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PROTOCOL DEVIATION/VIOLATION/MISCELLANEOUS


                                                                                          REPORTING FORM 

	Study #
	Title



	Name (Last Name, First Name MI)


	Telephone Number

	Mailing Address


	Pager/Cell Phone Number

	Email Address
	Fax Number


	Email Address of Person Responsible for

Regulatory Correspondence
	Printed Name of Regulatory Person
	Date of Report

	Original Signature of PI
	Printed Name of PI
	Date Signed


Subject ID #:

















1. Describe the violation, deviation or other event: 

2. Explain why this event occurred:
3. What steps were taken to resolve this particular occurrence?  

4. What is being done to prevent similar occurrences in the future? 

5. Did the occurrence result in an adverse event for a participant or a violation of the rights of a human subject (e.g. violation of privacy)? 


Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
   
If Yes, has the event been reported as an adverse event or an unanticipated problems involving risks to subjects or others (UPIRTSO) form?


Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
   

If Yes, date of report:
If No, explain why not:
6. Will the participant continue with the research?

7. Were the study sponsor (if one exists) and/or all other required regulatory agencies notified of the occurrence within the required timeframe of the protocol?  The IRB requires that the sponsor be notified and a copy of their response must be attached.  
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