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2.3 (@ {7}
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (1ACUC).

2.31ic) IACUGC functions, With respect to activities involving animals, the IA/CUC, as an agent of the research facifity,
shzll:(7) Beview and approve, require modifications in {10 secure approval), or withhold approval ol propozad
significant changes regarding the care and use of animals in ongoing activities;

Pratocol 08018 uses a drug 1o Induce diabetas in rabbits. The approved protocol stales that 100mag/kg will be
administered and specifically states that S0mg/kg and 150mgikg doses will not ba used. IACUC records shaw that
“Iour be six rabbite” died alter being oiven a larger than approved (150ms/kg) dose ol the drug. The prncpal
investigator stated that he thought that the 150mgkg dose was in his protocol, The IACUC must review and apprave
=1l =ignificant changes regarding the use of animals in angoing activities 1o ansurs the care and well-being of he
snimals. The IACUC must review and approve, require modifications in or withhold aporoval of proposed signifscant
changes regarding the care and USE in ongaing activities. Correct from ihis day forward

2.3 {d} (1 iwi)
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (JACUC).

231 (d)i1)...1he LACGLIC shall determing thai the propased gotivities. ., meel the follpwing requirements; (vi) The
animals’ Iiving conditions will be approprate for thedr spacies in accordance with parl 3 af [his subchapter, and
contribute to thedr haalth and comfor..,

Protocal 09087 includes the use of water restriction of tree shrews to maximiza the affect of a frull juice rewang
{behavioral study). The description of this restriciion is very bref and just incliedes how much water will be offerad vs
whal ie nocmal lor the specias, a statement that the animals have been maintained in good heallh an thege amounts.
ihat on days that behavioral testing s not scheduled ad lib water is provided, and that fresh fruil is included in the
regular diel. Thers 1s no description of any baseling physialogical data being callacted on individuzals selected for s
nart of the sfudy nor any description of what physiological parameters will be monitored dusing the study. A réview of
the amimals and their records show that records are sparss. The animal's cages are markes] with signs indicaling inat
nusDandry staff should not give the ankmals water o frull. All 4 animal's waler bollles were amply at the time of
nspection {was told they would be studied later that day and they would be given their daily water afier being
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studied). The animal records do not include any notations to indicate that they are on water rastriction, on which days
they are restricted and wihich days they have ad-ib water, how much water or fruit juice they are oflered or
consuming, or any physiclogical or behavioral parameters that might be monitored to ensure their health and coméort
The |ACUC shall determine that in this propased activity the animals’ living conditions will be approprigle lor their
species in accordance with pan 3 of this subchapter, and contribute to their health and comfort. Correct by 1002310,

2.31 (d) [
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE {IACUC).

2. 31 (d)(7) i the IACUC suspends an activity involving animals, the Institutional Official, in consultation with the
IACUC. shall reviaw the reasons lor suspension, take aporopriate corrective action, and reqport that actan with a full
&xplanation to APHIS and any Federal agency funding that activity;

The IACUC meeting minutes dated 8/20/08 state that the IACUC suspanded two protocols (same principal
nvestigator) one using pigs (07023) and one including woodchucks (08000). A lstter dated 8/26/08 was sent 1o the
Pl notifying him of the suspansion. A letler dated 9/24/09 was sent 1o OLAW inferming OLAW of the susponsion. No
'Elier reporting Lhe action was sent to APHIS. If the IACUC suspends an activity involving animals, the institutional
Ofticial, in consultation with the IACUC, shall review the reasons for suspension, taks appropriate corrective action,
and report that action with a full explanation to APHIS. Correct by July 23, 2010,

2.21 e} (4
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUEC).

2.311e) A proposal to conduct an activity involving animals,..must contain the following:(4) A description of
procedunes de=igned Lo assure that discomfort and pain (o animals will b limitad 1o 1hat which is unavaidable for the
conduct of scientifically valuable résearch, including provision for the use of analgesic, anesthetic, and tranquilizing
drugs where indicated and appropriate to minimize discomion and psin to animals;

Frotocol 08051 includes an eye enudieation surgery in pigs. One pig was noted o have a buildup of dried brown
descharge from Ihe inner comer of the enudeated right eye extending down ils face. Anesthetic use is described in
muftiple sections of the protocol and is not consistent between the sections making it difficult to determing what
anesthatics will be used. A lis! of all approved analgesic and anesthetic drugs is included but does not state when tha
dmigs are 1o be given. There Is no description of post-operative monitoring procedurestreatment provisions o assure
ihat post-op pain and discomfort will be minimized. The pig's records and conversations with stal! do show that post-
0p pain analgesics wane agministered and the surgery site is treated In this pig. The propesal must contain a
description of procedures designed to assure that discomfort and pain to all animals used will be imited 1o that which
'S unavoidabia for the conduct of scientifically valuable research, including provision for the use of analgesic,
anesthetic, and tranguilizing drugs where Indicated and appropriate 1o minimize discomfort and pain. Correct by Cct.
23, 2010

Records reviewed: IACLUIC roster, IACUC meeting minutes 51008 through SA0; IACUC Semiannuals 509, 1109 and
5/10; solectad animal records protocots: FY 08 annual report
An exit briefing was conducied with the Atiending Veterinarian and two additional facility veterinarians.
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a9 @ M) (i)
INSTITUTIONAL AMIMAL CARE AND USE COMMITTEE {lACUC

2.31(d) IACUC review of activities involving animals, (1} ... the IACUC shall determine that the proposed activities or
significant changes in ongoing activilies meel the following requirements: (i) The principal investigator has
considered aematives 1o procedures that may cause more than momentary or slight pain or disiress to the animals,
and has provided & wrilten narraiive descriplion of 1he methods and sources, e. g., the Animal Wellare Information
Center, used to determine that alematives ware nol available:

