    National Marrow Donor Program(
          Institutional Review Board

                            INITIAL Application
Bio-Medical Studies
All questions below must be completed for the application to be reviewed by the NMDP IRB. 

1.
Study Title:
        FORMCHECKBOX 
 Single Institution Study
        FORMCHECKBOX 
 Multi-Institutional Study (list all participating sites) 
2. Principal Investigator Information:

      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:
3. Co-Investigator Information: 
Include the following information for each Co-Investigators involved with this study:

      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:
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. Will this study be funded by an internal or external agency?
       FORMCHECKBOX 
 Yes: Answer A through C
 FORMCHECKBOX 
 No: Skip to question 6    

      A. What is the type of funding source?

             FORMCHECKBOX 
 Corporate Sponsor:  Grant  FORMCHECKBOX 
    Contract FORMCHECKBOX 

             FORMCHECKBOX 
 Federal Grant (Submit copy of grant application)

             FORMCHECKBOX 
 Navy (Submit copy of grant application)
             FORMCHECKBOX 
 HRSA (Submit copy of grant application)
             FORMCHECKBOX 
 Other _____________________________ (Submit copy of grant application)
      B.  Provide the following sponsor information:

· Name of Sponsor:

· Address:

· Contact Person:
      C.  Has the funding been awarded?


             FORMCHECKBOX 
 Yes - Grant number (if assigned):_________________


 FORMCHECKBOX 
 No - Decision Pending

6. Summary of Study: Use lay language that can be understood by the general public.
      A. What is the research question (hypothesis)?
      B.  What research methods will be used?
7. Research Category 
       A. Does the study include manipulation of donor cells using an investigational 

            medical device? 
      
 FORMCHECKBOX 
 Yes - Answer A1 and submit the Device Manual
             FORMCHECKBOX 
 No - Skip to question B    

A1. What is the risk category of the device?



 FORMCHECKBOX 
 (SR) Significant Risk: 
                        Provide the following:

· Name of Device:

· IDE Number:

· Name of Person Holding IDE:

· Device Class:   I  FORMCHECKBOX 
    II  FORMCHECKBOX 
     III  FORMCHECKBOX 

                       Submit the following:

· IDE letter from CDRH referencing the device/indication

· Report of prior investigations



 FORMCHECKBOX 
 (NSR) Non Significant Risk - Answer the following:

· Name of Device: 

· Device Class:   I  FORMCHECKBOX 
    II  FORMCHECKBOX 
     III  FORMCHECKBOX 

· Provide a risk assessment and the sponsor's rationale used for determination of the risk category as NSR.

      B.  Does the study include an investigational new drug (IND) application with the 

            FDA?


 FORMCHECKBOX 
 Yes – Submit the Investigator Brochure and answer the following: 
· Name of Investigational Drug:
· IND Number:
· Name of Person Holding IND:
             FORMCHECKBOX 
 No

      C.  Will cell lines be prepared using donor blood/cells?
 FORMCHECKBOX 
 Yes - Answer the following:

· Describe the rationale for preparation of cell lines.
· How long will cell lines be maintained/stored?

· Is there any monetary benefit potential as a result of the establishment of the donor cell lines?  If so, how will participants be notified?

      
 FORMCHECKBOX 
 No

       D.  Will donor stem cells be genetically manipulated prior to infusion?
 FORMCHECKBOX 
 Yes - Describe the genetic manipulation involved.
      
 FORMCHECKBOX 
 No

       E. Will donor stem cells be used for laboratory research?

 FORMCHECKBOX 
 Yes - Describe how the stem cells will be used.

      
 FORMCHECKBOX 
 No
       F.  Will DNA be extracted from donor blood or stem cells for research use?

        FORMCHECKBOX 
 Yes - Answer the following:

· Explain how the DNA will be used.

· How long will the donor DNA be stored?  (NMDP policy does not allow DNA to be stored "indefinitely")
· How will the DNA be destroyed?
              FORMCHECKBOX 
 No
8. Does the study include transplant recipients? 
       FORMCHECKBOX 
 Yes: Answer A through F
 FORMCHECKBOX 
  No: Skip to question 9    
      A.  What is the expected total number of recipients to be enrolled in the study at your 

             institution?
      B.
If this a multi-center study, what is the total number of recipients to be enrolled 

            at all participating centers?

