	PRIVATE 

UCSD RESEARCH SUBJECT REPORT OF ADVERSE EVENTPRIVATE 

Both serious and either unexpected, or unusual incidents of injury that are associated with the research experienced by subjects participating in UCSD approved research studies must be reported to the UCSD Human Research Protections Program Office, 0052.  This form, ALONG WITH A COPY OF THE SIGNED CONSENT FORM should be submitted as soon as possible, but NO LATER THAN 10 WORKING DAYS after first awareness of the problem. 

	PRINCIPAL INVESTIGATOR:
	PROJECT NUMBER:

	SUBJECT'S INITIALS:
	AGE:
	DATE OF INCIDENT:

	RESEARCH PROCEDURE INVOLVED:



	DESCRIBE IN DETAIL THE NATURE AND TIMING OF EVENT(S).  


	The Likelihood The Injury Was Caused By The Study Is:                    Unlikely______;            Possible______;    

  Probable________        Definitely Unrelated_______;
	Injury Appears To Be:
  Directly______;             Indirectly______;

  Not Related To Research Treatment______

	Check All That Apply:
Subject Died______;        Resulted In, Or Prolonged Hospitalization______;       Resulted In Disability______;     Required Supportive Treatment______;       Subject Remains On The Study______;     

	DESCRIBE TREATMENT OF THE INJURY:
By Whom:                                            Where:                                         

	DID PI REPORT THIS INCIDENT TO?: Sponsor______; Co-Investigator(s)______;  Other_____

	Additional Comments:  A Letter Explaining Any Other Details Should Be Attached If Needed.

	Signature Of PI:_______________________________________________________
Date:____________________

Printed Name Of PI:___________________________________________________
Phone:___________________

	Signature Of Person Reporting:________________________________________
Date:_____________________

Printed Name of Person Reporting:_____________________________________
Phone:____________________

	DOES THIS EVENT REQUIRE REVISION TO THE PROTOCOL?   Yes______   No______

DOES THIS EVENT REQUIRE REVISION TO THE CONSENT?      Yes______   No______ 
If YES To Either, Please Submit Appropriate Paperwork

	REMINDER: If there is any new information contained in this report that might have an impact on issues of risk connected with this study a revision must be made to the protocol and/or consent.


INJURYSB  (5/29/2003)

