           National Marrow Donor Program(
                  Institutional Review Board
                                       INITIAL APPLICATION

Social and Behavioral Sciences

All questions below must be completed for the application to be reviewed by the IRB. 

1.  Project Title:

	Investigator Information


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. Person completing this form:

A. Name 

B. Institution

C.  Complete mailing address

D.  Phone number

E.  Fax number

F.  E-mail address

4. Co-investigator information:

All Co-investigators responsible for, or working on this project, should be listed in the application.  Please include the following information for all Co-investigators:
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.  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 information for the institutional official who should be notified [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
	Funding


6. Will this study be funded by an internal or external agency?
       FORMCHECKBOX 
 Yes:  Answer 7a through 7c

 FORMCHECKBOX 
  No:  Skip to question 8

7a.  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: ________________________________________

 7b.  Provide the following sponsor information:

·  Name of Sponsor:

· Address:

· Contact Person:
7c.  Has the funding been awarded?


   FORMCHECKBOX 
 Yes – Grant number (if assigned): _________________________

   FORMCHECKBOX 
  No – Decision pending

	Institutional Oversight


7. Is this research proposal being reviewed by any other institution or peer review committee?

       FORMCHECKBOX 
 Yes:  Attach copy of materials submitted for peer review.

 FORMCHECKBOX 
  No
8. Institution's Federalwide Assurance (FWA) Number __________________
	Conflict of Interest


9. Federal Guidelines emphasize the importance of assuring there are no conflicts of interest in research studies that could affect the welfare of human subjects.  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 that the investigator or investigator’s immediate family is associated.

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

· An investigator receiving $10,000 or more in consulting income from a business that funds his or her research.

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

	Summary of Activities


Use lay language.  Do not refer to grant or abstract.
10. Describe the objective(s) of the proposed research including purpose, research question, hypothesis and relevant background information, etc.

11. Describe the research study design, including research methods used and plan for data analysis.
12. Describe the tasks the subjects will be asked to perform.  (Attach surveys, instruments, interview questions, focus group questions, etc.)  Describe the frequency and duration of procedures, psychological tests, educational tests, and experiments; including screening, intervention, follow-up, etc.  (If you intend to pilot a process before recruiting for the main study, please explain.)

13a.  Describe who will be conducting the procedures and what training they have/will receive.

13. How many months do you anticipate this research study will last from the time final approval is granted?

	Participant Population


14. Expected number of participants:  __________  
15. Expected age range:

16. Does the study include recipients?

       FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

17. Does the study include unrelated donors?

       FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

18. Does the study include siblings or matched related donors?

        FORMCHECKBOX 
 Yes

  FORMCHECKBOX 
  No

19. Indicate whether the study involves any of the following protected populations:

        FORMCHECKBOX 
  Minors under age 18

        FORMCHECKBOX 
  Prisoners

        FORMCHECKBOX 
  Pregnant women

        FORMCHECKBOX 
  Cognitively impaired or mentally disabled subjects

        FORMCHECKBOX 
  Economically or educationally disadvantaged subjects
20a. If you indicated any of the above, please describe what additional safeguards will be in place to protect these populations from coercion or undue influence to participate.

20. Describe criteria for inclusion of subjects in this study

21. Describe criteria for exclusion of subjects in this study
22. Identify the sources of research material obtained from individually identifiable living human subjects in the form of records or data.  Indicate whether new data will be obtained specifically for the purposes of this research, or if existing records or data will be used.
	Recruitment


23. Describe the recruitment process to be used for subjects, including how, where and when subjects will be identified and approached.  Indicate the amount of time subjects will have to consider participation.  (Attach a copy of any and all recruitment materials to be used, e.g., advertisements, bulletin board notices, e-mails, letters, phone scripts, or URLs.)
24. Explain who will approach potential subjects to take part in the research study and what will be done to protect individuals’ privacy in this process.
	Compensation


25. Will you give subjects gifts, payments, compensation, reimbursement, or services without charge for their participation?

       FORMCHECKBOX 
 Yes:  Please describe the amount or kind of compensation.


   
 FORMCHECKBOX 
 No

	Risks and Benefits


26. Indicate what you consider to be the possible risks (or inconveniences) to subjects and describe the precautions to be taken to minimize or eliminate these risks.  If any data monitoring procedures are needed to ensure the safety of subjects, describe them.
27. Describe the anticipated benefits of this research for individual subjects.  If none, state “None.”

28. Describe the anticipated benefits of this research for society and explain how the benefits outweigh the risks.

29. Describe plans, if any, to inform subjects about specific research results.

	Informed Consent Process


30. Name the specific individuals who will obtain informed consent and include their job title/credentials and a brief description of your plans to train these individuals to obtain informed consent and answer subjects’ questions.
31. Describe what will be said to the subjects to introduce the research.  Do not say “see consent form.”  Write the explanation in lay language.  If you are using telephone surveys, telephone scripts are required.

32. In relation to the actual data gathering, when will consent be discussed and documentation obtained?  (e.g., mailing out materials, delivery of consent form, meetings)  Be specific.

33. What questions will you ask to assess the subjects’ understanding of the risks and benefits of participation?  (Questions should be open-ended and go beyond requiring only a yes/no response.)

34. Prepare and attach a consent form for IRB review.
	Confidentiality of Data


35. Will identifiable, private, or sensitive information be obtained about the subjects or other living individuals?

        FORMCHECKBOX 
 Yes

  FORMCHECKBOX 
  No

36. Whether or not such information is obtained, describe the provisions to protect the privacy of subjects and to maintain the confidentiality of data.

37. Describe plans for storing and coding the data.  If direct identifiers or links to identifiers are used, explain why it is necessary.

38. Will the subject’s study records be made available to anyone other than the Principal Investigator? (e.g., study sponsor, etc.)

        FORMCHECKBOX 
 Yes: State who will be allowed to review the study records.


        FORMCHECKBOX 
 No  

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

 FORMCHECKBOX 
 Completed NMDP IRB application

 FORMCHECKBOX 
  Formal research protocol/proposal, if available
 FORMCHECKBOX 
  Grant application, if applicable
 FORMCHECKBOX 
  A copy of the informed consent document 

 FORMCHECKBOX 
  Approval/rejection letters from all other IRBs reviewing the study
 FORMCHECKBOX 
  Any recruitment notices or advertisements
 FORMCHECKBOX 
  Any survey instruments, psychological tests (other than standard, commercially available instruments), interview forms, or oral-interview scripts to be used in the research  
 FORMCHECKBOX 
 Principal Investigator curriculum vitae (CV)

 FORMCHECKBOX 
  Documentation of Principal Investigator training in protection of human subjects 

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

1
NMDP IRB Initial Application – Social and Behavioral Sciences

v2.1, 02/06

Page 6 of 6