C.
What is the anticipated rate of accrual?

D. 
How many months do you anticipate the study will last? (from time of approval to 

            completion)

E.
What is the age range of eligible recipients? (check all that apply)



 FORMCHECKBOX 
 0 to 7 


 FORMCHECKBOX 
 8 to 17


 FORMCHECKBOX 
 18 to 65



 FORMCHECKBOX 
 65 and older
      F.
List all diseases included in the eligibility criteria.
9. Does the study include stem cell donors? 
       FORMCHECKBOX 
 Yes:  Answer A through E
 FORMCHECKBOX 
  No:  Skip to question 10
 
A.  Explain how donors will be involved in the study. 
      B.  Does this study involve NMDP unrelated donors?


 FORMCHECKBOX 
 Yes - Answer the following:
· What is the expected number of NMDP unrelated donors that will provide stem cells for recipients enrolled on this study?
· What is the anticipated rate of accrual for NMDP unrelated donors?


 FORMCHECKBOX 
  No
      C.  Does this study involve sibling or matched related donors?


 FORMCHECKBOX 
 Yes - Answer the following

· What is the expected number of related donors that will provide stem cells for recipients enrolled on this study?

· What is the anticipated rate of accrual for related donors?

 FORMCHECKBOX 
  No 

D. 
What is the preferred stem cell source?


 FORMCHECKBOX 
 Bone Marrow



 FORMCHECKBOX 
 Peripheral Blood Stem Cells (PBSCs)


 FORMCHECKBOX 
 Cord Blood


 FORMCHECKBOX 
 Either Bone Marrow or PBSCs accepted (no preference)

E.
If the donor is unable/unwilling to provide the preferred stem cells will an 
            alternative be accepted?

 FORMCHECKBOX 
 Yes: List alternate stem cell sources that will be accepted.
 FORMCHECKBOX 
 No  

10. Will the donor be asked to provide additional blood sample(s) that will be used for  

          research purposes as part of this study?

        FORMCHECKBOX 
 Yes: Answer A through E
        FORMCHECKBOX 
 No: Skip to question 11
       A. What is the nature/volume of the additional blood request?

       B.  How many times will the donor be asked to provide additional blood?  
       C.  At what time point(s) will the additional blood be drawn?
       D.  Will any portion of the additional blood sample(s) be stored?  

       E.  If so, how long will the blood be stored and how will it be destroyed? 
       Note: Donors obtained through the NMDP must adhere to the following NMDP policy:
· Donors are not allowed to provide more than 100 mL of blood within 30 days of bone marrow or PBSC collection.

· Donor blood or cells may not be stored "indefinitely".

11. If the donor declines to participate in the research study, but agrees to donate stem
          cells, will you proceed with the transplant or will you search for an alternate donor?

        FORMCHECKBOX 
 Continue with stem cell donation

        FORMCHECKBOX 
 Search for alternate donor

12. Will participating in this research study increase the donor's chance of being asked to
         donate stem cells a second time for the recipient (e.g., do the research aspects of 

         this study put the recipient at greater risk for primary or secondary graft failure)?  

          FORMCHECKBOX 
 Yes - Estimate the percent of increased risk.


          FORMCHECKBOX 
 No

13. Does this study include provisions for donor leukocyte infusions (DLI)?
  FORMCHECKBOX 
 Yes: Answer A through B  

  FORMCHECKBOX 
 No: Skip to question 14
  A.  Will a portion of the stem cells be stored for future DLI?


      FORMCHECKBOX 
 Yes: What volume will be stored?

      FORMCHECKBOX 
 No 
  B.  Will the donor be asked to donate additional leukocytes after stem cell donation?


      FORMCHECKBOX 
 Yes - Answer the following:

· At what time point(s) will the donor be asked for the additional donation(s)?

· What volume will be collected?

      FORMCHECKBOX 
 No 

14. Stopping Rules
A.  In lay language, state the stopping rules for the study. 

      (Note: Do not answer "See protocol".)
B.  Has a statistician reviewed the stopping rules?

