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	Dates
	Location
	
	Report Type
	Description of AE
	Mentioned in the Consent Form?
	

	(a)


	(b)


	(c)


	(d)
	(e)


	(f)
	(g)


	(h)


	(i)


	(j)


	(k)


	(l)
	(m)


	(n)


	Noted by IRB

	Experience

#
	AE Date
	Date notified of experience
	
	Participant Identifier
	
	Brief Description of AE; use key words
	Agent (drug, device, or placebo
	1  Not Rel

2 Poss Rel

3 Related
	# of similar experiences
	Total # of Subjects enrolled
	
	If no change required to CF, please explain:
	CF Changed

Yes or No

(If Yes, submit PRAF)
	

	
	
	
	OHSU
	PVAMC
	Other
	
	Initial
	F/up#
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	Yes
	No
	
	
	



	ADVERSE EXPERIENCES REPORT
All subject deaths must be reported for interventional studies, regardless of cause.  Also, all serious adverse experiences, expected or unexpected, must be reported (21 CFR 56.108(b)(1).  Serious adverse experiences are those that are fatal, life-threatening, permanently disabling, result in hospitalization or prolongation of existing hospitalization, or result in a congenital anomaly or birth defect (21 CFR 312.32(a)).  Development of cancers, overdoses, losses of confidentiality and emotional harms are also considered serious.  For detailed instructions, please visit: http://www.ohsu.edu/ra/rso/irb/aeinst.doc




	1. Submit reports of deaths within 24 hours of the death if at OHSU or PVAMC, or within 24 hours of notification of the death at other sites.  Submit all other reports within 10 working days of the experience if at OHSU or the PVAMC, or within 10 days of notification of adverse experiences at other sites.  

2. This form is cumulative.  Highlight new experiences for review each time the form is submitted.  You will receive a signed approved copy for your records.
3. Attach supporting documents (e.g. sponsor’s reports, Medwatch Reports, etc.).  Number each supporting document with the corresponding experience number (Column (a) in the report table)
4. Attach the currently approved consent form (CF).  If you indicate “yes” in Column “L,” you must highlight the portion of the Risks and Discomforts section of the CF that currently mentions the reported AE or risk.

5. To CHANGE the current CF, use a PRAF and submit the new CF with the changes highlighted.  Under Federal Regulations, the IRB must approve any alteration to the CF (45 CFR 46.117(a)).



	Report Date:
	     
	Experience  #’s submitted in this report:      

	IRB #:
	     
	
	

	Study Contact:
	     
	     
	     

	
	Name


	Mail code


	Phone Number



	Principal Investigator:
	     

	Title of Study:
	     

	# Enrolled at OHSU/PVAMC:
	     
	Study Status

 FORMCHECKBOX 
 Active                                    FORMCHECKBOX 
 Closed

 FORMCHECKBOX 
 Terminated                            FORMCHECKBOX 
 Not Yet Started

	# Still in treatment:
	     
	


 REPORT TABLE (column letters correspond to Instructions for Reporting Adverse Experiences.)  To add an experience, 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 is in the last cell of the row “Noted by IRB” press the Tab key.  
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	(j)
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	Noted by IRB

	Experience

#
	AE Date
	Date notified of experience
	
	Participant Identifier
	
	Brief Description of AE; use key words
	Agent (drug, device, or placebo
	1  Not Rel

2 Poss Rel

3 Related
	# of similar experiences
	Total # of Subjects enrolled
	
	If no change required to CF, please explain:
	CF Changed

Yes or No

(If Yes, submit PRAF)
	

	
	
	
	OHSU
	PVAMC
	Other
	
	Initial
	F/up#
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	Yes
	No
	
	
	


	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


Principal Investigator’s Signature______________________________________________________ 
Date________________

For OHSU Cancer Institute projects only.  


OHSU CI Signature____________________________________________________________ 
Date________________

For OHSU, please submit report and accompanying documents to: Mail: ORIO, Mail code L106-RI (Suite 125, ADP Building),

 Fax: 503-494-5081.  Questions: 503-494-7887

For PVAMC, please submit report and accompanying documents to Mail code P3R&D (Building 101, Room 502).  Questions: 503-402-2885

OFFICE USE ONLY


IRB Signature________________________________________________________________ 
Date________________


IBC Signature________________________________________________________________ 
Date________________

	Report Date:_____________________    FORMCHECKBOX 
  CF d
	Consent adequately addresses experience:

 FORMCHECKBOX 
 Yes             FORMCHECKBOX 
 No               FORMCHECKBOX 
 N/A
	Remand to Full Board:

 FORMCHECKBOX 
 Yes                FORMCHECKBOX 
 No
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