SAINT FRANCIS HOSPITAL AND MEDICAL CENTER

INSTITUTIONAL REVIEW BOARD

FULL UNANTICIPATED PROBLEM AND ADVERSE EVENT REPORT FORM

For problems, injuries, and events that are UNEXPECTED, RELATED to the research, and cause SERIOUS HARM require prompt reporting to the IRB.
PROTOCOL TITLE:_______________________________________________________________________________

_________________________________________________________________________________________________

_________________________________________________________________________________________________

IRB Project Number:

__________________________________


PRINCIPAL INVESTIGATOR:__________________________________ Department:________________________

Contact Person________________________________   Phone:
 _________________   Fax: __________________  E-mail:________________________________________
Event Date: __________________
__













The event occurred:

On-Site ______   Off-Site _______
DESCRIBE ADVERSE EVENT OR UNANTICIPATED PROBLEM: 
_____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
WAS THIS EVENT UNEXPECTED?





























Yes  FORMCHECKBOX 



No  FORMCHECKBOX 

WAS THE EVENT RELATED TO THE RESEARCH?

















Yes  FORMCHECKBOX 



No  FORMCHECKBOX 

A SERIOUS EVENT THAT PLACED THE SUBJECT OR OTHERS AT GREATER 
RISK OF HARM THAN WAS  PREVIOUSLY KNOWN OR RECOGNIZED?


Yes  FORMCHECKBOX 



No  FORMCHECKBOX 

Is this event addressed:


























Does this event require:

In the protocol? 










Yes
 FORMCHECKBOX 


No

 FORMCHECKBOX 











Protocol revision:






Yes
 FORMCHECKBOX 


No  FORMCHECKBOX 
  
In the consent form?








Yes
 FORMCHECKBOX 

  No

 FORMCHECKBOX 











Consent form revision:



Yes 
 FORMCHECKBOX 


No  FORMCHECKBOX 
  

Please note that unanticipated, related adverse events or problems that increase risk to subjects require full IRB review and suspension of enrollment pending IRB review and approval.

Signature of Principal Investigator:_____________________________________________
Date:___________________

FOR IRB USE ONLY         EVENT HAS BEEN REVIEWED:
   (Full Board Review   (Expedited Review

Signature of IRB Chair:_______________________________________________




 Date:____________

Revised May 2007
