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2.31 ~ i<I )( 1 )1

INSTITUT'ONAl AI'IIIMAL CARE AND lISE COMMITTEE (IACUC).
A proposal to (;ondud an activity involving:mimals. or to make a significant change in an ongoing activity involving animals,
must con'air, for Ule appr(\priateness trle numbers of animals to be used.

UBIOt:ISO€: Th,,' j\I::i1ifjD:ltir.nfor number of animals used simply stales that the number will provide "statistically significant
results usirg tt-e m?terials and titers of interest." The $tatl~ment is insufficient to determine jf the number of animals is
appropriate. Additional information such as previous studies, statistics programs used to determine numbers/group, and is
ne.ed€'cIto en~ un, that viable research is conducted. The protocol should be amended and reviewed to ensure the numbers
of anim"lr Iprr;pClsI,dis appropriate and meets the standard~, set forth in Subpart 2.31 of the Animal Welfare Act. Correct by
October 20. 20W.

3.84 (b M :) )
CLEANING, SANITIZATION, HOtJSEKEEPING. AND PEST CONTROL.
Hard surfaces of prim:3fY,enclosures and food and water receptacles must be sanitized using one of the following methods:

. 'Na~"in; WiIh hot wnl'~r (at least 180 or (1322 0:::» ana soap or detergent. such as in a mechanical cage washer;

- W",.l1il1!J all soiled surfaces with appropriate detergent solutions or disinfectants, or by using a combination
detergenlidisink.!Gt·.nt pr·Jduct that accompli~hes the same ~.1L!rpose,with a thorough cleaning of the surfaces to remove
organic n at"·,;;;,, co:>as to remo••..e all organic material and mineral buildup, and to provide sanitization followed by a dean
water rinse.

···PO 31'c" :1(\0'- C:a','EWi1~n: Thf: !~mf)p'I-alum Ic,g\)oo/l:for the rack washer rndir:ated that the washer did not reach the required
180 degrciHs ~TCI11 rr:id r-.~'l'cti 2007 to mid May 2007. The problem was first addressed on 4/26/07, as part of the scheduled
maintenanr;e ch!!ck. Th~re is also no clO-::limentalion of thE)measums taken to enSLire the caging was adequately sanitized.
The facilil,y SOP d·Jes po•. address the steps to lake if the temperalur~ of the washer does not reach 180 degrees. The
problem W"" dot rt':~10r:ej tv the respcmsibie party in an appropriate time frame, thus there is the possibility that cages were
inade:qucltelysanitized during the time I:hat the cagewasher was faulty. Proper sanitization is necessary to prevent illness and
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minimize disease hazard> Measures must be taken to ensure Ihat all caging is sanitized in accordance with section 3.84b
of(he Animal \J'.j,;!iFare AC'I f·JJ the overa!1h.:alth of the animals.

3.85
EMPLOYEES.
The eH,)I'yee .' '" '0 provide husbandry practices and care, or handle nonhuman primates. must be trained and supervised
by an illd.1Iiduol VI'iO has the knowledge, backgrou:1d. and experience in proper animal husbandry and care to supervise
others,

'''PC 3rd floor C8gewash: :he temperature logbook for the rack washer indicated that the washer did not reach the required
180 dli':gree$ 'rclli" mid March 20071'0 mid ',,,1av2007. The problem was first addressed on 4/26/07. as part of the scheduled
mainte'oiaflc.~ ded•. There is also no documentation of U,e measures taken to ensure the caging was adequately sanitized.
The problem "~,,s not rep.;r:.::d (() tile re,>ponsitle party In an appropriate time frame. Employees must receive additional
training regafdin~ th,,]sani1i;'atioll of cagillg and tt';e sieps to take when sanitization can not be verified.
Correct by Septemher :10,:2)(17,
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2.31 (e)
INSTITUTIONAL ANIMAL CARE AND USECOMMmEE (IACUC).
A proposal to conduct an activity involving animals, or to make a significant change in an ongoing activity involving animals,
must contain the following:

(1) Identificationof the species and the approximate number of animals to be used;

(2) A rationale for involving animals, and for the appropriateness of the species and numbers of animals to be used;

(3) A complete descriptionof the proposed use of the animals;

(4) A description of procedures designed to assure that discomfort and pain to animals will be limited to that which is
unavoidable for the conduct of scientifically valuable research, including provision for the use of analgesic, anesthetic, and
tranquilizing drugs where indicated and appropriate to minimize discomfort and pain to animals.

***In the review of various protocols, it was noted that there are'
and distress categories, and defining of endpoints. For Example(IDIf:.

_However, the pain and distress category is indicated as a Catagory 1 (USDA Catagory C). (b)(4) states
"animals that progress to terminal dsease will be - • - .' -." - •. - 0 'morbidity" and terminal disease" are not clearly
defined. The 2005 USDA inspection revealed that(b)(4) was amended to reflect a change in species of
primate but a justification of the change was not indicated. Discussions with IACUC members and staff revealed everyone
has a clear understanding of what is expected on each study and why it is being conducted. However. within the increase
number of protocols for review and no designated IACUC Coordinator, written details are being overlooked. A system must
be established or a person designated to ensure accuaracy of the protocols prior to approval. Correct by October 31, 2006.

This was a focused inspection of the MCand P facilities, animals, and enrichment.

(b)(6), (b)(7)(c) I'

Prepared By:

Title:

Received By:

Title:

DEN, DVM, USDA,APHIS, Animal Care
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NO NON-COMPLIANT ITEMS IDENTIFIED THIS INSPECTION.
Only an inspection of the RB facility I animals I enrichment and review of IACUC records were conducted.

