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Major Protocol Exception Request Form

Major Protocol Exception Definition:  A one-time, temporary departure from the IRB-approved protocol procedures that is identified before it occurs, intended for one specific study subject, and may adversely affect the safety, rights, or welfare of the subject(s) and/or the scientific validity of the research.

Principal investigators are responsible for ensuring that their research is conducted according to the IRB-approved protocol.  Use this form to request approval from the NMDP IRB for a major protocol exception prior to implementation of the exception.
DO NOT USE THIS FORM FOR REPORTING protocol deviations, serious or continuing non-compliance, or unanticipated problems involving risks to participants or others.  These events should be assessed by the principal investigator according to the appropriate SOP and reported to the NMDP IRB using the NMDP IRB Reportable Event Form, if necessary.
	Study Information


	Full study title:
	     


	Protocol ID:
	     
	NMDP IRB Study #:
	     


	Site Information


	Principal Investigator at study site relying on the NMDP IRB

	Name:
	     
	Phone Number:
	     

	Institution:
	     
	Email address:
	


	Study Contact at site (Who should the IRB contact with questions about this request?)

	Name:
	     
	Phone Number:
	     

	Institution:
	     
	Email address:
	     


	Major Protocol Exception


1. Study participant’s ID (if known):      
2. Description of the major protocol exception being requested:      
3. Provide a rationale for this request:      
4. Explain how the major protocol exception affects the following?  (check all that apply)  

 FORMCHECKBOX 
 The rights, safety, or welfare of the participant.  Explain:      
 FORMCHECKBOX 
 The scientific validity of the research.  Explain:      
5. Does the major protocol exception require a different informed consent form or process than the one currently approved by the IRB?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes: Explain the consenting process you will use in relation to this major protocol exception and attach any proposed informed consent documents that will be used:      
6. Will data collected as a result of the exception be analyzed in a different manner from other collected data?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes: Explain how it will be analyzed differently:      
7. Have you previously requested this exception for this same reason?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes: If a previous exception was requested for the same reason, explain why the IRB should approve another one-time protocol exception, rather than require a permanent change to the protocol (i.e., protocol amendment):      
8. Have any of the following sponsors or agencies already approved this request? (check all that apply) Provide documentation of applicable approvals.  
 FORMCHECKBOX 
 BMT CTN

 FORMCHECKBOX 
 RCI BMT/CIBMTR/NMDP

 FORMCHECKBOX 
 FDA

 FORMCHECKBOX 
 Other: Specify:      
	Required Signature


______________________________________

___________________

Signature of Principal Investigator at study site

Date

Attachments

 FORMCHECKBOX 
  Documentation of sponsor or agency approval, if applicable.
 FORMCHECKBOX 
 Proposed revised informed consent document(s), if applicable.
 FORMCHECKBOX 
  Other:  Specify:       
SEND FORM and any applicable attachments to IRBStaff@nmdp.org. 
If you have QUESTIONS regarding this form, please contact Christina Jobe at cjobe@nmdp.org (or 763-406-8164). 
NMDP Human Research Protection Program policies and procedures can be found on https://network.bethematchclinical.org.  [image: image1][image: image2][image: image3]
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