
Directions: A study team member completes Part A.  The Institution's Human Protections Administrator (HPA) (or designee), completes, signs and dates Part B.  
Contact the Headquarters, US Army Medical Research and Development Command’s Office of Research Protections Institutional Review Board Office (HQ USAMRDC IRBO) by email at usarmy.detrick.medcom-usamrmc.other.irb-office@mail.mil for questions regarding the completion of this form.

1. Protocol Title: 
2. Principal Investigator Name and Contact Information:

Name: 
Telephone number:  Commercial  
Email address: 
3. Other Point of Contact for study-related questions (e.g., study coordinator):
Name: 
Telephone number:  Commercial  
Email address: 
4. Funding Source(s):  (Check all that apply)

 FORMCHECKBOX 
 Internal (core) funding

 FORMCHECKBOX 
 MRDC (e.g. CDMRP/TATRC, Joint Warfighter, etc)      
 FORMCHECKBOX 
 DOD agency (e.g. DHP, DARPA, Navy, Air Force)       
 FORMCHECKBOX 
 Other Federal agency (e.g. NIH, NSF, NIOSH)       
 FORMCHECKBOX 
 Other:       
Grantee:  
Grant/contract number: 
Grant/Contract or Project Title: 
5. The research study involves: (Check all that apply.  Mark all documents and requests in Appendix A being submitted for IRB approval and consideration.)
 FORMCHECKBOX 
 Service Members as the target study population

 FORMCHECKBOX 
 Minors

 FORMCHECKBOX 
 Individuals with diminished capacity

 FORMCHECKBOX 
 Drugs, dietary supplements, and/or biologics
 FORMCHECKBOX 
 Medical devices

6. The research study involves collaboration with researchers from other institutions?   FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes 
If Yes, complete table, adding rows as needed.
	Collaborating Institution (CI)
	CI Investigator Name 
	Role of Personnel at Collaborating Institution (e.g. receipt and analysis of coded data)**

	
	
	

	
	
	

	
	
	


** - Role of Personnel must be clearly indicated in the protocol
7.  
The research study is a multi-site study.  FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes

If Yes, this submission represents : (Check all that apply)

  FORMCHECKBOX 
 the Lead/Core Site  
  FORMCHECKBOX 
 a Performance Site
  FORMCHECKBOX 
 the Coordinating Center
  FORMCHECKBOX 
 Other:   FORMTEXT 

     
8.  
Please provide a brief explanation of a/any condition(s) that impacts the IRB review timeline and details about tentative study start dates (e.g., funding timeline, subject population deployment/availability, resource availability).       

     








     
Name of Study Team Person Completing the Checklist


Date
Email:       
Phone Numbers:  Commercial          DSN:       

1. Your Institution’s internal protocol number (if applicable):       

2. Your Institution’s DoD Assurance for the Protection of Human Subjects (Assurance):      
    Expiration Date:      
3. All study team members, including contractors working at your Institution, are covered by your Institution's Assurance.
     FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No - EXPLAIN:      
4. The research study involves collaboration with researchers from other institutions.     FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes 
       Based on Question #6 from Part A, complete the table below: (Add rows as needed)
	Collaborating Institution (CI)
	CI POC and Contact Information for IRB Reliance discussions


	Role of Personnel at CI*
	IRB Review Plan** 
(make one selection)

	
	
	 FORMCHECKBOX 
 Mark if CI is not engaged in human subjects research
	 FORMCHECKBOX 
 Request HQ MRMC to be the IRB of Record

 FORMCHECKBOX 
 CI’s IRB will review the research.  Review is expected on or about 

	
	
	 FORMCHECKBOX 
 Mark if CI is not engaged in human subjects research
	 FORMCHECKBOX 
 Request HQ MRMC to be the IRB of Record

 FORMCHECKBOX 
 CI’s IRB will review the research.  Review is expected on or about 

	
	
	 FORMCHECKBOX 
 Mark if CI is not engaged in human subjects research
	 FORMCHECKBOX 
 Request HQ MRMC to be the IRB of Record

 FORMCHECKBOX 
 CI’s IRB will review the research.  Review is expected on or about 


* - Please refer to the OHRP guidance on Engagement of Institutions in Human Subjects Research https://www.hhs.gov/ohrp/regulations-and-policy/guidance/guidance-on-engagement-of-institutions/index.html
** - Please contact the Director or Deputy Director of the HQ USAMRDC IRB Office (IRBO) to discuss presence of reliance agreement(s)
5. Does the protocol require a Human Research Protection Official (HRPO) review (i.e., for the involvement of a non-DoD collaborator)?   NoYes  
       Explain reason:  
6.  
Does the protocol require a Component-level Administrative Review (CLAR) review IAW DoDI 3216.02 Enclosure 3 (3.a.8) or (3.b)?  Yes   If yes, explain why:  No    
7.  
Does the protocol require a review by the USAMRDC ORP HRPO per Command Policy 2013-75 (i.e., first in  human IND/IDE studies, OCONUS research with Subparts B, C, D applicability)? 

