USDA United States Depariment of Agriculture S
ﬁ Animal and Plant Health Inspaction Service 174102236590206  insp id

Inspection Report

PRINCETOMN LINIVERSITY
Customer ID; 176

Cerificate; 22-R-0022
Site: 001
RMOLECLAAREVILUTHONARY BICILOGY
F O BOX 36
Type: ROUTIMNE INSPECTION

PRINCGETOM, M. 08544 Date: Jun-23-2010

2.31 el (3
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

Section 2.31 (c) (3] states - "TACLUC funclions, With respect o activities involving animals, the IACUC, as an agent of
ihe rasearch facility, shall: (3] Prapara repaorts af its avaluations conducted as reguired by paragraphs (e)(1) and (2]
of this section, and submit the reports to the Instituticnal Official of the research facility.....The reports shall be
updatad at least onca evary six manths upon complation of the required semiannual evaluations.”

1. The Semi-annual Reparts to the Institutional Official (1) from the 1ACC were reviewsd during the inspection
beginming with the 830709 report for e reviews conducted by the IACUC in Apeil 2009, The nexd Semi-annual
Repot from the IACUC to the 10 was submitted 11 months latar on 521710 for the reviews conducied by the LACLUIC
in Dctabear 20059,

The [ACUC = required to submit & Report to the 10O at least once evary 6 months wpon completion of fhe reguired
semi-annual evalsations of the Animal Facility Inspection and the Program for the Humane Care and Use of Animals,
Correct from this date forward for all semi-annual evaluations conductad by the JACLIC,

211 () (7
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE {IACUC).

Section 2.31 (c) (7] states - "TACLUC functions, With respect o activities involving animals, the IAZUC, as an agent of
ihe rasearch facility, shall: (7) Raview and approve, require medifications in (1o secura appraval), or withhokd
approval of proposed significant changes regarding the care and use of animals in ongoing activities.”

1. Pertaining to Protocal #1724: The Pl used a method 1o induce anesthesia in NHP 2P on 4/ 30010 thal was nol
described in his/her LACUC approved protocol.

The IACUC must review and approve any proposed significant changes to ongeing research activities before the
propoged changals] can ba implameanted by the investigatar. The JACUC neads (o addrass the deviation ihal was
Wentified for the proposal. Correct by 77268010,
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2 91 id) 1y (i)
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE {IACUC).

Section 2.31 (d) (1) (i) states - "The IAGUC shall determine that the proposed activities or significant changes in
angoing acivibas meae! tha lallowing requirements: (B) Thea principal imastigalor has considerad allernatives 1o
procedures that may cause mone than momentary ar slight pain or distress to the animals, and has provided a written
narrative description of the mathods and sources. .._used to defermineg that altamativas were not available.”

1. Review of Profocol #1724; The profocol describes the use of water schedulingfluid restriction in MHPs. The
waler contrel as described in the protocel could be expected 1o resull in more than momeantary distrezs in the NHPs
due to any unrelieved thirst experienced during the time without access to fluids, and a consideration of alternatives
would be raguired. The writbern narrative of the mathods and sources used ta daterming thal altarmativas wera nol
available to the potentially painful or distressful procedures described in the proposal for animal use does not include
the procedura of water schedulingfluid restriclion.

In arder to approve proposed animal use activities, the IACUC is required to determing that all proposed activilies
meeat the reguiremeant thal a principal investigator has considered altlematives 1o the potentially painful and distressiul
procedures described in a proposal for animal use. The IACUC needs 1o: (1) address this item as identified for this
pratacal and {2) ansura that all active proposals comphy with Saction 2.31 {d) (1) {ii]. Correat (1] by 72610 and (2]
by 372611

2.31 id) (1) i)
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

Section 2,31 (d) (1) (i) states - "The IACLUIC shall determing that the proposed activities or significant changes in
angaing aclivibas mael tha lallowing requiremeants: (ni] The principal investigalar has prowvded wrillan assurance thal
the activities do not unnecessarily duplicate previous experiments,”

1. Pertaining o Protocaol #1724 thal was approved 72008 There was no written assurance by the principal
investigator that the proposed activities do not unnecessanly duplicate pravious experments as is required per this
Seclion.

In arder to approva praposed animal use activities, tha IACUG is requirad to detarming that all proposad activities
meet the reguirement thal the principal investigator has provided wrilten assurance that the proposed activities do not
unnacessarly duplicate previous experimants. The IACUC needs to: (1] addrass this item as identified for this
protocol and {2} ensure that all active proposals comply with Section 2,31 {d} {1} (i}, Correct (1) by 72610 and (2]

by 26711,
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2.1 idy (1 e A
INSTITUTIONAL AMIMAL CARE AND USE COMMITTEE (IACLIC).

Section 2.31 (d) (1) (=) (&) states - "The IACUE shall determine that the proposed activities or significant changes in

angoing acdivibas meae! tha lallowing requirements: () Mo animal will ba usad in mare than ang major operaliva
procedure from which it is allowed to recover, unless: (A} Justified for scientific reasons by the principal investigatos,
in writing.”

