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

(d} IACUC review of activities involving animals.,

1)The IACUC shall determina that the propesed activilies or significant changes in angaoing activities meaet tha
following reguirements;

[ii} The principal investigatar has considered allarmativas o proceduras that may cause mara than mamaniary or
slight pain or distress 1o the animals, and has provided a written narrative description of the methods and sources, .
g@., the Animal Weltare Information Center, used to determine that alternatives were not available.

Protocol #08-029 reviewead and approved by the IACLUIC, doss not contain documentation that the principal
invastigator considared alternatves to thase procedures causing mora than mamantary pain or distress. A description
of the methods and sources used o determineg that alternatives to procedures causing more than slight pain or
distrags were not available was not includad during the pratocal review by the LACLIC,

To ensure the appropriaie use of animals in research an altermalives search must b2 conducted, documented and
revigwad by the IACUC when required.

[will) Persaonne! conduching procedures an the spacias being maintainad or studied will ba appropriately qualiied and
trained in those procedures:

The exparience and qualifications of twa post docloral students performing proceduras on and Raving contact with
hamsters under Prodocol #08-029 was nol adequaltely reviewed by the IACUC, Mo documentation indicaling previous
axparience or qualifications of thesa individuals 1o perform the procedures as outlined under this prolocol was
provided to the IACLUIC for review, Records were available which documented relevant electronic training but did nod
conlain sufficient matanal to venly proficiancy in the procedure appraved in the profocol.

The IACUS must ensure that all persennel conducting procedures on animals used in research are adequately
frained and qualified.

Corred! tha abovea by Immeadiate.
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233 (B}
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

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

[4) Guidance to principal investigators and othar personnel involved in the care and use of animals regarding
handlirg, immobilization, anesthesia, analgesia, tranquilization, and euthanasia; and

5] Adeguale pre-praocedural and post-procedural care in accordanca with currant establishad waterinary madical and
nursing procedures

The medical records of six hamsters under protocel #08-029 lacked any documentation of anesthesia required 1o bea
given prior to initiation of infra-cardiac injections. The principal investigator stated that the required, and |1ACUG
approved, injeciabla anesthetics weara given but not recorded. Animal records must contain approprigta
doecumentation to ensune adeguate care and when applicable, that appropriate redief of potential pain and sufiering
was provided. Failure fo properly documeant medical records doss not meat an acceptable standard for velerinary
mgdicing,

Correct by: Immeadiate.

Exif imteniew conducied.
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2.3 (c)
INSTITUTIONAL ANMIMAL CARE AND USE COMMITTEE (1ACLULC).
(o) IACLIC Functions, With respect to activities involving animals, the IACUC, as an agent of the research facility,

shall:

(7} Reviaw and approve, raguire madifications in (to secure approval), or withhaold aporoval of proposed significant
changes regarding the care and use of animals in ongeing activities;

Protocal 06-013 has undargone several significant changes ragarding the care and use of The animals. Thesa
modifications to the protocol have not received formal review and approval by the IACUC, The modifications include:

A different entry location on the body for thoracic surgery

"A change in injectable anesthetics

"The addition of an anasthetic revarsal agent

“A change in antibiclics posioperatively

Rabbits 30 and 31 recently had surgery under this protocol implementing the above changes withoul documented
IACUC appraval. Without prior review and approval, the IACUC no longer has a complele description of the proposed
use for the animals under this protocol. Al significant changes o protocols must receive IACLIC approval prior to

imiplemantation.

Correct by: Immeadiafe.

2.33 (e}
ATTENDING VETERIMNARIAN AMD ADEQUATE VETERINARY CARE.

(B} Each research facility shall establish and maintain programs of adequate veterinary care that include;
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(4} Guidance to principal investigators and other personneal irvalved in the care and use of animals regarding
handlirg, immaobilization, anesthesia, analgesia, tranguilizabon, and euthanasia;

Two approved protocals reguire the use af sodiom pentobarbital for euthanasia of reguiated animals. Tha facility is
not using a phamaceulical grade product for this purpese. Commerncial sedium pentobarbital euthanasia produscts
ara readily available and must be used to assure quality conirol of the product for this critical procedure,

Correct by Immediate

[5) Adequate pre-procadural and post-procedural care in accordancs with current established veterinary medical and
nursing proceduras

Pratocal 06-013 requiras adminisiration of Buprenorphineg eveny 8 hours postoperatively for a 24 hour penod. A
review of medical and surgical records indicated that rabbit # 31 received one injection at 4 p.m. June 2, 2003,
immadiately past-op and & sacond inpction al 12 a.m. Juna 3. No addifional injechons wara daocumented af the fime
of this inspection which was 2:30 p.m., June 3, 2008,

Protocol 06-020 requires administration of Bicillin every other day post operatively during the chronic portion of the
study. & review of medical records during the 30 day post operative period indicated that rabbit #29 did not receive
antibiotic therapy of any kind.

Al post opaerative analgasics and medicabons must be administered according o approved protocals to assura
adequate pain relief and appropriate velernary care. Administration of all medications shoukd be accurately
documented.

Correct by Immediate,
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