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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/signatory 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      
6. Institution's Federalwide Assurance (FWA) Number _     _________________
	Funding


7. Will this study be funded by an internal or external agency?
       FORMCHECKBOX 
 Yes:  Answer A through C
 FORMCHECKBOX 
  No:  Skip to question 8
A.  Indicate the funding source(s)?

      
 FORMCHECKBOX 
 Corporate Sponsor:  Grant  FORMCHECKBOX 
   Contract  FORMCHECKBOX 
 


 FORMCHECKBOX 
  Federal Grant (Submit a copy of grant application)

 FORMCHECKBOX 
  Navy (Submit a copy of grant application)

 FORMCHECKBOX 
  HRSA (Submit a copy of grant application)

 FORMCHECKBOX 
  Other:       (Submit a copy of grant application)
 B.  Provide the following information for each sponsor:

·  Name of Sponsor:      
· Address:      
· Contact Person:      
C.  Has the funding been awarded?


   FORMCHECKBOX 
 Yes – Grant number (if assigned):       
   FORMCHECKBOX 
  No – Decision pending

	Oversight and Monitoring


8. 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

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


  

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



 FORMCHECKBOX 
 No

9. Has the study undergone review by a scientific review committee?

 FORMCHECKBOX 
 Yes – Provide name of committee that conducted the scientific review and submit approval letter.      
 FORMCHECKBOX 
 No    

10. Has this study been peer-reviewed for scientific merit (e.g., grant review)?
 

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

               scientific merit and submit approval letter(s).      
 FORMCHECKBOX 
 No    

11. 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.

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

 FORMCHECKBOX 
 Yes – Submit data and safety monitoring plan.
      
 FORMCHECKBOX 
 No

A.If yes, how often will the DSMB review the study?      
	Conflict of Interest


Federal regulations (42 CFR 50 and 42 CFR 94) and the NMDP Financial Conflict of Interest Policy Applicable to Sponsored Research Awards requires investigators to disclose all Significant Financial Interests that reasonably appear to be related to the investigator’s Institutional Responsibilities.  A Significant Financial Interest is:

(1) Anything of monetary value, whether or not the value is readily ascertainable, consisting of one or more of the following interests that reasonably appear to be related to the investigator’s “Institutional Responsibilities,” as that term is defined in the Financial Conflict of Interest Policy:
(i) With regard to any publicly traded entity, a Significant Financial Interest exists if the value of any remuneration received from the entity in the twelve (12) months preceding the disclosure and the value of any equity interest in the entity as of the date of disclosure, when aggregated, exceeds $5,000. For purposes of this definition, remuneration includes salary and any payment for services not otherwise identified as salary (e.g., consulting fees, honoraria, paid authorship); equity interest includes any stock, stock option, or other ownership interest, as determined through reference to public prices or other reasonable measures of fair market value;

(ii) With regard to any non-publicly traded entity, a Significant Financial Interest exists if the value of any remuneration received from the entity in the twelve (12) months preceding the disclosure, when aggregated, exceeds $5,000, or when the Investigator (or the Investigator’s spouse or dependent children) holds any equity interest (e.g., stock, stock option, or other ownership interest); or

(iii) Intellectual property rights and interests (e.g., patents, copyrights), upon receipt of income related to such rights and interests.

(2) Investigators also must disclose the occurrence of any reimbursed or sponsored travel (i.e., that which is paid on behalf of the Investigator and not reimbursed to the Investigator so that the exact monetary value may not be readily available), related to their Institutional Responsibilities; provided, however, that this disclosure requirement does not apply to travel that is reimbursed or sponsored by a Federal, state, or local government agency, an institution of higher education as defined at 20 U.S.C. 1001(a), an academic teaching hospital, a medical center, or a research institute that is affiliated with an institution of higher education. This disclosure must include, at a minimum, the purpose of the trip, the identity of the sponsor/organizer, any known monetary value associated with the travel, the destination, and the duration. 

(3) The term does not include the following types of Financial Interests: 

(i) salary, royalties, or other remuneration paid by the Institution to the Investigator if the Investigator is currently employed or otherwise appointed by the Institution, including intellectual property rights assigned to the Institution and agreements to share in royalties related to such rights; 

(ii) any ownership interest in the Institution held by the Investigator, if the Institution is a commercial or for-profit organization;

(iii) income from investment vehicles, such as mutual funds and retirement accounts, as long as the Investigator does not directly control the investment decisions made in these vehicles;

(iv) income from seminars, lectures, or teaching engagements sponsored by a Federal, state, or local government agency, an institution of higher education as defined at 20 U.S.C. 1001(a), an academic teaching hospital, a medical center, or a research institute that is affiliated with an institution of higher education; or 

(v) income from service on advisory committees or review panels for a Federal, state, or local government agency, an institution of higher education as defined at 20 U.S.C. 1001(a), an academic teaching hospital, a medical center, or a research institute that is affiliated with an institution of higher education.

13. Does the investigator (or his/her spouse or dependent children), or any senior/key study personnel have a Significant Financial Interest related to his/her Institutional Responsibilities that could bear upon his/her objectivity?  

