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2.31 {d (1 i) REPEAT
INSTITUTIONAL AMIMAL CARE AND USE COMMITTEE (IACUC).

[d} IACUC review of activities involving animals, (1) In order o approve proposed aclivities or proposed significant
changes in ongoing activities, the IACUC shall conduct a review of those componeants of the acliviies ralated 1o the
care and use of animals and determine that the proposed aclivities are in accordance with this subchapter unless
accepiahla jusiification far & depariure is presentad in writing; Provided, howevear, That hield studies as dehined in pari
1 of thiz subchapter are axempt from this requirement. Further, the 1ASUC shall determine that the proposed
activities or significant changes in ongaing activities meet tha following requirements: {ii} The principal investigator
has consdared allernatnses o procaduras thal may causs moda than msarmanlary o sligm pain ar distress 1o he
animals, and has provided a written namative description of the methods and sources, &, g., the Animal Welfare
Infarmation Camar, usad o detarming that alternatives wara nod available,

Two protocols were identified in which the investgators failed to conduct an appropriate search for alternatives fo
pr-;::u:edur&s Ihal may causa mong han mamantary oF shahl pan of disiress:

1) Protocol 2007-1619 is a swine profocal. Swine on this profoced undergo teaching surgical procedures including
laminectomy, cranictomy, cholestectomy, Missen fundoplication, hemia repair, adrenalectomy, splenectomy, bowel
resaction and anastamasis, nephractomy, uraltaractomy, cysiectomy, hysterestomy, oopharectamy, csytarraphy, and
suturing. The search for atternatives did not include terms that relate to all of the procedures that may cause maore
than momentary ar slight pain or distress. Search words included: swine (pigs), laparoscopic, training, surgery,

2] Protocol 2006-1581 is a swine profocol, Swine on this protocel have a surgical opening made through the frontal
bones on their skulls, The search for alternatives did not incluede terms that relate to all of the procedures that may
cause more than momentary or slight pain or distress. Search words included: deep brain cocling, brain cooling with
implanted prabeas, invasive cooling.

Principle investigators must consider allernatives 1o procedures that may cause more than momentary or slight pain
ar distress in erder to protect the health and well-being of the animals. The principle investigator must provide a
written narrative describing the methads and sources used to determineg that alternatives were not available, The
wrillen narrative should include adequalts inlarmation tar tha ACUG o assass thal & reasonabla and good laith efort
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was made to daterming the availability of alternatives or aliernative methads, If a database search or other sourca
wantifias a bona fide allamaliva mathed (ana thal could ba usad o accomplish tha goals of the animal use proposal),
the written narrative should justify why this alternative was not used

The IACUZ must ensure that the principal investigator has considerad alternatives to procedures that may cause
more than momeantary or slight pain or distress o the animals.

This is a repeat non-comaliant item. It was also not in compliance on March 10, 2005 and April 14, 2005,

211 [d) (2}
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE {IACUC).

(d} IACUG review of activities involving animals, (2) Prior to IAGUC review, each member of the Committee shall be
provided with a list of proposed achivities o be raviewsad. Wrillan descripbons of all proposed aclivilias thal mvalve iha
care and use of animals shall be available to all 1A members, and any member of the I1ACUS may obiain, upon
requast, lull Committes raview of those activities. IF full Commiliee review is not requeasted, at least one member of
the IACUIC, designated by the chairman and qgualified to conduct the review, shall review those activities, and shall
have the authority to approve, require modifications in {fo secure approval), or reguest full Committee review of any of
those aclivities. I full Commiltes review i requested for a proposed aclivily, approval of that activily may be granted
anly after review, at a convened mesting of a quorum of the IACLUIC, and with the approval vote of a majority of the
quarum presant. Mo membar may paricipata in tha LACUC review or approval of an activity in which that mamber has
a conflicting interest (e.g., iz personally involved in the activity), except to provide information requested by the
IACLUC, nor may & member who has a coniliching inferest contribute to the consibution of a quorum;

Al least four protocols were idenfified that were "approved with contingencies” at an 1AGLIC masting, When the
investigator had addressad the conlingencies, they were reviewed and approved by a single mamber of the
Committes without first making these materials available for review by all IACUC members and without giving the
athar BCUC mambers the opportunity 1o requast ull Committes reviaw of tha changes. Baview af all proposed
animal activities and changes to approved protocols must be conducted in accordance with the Animal Welfare Act
requlafions in order to ensure that the well-being of the animals is protected. The Commiites must ensure that each
memiber of the Commities 5 provided with a list of all propozed activities for review and that any member of the
IACLUC may obiain, upon reguest, full Committes review of these activilies.