•(b)(6), (b)(7)(c)

Prepared By:

Title:

Received By:

Title:

\/I/lf,J,"'/ lit'
GLORIA MCFADDEN, DVM, USDA, APHIS, Animal Care

ector ID: 1048
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9600 MEDICAL CENTER DRIVE
ROCKVILLE. MD 20850

Customer ID: 93
Certificate: 51-R-0036

Site: U01

BrOaUAL

inspection
Type: ROUTINE INSPECTION

Date: JAN-20-2006

NO NON-COMLPIANT ITEMS IDENTIFIED THIS INSPECTION.
This is an inspeCtion of the BL-3 facilities oniY. No animals arid no aniitic~is exposed to an iiifecli6u5 agent are pre5erif.

Pr~pared By:

Title:

Received By:
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2.31 (e)( 2 )
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

The A proposal to conduct an activity involving animals, or to make a significant change in an ongoing activity involving
animals, must contain a rationale for involving animals, and for the appropriateness of the species and numbers of animals
to be used.

The protocol was later amended to include New World non-human primates, i.e. squirrel monkeys. Although the
change in species was submitt~ as an amendment to the protocol, no justification conceming the appropriateness of this
new species was given. Correct on all active and subsequent studies when similar major changes are approved.

GLORIA MCFADDEN, DVM, USDA, APHIS, Animal Care

Title: : 1048

Received By:

Prepared By:

(b)(6), (b)(7)(c) •
Date:
SEP-22-2005

Title:

Page 1 of 1

Date:

SEP-22-2005



GMCFADDENSE? 2 82D05 93 cusCid
204457 insp_id

4786 site_id

United States Dep8rtment of Agriculture
Animal and Plant Health Inspection ServiceUSDA

BIOQUAl INC

9600 MEDiCAL CENTER DRIVE
ROCKVillE, MD 20850

Customer ID: 93

Certificate: 51-R-0036

Site: 001
BIOQUAL

Inspection
Type: ROUTINE INSPECTION
Date: SEP-22-2005

2.31 (e)( 2 )
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).
The A proposal to conduct an activity involving animals, or to make a significant change in an ongoing activity involving
animals, must contain a rationale for involving animals, and for the appropriateness of the species and numbers of animals
to be used.

•.•.•.Protocol LlD-22I2004-4 was originally approved by the IACUC for the use of rhesus, cynomolygous, and pig:-tailed
macaques. The protocol was later amended to include New World non-human primates, Le. squirrel monkeys. Although the
change in species was submitteQ as an amendment to the protocol, no justification concerning the appropriateness of this
new species was given. Correct on all active and subsequent studies when similar major changes are approved.

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

Prepared By:

Title:

Received By:

GLORIA MCFADDEN, DVM , USDA,APHIS, Animal Care
1048

Date:
SEP-22-2005

Title:
Date:
SEP-22-2005
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NO NON-COMPLIANT ITEMS IDENTIFIED THIS INSPECTION.
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Title:
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(b)(6), (b)(7)c

Prepared By:

Title:

Received By:

Title:

NO NON-COMPLIANT ITEMS IDENTIFIED THIS INSPECTION.

~
LO~IA MCFADDEN, DVM, USDA, APHIS, Animal Care

pector ID: 1048

Page 1 of 1

Date:
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Date:
SEP-10-2003
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BIOQUAL, INC.

9100 IIEDlCAL CENTER DRIVE
ROCKVILLE. 110 20850

Customer ID: 93
Certificate: 51-R-0036

Site: 002
BIOQUAl

Inspection
Type: ROUTINE INSPECTION
Date: MAR-26-2003

This inspection was performed for the purpose of evaluating a new site. Primates are currently housed in the facility.

NO NO-COMPLIANT ITEMS IDEINTIFIED THIS INSPECTION.

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

Prepared By:

Title:
Received By:

Title:

GLORIA MCFADDEN, D. V. M. I USDA, APHIS, Animal Care

pector ID: 1048
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MAR-26-2003
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Inspection
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D8t8: AUG-27-2Q02

Title:

ReceIved By:

TItle:

NO NON-COMPLIANT ITEMS IDENTIFIED THIS INSPECTION.

b)(6), (b)(7)c
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918:001
BIOQUAL

Inspection
Type: ROUTINE INSPECTION0.,,: AUG-14-2001

3.81 (b)
ENVIRONMENT ENHANCEMENT TO PROMOTE PSYCHOLOGICAL WELL-BEING.
At the Research Blvd. facility, all the non-human primates being housed in the Horsfall Isolator enclosures have no perches
making it difficult for them to express species typiC81 climbing behavior. (Note: the.e enclosureshave been modified and
are not being used 8S isolators. Additionally they are being phased out and replaced.)
Correct by: 14 Sept 01

3.84 (.)
CLEANING, SANITIZATION, HOUSEKEEPING, AND PEST CONTROL

The food prep area in the Research Blvd facility has a le.king water pipe near the stainless steel prep sink, causing water to
pool under the sink. The floor in the food prep area has an accumulation of dirt especially around the edges.

Correct by: 22 Aug 2001

_Nd~~'~~
-'An-~Ca~re==--

Titte: CAL FF ER ector ID: 2029

ReceIved By:

Titte:

OIl.:
AUQ-14-2001

D8te:

AUG-14-2001
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