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Investigator Statement of Assurance

Instructions:  Please complete and indicate to which form this assurance is attached:


 FORMCHECKBOX 

Initial Review Application (IRB Form 1)


 FORMCHECKBOX 

Request for Modification to IRB Approved Research # 

 FORMCHECKBOX 

Continuing Review Report #        (IRB Form 4)


 FORMCHECKBOX 

Annual Report for Exempt Research #        (HRPP Form 4)

 FORMCHECKBOX 

Amendment to Exempt Research #        (HRPP Form 6)
Please contact the NMRC Office of Research Administration if you have any questions at (301) 319-7276. 

Part A – Principal Investigator Statement of Assurance

I understand that, as Principal Investigator, I have ultimate responsibility for the protection of the rights and welfare of human subjects, conduct of the study and the ethical performance of the project.  I agree to accept responsibility for the conduct and supervision of this research and the protection of human subjects as set forth in the Belmont Report and as required by (i) local, state and federal law and regulation, including DoD regulations a, 32 CFR Part 219, DoD Instruction 3216.02, and SECNAV Instruction 3900.39D, FDA regulations at 21 CFR Part 50 & Part 56 and DHHS regulations at 45 CFR Part 46 Subparts B, C, and D, (ii) applicable DoD and DoN directives and instructions, and (iii) NMRC IRB policies and procedures and its DoD Navy and Federalwide Assurances, such that:

· The protocol will be performed by qualified personnel according to the NMRC IRB approved protocol.

· All changes in the protocol and consent form will be approved by the NMRC IRB before they are initiated.

· Legally effective informed consent will be obtained from human subjects if applicable.

· Serious Adverse Events (SAEs), adverse events (AEs) and unanticipated problems involving subjects or others will be reported to the NMRC IRB in a timely manner.

· All noncompliance with the NMRC IRB requirements or the human subject protection regulations will be reported to the NMRC IRB in a timely manner.

· If I am currently a NMRC employee and I leave NMRC, I will assure that all appropriate documents, constituting a final report, are submitted to the IRB for review or will arrange for another individual to serve as Principal Investigator before I leave.

· I have satisfied initial and continuing human subject protection education requirements.

· In the event any question regarding my obligations arises during the conduct of this project, I will consult with the NMRC IRB Chair or Vice Chair and any other human research authorities in my chain of command.

I further certify that the proposed research (or proposed changes in research) is not currently underway and will not begin until the Commanding Officer approves the request.  

INSTITUTION NAME:       

Signature:
_____________________________________

Date: 



Name:
     
Title:
     
Part B – NMRC Lead Investigator Statement of Assurance

By my signature as Lead Investigator on this research protocol, I certify that the Principal Investigator from the collaborating institution is knowledgeable about the regulations and policies governing DoD-regulated research with human subjects and has sufficient training and experience to conduct this particular study in accordance with the approved protocol.

In addition,

· I agree to collaborate with the Principal Investigator on a regular basis to monitor study progress.

· I will be responsible for overseeing the study procedures conducted by NMRC personnel. 

· I will ensure that the Principal Investigator promptly report significant or untoward Serious Adverse Events (SAEs), adverse events (AEs) and unanticipated problems involving subjects or others to the NMRC IRB in a timely manner.

· I will ensure that all changes in the protocol and consent form will be approved by the NMRC IRB before they are initiated except where necessary to eliminate apparent immediate hazards to the subjects.
· If I leave the command for another assignment, I will arrange for an alternate NMRC staff member to assume responsibility during my absence and will submit this change in research personnel to the NMRC IRB before my departure.

I further certify that the proposed research or proposed changes in research is/are not currently underway and will not begin until the Commanding Officer approves the request.  

Signature:
_____________________________________

Date: 



Name:
     
Title:
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