TO BE CORRECTED BY: August 1, 2005

2.31 (d) (S5) REFPEAT
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

[d} IACLUG review of activities involving animals., (5) The IACUC shall conduct continuing reviews. of activities
cavered by this subchapler al apprognate infervals as detarminad by the I1ACUG, but not lass than annually;

2L L1

Investigalors for protacol 2008-1735 {3 macaque profocol) are not conducting animal activiies as delinaatad in the
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IACUC approved profocol, The description of the MRI anesthetic procedures  states that nonhuman primates will be
franquilizad with ketamime. & chart in tha prolecal stales hal kelamineg will ba given al a dose of 10mgdkg m. 1 ime
per month, The laboratory's actual written procedure for MRBIs ulilized by laboratory staff states that the animals are
qgiven & full dose of ketamine followead by "Darmitor” for transpaort, which is then followed by a 1/2 dose of katamins
every 30 minules thereafter.

Continuing review of animal aclivities is necassary 1o ensure that they are conducted as slated in the approved
pratocol is required in order to enswure that all activities are conducted in compliance with the Animal Wetfare Act
regulations in order o protect the haalth and weall-baing of the animalks.

The 1ACLUS must conduct continuing raview af activities in arder 10 ensure that all animal activities are conducied as
elated in the approvied protocols and in compliance with these regulatons,

LR L]

This i a repeat nan-comalant item. [T was alsa nol n compliance an March 10, 2009 and &prl 14, 2009,

2.31 e {2) REPEAT
INSTITUTIONAL AMIMAL CARE AND USE COMMITTEE (IACUC).

(e} A proposal to conduct an activity involving animals, or to make a significant change in an ongoing activity involhving
amimals, mus! contain tha lallawing: (2] & ralionalsa tor invehang animals, and for the aporopriatanass ol tha spacies
and numbers of animals to be used;

Protocol 2008-1796, a squirrel monkey protecol, does not contain a scentific justification for the appropriateness of
the numbers of animals being used. The rationale for the appropriateness of numbers of animals to be used must be
scwentilically justified for reasons such as, bul not limited o, statistical significanca, resulls of pilol sludies, or olher
scientific reasons in onder to ensure that an appropriata, but not excessive, numbser of animals are ulilized. The
IACUC must ensure thal all pratocals include an appropeiate rationals tor tha number af animals to ba usad.

i

Thiz is a repeat non-compliant item. It was alsa not in compliance an April 14, 2009,

2.31 e} (3} REPEAT
INSTITUTIONAL AMIMAL CARE AND USE COMMITTEE (IACUC).

(e} A proposal to conduct an activity involving animals, or 1o make a significant change in an ongaoing activity involving
amimals, mus! contain tha lallowing: (3] A complate dascrplion of tha proposad wse ol he animals,

Pratocaol 2007-1680, & macague pratocal, did not contain a complate description of the proposed use of the animals,
The currently approved version of the protocol slates that the investigator will abruptly withdraw marphine from the
animals and provides a tima ling over which symptoms of withdraw are expecied to ocour but does not describe the
axpecled symplams and'or elinical coursa.

