IRB PROTOCOL VIOLATION
REPORTING FORM
IRB PROTOCOL VIOLATION REPORTING FORM

The IRB is responsible to review reported protocol violations involving human subjects and may request appropriate measures be taken to rectify the violation to ensure that the violation does not reoccur.

This Report Form must be submitted to the IRB within 14 days of the occurrence.
Date:      
	ADMINISTRATIVE INFORMATION

	P.I. Name (please print):
	     

	P.I. Signature:
	     

	P.I.Telephone Number:
	     

	P.I. E-mail Address:
	     

	Title of Study:
	     

	IRB Protocol Number:
	     

	Date of Protocol Violation:
	     

	Project is extramurally funded:
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No         If yes, list agency(ies): 
     

	Reporter name:
	     

	Reporter Telephone number:
	     

	Reporter E-mail address:
	     

	ATTACHMENTS

	Submit a memorandum addressing the following:
1. Nature of  the protocol violation (whether  a protocol exception or deviation)

2. If applicable, describe the subsequent action taken.
3. Does the violation involve a vulnerable population?
	Attached:  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No



For Committee Use Only

The violation(s) does not constitute an unanticipated problem(s) involving risk(s) to subjects or others.
Justification for determination (required):
    Report reviewed/no further action requested
Revisions and/or additional information required

Protocol requires full review
Comments:

_________________________________________
       Committee Reviewer Printed Name
_________________________________________     ____________________

                  Committee Reviewer Signature                                  Date

1
2
7/5/11

