



[INSERT: date] 

From:
Human Research Protection Official, [INSERT: Command Name]
To:
Contracting Officer, [INSERT: Command Name]
Via:
Program Officer
Subj:  
Department of Navy’s (DON) Human Research Protection Official (HRPO) Checklist for [INSERT: Award No or other appropriate identifier] to [INSERT: Performer Name] for research entitled [INSERT: Title]
Ref:
(a) DFARS 252.235-7004
(b) SECNAVINST 3900.39D

(c) DoDI 3216.02

Encl:   
(1)
DON HRPO Checklist for Extramural Research (HRPO Checklist A)
(2)
Additional Checklist for Extramural Research (HRPO Checklist B) (if applicable)

(3)
Post Initial HRPO Approval Reportable Event Checklist (HRPO Checklist C) (if applicable)
References (a), (b), and (c) require Performer submission of documentation prior to award for research involving human subjects.  In accordance with reference (c), a review of the protocol, related documentation or exemption determination, if applicable, has been completed by the HRPO.   

In addition to Enclosure (1) and if applicable Enclosures (2) or (3)*, the documentation that was considered (as checked off below) is also attached:

1) Assurance/Addendum documentation  [     ]
2) Exemption determination letter or Institutional Review Board (IRB) approval letter  [     ]
3) IRB-approved protocol  [     ]
4) IRB-approved consent form  [     ]
5) Documentation of completion of ethics training by the Principal Investigator  [     ]  

6) Additional documentation  [     ]

Based on this review of Enclosure (1) and of the Performer-provided documentation, the Assurance/Addendum is appropriate for the proposed research, the protocol, and the IRB approval or exemption appears to be in compliance with the DoD component policies.  
[INSERT: Signature of HRPO] 

*Note to HRPO: Provide multiple checklists and repeat steps 1 through 5 if award includes multiple protocols
Terms of Department of Navy (DON) 

Human Research Protection Official (HRPO) Approval
A.  DON-Supported Non-DoD Extramural Performers must promptly provide the HRPO with a report of any of the following reportable events after receipt of initial HRPO approval:

1.
"All suspensions or terminations of previously approved DON-supported research protocols."  (SECNAVINST 3900.39D par 8d(2)(a)) .  (DoDI 3216.02 Enc. 3, par 4b(4))

2
"The initiation and results of investigations of alleged serious or continuing non-compliance with human subject protections." (SECNAVINST 3900.39D par 8d(2)(b)) (DoDI 3216.02 Enc. 3, par 4b(4))

3. 
"Unanticipated problems involving risks to subjects or others (UPIRTSO), or serious adverse events in DON-supported research." (SECNAVINST 3900.39D par 8d(2)(c)) .  (DoDI 3216.02 Enc. 3, par 4b(4))

4
"All audits, investigations, or inspections of DON-supported research protocols." (SECNAVINST 3900.39D par 8d(2)(d)) SECNAVINST 3900.39D,par 8c(23)(g))

5
"All audits, investigations, or inspections of the institution’s HRPP conducted by outside entities, any Federal department or agency or national organization (e.g., the FDA or OHRP)." (SECNAVINST 3900.39D par 8d(2)(e)) (DoDI 3216.02 Enc. 3, par 4b(4))

6
"Significant communication between institutions conducting research and other federal departments and agencies regarding compliance and oversight."( SECNAVINST 3900.39D
par 8d(2)(f))

7.
"All restrictions, suspensions, or terminations of institutions’ assurances." (SECNAVINST 3900.39D, par 8d(2)(g); (DFARS 48 CFR 252.235.072(e); (c)(1))

8.
When significant changes to the research protocol are approved by the IRB (to include but not limited to when the IRB used to review and approve the research changes to different IRB). (DoDI 3216.02 Enc. 3, par 4b(4)), HRPO must review and accept IRB-approved substantive changes to an approved research protocol before they are implemented. (DoDI 3216.02 Enc. 3, par 4c(2)(c))

9.
Results of IRB continuing review. (DoDI 3216.02 Enc. 3, par 4b(4)) HRPO must ensure the IRB conducts an appropriate continuing review at least annually. (DoDI 3216.02 Enc. 3, par 4c(2)(d))

10.
When a Subject Becomes a Prisoner, non-DoD institution shall promptly report all decisions in this matter to the HRPO. (DoDI 3216.02 Enc. 3, par 7b(3)).  DON HRPP must concur with the IRB’s approval at a convened IRB  meeting before the human subject can continue to participate while a prisoner (unless the IRB Chair determines in writing that it is in the best interest of the prisoner-subject to continue to participate in the research while a prisoner until the IRB and DON HRPP office approve or disapprove the prisoner-subject’s involvement in the research).
B.  HRPO Approval requires compliance with the following throughout the duration of the research:

1.
Non-DoD Performer conduct of DON-Supported research involving human subjects must be in compliance with the terms of its Federal Wide Assurance, DoDI 3216.02, SECNAVINST 3900.39D, 32 CFR 219, 21 CFR 50, 56, 312, 812, applicable DON funding agreements, and applicable agreements for either IRB review or assurance coverage for individuals at institutions without an assurance (DoDI 3216.02 Enc. 3, par 4a).

2.
The following are select requirements of the above listed DoD regulations:
a. Ensure all DON-supported research involving human subjects activities have DON Human Research Protection Official (HRPO) approval prior to start.
b. Conduct initial and continuing research ethics education for non-DoD personnel conducting research involving human subjects.
c. Ensure IRB consideration of scientific merit of new research and any significant changes thereto.
d. Ensure additional protections for military and DoD civilian research subjects to minimize undue influence.
e. Explain to subjects any provisions for medical care for research-related injury.
f. Appoint a research monitor, when necessary.
g. Safeguard for research conducted with international populations.
h. Protect pregnant women, prisoners, and children.
i. Comply with DoD limitations on research where consent by legally authorized representatives is proposed.
j. Comply with DoD limitation on exceptions from informed consent (e.g., 10 USC 980, 45 CFR 46, and 21 CFR 50).
k. Comply with limitations on dual compensation for U. S. military and DoD Federal personnel.
l. Follow DoD requirements for additional review for DoD-sponsored survey research or survey research within DoD.
m. Follow procedures for addressing financial and other conflicts of interest.
n. Prohibit research with prisoners of war (POW).
o. Comply with requirements for investigations of Food and Drug Administration regulated products (drugs, devices, and biologics).
p. Support oversight by the DON (which may include HRPO, DON HRPP Office Component review of the research, requests for documentation such as Institutional Review Board (IRB) membership rosters, and site visits).
3.  Adhere to the following recordkeeping requirements:
a.
Retain records for at least 3 years after the completion of the research.  DoD Components may rely on the non-DoD institutions to keep the required records that were generated by the institution, or the DoD Components may make arrangements to transfer the records. (DoDI 3216.02 Enc. 3, par 15a)

b.
Records maintained by non-DoD institutions that document compliance or noncompliance with DoDI 3216.02 shall be made accessible for inspection and copying by authorized representatives of the Department of Defense at reasonable times and in a reasonable manner as determined by the supporting DoD Component. (DoDI 3216.02 Enc. 3, par 15d)
