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National Marrow Donor Program(
Institutional Review Board

                                                 INITIAL Application
Bio-Medical Studies*
* This application is for bio-medical studies that are not initiated/sponsored by a transplant center.  If this is a transplant center initiated/sponsored study (which is only being submitted to the NMDP IRB, because unrelated donors are considered human research subjects), please complete the “NMDP IRB Initial Application for Bio-Medical Studies – Transplant Center Sponsored Research” found on the NMDP Network Website at the following link:
https://network.bethematchclinical.org/research/institutional-review-board/irb-applications-and-forms/
All questions below must be completed for the application to be reviewed by the NMDP IRB. 
	1. Project Identification


1.1. Study Title:       
1.2. Protocol ID:      
1.3.  FORMCHECKBOX 
 Single Institution Study

      
 FORMCHECKBOX 
 Multi-Institutional Study: Answer questions 1.3.1 – 1.3.2



1.3.1 Will participating sites be relying on the NMDP single IRB for this study?

 FORMCHECKBOX 
 Federally-funded: It is required that all sites use the NMDP sIRB for this study.



 FORMCHECKBOX 
 Not federally-funded: Sites are encouraged to use the NMDP sIRB, but it is  

not required.




 FORMCHECKBOX 
 Not federally-funded: Each site will use its own local IRB.



1.3.2 List all participating sites and indicate which sites intend to use the NMDP sIRB   



(add more rows as needed):

	Site name
	Site intends to use the NMDP sIRB (yes/no)

	
	

	
	

	
	

	
	


	2. Investigator Information


2.1. Principal Investigator / Study Chair Information


2.1.1. Name: (include full name and highest degree earned)      
      
2.1.2. Institution:      
      
2.1.3. Complete mailing address:      
      
2.1.4. Phone number:      
      
2.1.5. E-mail address:      
2.2. Co-Investigator Information

Include the following information for each Co-Investigator involved with this study:


      2.2.1. Name: (include full name and highest degree earned)      
      
2.2.2. Institution:      
      
2.2.3. Complete mailing address:      
      
2.2.4. Phone number:      
      
2.2.5. E-mail address:      
2.3. Application Completed by
      
2.3.1. Name: (include full name and highest degree earned)      
      
2.3.2. Institution:      
      
2.3.3. Complete mailing address:      
      
2.3.4. Phone number:      
      
2.3.5. E-mail address:      
	3. Funding


3.1. Will this study be funded or supported by grants, contracts, or other external support?
 FORMCHECKBOX 
 No: Please explain how the study will be conducted with no funding:        

 FORMCHECKBOX 
 Yes: Answer questions 3.1.1 – 3.1.3 
      3.1.1. Indicate the funding source(s):
            
 FORMCHECKBOX 
 Corporate Sponsor:  Grant  FORMCHECKBOX 
    Contract  FORMCHECKBOX 



 FORMCHECKBOX 
 Private Foundation/Organization
           

 FORMCHECKBOX 
 Federal Grant 

            
 FORMCHECKBOX 
 Other:       
      3.1.2. Provide the following information for each funding source:

· Name of Funding Agency/Organization:      
· Contact Person Name and Phone # or Email:      
     3.1.3. For each funding source, indicate whether or not the funding has been awarded:


            
 FORMCHECKBOX 
 Yes - Grant number (if assigned):      


 FORMCHECKBOX 
 No - Decision Pending
	4. Summary of Activities


Please provide the answers to the following questions in lay language.  Do not copy/paste from the protocol.

4.1. What are your research questions (primary and secondary)?  State hypothesis or primary objective.      
4.2. Provide the rationale for the study, including a summary of the background research that has led to your hypothesis/objectives.      
4.3. Explain the study design and how it will answer the research questions.      
4.4. Describe the study intervention, including how the proposed intervention differs from the standard of care.      
4.5. What core research activities will the subjects be asked to do (exams, tests, procedures, etc.) that are NOT part of routine care?      
4.6. What procedures in this research are already being performed for diagnostic or treatment purposes?       
4.7. What are the appropriate alternatives to the study procedures or course of treatment?  (Check all that apply.)