1. Protocol #1724 describes the placement of 2 recording chambers during a single major survival surgery. The
protocol includes a statement thal no animal will undergo more than one major survival surgical procedure. NHP #
had undergone surgery prior to 2009 1o place one recording chamber, The sama NHP had surgery on 2110005 1o
place & sacond recording chamber in & differant anatomic location.

Mo animal will ba usad in more than ane major operative procedure from which it is allowead o recover unless tha
principal investigator has justified in witing the sclentific reasons for performing more than one major operative
procedure, The IAGLUIC needs to: (1) address this tem as identified for this profocol and (2) ensure that all active
proposals comply with Section 2.31 (d) (1) (x) (&). Corract (1) by 7/26/10 and (2) by 3/26/11.

2.31 d (3

INSTITUTIONAL AMIMAL CARE AND USE COMMITTEE (lACULC).

Section 2.31 (d) (5) states - * IACUC review of activities invalving animals, {3} The IACLUC shall conduect continuing
reviaws of activities covered by this subchaplier af appropriate intervals as delerminad by the 1ACUC, but not bass
than annually.”

1. Protocol #1724 was reviewed and approved by the IACUC 7908, It underwent its first annual review on $/24/09,
The next annual review was conducted 14 months later on 62210

The IACUS should conduct continuing reviews of all animal use proposals ne less than annually, The IACUIC needs
to ansura that all animal use proposals underga continuing raviaws nd less than annually. Gorract tar all predocols
from this date forward

2.31 & (3
INSTITUTIONAL AMIMAL CARE AND USE COMMITTEE (1ACLC).
Section 2.31 (e) (3) stales - "A proposal to conduct an activity invalving animals, or to make a significant change in an

angoing adivily inveleing animals, must confain tha following: (3] A complate dascriplion of the propesad use of the
animals.”

1. Review of Protocol #1724: There were inconsistencies of incomplete descriptions provided in the IAZUC
approved profocol for each of the following proposed uses of the animals.
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a. There wara insufhicient datails provided lor the waler schaduling/iuid resiriction'contralled accass o walar and
EMG proceduras

b, The list of medications to ba administered ta the NHP: doas not include the frequancy of administration.

¢, The protoecol states that 2 recording chambers and 1 head post will be placed at a single surgery. MHP #B and
MHF #F had no recording chambers and 2 head posts placed at surgery in 1209,

d. The protocol describes 2 possible methods 1o atlach recording chambers and head posl. A corversalion with the
investigator revealed that a 3rd method was used in MHP #8 and NHP #F in 1209, The 3rd methed is not described
in the approved protocol.

€. The protocol includes an exemption to social housing and states that a plan is being developed to try to pair each
MHP with a different animal. & conversation with the investigator revealed that there have not besn any attempts o
re-pair the NHPs.

A propesal for animal use must contain a complete description of the proposed use of the animals. Tha IACUC
needs to: (1) address this item as identified for this protocol and {2) ensure that all active proposals comply with
Section 2.31 (&) (3). Carrect (1) by 72610 and (2) by 3/26/11.

2 71 ] [4)
INSTITUTIONAL ANMIMAL CARE AND USE COMMITTEE (IACUC).

Section 2.31 (e) (4) stales - "A proposal 1o conduct an activity involving animals, or to make a significant change in an
angaoing activily imvoelving animals, must confain the following: (4] A description of procaduras dasigned o assura
that discomfort and pain to animals will be limited to that which is unaveidable for the conduct of scientifically valuable
resaarch, including provision for the use of analgasic, anesthetic, and franguilizing drugs where indicated and
appropriate to minimize discomfort and pain 1o animals.”

1. Pratocol #1724 contains the major survival surgical procadure of craniatomy and includes the adminigiration of
analgesic "X at the conclusion of the surgery, and then "as needed”. A craniotomy would reasonably be expected 1o
causa mare than slight or momentary pain and’or distress for which tha adminisiration of an analgasic past-
operatively would be needed routingly. The administration of an anakyesic following & craniotomy on an "as needed”
basis is not aporopriate to minimize discomfart and pain.

A propesal to conduct activity in animals must contain a description of procedures designed to limit discomfart and
pain 1o the animals. The IACUC and AV need to: (1) address this item identified for this protocol and (2) ensure that
all active proposals comply with Section 2,31 (e) (4). Corect (1) by 72600 and (2) by 3726011,

2.33 (&) (2) REFEAT
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

Section 2.33 (b) (2) states - "Each research facility shall establish and maintain programs of adequate veterinary care
fhatl include: (2) The usa of approprate mathoads 1o pravent, conlrol, diagnase, and Ireal diseasas and injuriss.”
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1. The lollowirg cutdated medications were idenfified during the inspection: Bmergency kit in 1E-14 - 20 mil balila
Potassium chioride, #1 botile, exp date 510; Cart in DE-12B - one bottle of Acidophilus capsules, exp date 510,

The use of outdated medications may nol be safe or efficacious and is not considerad to be an acceplable practices.
The gutdated medications were immediately discarded by facility personnel.

