Protocol Deviation Report Form
Investigators are required to inform the Institutional Review Board (IRB), in writing, of all significant protocol deviations that occur as soon as they are made aware of the deviation.  Protocol deviations are those that affect the safety of research participants and would not otherwise be reported as a serious adverse event.  Non-significant deviations do not need to be reported.

Protocol Title:

IRB#:____________Principal Investigator:___________________________ Department:_________________

Phone:
(____)_____________
Fax: (____)_____________E-mail:_________________________________

Name and Title of person completing this form:
____________________________________________________

This protocol deviation is for Subject:______________________________(initials or study identification codes)

Date(s) of occurrence:___________________

Description of the protocol deviation (attach any relevant support documentation, including the report filed with the study sponsor, if applicable):

In your opinion, does this protocol deviation affect the safety of the subject(s)?   FORMCHECKBOX 
Yes   FORMCHECKBOX 
No (If yes, corrective actions must be listed in the space provided below, including measures taken to ensure that similar deviations do not occur in the future.  Attach a separate page if necessary.)

In your opinion, does the deviation affect the integrity of the study data?   FORMCHECKBOX 
Yes   FORMCHECKBOX 
No  (If yes, corrective actions must be listed in the space below, including measures taken to ensure that similar deviations do not occur in the future.  Attach a separate page if necessary.)

Signature of person completing this form:______________________________
Date:_______________

Signature of Principal Investigator:___________________________________
Date:_______________

FOR IRB USE ONLY     
Event has been reviewed:




 FORMCHECKBOX 
Full Board Review

 FORMCHECKBOX 
Expedited Review

Signature of IRB Chair:________________________________________




Date:_____________

October 2007