 FORMCHECKBOX 
 Same treatment offered off study

 FORMCHECKBOX 
 Standard care


 FORMCHECKBOX 
 Supportive care


 FORMCHECKBOX 
 No therapy


 FORMCHECKBOX 
 Other: Please describe:      
4.8. Will clinically relevant research results, including individual research results, be disclosed to study subjects?

      
 FORMCHECKBOX 
  No 
 

 FORMCHECKBOX 
 Yes: Explain how:      
4.9. How many months do you anticipate the study will last? (from time of NMDP IRB initial approval through analysis of primary endpoints)      
	5. Subject Population


5.1. Indicate the subject population(s) for this study, i.e., those required to provide consent for the study. (Check all that apply)  Then answer the questions in the appropriate section for that subject population (sections 6 and/or 7 and/or 8) and then proceed to section 9.
      
 FORMCHECKBOX 
 Patients: Answer questions in Section 6
 FORMCHECKBOX 
 Donors: Answer questions in Section 7   
 FORMCHECKBOX 
 Other, please specify, then answer questions in Section 8:  
	6. Patient Subject Population (for protocols that involve patients as human subjects)


6.1. Are there any specific characteristics about the patient population (e.g., a particular race, ethnicity, gender, or age)?

      
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes: Explain: 
6.2. What is the age range of the patients?      
6.3. List the criteria for patient INCLUSION in this study:

     
6.4. List the criteria for patient EXCLUSION from this study:

     
6.5. Will the patients in this study potentially involve any of the following vulnerable populations? (Check all that apply.)


 FORMCHECKBOX 
 Children: Answer questions 6.5.1 – 6.5.2
6.5.1. 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; 21CFR50, subpart D). Check the one appropriate box:




 FORMCHECKBOX 
 (46.404; 50.51) Research not involving greater than minimal risk.
                   FORMCHECKBOX 
 (46.405; 50.52) Research involving greater than minimal risk but  
                     presenting the prospect of direct benefit to the individual subjects
                   FORMCHECKBOX 
 (46.406; 50.53) 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.


6.5.2. Explain how the criterion checked above is met for this study:      

 FORMCHECKBOX 
 Pregnant women


 FORMCHECKBOX 
 Prisoners (NOTE:  The NMDP IRB is not constituted to review research for the inclusion of prisoners.)

 FORMCHECKBOX 
 Adults with impaired decision-making capacity requiring a legally authorized representative (LAR)


 FORMCHECKBOX 
 Limited or non-readers (e.g., illiterate, sight impaired etc.)

 FORMCHECKBOX 
 Others (e.g., educationally or economically disadvantaged, etc.) Specify: 
6.6. If you checked any of the boxes above, please describe the additional safeguards taken to protect the rights and welfare of the vulnerable population. 
6.7. Does the study include screening procedures for patients that are outside of standard of care and will require screening consent? Note: Screening consent is not required if 1) the investigator obtains information through oral or written communication, or 2) the investigator obtains identifiable private information or identifiable biospecimens by accessing records or stored identifiable biospecimens. Consent is required for any screening procedure that is not part of standard clinical care. 
      
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes: Describe: 
6.8. How many total patients from all sites will need to be enrolled in the study to get the data sets necessary to complete the primary endpoint analyses? 
6.9. What is the anticipated rate of accrual for patients? 
	7. Donor Subject Population (for protocols that involve donors as human subjects)


7.1. Are there any specific characteristics about the donor population (e.g., a particular race, ethnicity, gender, or age)?

      
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes: Explain: 
7.2. What is the age range of the donors?      
7.3. List the criteria for donor INCLUSION in this study:

     
7.4. List the criteria for donor EXCLUSION from this study:

     
7.5. Will the donors in this study potentially involve any of the following vulnerable populations? (Check all that apply.)