Yes
If yes, explain why:  No

8.  
The Principal Investigator adequately addressed all deficiencies identified by the scientific review process. 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No - EXPLAIN:      
9. 
Additional committee and regulatory approvals required by the institution: (Check all that apply)
 FORMCHECKBOX 
 Radiation/Safety Committee

 FORMCHECKBOX 
 Institutional Biosafety Committee
 FORMCHECKBOX 
 NIH Recombinant DNA Advisory Committee (RAC)

 FORMCHECKBOX 
 Other:       
Provide details on current status of above reviews: 
10. 
Institutional individuals to be copied on IRB official correspondence (e.g., Commander, Institutional Official, HPA): (Please add as many individuals as needed, and contact the IRB Office or the IRB Office Reviewer point of contact to share any changes to this list.)
Name: 
     


Institution/Protocol Study Title:      
Email address:      
Name: 
     


Institution/Protocol Title:      
Email address:      
Name: 
     


Institution/Protocol Title:      
Email address:      

I reviewed the submission packet and attest that all required documents are included and complete. I have verified that Appendix A accurately reflects the documents and requests submitted for IRB approval and consideration.  
     
HPA Name 

__​​​​​​​​​​​​​​​​​​​​​​​​​​_________________________________________

     
HPA Signature






Date
Appendix A: Mark to reflect all documents and requests submitted for IRB review
 FORMCHECKBOX 
 Research protocol 
 FORMCHECKBOX 
 Procedural SOPs if referenced in research protocol
 FORMCHECKBOX 
 Scientific Review documentation (include review(s), Principal Investigator’s response, and

  approval)
 FORMCHECKBOX 
 Consent form(s) for all study arms/groups
 FORMCHECKBOX 
 Request for Waiver of informed consent
 FORMCHECKBOX 
 Request for Waiver of documentation of informed consent

 FORMCHECKBOX 
 HIPAA Authorization
 FORMCHECKBOX 
 Request for Partial HIPAA Waiver
 FORMCHECKBOX 
 Request for Full HIPAA Waiver

 FORMCHECKBOX 
 Not applicable (e.g., not a covered entity)
 FORMCHECKBOX 
 Signed and dated Investigator Agreement
 FORMCHECKBOX 
 Curricula vitae/résumés for all study team members
    FORMCHECKBOX 
 Curriculum vita/résumé for Research Monitor

       FORMCHECKBOX 
 Documentation of human subjects protection training for all study team members (and Research Monitor, if applicable) having direct interaction with subjects or their identifiable information
 FORMCHECKBOX 
 Completed conflict of interest forms for all study team members (include Research Monitor, if applicable)

 FORMCHECKBOX 
 All recruiting material, including but not limited to: 

Flyers/posters

Phone Scripts

Briefing Materials 
Recruitment Letters/Emails
Announcements

Advertisements

Screening Form(s)

 FORMCHECKBOX 
 All research instruments and data collection forms, including but not limited to:

Questionnaires/Surveys

Interview Guides 

Study Instruments

Volunteer Registry Data Sheets

 FORMCHECKBOX 
 Letter(s) of support from Commanders of military facilities or organizations at which recruitment will
  occur or study will be conducted (if different than PI’s institution)
RESEARCH INVOLVING MINORS

 FORMCHECKBOX 
 Parental permission form
 FORMCHECKBOX 
 Assent form 

RESEARCH INVOLVING INDIVIDUALS WITH DIMINISHED CAPACITY

 FORMCHECKBOX 
 LAR Consent form     FORMCHECKBOX 
 Assent form        FORMCHECKBOX 
 Process for participant consent upon regaining capacity 
RESEARCH INVOLVING NON-ENGLISH SPEAKING PARTICIPANTS 
 FORMCHECKBOX 
 Short Form  

RESEARCH INVOLVING DRUGS, DIETARY SUPPLEMENTS, AND/OR BIOLOGICS
 FORMCHECKBOX 
 Documentation specifying IND number, OR documentation that no IND is required

 FORMCHECKBOX 
 Investigator’s Brochure/Product Insert 

 FORMCHECKBOX 
 Documentation of all investigators’ most recent GCP training 
 FORMCHECKBOX 
 FDA correspondence
RESEARCH INVOLVING DEVICES
 FORMCHECKBOX 
 Documentation specifying IDE Number, OR documentation that no IDE is required

 FORMCHECKBOX 
 Manufacturer’s Device Manual/device information

 FORMCHECKBOX 
 Device Safety Information

 FORMCHECKBOX 
 Document from manufacturer/sponsor with declaration of level of risk for device (NSR or SR) 

 FORMCHECKBOX 
 Documentation of all Investigators’ most recent GCP training

 FORMCHECKBOX 
 FDA Correspondence
US Army Medical Research and Development Command


Office of Research Protections 


Institutional Review Board Office





NEW PROTOCOL IRB SUBMISSION CHECKLIST








Part A (completed by Study Team member)











Review Appendix A for documents requiring submission.  Ensure all information and required documents are included in the submission.


Incomplete information or an incomplete submission packet will delay the IRB’s consideration of the study.





Part B


(completed by Human Protections Administrator or designee)
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