       FORMCHECKBOX 
 Yes: Explain what the Significant Financial Interest is and the name of the institution responsible for managing the potential conflict.  Explain how the Significant Financial Interest will be reviewed and managed.  (If the NMDP is the institution responsible for review of the Significant Financial Interest, the investigator or senior/key personnel must complete the NMDP Investigator Significant Financial Interest Statement and related Disclosure Form.)       



   
 FORMCHECKBOX 
 No

	Summary of Activities


Use lay language.  Do not refer to grant or abstract.
14. Describe the objective(s) of the proposed research including purpose, research question, hypothesis and relevant background information, etc.      
15. Describe the research study design, including the research setting, research methods used and plan for data analysis.      
16. 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.)      
A.  Describe who will be conducting the procedures and what training they have/will receive.      
17. How many months do you anticipate this research study will last from the time final approval is granted?      
	Participant Population


18. Expected number of participants:       
19. Expected age range:      
20. Does the study include transplant recipients?

       FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

21. Does the study include unrelated donors?

       FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

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

        FORMCHECKBOX 
 Yes

  FORMCHECKBOX 
  No

23. Indicate whether the study intentionally targets any of the following vulnerable populations:

        FORMCHECKBOX 
  Minors under age 18

        FORMCHECKBOX 
  Prisoners

        FORMCHECKBOX 
  Pregnant women, fetuses or neonates
        FORMCHECKBOX 
  Cognitively impaired or mentally disabled subjects

        FORMCHECKBOX 
  Economically or educationally disadvantaged subjects
        FORMCHECKBOX 
  Unrelated donors participating in a recipient research protocol

  FORMCHECKBOX 
  Other vulnerable population:  Describe 

A. 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.      
B.  If the study includes children (defined as less than 18 years, with no exception for emancipated minors), one of the following criteria for risk/benefit assessment must be met according to federal regulations (45CFR46, subpart D). Check the one appropriate box:



 FORMCHECKBOX 
 Not Applicable; not enrolling children.



 FORMCHECKBOX 
 (46.404)  Research not involving greater than minimal risk.
 FORMCHECKBOX 
 (46.405) Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects
 FORMCHECKBOX 
 (46.406) Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge about the subject's disorder or condition.

Explain how this criterion is met for this study:      
24. Describe criteria for inclusion of subjects in this study      
25. Describe criteria for exclusion of subjects in this study      
26. 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


27. 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.)      
28. 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


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

       FORMCHECKBOX 
 Yes:  


   
 FORMCHECKBOX 
 No


A.  If Yes, describe the amount or kind of compensation and the schedule of all payments.      
(NOTE:  If the study is funded through the NMDP Navy grant, federal regulations prohibit compensation of on-duty federal personnel.)

	Risks and Benefits


30. Indicate the possible study related risks, burdens, or inconveniences (e.g., physical, emotional, psychological, etc.) 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.      
31. Describe the anticipated benefits of this research for individual subjects.  If none, state “None.”      
32. Describe the anticipated benefits of this research for society and explain how the benefits outweigh the risks.      
33. Describe the availability of medical or psychosocial resources that subjects may need as a consequence of the research.      
34. Describe plans, if any, to inform subjects about specific research results.      
	Informed Consent Process


35. 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.      
36. 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.      
37. How will the consent session be conducted if the prospective subject does not understand the language used by the individual obtaining informed consent?      
38. 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.      
39. 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.)      
40. What steps will be taken to minimize the possibility of coercion or undue influence?      
41. Prepare and attach a consent form for IRB review.      
	Privacy of Subjects and Confidentiality of Data


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

        FORMCHECKBOX 
 Yes

  FORMCHECKBOX 
  No

43. Whether or not such information is obtained, describe the provisions to protect the privacy of subjects and to maintain the confidentiality of data.      
44. Describe plans for storing and coding the data.  If direct identifiers or links to identifiers are used, explain why it is necessary.      
45. 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  

	International Research


46.  Will any of the research be conducted in countries other than the United States?

               FORMCHECKBOX 
 Yes – List the countries      
               FORMCHECKBOX 
 No

A.  If Yes, describe the qualifications of the Principal Investigator and research staff for conducting research in that country(ies).      
B. Indicate the human subjects research ethical codes and regulatory standards to which each country where the research is conducted complies. (check all that apply)

 FORMCHECKBOX 
 Declaration of Helsinki

 FORMCHECKBOX 
 International Conference on Harmonization - Guideline for Good Clinical Practice 

 FORMCHECKBOX 
 Council for International Organizations of Medical Sciences (CIOMS) International Ethical Guidelines
 FORMCHECKBOX 
 Other: List      
C. Describe your plans to comply with local laws, adhere to cultural norms, and ensure equivalent levels of human subjects research protection required by U.S. law and regulations, for each country where the research is conducted.      
D. Describe your communication and coordination with local ethics committees for each country where the research is conducted.      
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 unanticipated problems involving risks to subjects or others 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 assure the NMDP IRB that resources necessary to protect study participants are in place.  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
 FORMCHECKBOX 
  Grant application, if applicable
 FORMCHECKBOX 
  A copy of the informed consent document 

 FORMCHECKBOX 
  Approval/rejection letters from all other IRBs that have reviewed the study
 FORMCHECKBOX 
  Approval/rejection letters from groups that have conducted scientific review of the study

 FORMCHECKBOX 
  Approval/rejection letters from groups that have peer-reviewed the study for scientific merit
 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 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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