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Office of the Institutional Review Board
PROTOCOL VIOLATION/DEVIATION REPORTING FORM 

	Study Title: 



	IRB #:
	Date Form Completed:

	Person Completing Form: 


	Date of Protocol Violation: 



	Principal Investigator:




Type of Protocol Violation: (check all that apply)

[  ] Enrollment of ineligible subject who did not meet inclusion/exclusion criteria
[  ] Screening procedure/lab work required by protocol not done

[  ] Screening or on-study procedure/lab work done outside the protocol required time

[  ] On-study procedure required by protocol not completed

[  ] Incorrect research treatment or intervention given to subject 
[  ] Problem with the informed consent process  

[  ] Breech of confidentiality 
[  ] Research-related concern or complaint received 

[  ] Other:




	Please answer the following questions: 
1.  How did the violation happen? What occurred? Describe the incident fully.

2.   Why did this event happen? 

3.  What did you do in response to the violation occurring? What actions were taken?

4.  What measure(s) have you taken to prevent similar occurrences in the future?
5.  Will study participants be re-consented?  [    ] YES      [    ]  NO

Describe how you will contact the participant for re-consenting.

6.  Will the participant continue with the research?   [  ]  YES          [  ]  NO  
7.  Did this Protocol Violation result in the subject being exposed to increased risk or result in actual harm to subject or others?   [  ]  YES          [  ]  NO  

(IF YES, please note this also meets the definition of an Unanticipated Problem and will be reported to OHRP, institutional officials, and FDA (if a drug or device is involved.)  

8.  Is a study protocol or informed consent document amendment needed?  [  ]   Yes  [  ]   No

(If YES, please attach amendment)



	PI Name (PRINT)____________________________________________

PI Signature:________________________________________________

Date:_________________
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