Department of the Navy Human Research Protection Program
Directions for Submitting an Assurance Update with INTERNAL IRB
When should an Assurance “Update” be submitted?
Institutions with an IRB must submit an Assurance “Update” for any of the following changes listed below:

-  Change in documentation of training for signatories


-  Change in IRB Chair or Membership List


-  Revised documents attached to the Assurance, such as HRPP and IRB written policies and procedures

-  Change in Human Research Protection Primary Contact
-  Addition of/Change in Human Research Protection Official (HRPO) – separate nomination submission required
What are the steps to submit an Assurance “Update” to the Department of the Navy Human Research Protection Program (DON HRPP)?

1.  Complete the “Assurance Update” template sections A, B, and C.  DO NOT submit a revised Assurance application or Assurance renewal application for an update.
2.  If there is a change in Human Research Protection Primary Contact, complete and sign Section D.

3.  Attach any revised or new documents, or required training completion certificates.
4.  Submit the Assurance Update Form and any supporting documents to DON HRPP via email at usn.ncr.bumedfchva.mbx.don-hrpp@mail.mil.
DON HRPP Review:  DON HRPP will review the Assurance “Update” and provide feedback or copies of signed documents, if applicable.
Record Keeping:  Institutions will maintain all Assurance “Updates” and attached documents and have available for review by the Navy Surgeon General and DON HRPP.
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PART 1

DOD INSTITUTION INFORMATION

A.   DoD Assurance Update for:

       DoD Assurance Number:  DoD-N400  

       DoD Assurance Expiration:       
B.  Institution Information:
Name:       
DoD Component: Department of the Navy
Mailing Address:       
Department of Health and Human Services (DHHS) Federalwide Assurance (FWA) Number (if applicable):       
FWA Expiration Date (if applicable):       

Description of the Institution:       
C. Update:  Check all that apply and attach supporting documents.
[ FORMCHECKBOX 
] Change in IRB Chair or Membership List – Use ONLY the attached list format

[ FORMCHECKBOX 
] Revised documents attached to the Assurance, such as HRPP and IRB written policies and procedures

[ FORMCHECKBOX 
] Change in Human Research Protection Primary Contact
[ FORMCHECKBOX 
] Addition of/Change in Human Research Protection Official (separate nomination submission required)
D.  Institutional Signature:
Primary Contact for Human Research Protection 
Signature:






Date: 
Name:            Rank/Grade:            

Institutional Title:       
Telephone number:                   FAX number:                   Email address: 
Mailing Address:      
Institutional Review Board (IRB) Membership List

Name of IRB:
     






Effective Date of Membership List:       
DoD IRB # (if applicable):       



   
DHHS IRB # (if applicable):       
Institution Name:       





DoD Assurance Number:       
	Rank/Title
	Last Name
	First Name
	MI
	Gender (M/F)
	Earned Degrees
	Professional Expertise/ Experience (indicate Non-Scientist by NS)
	Affiliated

(Yes/No)
	Name of Institution for Non-affiliated Members

	IRB Chair
	     
	     
	 
	 
	     
	     
	   
	     

	Voting (Primary) Members - including Vice Chairs
	

	1.      
	     
	     
	 
	 
	     
	     
	   
	     

	2.      
	     
	     
	 
	 
	     
	     
	   
	     

	3.      
	     
	     
	 
	 
	     
	     
	   
	     

	4.      
	     
	     
	 
	 
	     
	     
	   
	     

	5.      
	     
	     
	 
	 
	     
	     
	   
	     

	6.      
	     
	     
	 
	 
	     
	     
	   
	     

	7.      
	     
	     
	 
	 
	     
	     
	   
	     

	8.      
	     
	     
	 
	 
	     
	     
	   
	     

	9.      
	     
	     
	 
	 
	     
	     
	   
	     

	10.      
	     
	     
	 
	 
	     
	     
	   
	     

	Alternates for Voting Members  (Alternate for Member name/number)

	1.      
	     
	     
	 
	 
	     
	     
	   
	     

	2.      
	     
	     
	 
	 
	     
	     
	   
	     

	3.      
	     
	     
	 
	 
	     
	     
	   
	     

	4.      
	     
	     
	 
	 
	     
	     
	   
	     

	5.      
	     
	     
	 
	 
	     
	     
	   
	     

	6.      
	     
	     
	 
	 
	     
	     
	   
	     

	7.      
	     
	     
	 
	 
	     
	     
	   
	     

	8.      
	     
	     
	 
	 
	     
	     
	   
	     

	9.      
	     
	     
	 
	 
	     
	     
	   
	     

	10.      
	     
	     
	 
	 
	     
	     
	   
	     


** A change in command Institutional Official constitutes an Assurance RENEWAL submission, not an update. **











DoD-N Assurance with IRB UPDATE Template (01 Dec 2015).doc
1
DoD-N Assurance with IRB UPDATE Template (07 Oct 2015-CLEAN).doc

2


*NOTE: All signature block information MUST be typed*