 FORMCHECKBOX 
 Yes 

      
 FORMCHECKBOX 
 No

15. Has a Data Safety Monitoring Board (DSMB), or other committee, been assigned to monitor this study?

 FORMCHECKBOX 
 Yes 

      
 FORMCHECKBOX 
 No

16. Access to Study Records
      A.  Will the recipient's study records be made available to anyone other than the 
            Principal Investigator? (e.g. FDA, NIH, study sponsor, etc.)
               FORMCHECKBOX 
 Yes - State who will be allowed to review the study records.


               FORMCHECKBOX 
 No  

      B.  Will the donor's study records be made available to anyone other than the 
            Principal Investigator? (e.g. FDA, NIH, study sponsor, etc.)
               FORMCHECKBOX 
 Yes - State who will be allowed to review the study records.


               FORMCHECKBOX 
 No  

17. IRB/ERB Review

        A. Has this study been approved by other IRBs or Ethics Review Boards? 


   FORMCHECKBOX 
 Yes - Include all IRB/ERB letter(s) of approval.           



   FORMCHECKBOX 
 No
        B.  Has this study been rejected by other IRBs or Ethics Review Boards? 


   FORMCHECKBOX 
 Yes - Include letter from rejecting IRB/ERB stating reasoning.             



   FORMCHECKBOX 
 No

18. Has this study been peer-reviewed for scientific merit?
 

 FORMCHECKBOX 
 Yes - List names of agencies, committees, etc that have reviewed the project for 

               scientific merit and submit approval letter(s).  

 FORMCHECKBOX 
 No    

19. Human Subject Protection Training
A.  Have all investigators involved in this research study received training in the 
      protection of human research subjects?

 FORMCHECKBOX 
 Yes 

      
 FORMCHECKBOX 
 No: Explain

      B. Provide documentation of Human Subject Protection Training for the Principal 

           Investigator.

20. Federal Guidelines require that all conflicts of interest be declared.  Examples of  

potential conflicts of interest may include, but are not limited to the following:  
· Development of a commercial product (device or drug), which may bring financial benefit to the investigator(s) or an institution associated with the investigator, or the investigator’s immediate family.

· An investigator participating in research on a technology, process or product developed by that investigator.


Do the investigator, study personnel or study institution have a financial or "other" conflict of interest associated with the study that could bear upon their objectivity? 

       FORMCHECKBOX 
 Yes: Explain what the conflict is and how it will be managed.



   
 FORMCHECKBOX 
 No

21. Institutional Official

The NMDP IRB is required under 45 CFR 46.109 (d) to notify both the principal investigator and the principal investigator’s institution of IRB decisions.  Please provide the following contact information for your site's institutional official [This is the person listed as such on your institution’s Federalwide Assurance (FWA) with the Office for Human Research Protections (OHRP).]:

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
22. Institution's Federalwide Assurance (FWA) 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 application

      FORMCHECKBOX 
  Approval/rejection letters from all other IRBs reviewing the study
      FORMCHECKBOX 
  Approval/rejection letters from groups providing scientific review of the study  
      FORMCHECKBOX 
  Study protocol (If available in electronic format, email to pkays@nmdp.org)
      FORMCHECKBOX 
  Recipient informed consent document
      FORMCHECKBOX 
  Donor informed consent document for donors not identified through the NMDP 
      FORMCHECKBOX 
 Principal Investigator curriculum vitae (CV)

      FORMCHECKBOX 
  Documentation of Principal Investigator training in protection of human subjects 

 Submit the following items, if applicable:

      FORMCHECKBOX 
  Copy of Grant Application

      FORMCHECKBOX 
  Investigator's Brochure 

      FORMCHECKBOX 
  Package Insert (providing drug information)
      FORMCHECKBOX 
  Device Manual
      FORMCHECKBOX 
  IDE letter; Prior Investigations Report

      FORMCHECKBOX 
  Recruitment materials 
Send application and all accompanying documents to Paula Kays, National Marrow Donor Program, 3001 Broadway Street NE, Suite 500, Minneapolis, MN  55413
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