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MTN-042B Protocol Deviation Form


Instructions: Use this form to report reportable protocol deviations for MTN-042B. Examples of reportable protocol deviations include (but are not limited to) those outlined on this form under ‘type of deviation’. The MTN-042B management team and MTN Regulatory may be consulted if a determination is needed regarding protocol deviation reporting requirements.    
	DAIDS Site Number/Name:
	
	Report Date:
	

	Protocol Number:
	MTN-042B

	Site Awareness Date
:
	

	Participant ID(s)

(if applicable
)
	
	Deviation Date
:
	

	Has or will this deviation be reported to the local  IRB/EC?
	 Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

	Has or will this deviation be reported to DAIDS as a Critical Event?
	 Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	Report Completed By:

	

	Contact phone and/or email:
	

	Type of Deviation:
	 FORMCHECKBOX 
 Breach of confidentiality: Include cases where patient confidentiality is breached. For example, a staff member records a patient name or medical record number in the clinical database, or unauthorized staff obtain access to the PTID link log. 

 FORMCHECKBOX 
 Mishandled study data: Include instances where study data or equipment containing study data is mishandled, lost, or stolen.
 FORMCHECKBOX 
 Conduct of non-protocol procedure: A procedure was performed that was not specified in the protocol.   For example, a staff member followed up with a patient to ask for more information that was not in her medical record.
 FORMCHECKBOX 
 Staff performing duties that they are not qualified/delegated to perform: Include instances where any study procedure is completed by a staff member who is not adequately qualified AND delegated to perform the procedure
 FORMCHECKBOX 
 Use of non-IRB/EC-approved materials: Include use of ANY study-related material
that requires IRB or EC approval for use per site requirements

 FORMCHECKBOX 
 Other


	Description of the deviation:



	Plans and/or action taken to address the deviation (corrective action):


	Plans and/or action taken to prevent further occurrences of the deviation (preventive action):




A draft of this form should be submitted to and approved by the MTN-042B management team (mtn042b-mgmt@mtnstopshiv.org) prior to IoR sign-off.  Final PD forms must be printed, certified, hand signed/dated, and filed in MTN-042B study essential documents.  Please also email a final certified signed copy to MTN-042B management team (mtn042b-mgmt@mtnstopshiv.org).  

IoR (or designee) Signature: _________________________
Date:____________________________

� Site awareness date is defined as the date the site team became aware of the deviation. All deviations should be reported to the MTN-042B management team within 7 days of site awareness.  If there is a question about whether an event meets PD reporting requirements, the site awareness date is the date it is confirmed by MTN regulatory that reporting is required.


� If more than one participant has the same deviation, list the IDs for all affected participants.  If the deviation does not involve specific participant(s), indicate N/A.


� If the deviation occurred over a period of time, specify the date range.
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