Institutional Review Board

                   Wake Forest University – Reynolda Campus


Report of Adverse Event and/or Unanticipated Problems 

Involving Risks to Participants or Others
1.   (Choose one):
   
□   Initial (first) report of event/problem

      Date: ______________     □   Follow-up Report
      for IRB (title) ______________________________________________


                 ______________________________________________

2.   Reported by______________________Dept.____________________

      Address__________________________________________________
      Telephone ____-_______________ Email ______________________

3.   Date and time of event/problem: ______/______  
4.   Detailed event/problem description:

      Other occurrences:  □  none    □  ____(number of)
5.   The possibility of this event/problem being related to participation in this research activity 
     (choose one):  
□  related
 
□  not related

□  unknown
6.   Participant: Length of participation in study: __________  Age of subject ____

7.    This event/problem is (choose one of the following):


□  currently described as a risk in consent document; submission of amendment not required.
            □  not listed as a risk in consent document; amendment submission not required now because:
                 ________________________________________________________________________.

□  not listed as a risk in the informed consent; submission of amendment required.

8.   Action taken by PI in response:
      Planned follow up:

9.   Does event provide new information about research risks that should be conveyed to participants 

      in revised consent form?   □ yes    □   no     Is event likely to recur?  □  yes     □  no

      Comments: ____________________________________________________________________

      ______________________________________________________________________________
10.   Included in Continuing Review summary:   □  yes     □  no

11   Copy of stamped and signed and Informed Consent attached:  □ yes     □  no
 _________________________________________

____________________
Principal Investigator’s Signature



Date
__________________________________________             ____________________

Advisor’s Signature (if applicable)



Date
(For Office Use Only)





IRB # _____________





Recommended action:


________________________________________________________________________________________


Chair’s signature: 


______________________





Date acknowledged:______
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