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Use this form to report Protocol Deviations (see HPTN Manual of Operations for the definition of a Protocol Deviation). This form is to be used by staff at the CTU sites, CORE, SDMC, and NL.  Upon completion, email this form to the distribution list created for the study.

	Deviation Information

	DAIDS Site Number:
	[Enter site number]
     
	Date Deviation Occurred  
	[ddMMMyy]     

	
	Date of Site Awareness 
	[ddMMMyy]      

	Protocol Number
	     
	Date Event Reported 
	[ddMMMyy]      

	Participant ID

(if applicable)
	[Enter participant ID]
     
	Was Event Reported to the IRB/IEC?
	  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	Report Completed By:
	[Name and title of staff person]       

	
	Contact phone and/or email:       

	Brief Summary of Deviation (Description of deviation and location it occurred if relevant)

  (Maintain all documentation in study files.)  
     


	Steps that have been taken to address this deviation
     

	Steps have been taken to prevent further occurrences
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Instructions

· Participant ID:  If more than one participant has the same deviation, list the IDs for all of the affected participants.  If the deviation does not involve specific participant(s), leave this item blank.

· Date Deviation Occurred:  If the deviation occurred over a period of time, specify the date the deviation first started and when it ended or if it is ongoing at the time this report is completed.
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