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Investigative and Enforcement Services Settlement Ag reement

USDA, APHIS, IES

4700 River Read, Unit 85
Riverdale, MDY 20737 :

Phone: (301) 734-8684 ! ) !
Fax: (301) 734.4328

RESPONDENT: CASENUMBER VADS018-AC
Covanice Laboratories, Ine, PUE ON OR BERORE J February 23,2008
Department of Labosatory Animal Medicine ' CONTACTY Janice Sedgwick
9200 Leesburg Tomnpike . PHONE] (301) 734-5738
Vienna, VA 221821699 :

REVISED

PATE CITATION DESCRIPTION

PENALTY | 5170

¢

Tittes 7, 15, 19, and 21 of the United States Cods suthorize e Secyetary of Agriculture to fmpose eivil penalties and otficr sanctions
fe resotve vinlations after providing notice and opporhinity for 2 hw'in,g ' ¥

"
You may walve your vight f0 2 hearing and agree to pay the spetified civil fanalty in sottlement of this reattar. 1f you do not
agree 1o the speeifiad penalty, a complaint shall be iesvad charping yon withthe vielation(s) and x¢cking higher penaltics.
You will have the opportonity for a hearing before an Administeative Law fudge 16 present your case.

I acknowledge that I have heen given an opportunity for » hearing snd waée sach hearing, ¥nejther admiit nor deny the
Violations cited abave and agree to pay the clvil penalty in full sctticment ofithis matter.

Signaturs of Respondent: : Date:

b

- PAVMENT RECORD - FOR JES USE ONLY
- Paymesnt Type _Dete | Awnount Siprature of IES Repregentative
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DATE

- 040CT 04

08 NOV 04

25 NOV 4

14 JUL 05

3\
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CITATION DESCRIPTION
9 CFR

2.38(6(2) f/ Miscellaneous, Handling, |
A primate was handled in a vérbally sbusive manner.

2.38(H(2) J Miscellaneons, Handbing. |
A primate was handled in a pRysically abusive manner.

2.38(0)(2) Miscellaneons. Handling, |
A primate was handled in a piysically abusive marmer.

2.31(d)(1) Institutional Animal Care ahd Use Committee (IACUC),
Failed to adequately monitor éugoing studies to ensure they were being
carried out as proposed. In four studies (D, ¥, G, H) that were classified
as, "No Painful Procedures Afticipated,” animals experienced pain and/or
Edistress but received 1o treatnient or relief even thouph the study protocols
indicated veterinary services vrould be provided.

2.3 d)(1)(ti) Protocols for four studies (A, B, C. D) that were known to have potentia)
toxic effects on the animal subljects were approved by the IACUC with the
wncorrect classification of “Nd Painful Procedures Anticipated”
designated. Also, Study E wet amended to reflect a significant change jn
unexpected mortalities and mébirbidities, but the protocol clagsification was
not approved and changed.

2.31(e)(2) Study | was originally appmid by the JACUC for the use of Rhesus
monkeys, but when later amerided to use a differcnt species, no ,
explanation or justification fol! the apptopriateness of this change was
submitted of approved. |

I [EXELENEH QLIS
2.31(eX(3) The protocol animal and pa;c_hsg_fqpns for two studies; G and D, should
have contained 8 more complete description of the effects of the study
compound. . Co

2.33(a)(2) There were instances where the attending veterinarian’s Jack of authority
was a cauge for withholding sirecommended trestment, or delaying

trestrent El'_g' euthanasia, ;

2.33()3) Attending vetetinavian ahdﬁu‘!e’qnsie veterinary care.
Pain and distress sere observéd in ssveral rabbits due to untreated mild

erythema and irritation from dar tag punctures.

2.36(b)(1) Anpual Report. ... , |
The animals under Study B witre incorrectly reported under the Pain and
Distress Category C for the 26004 reportivg year.

3.6(eXNH) Primary Enclosnres, Space. ,
Two dogs were housed iy enclosures which did not meet minimum size
requiremerits. I
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38 Exercise for dogs.
Dogs under Study T were not exercjsed, and the Protocol for this study did
not provide an exemption for £xercise for the dogs involved.

3,75(a) Housing facilities, general. .
Areas jn Bldg 16 were not kept in good repair and posed a ticat to the
" health and welfare of the anirhals within, Cracked primate restraint tubes
posed injury threat to primates.

3.81(a) Environmental enhancemeti¢ to promote psychological well-being.
Social Grounping. Failed to ¢ommingte one room of non-human primates
in necordance with departmefital operating procedure for 2 10-day period.

3.81(c) Environmentzl enhancemehit to promote psychological well-being.
Special Constderations. Thi plan for environtnental enhancement of
non-hutman primates containdd no provisions for primates requiring
special attention. There did Hot appear to be an effective mechanism for
identifying, documenting and-addressing animals displaying signs of
psychalogical distress.

t

3.81(e) Environmental enhancemehit to promote psychological well-being.
Exemptions. The IACUC fliled to ensure exemptions from participation
from environmental micmfém have scjentific basis and arc addressed in-
research protocol, '



