Portland VA Medical Center Institutional Review Board
Human Research Event Report Form
Report the following within 5 business days of awareness
Report categories:

1. All unanticipated* serious adverse events (SAEs) occurring in research subjects or personnel involved in PVAMC-IRB-approved human research.

2. All unanticipated* problems involving risk (UPRs) – physical, psychological, social, or economic – to subjects or others, including device or drug effects, and anything reportable to the FDA. (These may include outside reports from, for example, a data safety monitoring board, data monitoring committee, the sponsor or the FDA. Note: Sponsor “AE Reports” lacking meaningful analysis are not considered problems, and therefore may not require reporting).
3. All apparent serious or continuing non-compliance

4. All moderate or major protocol deviations. Minor protocol deviations do not need to be reported, but it is recommended that the research team track minor deviations, as repeated minor deviations may need to be reported as a moderate deviation. An excerpt of the deviation policy can be found at http://www.portland.va.gov/research/documents/hrpp/protocol-deviation-policy-excerpt.pdf 

*Unanticipated means an event that is new or greater than previously known in terms of nature, severity, or frequency, given the procedures described in protocol-related documents and the characteristics of the study population. For further guidance, see Decision Chart for Reporting of Noncompliance in VA Human Research and Decision Chart for Reporting SAEs and Problems Involving Risk in Research.
	Report Date: 
	     
	Event #s not previously reported, and now included on this report:
	     

	IRB Study ID #:
	     

	Title of Study:
	     

	Principal Investigator:
	     

	Study Contact
	     
	     
	     

	
	Name
	Mail Code
	Phone Number

	Study Status:
	 FORMCHECKBOX 
 Not Yet Started               FORMCHECKBOX 
 Active               FORMCHECKBOX 
 Closed to enrollment                 FORMCHECKBOX 
 Terminated

	# Enrolled at PVAMC:      
	# Still in treatment at PVAMC:      
	Total # of subjects enrolled at all sites:      


**Attach 
· the current informed consent form

· IRQ Appendix K-1 (if applicable)

· If this is a report of an unanticipated SAE, redacted copies of applicable medical records.

This is a cumulative log of all events. To add an event, place the cursor in the cell and start typing – the cell will expand to accommodate your information. To add a new row, place the cursor to in the last cell (bottom right cell) and press the Tab key.
	Event #
	Date Event Occurred
	Date First Aware of Event
	Report Category:

Indicate all applicable category #(s) (1-4) of those listed on page 1. If category 4, indicate if deviation is moderate or major.
	Based on informed consent and research protocol, is the event related and/or anticipated? (Enter Yes or No in each column).
Related?     Anticipated?
	Description of Event

As Applicable:

1. Explain how the event was addressed/resolved and how such occurrences will be avoided in the future.

2. If related and anticipated, explain.

3. If local unanticipated SAE,

· Note participant #;

· If follow-up for same participant for previously reported event, note event #(s); and

· Note item #s of similar events that have occurred previously in other participants.

4. If outside report of offsite AE with meaningful analysis, note participant # and submit documentation received from sponsor, etc., with corresponding event # from this form on the documentation.
	Does event require modification to study documents?

(If yes, submit PRAF.)

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


Submission of this form by a member of the research team indicates that the PI is aware of the event and concurs with the content of the report.
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