    National Marrow Donor Program(
           Institutional Review Board

                            INITIAL Application
NMDP Research Database and Research Repository:

Request for Data and/or Samples
This application is to be used for requests to obtain data or samples from the NMDP Research Database and Research Sample Repository.  All questions below must be completed for the application to be reviewed by the IRB.
1.
Project Title:

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. 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

4. Will this study be funded by an internal or external agency?

       FORMCHECKBOX 
 Yes: Answer A through C

 FORMCHECKBOX 
 No: Skip to question 5    

      A. What is the type of funding source?

             FORMCHECKBOX 
 Corporate Sponsor:  Grant  FORMCHECKBOX 
    Contract FORMCHECKBOX 

             FORMCHECKBOX 
 Federal Grant (Include a copy of the grant with IRB application)

             FORMCHECKBOX 
 Navy

             FORMCHECKBOX 
 HRSA

             FORMCHECKBOX 
 Other _________________________________

      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
5. 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?

6. Does the study include research data from the NMDP Research Database?


 FORMCHECKBOX 
 Yes: Answer A through C

 FORMCHECKBOX 
  No: Skip to question 7   


A. Select the broad study category the research question most closely addresses:




 FORMCHECKBOX 
  Determine how well recipients recover from their transplant




 FORMCHECKBOX 
  Determine how recovery after a transplant can be improved




 FORMCHECKBOX 
  Determine how access to transplant for different groups of patients can be 

                         improved




       FORMCHECKBOX 
  Determine how well donors recover from the collection procedures




       FORMCHECKBOX 
  Other; specify _________________________________________


B.  What data are being requested from the NMDP database?


C.  Does the study require that additional data be collected?


       FORMCHECKBOX 
 Yes – Answer the following:

· What supplemental data will be collected?

· Is the additional data available from chart?     FORMCHECKBOX 
 Yes  FORMCHECKBOX 
  No
· Will the donor/recipient be contacted to obtain the additional information?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
  No


       FORMCHECKBOX 
  No   

7. Does the study include research samples from the NMDP Research Repository?

       FORMCHECKBOX 
 Yes: Answer A through B

 FORMCHECKBOX 
  No: Skip to question 8 



A. Select the broad study category the research question most closely addresses:


 FORMCHECKBOX 
 Improve the understanding of tissue matching for unrelated donors



 FORMCHECKBOX 
 Determine and evaluate the factors that affect transplant outcomes



 FORMCHECKBOX 
 Study the distribution of HLA tissue types in different populations



 FORMCHECKBOX 
 Other; specify _________________________________________

B. Where will the samples be analyzed?



8. Will the analysis be done by an NMDP Statistician?


 FORMCHECKBOX 
 Yes 


 FORMCHECKBOX 
  No – Answer the following:

· Who will perform the analysis?
· Where will the analysis be performed?
9. 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

10. 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
11. 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 
  Concept paper

      FORMCHECKBOX 
 Principal Investigator curriculum vitae (CV)

      FORMCHECKBOX 
  Documentation of Principal Investigator training in protection of human subjects 

            (valid for five years)

      FORMCHECKBOX 
  Approval letter(s) from assigned CIBMTR Working Group
      FORMCHECKBOX 
  Material Transfer Agreement (only required if study includes samples)
      FORMCHECKBOX 
  Approval letter(s) from investigator’s local IRB (only required if study includes
            samples or analysis will be done outside the NMDP)

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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