 FORMCHECKBOX 
 Children: Answer questions 7.5.1 – 7.5.2
7.5.1. 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; 21CFR50, subpart D). Check the one appropriate box:




 FORMCHECKBOX 
 (46.404; 50.51) Research not involving greater than minimal risk.
                   FORMCHECKBOX 
 (46.405; 50.52) Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects
                   FORMCHECKBOX 
 (46.406; 50.53) 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.
7.5.2. Explain how the criterion checked above is met for this study:      

 FORMCHECKBOX 
 Adults with impaired decision-making capacity requiring a legally authorized representative (LAR)


 FORMCHECKBOX 
 Limited or non-readers (e.g., illiterate, sight impaired etc.)

 FORMCHECKBOX 
 Others (e.g., educationally or economically disadvantaged, etc.) Specify: 
7.6. If you checked any of the boxes above, please describe the additional safeguards taken to protect the rights and welfare of the vulnerable population. 
7.7. Does the study include screening procedures for donors that will require screening consent? Note: Screening consent is not required if 1) the investigator obtains information through oral or written communication, or 2) the investigator obtains identifiable private information or identifiable biospecimens by accessing records or stored identifiable biospecimens. Consent is required for any screening procedure that is not part of standard clinical care.
      
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes: Describe: 
7.8 How many total donors from all sites will need to be enrolled in the study to get the data sets necessary to complete the primary endpoint analyses?  
7.9 What is the anticipated rate of accrual for donors? 
7.10 What research activities will donors be involved in? (Check all that apply.)
      
 FORMCHECKBOX 
 Donate a product for laboratory research

 FORMCHECKBOX 
 Donor cells will be manipulated using a device under an IDE.
      
 FORMCHECKBOX 
 Complete survey or interview questions specifically for this research study

 FORMCHECKBOX 
 Data will be obtained from the donor’s donation medical record that are not routinely provided to the center performing the transplant.
     FORMCHECKBOX 
 Donate additional cells (e.g., donor lymphocytes) as a part of this research study, and the donor is asked to consent to this additional donation prior to or with the workup request for a primary donation
 FORMCHECKBOX 
 Other:  Please explain:      
7.11 What is the preferred stem cell source?




 FORMCHECKBOX 
 Bone Marrow



 FORMCHECKBOX 
 Peripheral Blood Stem Cells (PBSCs)



 FORMCHECKBOX 
 Either Bone Marrow or PBSCs accepted (no preference)



 FORMCHECKBOX 
 Unstimulated leukapheresis 


 FORMCHECKBOX 
 N/A: Study is not conducted in conjunction with a stem cell donation.  Skip to section 8 (if      



applicable) otherwise, go to section 9.
7.12 If the donor is unable/unwilling to provide the preferred stem cells, will an alternative be accepted?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes: List alternate cell sources that will be accepted:      
7.13  If the donor declines to sign the study-specific consent, but agrees to donate the hematopoietic cell (HC) product, will you proceed with the donor’s HC donation, or will you search for an alternate donor?
      
 FORMCHECKBOX 
 Continue with hematopoietic cell donation

             FORMCHECKBOX 
 Search for alternate donor

7.14 Will participating in this research study increase the donor's chance of being asked to donate cells a second time for the recipient (e.g., Do the research aspects of this study put the recipient at greater risk than normal for primary or secondary graft failure)?    

                FORMCHECKBOX 
 No

           FORMCHECKBOX 
 Yes - Estimate the percent of increased risk:      
	8 Other Subject Population (for protocols that involve human subjects other than, or in addition to, patients or donors)


8.1. Are there any specific characteristics about the subject population (e.g., a particular race, ethnicity, gender, or age)?

      
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes: Explain: 
8.2. What is the age range of the subjects?      
8.3. List the criteria for subject INCLUSION in this study:

     
8.4. List the criteria for subject EXCLUSION from this study:

     
8.5. Will the subjects in this study potentially involve any of the following vulnerable populations? (Check all that apply.) 

