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 University of Oklahoma Norman Campus
Institutional Review Board

PROTOCOL DEVIATION REPORT FORM

I.  General Information

IRB No.       
Project Title       
Name of Principal Investigator  
     
Identifying Information

Subject Identifier:     



Age:     

Gender:       
General Information

Date of the protocol deviation:       
Has the sponsor been notified:      
II.  Nature of Protocol Deviation (check one)

 FORMCHECKBOX 

Survey not collected or obtained
 FORMCHECKBOX 

Ineligible participant enrolled into study
 FORMCHECKBOX 

Participant did not date the consent form or used the wrong date

 FORMCHECKBOX 

Participant did not sign HIPAA form

 FORMCHECKBOX 

Participant signed older version of the consent form

 FORMCHECKBOX 
 Approved confidentiality procedures not followed

 FORMCHECKBOX 

Approved debriefing procedures not followed
 FORMCHECKBOX 

Other:      
III.  Additional information regarding the protocol deviation

     
IV.  Action Taken (explain what corrective measure was taken to avoid this in the future)

     
V.  Determination of Unanticipated Problem Criteria

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
The problem is unexpected (in terms of nature, severity, or frequency) given (a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and (b) the characteristics of the subject population being studied.

If yes, explain the basis for determining that the problem is unexpected:       

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
The problem is related or possibly related to participation in the research (possibly related means there is a reasonable possibility that the incident, experience, or outcome may have been caused by the procedures involved in the research).
If yes, explain the basis for determining that the problem is related or possibly related:       


 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
The problem places participants or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized.

If yes, explain the basis for determining that the problem placed participants or others at a greater risk of harm:       
If you checked NO to any of the criteria indicated above, the protocol deviation is not considered an Unanticipated Problem Involving Risks to Participants and Others.  Sign and submit the Protocol Deviation Report Form to the IRB.

If you checked YES to all of the criteria indicated above, the protocol deviation may be an Unanticipated Problem Involving Risks to Participants and Others.  Complete Section VI of this form, sign and submit to the IRB.

 VI.
CORRECTIVE ACTIONS
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Should the protocol be revised? 

If yes, provide a description of the proposed protocol changes:       

(Attach a protocol modification form with a revised protocol for any proposed change to the protocol.) 

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
Should the research be suspended?  If yes, describe procedures you will follow for the suspension or termination of the research.      
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   Should enrolled participants be notified about this problem/event? If yes, attach a protocol modification form with a revised consent form or draft letter of notification with this report. 

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 
Should other corrective action be taken in response to the unanticipated problem?

If yes, provide a description of the proposed corrective action:       


NOTIFICATION OF ENTITIES:

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 N/A

Sponsor has been notified (either federal or non-federal)

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A
PI is the investigator/sponsor who holds the IND or IDE and has notified FDA.

Investigator’s Signature





Date       


	For IRB Use Only

	OU IRB Chair/Designee Review of Protocol Deviation:

	The protocol deviation:

 FORMCHECKBOX 
  Does not represent an unanticipated problem involving risks to participants or others  

      (review by expedited procedures)

 FORMCHECKBOX 
  Does represent an unanticipated problem involving risks to  participants or others 

      (refer to convened IRB for review)

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  Did the protocol deviation result from serious or continuing noncompliance? 
                         If yes, refer to convened IRB for review.
                         If no, review by expedited procedures.


	_______________________________                   ____________

Signature of IRB Chair/Designee                          Date


Revised   06/01/2007

