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PROMPT REPORTING OF UNANTICIPATED OUTCOMES, PROTOCOL 
DEVIATIONS, 

AND ADVERSE EVENTS 

8QDQWLFLSDWHG� 2XWFRPHV�� 3URWRFRO� 'HYLDWLRQV�� DQG� $GYHUVH� (YHQWV� PXVW� EH� UHSRUWHG� WR� WKH�
,$&8&�WR�DVVLVW�3ULQFLSDO� LQYHVWLJDWRUV� �3,��� DQLPDO� FDUH� VWDII� DQG� WKH� $WWHQGLQJ� 9HWHULQDULDQ�
WR� ILQG� WKH� FDXVH� DQG� WR� SUHYHQW� UHFXUUHQFH�� 5HSRUWLQJ� DOVR� KHOSV� WKH� ,$&8&� PHHW� LWV�
IHGHUDO� UHTXLUHPHQW� WR� PRQLWRU� DQLPDO� DFWLYLWLHV�� 5HSRUWLQJ� LV� LQWHQGHG� WR� EH� DQ� LQWHUDFWLYH�
SURFHVV� ZLWK� 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\�HYHQW�
QRW� FRQVLVWHQW�ZLWK� URXWLQH� H[SHFWHG� RXWFRPHV� WKDW� UHVXOWV� LQ� XQH[SHFWHG� DQLPDO� ZHOIDUH�
LVVXHV� �GHDWK�� GLVHDVH��GLVWUHVV���

([DPSOHV�RI�HYHQWV�WKDW�0867�EH�UHSRUWHG�LQFOXGH��EXW�DUH�QRW�OLPLWHG�WR�WKH�IROORZLQJ��

• $QLPDO� GHDWK� RU� LOOQHVV� IURP� VSRQWDQHRXV� GLVHDVH� QRW� UHODWHG� WR� DFWLYLWLHV� DSSURYHG
LQ� WKH�SURWRFRO�

• 8QH[SHFWHG�DQLPDO�GHDWK�RU�LQMXULHV�UHODWHG�WR�DSSURYHG�DQLPDO�DFWLYLWLHV��L�H���DOOHUJLF
UHDFWLRQV��EURNHQ�OLPEV��FRPSOLFDWLRQV�GXULQJ�RU�UHFRYHULQJ�IURP�VXUJHU\��VXGGHQ�GHDWK��
8QH[SHFWHG�GHDWK�LQFOXGHV�DQ�LQFUHDVHG�QXPEHU�RI�GHDWKV�RYHU�ZKDW�ZDV�VWDWHG�LQ�WKH
DSSURYHG�SURWRFRO�

• 'HDWK�GXH�WR�HTXLSPHQW�IDLOXUH��H�J���+9$&�IDLOXUH��ORVV�RI�HOHFWULFDO�SRZHU��RU�QDWXUDO
GLVDVWHU�

• &RQGXFW� RI� DQLPDO�UHODWHG� DFWLYLWLHV� ZLWKRXW� DSSURSULDWH� ,$&8&� UHYLHZ� DQG
DSSURYDO� �H�J���SURWRFRO�GHYLDWLRQ�

Reporting 
3,V�DQG�RU�DQLPDO�IDFLOLW\�VWDII�VKRXOG�UHSRUW�WR�WKH�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�WKH\�EHFRPH�DZDUH�RI�DQ�HYHQW�WKDW�PD\�LPSDFW�DQLPDO�ZHOIDUH��$Q�
HPDLO�RU�SKRQH�FDOO�LV�UHFRPPHQGHG�IRU�D�SUHOLPLQDU\�UHSRUW�DV�VRRQ�DV�SRVVLEOH�DIWHU�WKH�
HYHQW���7KH�(YHQW�5HSRUWLQJ�IRUP�VKRXOG�EH�FRPSOHWHG�DQG�VXEPLWWHG�WR�WKH�to the IACUC 
Chairperson�within seventy-two (72) hours�RI�REVHUYLQJ�WKH�@䠀̀ WĀĀ 4413-623- T P ӏᴐ̾ ]ƞƯ
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