Adverse Event / Unanticipated Problem Reporting Form
James Madison University Institutional Review Board (IRB)

http://www.jmu.edu/sponsprog/irb.html
 
This form should be used to report single adverse events.  Incident reports (i.e., reports of problems involving the conduct of the study or human subjects participants, including problems with the recruitment and/or consent processes, and/or any deviations from the approved protocol) should be reported in a letter addressed to the IRB.
PLEASE NOTE

It is the responsibility of the Principal Investigator to report all adverse events / unanticipated problems regarding an approved protocol to the IRB. A report must be received in the Office of Research Compliance, MSC 4901 within three (3) working days after the adverse event / unanticipated problem. Please complete this form, attaching any supporting documentation.

Date of Event:
     






Date of Report:


     
Submitted By:
     
IRB Protocol #:
     






Principal Investigator:
     
Title of Study (EXACTLY as it appears on approved protocol):

     
     
     
REPORT TYPE AND CLASSIFICATION OF EVENT

 FORMCHECKBOX 
  Initial Report


 FORMCHECKBOX 
  Follow-Up Report No.      

 FORMCHECKBOX 
  Final Report
 FORMCHECKBOX 
  Expected (identified as risk in protocol)



 FORMCHECKBOX 
  Unexpected (not identified as risk in protocol)
Classification (Check all that apply, if any):


 FORMCHECKBOX 
  Loss of confidentiality


 FORMCHECKBOX 
  Physical injury or disability – requires medical attention

 FORMCHECKBOX 
  Physical discomfort – requires medical attention

 FORMCHECKBOX 
  Psychological discomfort – requires counseling or intervention

 FORMCHECKBOX 
  Subject report to other authority (police, IRB, PI’s department, etc.)
Intensity:
 FORMCHECKBOX 
  Mild


 FORMCHECKBOX 
  Moderate


 FORMCHECKBOX 
  Severe
DESCRIPTION, ACTIONS, AND OUTCOME OF EVENT

     
     
     
     
     
     
     
     
     
     
RELATION OF EVENT TO STUDY PROCEDURES

Was event related to participation in the study?

 FORMCHECKBOX 
  Definitely related

 FORMCHECKBOX 
  Probably related

 FORMCHECKBOX 
  Not related

 FORMCHECKBOX 
  Unknown at this time
What was the cause of the event?

     
     
     
________________________________________


_____________________

Signature/Title of Person Submitting Form




Date

************************************FOR IRB USE ONLY************************************
RECOMMENDATION OF REVIEWER:
Was the problem related to or a result of the research?





 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Does the problem indicate additional risk for the subjects or others?


 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

Should the Consent Form be revised to include new information?



 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
Should current subjects be informed of this new information?



 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
Can / should procedures be modified to minimize this risk in the future?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A
May data collected to date be used for research purposes?




 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


Please elaborate below, if necessary.
COMMENTS:

     
     
     
     
     
     
     
     
     
     
     
________________________________________


_____________________

Signature of Reviewer(s)









Date
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