Adverse Event Reporting Form

Human Studies Subcommittee

Hines VA Hospital/North Chicago VA Medical Center

Please complete this form for all adverse events and forward to the Human Studies Office  (578/151) for review by the Human Studies Subcommittee. All information must be provided. This form may be printed or typed.

	Title of Study:
	     

	VA Project Number: 
	     

	Principal Investigator:
	     

	
	
	
	
	

	If you are reporting an adverse event involving a Hines or North Chicago participant, you must include the participant’s name, age, social security number and date of study enrollment. Reminder: Adverse events must be followed to resolution.

	1)
	Check one: 
	 FORMCHECKBOX 
 Local Event (i.e., Hines/NCVA patients)   (complete table below)

	
	
	 FORMCHECKBOX 
 Non-Local Event (i.e., from sponsor)       (complete table below)

	
	
	 FORMCHECKBOX 
 Protocol Violation (describe in #3)

	
	
	 FORMCHECKBOX 
 Protocol Deviation (describe in #3)

	
	

	
	ID (Initials or Study # only)
	Brief Summary of Event
	Initial or Follow-up
	Age/ Gender
	Study Related?
	Date Enrolled
	Date of Event

	
	     
	     
	     
	     
	     
	     
	     

	
	     
	     
	     
	     
	     
	     
	     

	
	     
	     
	     
	     
	     
	     
	     

	
	

	2)
	What is the current status of the study?

	
	 FORMCHECKBOX 
 Active to enrollment

	
	 FORMCHECKBOX 
 Closed to enrollment, participants being followed

	
	 FORMCHECKBOX 
 Data analysis only
	

	
	
	
	
	

	3)
	Describe additional information below.

	
	

	
	     

	
	

	4)
	Number of Current (Active) Participants:
	     

	
	
	
	
	

	5)
	Number of Past Participants: 
	     

	
	

	6)
	Was the Adverse Event described above related to participation in the protocol? (check one)

	
	

	
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 Possibly
	 FORMCHECKBOX 
 Probably
	 FORMCHECKBOX 
 Yes

	
	

	7)
	As a result of the adverse event reported herein, are changes necessary to the informed consent?
If “Yes”, attach a copy of the revised consent with the changes highlighted. Note: You may not enroll new participants until the adverse event has been reviewed and the consent has been approved by the Human Studies Subcommittee.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	
	

	
	If the informed consent is revised to include increased or additional risks, current participants must sign and date an addendum to the consent, which describes the adverse event and attests to the fact that they are willing to continue participation in the research project. A witness and the principal investigator must also sign the addendum. Alternatively, the participant may sign a revised consent form. The original is filed into the medical record with the original consent, one copy each is retained by the investigator and participant and one copy is forwarded to the Human Studies Coordinator (578/151) at Hines VAH.

Current participants must be notified as soon as possible. You may begin to notify them without waiting for IRB approval.

	
	

	8)
	As a result of this Adverse Event, should past participants be notified?

Past participants must be notified IF the participant is felt to be at risk even though they may have completed the active phase of the protocol. Utilize the same procedures as described in #6 above.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	
	

	
	

	
	
	
	

	
	Principal Investigator Signature
	
	Date
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