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2.m {c) {7}
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (JACUC).

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

(7} Review and approve, reguing modifications in (to secure approval), or withhold aporoval of proposed significant
changes regarding the care and use of animals in ongoing activities

A significant change 1o protocol 16573 was not approved oy the IACUG prior to implementation. As approved in this
protocol, the investigator states that " Infants will b2 raised in the nursary for postnatal studies and paired with animals
al a similar age wilhin Be s5ame stedy groups...” Lates in tha document "0n tha day of gena transter, ammals ihal are
housed with another animal will be temporarily separated (~7 to 10 days)...” The protocol specifically states (under

the Social Enrichment section} "Pairing condifions from which subjecis are io be exempl...Duration of exemplion: 7
10 Day{s).

Two NHPs barn on 52812 and 52512 wera assigned to the above protocal. According to thair records, tha animals
ware nol paired until either 32412 or 326N 2 (records conflict), and thus were housed individually for approximately

four months, There was no explanation in the animal 's records as to why they were housed separately for the
axtendad pericd of tima.

Pratocol changes of this type can have a significant impact on animal well-oeing and require approval by the IAGLIC
prear o being instiulad. A systam should be in place which would ensure that proposed sigricant changas la

activities involving the care and use of animals are reviewed and approved by the IACUC prior to their
implementation.
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2.3 {2} {3}
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (JACUC).

(e} A propesal to conduct an activity invelving animals, or 1o make a significant change in an ongaoing activity involving
animals, must contain the tallowing:

[} A complete description af the propased use of the animals:

IACLUC approved profocol 16562 fitled * CNPRC Herd/Breeding/'Colony Management” includes provisions 1o use
calany NHPs for training during either survival precaduras or prior 1o authanasia. The profocol doas not stala any
maximum number of procedures that may be performed on individual animals during these training procedures,
Seven SOPs are specifically listed in the protocol (blood draw, catheter placemant, IN, [D, IV, or 50 injections,
nasogasine or orogastric imubation, CSF lap, stereolaxic placamant, cyslocentesis, anasthasia monitoring,
bronchoscopy) as well a5 a general statement “or other clinical procedures regquinng training.”

Additionally, the protocol does not describe any use of euthanized animals for training. The protocal specifically
states that "...once the training procedures are complete, the animal is immediately euthanized with... and a routine
necrogsy i parformad. © The necrapsy report of 8 MHP found during & record review describes an animal that was
presented for necropsy "...presented in good flesh subsequent fo practice expermental surgical procedure..
surgeries involving head, abdomen, and limbs.” The animal’ s individual record did not contain any documentation
regarding he final use of tha animal, thus it was initizlly unclear il tha procaduras were parlarmad pror 1o or aller the
death of the animal, Additional records were located showing that the procedures were performed after euthanasia.

The IACUC is responsible for reviewing all aspecls of animal care and uga in order 1o ensure compliance with the
Animal Welfare Act, In order 1o propery accomplish this function, a complete description of activities using regulated
species is necassary. Protocol 16562 places na limits an the number of training procedures that may be perfarmed
on colony MHPs. It is the responsibility of the IACUC to ensure thal protocols include a complete description of
proposed activities that involve the use of regulated species in order that those activities may be adequately reviewed
and datermined to ba in accordancs with the Animal Wellare Act.

Correct by May 11, 2013,

An exit briefing was conducted with a facility representative,
Accompanied by DOr. J. Lae and DOr. P. Smith.
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