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INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (1ACUC).

A macaque was found 1o have necrotic lesions at three of six subcutaneous injection sites of an experimental
substanca. The facility s follow-up to this incident determinad that the animal receivad 3 series of six suboutanesous
inpections instead of a single ntramuscular injecton as was described in the approved protocol. An additional
departure from the approved protocol was that the injection sites were not shaved. Shaving the area was to allow
absarvation of the site pasi-inj2ction.

The protocol also states that the clinical veterinary staff was 1o be notified when the injections were given and the
IAGLIC was to be notified regarding the results of the study at 72 hours post-injection. A facility representative stated
that the vaterinary stall was nol nofified until 3-4 days pest-injection and the IACUCS was not notiled until four days
post-injection.

This incident resulted in injury to the animal and delay in evaluation and treatment.

The facility must ensure thatl from this day forward all significant changes o prolocols are reviewed and approved by
the IACLIC prior to implementation by the Principal Investigator and research staff

Correction date: The facility corrected tha NCI prior to the ime of inspaction by retraining all personnel invalved in the
incident on the importance of following a protocol exactly, as well as on the chain of communication for waorking within
and batwean departmants to ensure all exparnmental preseduras are conducted according o approved profocals.
Thiz adverse event was self-reported 1o OLAW,

A high incidence of alopecia was reported on a previous inspaction report. The facility's alopecia incidence was
revigwad a5 well a5 supporting documantation regarding their extremaly comprehensiva investigation into potential
causes and, therafore, remedies for the cases of alopecia at the faciity.

The inspection was conducted an March 24-26, 2015, accompaniad by facility representatives,

The exit brigfing was conducied on March 26 with facility representatives,
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