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2.3 (o) (G
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (1ACUC).

[c) IACUC functions, With respect to activities imvolving animals, the IACUC, as an agent of the research facility,
shall:

(6) Review and approve, reguire modifications in (o secure approval), or withhold approval of these companents of
proposed activities related to the care and use of animals, as specified in paragraph (d) of this section,

An [ACUGC approved activity called for the remaoval of surgically implanted hardware within a proscribed period of
fime, Some of the hardware was not removed from one animal as called far in that research protocol, The animal
subsaquantly devaloped complications at the surgical site and raquired extensiva addibonal freatmeant beyond what
was necessary for the initially approved activity.

The IACUS should review proposed significant changes 1o aclivilies involving animals prior 1o the implementation of
the activity, After reviewing the activities, the IACUC may approve the changes, require modifications to the activities,
ar withhald their approval. A system should ba in place which would ensure that proposed significant changes {o
activities invalving the care and use of animals are reviewed and approved by the IACUC prios o their
implementation.

Correct on all current and future protocols by April 3, 2011,

2.1 @ (1)
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

(d) 1ACLIC review of activities involving animals. (1) In order to approve proposed activities or proposed significant
changes in angoing activities, the ACGUE shall conduct a review of those companants of the activities ralated 1o the
care and use of animals and determine that the proposed activities are in accordance with this subchapter unkess
acceptable justification for & depariure is presented in writing; Further, the IAZLIC shall determing that the proposed
activities ar significant changes in angaing activities
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meeat the following requiremeants;
[i] Procedures imvolving animals will avoid or minimize discomfort, distress, and pain to tha animals.

A nonhuman primate (MHP) was kept on study despite having multiple health issues following a surgical procedure
that was a part of an IACUC approved protocol. The MHP was kept an study for aver 23 months aftar develoging
complications to a surgical procedure, During this time repeated surgical procedures and medical ireatments for
complications from the activity were performed, According to staff at the facility, other animals on the same study had
mirimal of ne camplicalions resulling fram thair use in the activity.

Allgwing an animal o remain on a siudy for almost two years while undergoing repeated invasive treatmenis for
chramic complications of the sludy is nol consiglent with the intant of this section of the Animal Wellare Acl. Keeping
an animal on study under these circumsiances does not avoid or minimize discomfort, distress, or pain 1o that animal
The 1ACUE should determina that the ongaing activities at the facility invalving animals will aeoid or minimizea
discomfort, distress, and pain 1o the animalks under their review.

Correct by April 3, 2011,

2.3 (&) {3}
INSTITUTIONAL AMIMAL CARE AND USE COMMITTEE (IACUC),

(e} A propesal to conduct an activity invelving animals, or 1o make a significant change in an angaoing activity involving
animals, must contain the fallowing:
{3} A complele description of the proposed use of the animals.

An |ACUC aporoved protocol describad an activity using animals but did nod provide details regarding tha usa of
those animals at a different facility. One portion of the approved activity, including surgical procedures, was being
performed at a second institution but the description of the activity in the protocol did not include any details regarding
this arrangemant, swch as which parts of the procedure weara 1o take place at the second facility.

The 1ACUC is responsible for reviewing all aspecis of animal care and use, and for evaluating proiocols in order to
ansura compliance with the Amimal Wellare Act. In order 10 proparly accomplish this funclion, the IASUC must be
made aware of all procedures being conducted. it is the responsibility of the IACUC to ensure that the investigator
provides a completa description of proposad activilies that invohea the use af animals in arder that thase activities
may be adequately reviewed and delermined o be in accordance with the Animal Welfare Act

Thizs non-compliant item was cormectad Dy the fime of tha exil interview.

Mote:
An axil briefing was conducied with a lacility represantalive.
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