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National Marrow Donor Program(
Institutional Review Board

temporary variance Request Form

Temporary Variance Definition:  An intentional change to the previously IRB-approved protocol that is initiated by the sponsor/Study Chair and is implemented as a systematic change prior to an official protocol amendment.  

Temporary variances must be approved by the NMDP IRB prior to implementation of the variance.

Use this form to request approval from the NMDP IRB for a temporary variance.
	Study Information


	Full study title:
	     


	Protocol ID:
	     
	NMDP IRB Study #:
	     


	Contact Information


	Study Chair

	Name:
	     
	Phone Number:
	     

	Institution:
	     
	Email address:
	


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

	Name:
	     
	Phone Number:
	     

	Institution:
	     
	Email address:
	     


	Temporary Variance Information


1. Describe the protocol change(s) being requested in this temporary variance:      
2. Provide your rationale for making these protocol change(s):       
3. Explain why it is necessary to implement the protocol change(s) now prior to formally amending the protocol:      
4. Do you intend to formally amend the protocol in the future with the change(s) requested in this temporary variance?

 FORMCHECKBOX 
 Yes

       FORMCHECKBOX 
 No: Explain why not and then skip to question 6:      
 FORMCHECKBOX 
 Unsure:  Explain and then skip to question 6:       
5. When do you plan to formally amend the protocol with the change(s) requested in this temporary variance?       
6. Attach the communication you plan to send to participating study sites to notify them of the change(s) requested in this temporary variance.
	Required Signature


______________________________________

___________________

Signature of Study Chair




Date

Attachments

 FORMCHECKBOX 
  Communication to study sites to notify them of the change(s) requested in this temporary 

       variance
SEND FORM and any applicable attachments to IRBStaff@nmdp.org. 
If you have QUESTIONS regarding this form, please contact Julia Tkachenko at jtkachen@nmdp.org (or 763-406-5890). 
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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