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UCSD Human Research Protections Program 

REPORT OF UNANTICIPATED PROBLEM INVOLVING RISK TO SUBJECT OR OTHERS

	Instructions 

	1. Illness, injuries and other adverse events that are unexpected AND pose risk to participant or others must be reported for protocols that have a UCSD Institutional Review Board (IRB) approval.

2. Include a statement indicating that modifications to the research plan and/or informed consent documents are or are not necessary and provide justification.

3. Adverse events such be reported as promptly as possible, but no later than ten working days after study staff become aware of the event.

4. Mail this report to the UCSD Human Research Protections Program, mailcode 0052, 9500 Gilman Drive, La Jolla, CA 92093-0052.

5. If subject injury occurred directly related to the study, and medical costs were incurred, the Research Compliance Program must be notified, (see http://www.ucsdhealthcare.ucsd.edu/ResearchCompliance).

6. Keep a copy of this report in your research records along with original signed consent form.

7. For questions regarding the adverse event reporting process, call (858) 657-5100 or e-mail: hrpp@ucsd.edu 




	 Section 1: IDENTIFYING INFORMATION

	Project
	Number:
	
	Principal Investigator:
	

	
	Title:
	

	Submitter
	Name:
	
	Phone:
	

	
	E-mail:
	
	Mail code:
	

	
	Date occurred:
	
	Date known to you:
	

	
	Date submitted:
	
	Subject’s Age:
	

	
	Subject’s Study ID*:
	
	Subject’s Gender:
	

	
	Short title**:
	

	
	Name of drug, device, or procedure involved:
	


*If study does not use a study unique identifier, enter subject’s initials

**Short title should summarize the type of event e.g., “hospitalization for pneumonia,” “motor vehicle accident,” “hip fracture,” etc.

	Yes
	No
	Section 2: ADVERSE EVENT CHARACTERISTICS

	
	
	Event is ongoing as of this report

	
	
	Resulted in or prolonged hospitalization

	
	
	Resulted in need for treatment or supportive care

	
	
	Resulted in significant disability

	
	
	Associated with congenital malformation or abnormality

	
	
	Is or was life threatening

	
	
	Was fatal

	
	
	Participant remains on study

	
	
	Study blind was broken 

	
	
	Risk of this event was present in consent signed by subject who experienced this event

	
	
	Consent will be modified as a result of this event (Note: submit modified consent separately as a project amendment request)

	
	
	Research plan will be modified to reduce risk of this event occurring again (Submit amended research plan separately)

	
	
	Event has been reported to study sponsor

	
	
	Event has been reported to FDA or other federal regulatory agencies

	
	
	Event has been reported to the study Data and Safety Monitoring Board (DSMB)


	Section 3: PRINCIPAL INVESTIGATOR’S ASSESSMENT OF EVENT

	Likelihood the adverse event was caused by the study is:
	
	Definitely  

	
	
	Probable 

	
	
	Possible

	
	
	Unlikely (do not send report to IRB; keep for your records and submit as a summary with continuing review)

	
	
	Definitely Unrelated (do not send report to IRB; keep for your records and submit as a summary with continuing review)


Continued next page

	Study Number:
	
	Subject’s Study ID:
	
	Adverse Event ID:
	
	Date Submitted:
	

	Section 4: NARRATIVE DESCRIPTION OF EVENT***

	

	STATEMENT REGARDING MODIFICATIONS TO RESEARCH PLAN OR INFORMED CONSENT

	

	NARRATIVE DESCRIPTION OF RESPONSE TO EVENT, including dates and locations of treatment provided

	

	DESCRIPTION OF HOW COSTS, IF ANY, WERE PAID BY SUBJECT, P.I., SPONSOR OR UNIVERSITY

	


***Enter a detailed chronology of the event, response to the event, and how costs generated were paid. Include dates, times and locations wherever possible. Expand table cells as needed; extend to multiple pages if necessary to adequately describe the event. 

	Section 8: Signatures

	Principal

Investigator
	
	Date:
	

	Submitter
	
	Date:
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