Department of the Navy 
Human Research Protection Program

DoD-Navy Addendum to Federalwide Assurance of Protection for Human Subjects

For Institutions Conducting or Collaborating in DON-supported Human Subject Research 
[   ] New Addendum 

[    ] Addendum Renewal
[     ] Addendum Update

Institution Name:

Address:

Federalwide Assurance #:


FWA Expiration Date:
FWA IRB(s) #:

Part 1

Department of Defense (DoD) and Department of the Navy (DON) Regulations and Guidance
This institution assures it will comply with the following regulations and guidance when conducting, reviewing, approving, overseeing, supporting, or managing DON-supported research with human subjects:
· The Belmont Report  
· 32 Code of Federal Regulations Part 219 (32 CFR 219), Department of Defense Regulations, “Protection of Human Subjects”  
· 45 Code of Federal Regulations Part 46, (45 CFR 46) Department of Health and Human Services Regulations, “Protection of Human Subjects”  
· Department of Defense (DoD) Directives 3216.2, “Protection of Human Subjects and Adherence to Ethical Standards  in DoD-supported Research”
· Secretary of the Navy Instruction 3900.39D, “Human Research Protection Program”

· Title 21 Code of Federal Regulations 50, 56, 312, 600, 800,  Food and Drug Administration (FDA) regulations
· DoDD 3210.7, “Research Integrity and Misconduct” 

· DoDD 6200.2, “Use of Investigational New Drugs in Force Health Protection”
· Other relevant DON instructions or policies and procedures.
These regulations and guidance address such matters as:

· Initial and continuing research ethics training for all personnel who conduct, review, approve, oversee, support, or manage human subject research
· Written determination by a designated official (other than investigators) whether  research meets criteria for exemption  
· New research and substantive amendments to approved research must undergo scientific approval prior to ethics (IRB) review

· Additional protections for military research subjects to minimize undue influence
· Provisions for research-related injury 
· Requirements for reporting unanticipated problems, adverse events, and research-related injury
· Appointment of Medical Monitor
· Additional safeguards for research conducted with international populations

· Additional protections for pregnant women, prisoners, and children (Subparts B, C, and D of 45 CFR 46)
· Limitations on research where consent by legally authorized representatives is proposed
· Limitation on exceptions from informed consent in emergency research
· Limitations on compensation for U. S. military personnel

· U. S. Navy-wide survey research requires additional review
· Addressing and reporting allegations of non-compliance with human research protections

· Addressing and reporting allegations of research misconduct 
· Procedures for addressing conflicting and competing interests
· Prohibition of research with prisoners of war (POW) and detainees 
· Provisions for research with human subjects using investigational test articles (drugs, device, and biologics)
· Oversight by the DON HRPP through headquarters-level review of research protocols (including relevant IRB meeting minutes) after local institutional approval and site visits of the institution’s HRPP 
Part 2
Institutional Affirmation: Institution with its own IRB(s)
The undersigned are aware of the additional DoD and DON requirements, have ready access to the above regulations and guidance, and ensure that the institution complies with the requirements.
Official Legally Authorized to Represent the FWA Institution 

Signature:_____________________________________ Date:______________


Name


Institutional Title


Address


Telephone number


FAX


Email address

Primary Contact - Human Research Protections
Signature:____________________________________ Date:______________

Name

Institutional Title

Address

Telephone number

FAX

Email address

IRB Chair(s)

Signature:__________________________________ Date: ______________

Name

Institutional Title

Address

Telephone number

FAX

Email address
Part 2

Institutional Affirmation: Institutions relying on another Institution’s IRB(s) 
The undersigned are aware of the additional DoD and DON requirements, have ready access to the above regulations and guidance, and ensure that the IRB complies with the requirements.

The reviewing institution’s IRB will review and oversee the conduct of the human subject research covered by this Addendum in accordance with all applicable federal laws and regulations, DoD directives, DON instructions, state laws, and local guidance to include:
1)  Verify that all personnel involved in conducting and overseeing the research have completed the required research ethics training, including the protection of human research subjects.

2)  Verify that investigators and other research personnel are qualified to conduct the research. 
3)  Verify that the research has been approved by an independent scientific review process.

4)  Provide the initial and continuing review and oversight of the research to satisfy all applicable requirements. 
5)  Verify the use and disclosure of protected health information complies with applicable privacy regulations and requirements.
6)  Provide a copy of the IRB’s review and determinations and relevant sections of the IRB meeting minutes concerning the research to the performing institution.
7)  Report any unanticipated problems involving risks to subjects or others and adverse events, and serious or continuing non-compliance to appropriate performing institution’s officials, and /or sponsor.

8)  Maintain documentation (current copies of the IRB approved research protocol, initial review, continuing review, amendments, adverse events reports, and final report), all communications with the IRB, the finalized agreement, and other relevant information) in accordance with federal and  DON record keeping requirements.

Official Legally Authorized to Represent the FWA Institution Submitting the Addendum

Signature:_____________________________________ Date:______________

Name


Institutional Title


Address


Telephone number


FAX


Email address
Primary Contact - Human Research Protections of the FWA Institution
Signature:____________________________________ Date:______________

Name

Institutional Title

Address

Telephone number

FAX

Email address

Official Legally Authorized to Represent the Institution with the Reviewing IRB(s)

Signature:_____________________________________ Date:______________


Name


Institutional Title


Address


Telephone number


FAX


Email address

IRB Chair(s) of the Institution with the Reviewing IRB(s)
Signature:__________________________________ Date: ______________

Name

Institutional Title

Address

Telephone number

FAX

Email address
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