 FORMCHECKBOX 
 Children: Answer questions 8.5.1 – 8.5.2
8.5.1. 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; 21CFR50, subpart D). Check the one appropriate box:




 FORMCHECKBOX 
 (46.404; 50.51) Research not involving greater than minimal risk.
                   FORMCHECKBOX 
 (46.405; 50.52) Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects
                   FORMCHECKBOX 
 (46.406; 50.53) 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.


8.5.2. Explain how the criterion checked above is met for this study:      

 FORMCHECKBOX 
 Pregnant women


 FORMCHECKBOX 
 Fetuses in utero

 FORMCHECKBOX 
 Nonviable neonates or neonates of uncertain viability


 FORMCHECKBOX 
 Prisoners (NOTE:  The NMDP IRB is not constituted to review research for the inclusion of prisoners.)

             FORMCHECKBOX 
 Adults with impaired decision-making capacity requiring a legally authorized representative (LAR)


 FORMCHECKBOX 
 Limited or non-readers (e.g., illiterate, sight impaired etc.)

 FORMCHECKBOX 
 Others (e.g., educationally or economically disadvantaged, etc.) Specify: 
8.6. If you checked any of the boxes above, please describe the additional safeguards taken to protect the rights and welfare of the vulnerable population.  
8.7. Does the study include screening procedures for subjects that will require screening consent? Note: Screening consent is not required if 1) the investigator obtains information through oral or written communication, or 2) the investigator obtains identifiable private information or identifiable biospecimens by accessing records or stored identifiable biospecimens.  Consent is required for any screening procedure that is not part of standard clinical care.
      
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes: Describe: 
8.8. How many total subjects from all sites will need to be enrolled in the study to get the data sets necessary to complete the primary endpoint analyses?  
8.9. What is the anticipated rate of accrual for subjects? 
	9. Recruitment


9.1. Indicate the methods that will be used to recruit subjects for this study.  (Check all that apply)  Submit drafts of any written documents or scripts with this application. 

 FORMCHECKBOX 
 Personal contact

 FORMCHECKBOX 
 Letters or emails (submit letter or email)

 FORMCHECKBOX 
 Telephone calls (submit script)

 FORMCHECKBOX 
 Brochures (submit brochure)

 FORMCHECKBOX 
 Radio or TV (include written text of the advertisement and brief layout of images)

 FORMCHECKBOX 
 Newspaper ads (submit draft of ad)

 FORMCHECKBOX 
 Flyers (submit flyer)

 FORMCHECKBOX 
 Internet, including social networking sites (Indicate site(s):       and submit text, page mock up or description of posting including any images or videos)

 FORMCHECKBOX 
 Group presentations (submit outline of presentation and any materials provided to subjects)

 FORMCHECKBOX 
 Other: Please explain:      
9.2. What steps will be taken to avoid coercion or undue influence in the recruitment of research subjects?      
	10. Informed Consent Process


10.1. Does the Principal Investigator wish to request a waiver of consent?

 FORMCHECKBOX 
  No: Skip to question 10.2 
 FORMCHECKBOX 
 Yes: Indicate if statements 10.1.1 – 10.1.3 apply.

10.1.1. The research involves no more than minimal risk to subjects.

  FORMCHECKBOX 
 True:  Explain:      
  FORMCHECKBOX 
 False:  Waiver may not be requested.
10.1.2. Granting a waiver will not adversely affect the rights and welfare of the subjects.

  FORMCHECKBOX 
 True:  Explain:      
  FORMCHECKBOX 
 False:  Waiver may not be requested.
10.1.3. The research could not practically be carried out without a waiver or alternation.

  FORMCHECKBOX 
 True:  Explain:      
  FORMCHECKBOX 
 False:  Waiver may not be requested.
· If you answered True to all three statements above, proceed to question 10.1.4.

· If you answered False to any of the statements above, consent may not be waived.  Proceed to question 10.2.