A complate description of the propased use af the animals is required in arder to facilitale avaluation of the protocals
by the IACUC 1o ensure that they are in compliance with the Animal Welfare Act regulations in order 1o protect the

Prepared By:
KATHERYMN ZIEGERER, D.V.M. USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL QFFICER Inspector 5052 Jul-07-2009
Received By:
Date:
Title: Jul-08-2009

Papa 3 of §
Inspectioh Fepolt Explahation: hitp: 5.5 elf are fdowhloads /TR _Explahationh.pdf




USD A United States Department of Agriculture R
ﬁ Animal and Plant Health Inspaction Service |ETOG0944380658  insp id

Inspection Report

health and well-oeing of the animals

The IACUC must ensure that all proposals to conduct animal acliviies contain a complete description of the proposed
use af the animals,

This is a repeat non-compliant item. It was also not in compliance on March 10, 2009 and April 14, 2009,

2.33 B 2) REPEAT
ATTEMDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

(b} Each research facility shall establish and maintain programs of adequate veterinary care that include; (2] The

use of appropriale methods o prevant, conirol, diagnoesa, and freal diseases and injuries, and ihe availability o
emergency, weekend, and holiday care;

Animal records showed that medications were not administersd as prescrbed by the velerinarian: Macague #AVS2: 4
missed doses metronidazole; macagues #5498, 5A3, 702, 3A1: 1 missed dose metronidazole; macaque #H9R1837:1
missed dose caphalexin; squirrel monkey #11F: 1 missed dosa “Rimadyl”.

Medications must ba given as prescribad by the vaterinanan in ardar (o protact the health of the animals. Failures o
administer the medications as directed by the veterinarian could result in ineffective reatment oulcomes,

The rezearch facility must establish and maintain a program of adequale veterinary care thal includes the use of
appropriate metheds to prevent, control, diagnese, and treat diseases and injuries, and the availability of
amargency, weakend, and holiday care in order to profect the health and well-being of the animals,

This is a repeat non-camgliant tam. 1 was also not in compliance on August 27, 2008, March 10, 2009, ard Apeil 14,

2008,

2.33 (e} (5
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

(b} Each research facility shall establish and maintain programs of adequate veterinary care that include; (5]
Adequate pre-procadural and post-procedural cara in accordanca with curranl astablished valernary meadical and
nursing procedures

On 582008 squirrel monkey #11F was anesthetized with ketamine, "dormitor”, and iscflurane for a procedure. After
mogwvament was noted, animal was returmed to ifs cage. Later that moming the animal was found in respiratory arrest
with a lemperature of 88.9 degrees F. No documantation was available lo demonsirate thal the animal had baen
provided with adequate post-procedural care to monitor and/or maintain the animal’s body temperature in accordance
with currant establishad vatarinary madical and nursing proceduras. Tha regesirant must ensure that the fadcility's
program of veterinary care includes adequate pre- and post-procedural care in accordance with current established
vaterinary and nursing procedures inarder to profect the haalth of the animals.
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TO BE CORRECTED BY: July 15, 2009

3.76 {c)
INDOOR HOUSING FACILITIES.

{c) Lighting. Indoor housing facilities must be lighted well enough to permit routine inspection and cleaning of the
facility, and obsarvation of the nonhuman pamalas. Animal areas mus! ba provided a regular divrmal ighiing sycle ol
either natural or artificial light. Lighting muest be uniformiy diffused throughout animal facilities and provide sufficient
illuminatfion fo gid in maintaining good housekeeping praclicas, adequate cleaning, adequate inspection of animals,
and for the wall-being of the animals. Primary enclosures must be placed in the housing faciity so as to protect the
nonhuman primates from excessive light.

Al least 8 enclosures housing squirred monkeys and 6 enclosures housing macaques had insufiicient lighting that
made i dithcult to partarm routing inspection and observation of the animals. The bghting was nod uniformly diffusge,
causing the back half of the enclosure o be darkened and shadowed, Lighting must be uniformly diffuse and provide
sufficient lighting o permif routing inspaction and cleaning of the facility, and facilitate observation of the nonhuman
primates. The registrant must ensure that all non-human primates have have adeguate lighting that is uniformiy
diffusa and that all non-human primates are provided with a regular diurnal lighting cycle of either natural or artificial
ligiht.

This ifermn is still within the cormaction deadling of July 5, 2009 fram the April 14, 2009 inspsction repart.

This routineg inspection was conducted between June 30 and July 2, 2009 by Katheryn Ziegerer, VRO, Jami
Migmann, VRO, and facility representatives.
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