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National Marrow Donor Program(
Institutional Review Board

REQUEST For Amendment
Bio-Medical/Social and Behavioral Sciences Studies

This application is to be used for protocol and/or consent form amendments occurring during the NMDP IRB approval period.  If the submission of amendment(s) occurs at the time of continuing review, this form does not need to be completed.
1.
Study Title:         
2. NMDP IRB Study Number:       
3. Principal Investigator Information:

      A. Name:      
      B. Institution:      
      C. Complete mailing address:      
      D. Phone number:      
      E. Fax number:      
      F. E-mail address:      
4. Application Completed by:

      A. Name (include full name and highest degree earned):      
      B. Institution:      
      C. Complete mailing address:      
      D. Phone number:      
      E. Fax number:      
      F. E-mail address:      
5. In lay language, describe submitted revision(s).       
6. Has the revision(s) been made due to an issue with participant (recipient or donor) safety or the addition of risks to participants?
       FORMCHECKBOX 
 Yes: Explain:      
       FORMCHECKBOX 
 No

7. Does the amendment result in any information that must be communicated to currently enrolled recipients or donors?

       FORMCHECKBOX 
 Yes: Indicate how currently enrolled participants will be informed.      
       FORMCHECKBOX 
 No

8. Select all documents that were revised as a result of this amendment: (*attach a tracked change copy of each revised document)
       FORMCHECKBOX 
 Protocol  


New version date/number:      
       FORMCHECKBOX 
 Recipient Consent Form

New version date/number:      
 FORMCHECKBOX 
 Donor Consent Form: Related


New version date/number:      
 FORMCHECKBOX 
 Other:      
New version date/number:      
Investigator's Statement:
As Principal Investigator of this study, I assure the NMDP IRB that all statements included in this application are true.  Furthermore, I acknowledge that I am responsible for reporting proposed modifications to the research study to the NMDP IRB prior to implementing those modifications except where necessary to eliminate any immediate harm to the subjects.  I agree to report any serious adverse events promptly to the NMDP IRB, to comply with all NMDP IRB requests to report on the status of this study, and to comply with all federal, state, and local regulations for the protection of human subjects.  I agree that I will not initiate this research study until I have received written approval to do so from the NMDP IRB.
______________________________________

___________________

Signature of Principal Investigator



Date

NMDP IRB Submission Checklist
 All items below must be submitted for the application to be reviewed by the NMDP 

 IRB. 

      FORMCHECKBOX 
 Completed NMDP IRB Request for Amendment
      FORMCHECKBOX 
  Approval letter(s) from investigator’s local IRB

      FORMCHECKBOX 
  Record of Revisions
      FORMCHECKBOX 
  Protocol (if revised)
      FORMCHECKBOX 
 Recipient consent form (if revised)
      FORMCHECKBOX 
  Related donor consent form (if revised)
      FORMCHECKBOX 
  Other supplemental documents (if revised)  

If amendment warrants, NMDP staff will revise the unrelated donor consent form

and provide a copy to you.
SEND Request for Amendment form and all accompanying documents to IRBStaff@nmdp.org.  
If you have QUESTIONS regarding the application or the NMDP IRB review process, contact Julia Tkachenko at 763-406-5890 or jtkachen@nmdp.org.

NMDP Human Research Protection Program policies and procedures can be found on https://network.bethematchclinical.org. 
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