10.1.4. If consent is waived, whenever appropriate the subjects will be provided with   additional pertinent information after participation.  Describe the process for providing subjects with this information; then proceed to section 11.      
10.2. Describe the consenting process in detail including when subjects will be consented, in what    setting the consenting process will be conducted, and any waiting period between discussing the research with the prospective subject and obtaining consent.      
10.3. List the roles of individuals who will obtain informed consent from subjects.       
10.4. Provide a brief description of the training that individuals obtaining consent will receive.      
10.5. What steps will be taken to minimize the possibility of coercion or undue influence on potential subjects?      
10.6. Describe the methods this study will use to confirm subjects’ understanding of the study.      
10.7. Does the Principal Investigator wish to waive documentation of consent?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes: Confirm that a waiver of documentation of consent is appropriate by checking the appropriate option below.  If neither option applies, waiver of documentation of consent may not be requested.

 FORMCHECKBOX 
 Statement A:  The research is not FDA-regulated, and the only record linking the subject and the research would be the consent document, and the principal risk would be potential harm resulting from a breach of confidentiality.  Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern.

 FORMCHECKBOX 
 Statement B:  The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.

	11. Compensation and Costs


11.1. Will gifts, payments, compensation, or reimbursement be provided to the subjects for participating in this research study? **

      
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes:  Answer questions 11.1.1 – 11.1.2
11.1.1. Indicate the type of compensation and the maximum value a subject may receive during the course of his/her participation.       
11.1.2. When will compensation be provided?  Include in the response if payment for multiple visits is prorated and the compensation schedule.      
(** NOTE:  If the study is funded through the NMDP Navy grant, federal regulations prohibit compensation of on-duty federal personnel.)

11.2. Is it possible that a commercial product or patent could result from this study?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes:  Answer question 11.2.1.

11.2.1. Will the research subject(s) share in the commercial profit?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes: Answer question 11.2.1.1.
11.2.1.1. Describe the remuneration/compensation to the research subject(s):        
11.3. Will medical or psychological resources be made available to research subjects as part of this research study?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes:  Describe the resources:        
11.4. Will the subjects receive agents/drugs/biologics, tests, procedures, or medical care free of charge to the subject?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes:  Describe:        
11.5. Will the study subjects be responsible for any research-related costs?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes:  Answer questions 11.5.1 – 11.5.2
11.5.1. Describe the research-related costs for which subjects are responsible:       
11.5.2. Are there any plans to subsidize these extra costs for study subjects who cannot afford them?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes: Describe:      
11.6. Who will be financially responsible for research related injuries?  (Check all that apply)
 FORMCHECKBOX 
 Study Sponsor
 FORMCHECKBOX 
 Research subject or subject’s insurance / third party payer  

 FORMCHECKBOX 
 Other:  Describe:       
	12. Risks and Benefits 


12.1. Describe the nature and degree of anticipated risks, burdens, or inconveniences (e.g., physical,  emotional, psychological, etc.) associated with participation.      
12.2. Describe the precautions that will be taken to minimize or eliminate each of the risks identified above.      
12.3. Describe the anticipated benefits of this research for individual subjects, society, or both.      
12.4. Explain how the benefits outweigh the risks.      
12.5. Is it possible that this study will discover a previously unknown condition, disease, or genetic predisposition in a subject as a result of the procedures?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes:  Please explain how you will manage this situation:      
12.6. What are the medical criteria for withdrawing a subject from the study?      
	13. Laboratory Research For This Study


13.1. Will subjects’ tissue be used for laboratory research for this study?

      
 FORMCHECKBOX 
 No: Skip to question 13.2
 FORMCHECKBOX 
 Yes: Answer questions 13.1.1 – 13.1.8
13.1.1. Who will donate the tissue for laboratory research? (Check all that apply)

      

 FORMCHECKBOX 
 Donors 



 FORMCHECKBOX 
 Patients 



 FORMCHECKBOX 
 Other – Specify:       
13.1.2. Describe what tissue will be used (e.g., whole blood, portion of stem cells, etc.).      
13.1.3. Describe how the tissue will be used.      
13.1.4. What is the amount of the tissue to be collected?      
13.1.5. How many times will the subject be asked to provide the tissue?      
       