213 4] (3)
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

Section 2.33 (b) (3) states - "Each research facility shall establish and maintain programs of adequate veterinary care
fhatl include: (3) Daily chservabon of all animals 1o assess ther haalth and wall-baing; Provided, however, Thal daily
observation of animalks may be accomplished by someone other than the attending veterinarian; and Provided,
turther, That a machanism of direct and frequent communication is reguired so that imely and accurate infarmation
on probdems of animal heahth, behavior, and wall-baing is conveyed o the attending veternarian.”

1. NHP #B underwenl a surgical procedure on 121009, The 121309 entry in the medical record al 8 AM by
laboratory personnel states that the MHP was not interested in eating fruit or treats, appeared agitated, and was
grinding hes teeth. An animal exhibifing thase dinical signes can indicate that tha animal is experiencing pain. Theara
was no documentation in the medical record that the Attending Velerinarian was contacted by laboratory personnel to
convay the clinical signs observad in the NHP.

The daily observation of all animals to assess their health and well-being to identify any problems of animal health

and bahavior should be done by all personnal invohed with animal care. The research facility needs 1o ensure that
accurate and timely information on problems of animal health are communicated to the AV by all personnel involved
with animal care 1o ensure the provision of adequate vetannary cara to tha animals. Correct fram this date forwand.

213 B}y  (5)
ATTEMDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

Section 2.33 (b) (5) states - " Each research facility shall establish and maintain programs of adeguate veterinary
cara thal ncleds: (5] Adaguals pre-procedural and post-procedural care in accordance with currant establishad
veterinary medical and nursing procedures,”

1. Protocol #1724 includes water scheduling/fluid restriction and states that one of the primary daily critera uzed o
assess the health status of the NHPs is the animals’ weight. The June 2010 monitoring records for NHP #P were
revigwied. The MHP was on sludy for 11 days; the NHP's weighl was recorded by the investigator for only 5 of the 11
study days.

Research facilities should provide adeguate pre and post procedural care to maintain the animals” health. The AV
and IACLIC naed to address this deviation from the approvad protocol. Correct by 7270,
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2 16 4] (3)
ANNHUAL REPORT.

Section 2,36 (b) (3) states - "The annual report shall.....[3) Assure that the facility is adhering to the standards and
regulations under the Act, and thal if has regquired that excaplions 1o the standards and ragulations ba spacified and
explained by the principal investigator and approved by the IACUC, A summary of all such exceplions must be
attached to the facility's annual report. In addition o idantihang the IACLC-appraved exceplions, this summary muesi
include a brief explanation of the exceptions, as wall as the spacies and number of animals afected.”

1. Protocol #1724 describes the use of waler schaduling and fluid restriction in MHPs. After reviewing the prolocol,
animal records, and having a conversation with the investigator, it was determined that at times the MHPs are offered
waler on a schadula that is lass than tha minimum reguired per Saction 3.83 Walering. The Annual Haport submitbad
by the research facility for FY 2004 did not include this exception to the watering standards

The annual report should provide a summary of all exceptions to the standards that have been approved by the
ACLUS including a brief explanalion of the excaption, the spacies and number of animals affectad, The IACUIC needs
fo submit a revised copy of the FY 2009 Annual Report to the Eastern Regional Office. Correct by 772610,

3.75 &)
HOUSING FACILITIES, GENERAL.

Section 3.735 (g) states - "Substances that are toxic to the nonhuman primates but that are required for normal
husbandry practicas muesl nol ba storad in taod storage and praparation areas, bul may ba storad in cabinels in the
animal areas.”

1. There was a cutting board and knife used to prepare fruit for NHPs on the top shelf of the cart in OE128. There
was a spray bottle containing the disinfectant Vikkon and a spray botile containing Alcohel located on the cart next fo
the culling board and knife. Facility persennel immediately moved the botlles.

Substanceas thatl are foxic 1o nonbuman primatas but that are raguired tor narmal husbandry practicas must nof b
stored in food storage and preparation areas in order o avold contamination of food. The Registrant needs 1o ensure
that all personnel ara familiar with this requirement for the haalth of the animals. Carrect by 72740,

MOTE - This was a full facility inspection conducted from 2310 through &2410, Exit interview held with facility
personnel on 8241 0. Inspeclion rapor dalivarad for signatura 62510, END OF REPORT.

Prepared By:
FALILA S GLADUE, VM D USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL QFFICER Inspactor 1054 Jun-25-2010
Received By:
Date:
Title: Jun-25-2010

Fapa Gof &

Inspectioh Fepolt Explana http: his.us ahitnz ake ITE_Explan



