IACUC GUIDANCE

PROMPT REPORTING OF UNANTICIPATED OUTCOMES, PROTOCOL
DEVIATIONS,
AND ADVERSE EVENTS

8QDQILFLSDIHG 2XIFRPHV 3URIRFR) ®HYLDILRQV DQG $GYHUWH (YHQIV PXVI EH UHSRUIHG IR lIKH
,$&8& IR DVVLVI 3ULQFLSD) LQYHVILIDIRWYY 3, DQLPDI FDUH VIDII DQG IIKH $IHQGLQJ 9HIHULQDUDQ
IR I1QG IIKH FDXVH DQG IR SUHYHQI UHFXWHQFH 5HSRUILQJ DIVR KHISV IKH ,$&8& PHHI LV
IHGHUD) UHTXWHPHQI IR PRQURU DQLPDI DFILYUWLHV SHSRUILQJ LV LQIHQGHG WR EH DQ LQIHUDFILYH
SUIRFHW ZlIK WKH 3, DQG ,$&8& It is not intended as a punitive action against
investigators, but an effort to facilitate research effectiveness and improve animal care.

Definition of an unanticipated outcome, protocol deviation, or adverse event: $Q\ HYHQI
QR FRQVIVIHQI ZIWK  URXILQH H[SHFIHG RXIFRPHV IKDH UHVXOIV 1Q XQH[SHFIHG DQLPD) ZHIIDUH
LVWXHV GHDIK GLVHDVH GLVIUHVV

([DPSIHV RI HYHQIV IKDI O867 EH UHSRUIHG LQFOXGH EXW DUH QR (LPLIHG IR IKH IRNRZLQJ

e $QLPDI GHDIK RU WQHVV IURP VSRQIDQHRXV GLVHDVH QRN UHIDIHG WR DFILYLILHV DSSURYHG
LQ KH SURIRFR0

e 8QH[SHFIHG DQLPDI GHDIK RU LQIXULHV UHIDIHG IR DSSURYHG DQLPD) DFILYLILHV L H  DIHUJLF
UHDFILRQV EURNHQ LPEV FRPSILFDILRQV GXULQJ RU UHFRYHULQJ IURP VXUJHUN VXGGHQ GHDIK
8QH[SHFIHG GHDIK LQFIXGHV DQ LQFUHDVHG QXPEHU RI GHDIKV RYHU ZKDIi ZDV VIDIHG LQ WKH
DSSURYHG SURIRFRI

e "HDIK GXH IR HTXISPHQI'IDUXUH HJ +9$& IDUXUH (RVV RI HIHFIULFDI SRZHU RU QDIXUDO
GLVDVIHU

e &RQGXFI RI DQLPD) UHIDIHG DFILYWHV ZUWKRXK DSSURSUDIH ,$&8& UHYIHZ DQG
DSSURYD) HJ SURIRFR( GHYLDILRQ

Reporting

3,V DQG RU DQLPDU IDFLUN VDI VKRXIG UHSRUH IR IKH Attending Veterinarian (413-623-5329),
IACUC Chair (413-572-8417) and IACUC Event Report Contact (413-572-8390 or
413-262-5090) DV VRRQ DV IKH\ EHFRPH DZDUH RI DQ HYHQW ¥KDIi PD\ LPSDF} DQLPD) ZHIIDUH $Q
HPDL) RU SKRQH FDU LV UHFRPPHQGHG IRU D SUHILPLQDU\ UHSRUI DV VRRQ DV SRVVLEIH DIHU IKH
HYHQI 7KH (YHQW SHSRUILQJ IRUP VKRXIG EH FRPSIHIHG DQG VXEPLIIHG IR IKH to the IACUC
Chairperson within seventy-two (72) hours RIREVHIYIQJIKH§ =~ WAA  4413-623-
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