ANTIOCH UNIVERSITY

UNANTICIPATED PROBLEM INVOLVING RISK TO PARTICIPANTS OR OTHERS REPORTING FORM

Date: 
____________




Protocol #: _____



Researcher name: 


__________






Contact Person: ______________________________  e-mail: 




Study Title: 












See AU Handbook for criteria of Unanticipated Problems Involving Risk. Only complete this form if all three criteria are met.

1.  Does this incident require action to protect other trial participants?
[   ] YES
[   ] NO
[   ] Undetermined at this time

If yes, what action?

If yes, with what urgency?

2.  Is this a follow up report?

[   ] YES
[   ] NO
3.  Was the incident related to the procedures in this study?

[   ] Unlikely
[   ] Possibly
[   ] Probably

[   ] Definitely Related
4.  Is the risk of this incident contained in the consent form?  [   ] YES
[   ] NO**
5.  Should the consent form or any part of the study be revised as a result of this incident?
[   ] YES  If yes, enclose a Request for Revision and revised documents with all revisions highlighted or tracked.

[   ] NO**  Explain why not if the risk is possibly, probably or definitely related and the risk is not in the current consent form. 
6.  Will currently enrolled individuals be notified of this event?
[   ] YES
[   ] NO
If yes, please describe the plan:

7.  Why are participants placed at greater risk of harm due to this incident?
8. Required Researcher statements:

Signed: 






  Date: 








(Researcher)
********************************************   For HRC use only   **************************************

HRC chairperson signature: 
                                                
     Date:



[ ] no further action required

[ ] obtain additional information:  

[ ] send to Full Committee 

[ ] report to OHRP 

Comments: 
1) Summarize briefly the circumstances of the event:























2) How does this event affect your conduct of the study?