13.1.6. At what time point(s) will the tissue be collected?      
13.1.7. Will any portion of the tissue be stored?      

13.1.7.1. If yes, how long will the tissue be stored?      

13.1.7.2. If yes, how will the tissue be destroyed?      


13.1.8. Will cell lines be prepared using subject tissue?

      
 FORMCHECKBOX 
 No: Skip to question 13.2
 FORMCHECKBOX 
 Yes: Answer questions 13.1.8.1 – 13.1.8.8
13.1.8.1. Describe the rationale for preparation of cell lines.      

      
13.1.8.2. How long will cell lines be stored?      
13.1.8.3. Where will cell lines be stored?      
      13.1.8.4. Provide the establishment name registered with FDA for the Human Cell and Tissue Establishment Registration.      
13.1.8.5. Will cell lines be banked?      
13.1.8.6. Who controls access to the cell lines?      
13.1.8.7. Describe the plan for disposition of any unused cell lines.      


13.1.8.8. Is there any benefit potential as a result of the establishment of                                                       

the cell lines?        If yes, what type of benefit is expected (e.g., monetary or otherwise)?      
13.2. Will DNA be extracted from subjects’ blood or cells for research use?

              FORMCHECKBOX 
 No
 
  FORMCHECKBOX 
 Yes: Answer questions 13.2.1 – 13.2.4
13.2.1. Explain how the DNA will be used.      
13.2.2.
Will the research include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen)?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 It might: Explain:       
 FORMCHECKBOX 
 No


13.2.3. How long will the DNA be stored?  (NOTE: NMDP policy does not allow donor DNA to be stored "indefinitely")      
13.2.4. How will the DNA be destroyed?      
	14. Information or Biospecimens for Future Research Studies 


14.1. Is it possible that identifiers might be removed from biospecimens collected for this research    study, and after removal of such identifiers, the biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent?
 FORMCHECKBOX 
 N/A: No biospecimens are collected for use in this research study.
 FORMCHECKBOX 
 No: Even if identifiers are removed, the biospecimens will not be used or distributed for future research studies.  
 FORMCHECKBOX 
 Yes: Answer questions 14.1.1 – 14.1.2
         14.1.1. How will biospecimens be accessed, and who will have access?      
         14.1.2. What will happen to the biospecimen if the study subject withdraws consent after the biospecimen has been collected?      
14.2. Is it possible that identifiers might be removed from private information collected for this research study, and after removal of such identifiers, the information could be used for future research studies or distributed to another investigator for future research studies without additional informed consent?

 FORMCHECKBOX 
 N/A: No identifiable private information is collected for use in this research study:  Skip to section 15
 FORMCHECKBOX 
 No: Even if identifiers are removed, the private information will not be used or distributed for future research studies.  Skip to section 15
 FORMCHECKBOX 
 Yes: Answer questions 14.2.1 – 14.2.2

14.2.1. How will the private information be accessed, and who will have access?      
14.2.2. What will happen to the private information if the study subject withdraws consent after the information has been collected?      
	15. Ancillary Studies


15.1. Will study subjects be asked to participate in any ancillary studies?

       FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes: Describe the study(ies):      
15.2. Is participation in any other study required for participation in this study?
       FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes: Describe the study(ies):      
	16. Materials Directed to Study Subjects


16.1. Will study subjects be asked to complete any forms, such as Quality of Life (QOL) instruments?

       FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes: List the materials or instruments that subjects will be asked to complete:      
              Please provide copies of any materials or instruments to be completed by study subjects.

16.2. At the time of enrollment will study subjects be given any educational materials specific to the    study?

       FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes: Describe the materials that will be given to subjects and the plan for distributing them:       

Please provide copies of any educational materials specific to the study to be given to study subjects.
	17. Privacy and Confidentiality


Privacy refers to having control over the extent, timing, and circumstances of sharing oneself (physically, behaviorally or intellectually) with others.

