DD MMM YYYY
From:  Name
To:    Chair, Institutional Review Board

Subj:  Continuing Review of IRB Protocol Number xxx
Ref:   (a) BUMEDINST 3900.6B

Encl:  (1) Continuing Review for IRB Protocol

1.  Per reference (a), the Institutional Review Board is required to review all work conducted under previously approved research protocols at least annually.  Enclosure (1) is provided for that review.


Name
CONTINUING REVIEW FOR IRB PROTOCOL

 1.  Protocol title:  

 2.  Protocol number:  

 3.  Dates of research:  

 4.  Principal Investigator/Telephone number:  

 5.  Update of research background:  

 6.  Changes since last review:  (A copy of the Consent Form must be attached and reflect the current date.  In the footer of the Consent Form insert this statement, “This document not to be used after mm/dd/yy”) <this date will be the latest IRB meeting date.  

 7.  Subjects:  

 8.  Adverse events:  

 9.  Medical care:  

10.  Informed consent: NOTE: PI Will submit last year’s signed consent forms to the IRB office  

11.  Research and safety procedures:  

     a.  Device safety inspected and certified?

     b.  All research and safety procedures have faithfully conformed to the descriptions in the protocol as approved by the IRB.

12.  Findings to date:
13.  Compliance with regulations:  To the best of my knowledge, this project has been conducted in compliance with all of the requirements of NAVHLTHRCHCENINST 3900.2 and the related instructions and regulations cited therein.

14.  Personnel qualifications:  All personnel are appropriately trained and qualified for their work on the project.

15.  Maintenance of records:  All IRB-relevant records are properly kept and securely stored as described in the protocol approved by the IRB.

16.  Collaborating institutions: (Attach their IRB approval documentation)
_________________________________________

_____________________________

Name







Date

Principal Investigator

INVESTIGATOR ASSURANCE AGREEMENT

I, the Department Head, Principal Investigator, or Co-Investigator cited as responsible for performing and monitoring the research under the protocol entitled, "xxx," have read and understood the provisions of Title 32 Code of Federal Regulations Part 219 (Protection of Human Subjects), Department of Defense (DoD) Directive 3216.2 (Protection of Human Subjects and Adherence to Ethical Standards in DoD-Supported Research), Secretary of the Navy Instruction (SECNAVINST) 3900.39C (Protection of Human Subjects), Bureau of Medicine and Surgery Instruction (BUMEDINST) 6710.69, (Use of Investigational Agents in Humans, if applicable), Bureau of Medicine and Surgery Instruction (BUMEDINST) 3900.6B (Protection of Human Research Volunteers from Research Risks), Department of Defense (DoD) Directive 5500.7 (Standards of Conduct), and local instructions as applicable.  I will abide by all applicable laws and regulations, and I agree that in all cases, the most restrictive regulation related to a given aspect of research involving protection of research volunteers will be followed.  In the event that I have a question regarding my obligations during the conduct of this Navy-sponsored project, I have ready access to each of these regulations, as either my personal copy or available on file from the Chair, Institutional Review Board.  I understand that my immediate resource for clarification of any issues related to the protection of human research volunteers is the Chair, Institutional Review Board.

Signatures and Dates:

____________________________________________________  _______/_______/_______
[Typed Name]

Department Head

____________________________________________________  _______/_______/_______

[Typed Name]

Principal Investigator

____________________________________________________  _______/_______/_______

[Typed Name]

Co-investigator

RECORD OF CHANGES TO PROTOCOL
Assurance Number:  DoD #

Title of Research Protocol:

Dates of the Research:  From: _________To: _________

Principal Investigator/Telephone number:

Medical Monitor/Telephone number:

	Brief Description of Changes

	

	I certify that all co-investigators/support staff have been informed of the above changes. 

___________________________________________________________________

Principal Investigator, Date



	I accept the above change in the research protocol.

___________________________________________________________________

Co-investigator, Date
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