions, as well as the species and number of animals altecied.

4)  The altending velerinarian dor this research tacility has appropriale authority to
animal care and use.

the pre ot adeq velerinary care and 10 oversee the adequacy of other aspects of

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

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME 8 TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Prnl) DATE SIGNED

"APHIS FORM 7023
(AUG 91)

{Replaces VS FORM 18-23 (OCT 88), which is obsolete )
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@ SGS SGS U.S. Testing Company inc.

Registration #22-R-0050

COMMENTS, APHIS FORM 7023

A. The 750 guinea pigs that experienced pain without benefit of analgesics or anesthetic
during tests were used in the Kligman Skin Sensitization tests required for the
compliance with the Federal Hazardous Substance Act Regulation, the Federal
Insecticide, Fungicide and Rodenticide Act regulation and the Toxic Substance Control
Act regulation. The concomitant use of analgesic, anesthetic or tranquilizing drugs in
these procedures, according to these regulations, would have adversely affected the
interpretation of the results.

B. The 38 rabbits that experienced pain without benefit of general analgesics or
anesthetics during tests were used in eye and primary skin irritation studies required for
the compliance with the Federal Insecticide, Fungicide and Rodenticide Act regulation
and the Toxic Substance Control Act regulation. The concomitant use of analgesic,
anesthetic or tranquilizing drugs in these procedures, according to these regulations,
would have adversely affected the interpretation of the 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.

C. There were no IACUC-approved exception(s) to the regulations or standards.
" ‘ >] /wul
By: Date

TFORM\APHIS