Confidentiality refers to how the subject’s identifiable data will be handled, managed, stored, and, if applicable, disseminated.

17.1. What methods will the study use to protect the privacy interests of research subjects (e.g., consent discussion occurs in a private room, etc.)?      
17.2. What safeguards will be used to protect subjects, or small groups of subjects, against being identified, directly or indirectly, in study reports, publications, etc.?      
17.3. What format will be used to store and protect the confidentiality of subject information (e.g., paper, digital, audio, etc.)?      
17.4. How will subject information be kept confidential and secured (e.g., password protection, encryption, etc.)?      
17.5. Who will have access to subject identifiers (e.g., OHRP, FDA, IRB, etc.)?      
17.6. What procedures will be in place for ensuring that only authorized study personnel have access to subjects’ information?      
17.7. Will this study collect information that, if disclosed, could have significant negative consequences to the subjects such as damage to their financial standing, employability, insurability or reputation?

       FORMCHECKBOX 
 No 
       FORMCHECKBOX 
 Yes:  Please describe the sensitive information that will be collected:      
17.8. Will the study be issued a Certificate of Confidentiality?

                   FORMCHECKBOX 
 Yes:  This study is covered by a Certificate of Confidentiality under the NIH 10/01/2017 policy.


 FORMCHECKBOX 
 Yes:  This study has been issued a Certificate of Confidentiality from the following federal agency:      


(Please submit a copy of the Certificate of Confidentiality)
       FORMCHECKBOX 
 No:  If you answered “yes” to question 17.7, please provide an explanation why you will not obtain a Certificate of Confidentiality:      
	18. Oversight and Monitoring


18.1 Does the study include an investigational medical device that is under an IDE with the FDA? (NOTE:  This includes a cell separation device, such as CliniMACS, that is under an IDE with the FDA.)
   FORMCHECKBOX 
 No: Skip to question 18.2    

   FORMCHECKBOX 
 Yes: Answer 18.1.1 and submit the Device Manual





18.1.1. 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:

· Written communication from FDA documenting the IDE number, or state the justification for an exemption from the requirements for an IDE, including the exempt category from 21 CFR 812.2(c).      
· IDE letter from CDRH referencing the device/indication

· Report of prior investigations






 FORMCHECKBOX 
 (NSR) Non Significant Risk 





   
     Provide the following:

· Name of Device:      
· Device Class:   I  FORMCHECKBOX 
    II  FORMCHECKBOX 
     III  FORMCHECKBOX 

· Provide a risk assessment and the rationale used for determination of the risk category as NSR.      
                       Submit the following:

· Written communication from FDA documenting the IDE number, or state the justification for an exemption from the requirements for an IDE, including the exempt category from 21 CFR 812.2(c).      
18.2.     Does the study include an investigational new drug (IND) application with the FDA?  (NOTE:  This includes a cell separation device, such as CliniMACS, that is under an IND with the FDA.)

 FORMCHECKBOX 
 Yes – Answer the following and submit the Investigator Brochure: 

· Name of Investigational Drug:      
· IND Number:      
· Name of Person Holding IND:      
                       Submit the following:

· Written communication from FDA documenting the IND number, or state the justification for an exemption from the requirements for an IND, including the exempt category from 21 CFR 312.2(b).      
             FORMCHECKBOX 
 No – If the study involves the use of a drug other than a marketed drug in the course of medical practice, but meets one of the FDA exemptions from the requirement to have an IND, state the justification for an exemption including the exempt category from 21 CFR 312.2.      
18.3. Has the study undergone a review to evaluate the scientific or scholarly validity of the proposed      research (e.g., by a Scientific Review Committee or funding agency)? 
       FORMCHECKBOX 
 No: Explain:          

       FORMCHECKBOX 
 Yes:  Provide name of committee/group that conducted the scientific review and submit approval letter.      
18.4. In lay language, state the stopping rules for the study.       
18.5. Has a statistician reviewed and approved the stopping rules?

 FORMCHECKBOX 
 Yes 

 
 FORMCHECKBOX 
 No: Explain:      
18.6. Is there a data and safety monitoring plan for this study?