Protocol 08042 invalves lhe injection af endoloxin inlo the vitreous of rabbits. Tha prolocol acknowladges that it wil
elicit an inflammatory reponse. The protocol does not conssder altematives to this potentlally painfulidisiressful
procedure. Protocod 06120 includes an alternative search whosa keywords do not reflect the polentially painful
procedures (such as for example the craniolomy)being performed. The principal investigator must consider
alternatives to any procedure that may cause more than momentary or slight pain or distress to the animals 1o halp
ensure humane use of animals and to help the IACUC review the proposed animal activilies. All protecols Including
protocols 08042 and (6120 must include an alternative search and namative for 2ll procedures that may cause more
than momentary or shghl pan or distress (0 the animals. Comect by Aundgust 20, 2009,

231 [} {1} fiz]
INSTITUTIONAL AMIMAL CARE AND USE COMMITTEE IACUC).

2.3NdIACUGC review of activities invehving animals. {1}... the IACUC shall determine that the proposed activilies o
significant changes in ongaing activities meel the foliowing requirements: () Al sunvaval surgery will be parlormead
using aseptic procedures, including surgical ghoves, masks, sterle instruments, and aseplic techniques. Major
oparative proceduras on non-rodants will be conducted only in feciliies intended for that purposa which shall be
operated and malntaned under aseptic conditions...

Maar survival surgerias (craniolomies) are being conducled in room PPP that is currently naithar operaled nos
maintened in aseplic conditions. The floors are stained with nusty areas. Stored non-surgery and surgery related

Prepared By:
SUSANMNE BRUNKHORST, ¥V M O USDA, APHIS, Animal Care Date:
Titla: VETERINARY MEDNCAL OFFICER Inspector 1078 hiay-20-2009
Received By:
L)E). DTN Bt
Title:

Ray-20-2004

I-'a?.l i 3



US D A. United States Depariment ef Agricutiure PrE—
:-_:__—n— Animal and Plant Health Inspeclion Service 13009X231490447  insp_ig

Inspection Report

tams are present on counters. The light fixtures and ceiling are diny and dusty. A leaking, old and cuTentiy
nensanitizable sink struclure is present in the room, Lack of asaplic conditions for major operative procedures may
‘oad to Infection and stress in the animals undergoing surgery. Major operative procedures on tree shrews shall be
canducied in rogm FPE only if the ream is intended for major operative procedures and is operated and maintzined
under azaptc conditions. correct priar o the nexl use ol 1he room for maor oparalive proceduras,

2.31 (e} {3}
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

=.d%e) A proposal to conduct an activity involving animals, or to make a significant change in an onpoing activity
invalving animats, muest contain the following: (3) A complets description of the proposed use of the animats:

Pratocol 08085 indudes provision for survival surgery in calves. Records reflact that pancuronium is being used in
Ihe survival surganes. Thars is no mention or deseription of the use of pancuronium during survval sagéry in the
protocol. Protocol 06120 includes provision for both nen-survival and survival surgery in tree shrews. The use of
drugs to nclude alropine sulfate, laxedil, IV fluids and post-op analgesics and antibictics is not cleardy and
completely described. In some cases the name of the drug to be used is not given, in other cases the dosage, timing
ar route of adminisiration are rot identified. A complete description of the proposed use of the animals is required 1o
alkow the IAGUC to properly review the proposal in order 1o énsure that all animal related activities are in accordance
with the Animal Wellfare Act. All protocols incuding protocols 08085 and 08120 mus? contain a complets descriplion
ol ihe proposed use of the animals. Correct by Augusi 20, 2009.

2,36 B} 3
ANNUAL REPORT.

=.35ib) The annuzl repon shall: (3} Assure that the facility is adhering to the standards and regulations under the
Act. and thal il has required that exceplions to the slandards and reguiations be speciliad and explainad oy the
principal investgater and approved by the IACUC. A summary of all such exceptions must be attached 1o the facility's
arnual repon. In addition to identitying the |IACUC-approved exceptions, this summary must include a brigl
explanabon of the exceptions, as well as the species and number of animals affecied:

Protocol 03095 (aclive pratocal), as approved, calls lor a 48 hr last of calves prior to surgery and calks lor longlerm
iethering of calves such that they cannot tum aound. Protocs 05139 (approved 3306 and expired 353709) called for
‘earing of kittans in the dark. The last three annual reports aubmitted by the facilily to the USDA do not describe any
IACUC approved exceptions. The annual report must identily and summarize the exceptions to includs a brief
sxplanatons of the exceptions, the species and the number of animals affected. Camrect by submitting a cormected
annual roporl for the FY 2007-2008 including the exceptions to the USDA Easlem Reglonal Office by Jura 20, 2005,

Prepared By:

SUSANNE BRUMKHORST, WV M O USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspector 1076 May-20-2005

Received By:
)&}, b)) Date:

Title: hay-20-20008

Pope2of 3



United Siates Depariment of Agricufture
Animal and Plant Health Inspection Service

SUS Lo W

130931310447 e _id

Inspection Report

Records reviewed: LACUC meeting minules Jan. 2008 through April 2009; Semiannual lelters 1o the 10 dated Oct 19.

2007, April 17, 2008 and Oct, 16, 2008; Dog and cat acouisition ‘disposition records; Policy on Proposal Feview:
Rabbit and call health records; Annual reparts for last three years, Protocols 08095, 08042, 06120, 05138 and 07110
[ACUC roster

Inspection conducted by VMO and BRC veterinarian and two BRC slall members.
Exil conducted by undersigned VI40 and Attending Veterinarian.
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