 FORMCHECKBOX 
 No:  Explain:      
 FORMCHECKBOX 
 Yes:  Please reference the section and page(s) of the protocol where the data safety monitoring plan is described. Or, briefly describe the plan for monitoring, reporting, and analyzing unanticipated problems, serious adverse events (SAEs), and other adverse events (AEs).  The plan must include a description of the events or problems that will be tracked and analysis plan for monitoring interim results.      
18.7. Has a Data Safety Monitoring Board (DSMB), or similar committee, been assigned to monitor this study?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes:  Please reference the section and page(s) of the protocol where the committee/board is described:      
18.8. Will there be any external monitoring conducted for this study?

 FORMCHECKBOX 
 No:  Explain:       
 FORMCHECKBOX 
 Yes:  Describe who will conduct the monitoring and how frequently:           
18.9. Is the study registered with www.ClinicalTrials.gov?

       FORMCHECKBOX 
 Yes: What is the registration number? (If registration is pending, enter “pending.”)      
       FORMCHECKBOX 
 No: Answer 18.9.1
18.9.1. Is registration with clinicaltrials.gov required?

                                  FORMCHECKBOX 
 Yes: Explain when registration will occur and who will be submitting the                                    registration:           
        FORMCHECKBOX 
 No: Explain:      
18.10. Have all Study Chairs/Principal Investigators involved in this research study received training in the protection of human research subjects?

 FORMCHECKBOX 
 Yes:  Provide documentation of the Human Subject Protection Training for the Study Chair(s)/Principal Investigator(s)

      
 FORMCHECKBOX 
 No: Explain:      
18.11. Is the sponsor requiring compliance with ICH-GCP (E6) for this study?
    FORMCHECKBOX 
 Yes
    FORMCHECKBOX 
 No

	19. International Research


19.1. Will any of the research be conducted in countries other than the United States?
              FORMCHECKBOX 
 No

              FORMCHECKBOX 
 Yes: Answer questions 19.1.1 – 19.1.5

19.1.1. List the countries:        
19.1.2. Describe the qualifications of the Principal Investigator and research staff for     conducting research in that country(ies):       
19.1.3. 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:       
19.1.4. 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.      
19.1.5. Describe your communication and coordination with local ethics committees for each country where the research is conducted.      
	20. 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.

20.1. Does the Study Chair or any Principal Investigator involved in the development or coordination of this study (or their spouses or dependent children) have a Significant Financial Interest related to his/her Institutional Responsibilities that could bear upon his/her objectivity?  
      
 FORMCHECKBOX 
 No

             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.)       



Investigator's Statement:
As Study Chair/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 subjects 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
 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 groups that have conducted scientific review of the study  

      FORMCHECKBOX 
  Study protocol 
      FORMCHECKBOX 
  Informed consent and assent documents for all subject populations (NOTE: The unrelated donor consent form, if applicable, will be drafted by NMDP IRB staff.)    
      FORMCHECKBOX 
 Curriculum vitae (CV) for each main Principal Investigator (i.e., each Protocol/Study Chairperson)
      FORMCHECKBOX 
  Documentation of training in the protection of human subjects for each main Principal Investigator (i.e., each Protocol/Study Chairperson)
 Submit the following items, if applicable:

      FORMCHECKBOX 
  Recruitment materials 

      FORMCHECKBOX 
  Materials/Instruments/Forms to be completed by subjects

      FORMCHECKBOX 
  Educational materials to be provided to subjects

      FORMCHECKBOX 
  Copy of Certificate of Confidentiality

      FORMCHECKBOX 
  Device Manual

      FORMCHECKBOX 
  Investigator's Brochure 

      FORMCHECKBOX 
  Package Insert (providing drug information)
      FORMCHECKBOX 
  Written communication from FDA documenting IND or IDE number
      FORMCHECKBOX 
  IDE letter; Prior Investigations Report

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.  [image: image1][image: image2][image: image3]
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