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Human Research Protection Program

	Major References:
*1 CFR 219
*2 DoDD 3216.02
*3 SECNAVINST 3900.39D

	Command POC:



	Standard
	Yes
	No
	Comments/Notes

	Education and training in human research protections is required for personnel conducting, reviewing, approving, managing, supporting, or overseeing human subject research.  Specifically, Collaborative Institutional Training Initiative (CITI) must be completed and documented.

	
	
	[DoDD 3216.02 Encl 2 para 1.f. and Encl 3 para 5; SECNAVINST 3900.39D para 6a(2), 6a(4)(b), 8c(2); DON HRPP Education Policy]

	Institution engaged in DoD/DON-supported research shall have an approved DoD Navy Assurance or the researcher may use an Individual Investigator Agreement to associate with an institution having a Federal Assurance.

	
	
	DoD Navy Assurance document- [32 CFR 219.103(a), DoDD 3216.02, Enclosure (3) para 2a(2)(a); SECNAVINST 3900.39D para 6a(4)(a), 8c(5)]

	Assurance includes a statement of principles governing responsibilities for protecting the rights and welfare of human subjects of research conducted at or sponsored by the institution, regardless of whether the research is subject to Federal regulation.

	
	
	[32 CFR 219.103(b)(1)]

	A list of IRB members identified by name; earned degrees; representative capacity; indications of experience such as board certifications, licenses, etc., sufficient to describe each member's chief anticipated contributions to IRB deliberations; and any possible conflicts of interest related to employment or other relationship between each member and the institution; for example: full-time employee, part-time employee, member of governing panel or board, stockholder, paid or unpaid consultant.

	
	
	[32 CFR 219.103(b)(3); 32 CFR 219.115(a)(5) and SECNAVINST 3900.39D 6b]

	The DoD Navy assurance is executed by an individual authorized to act for the institution (Commander, CO, OIC) 

	
	
	[32 CFR 219.103(c) and SECNAVINST 3900.39D 7b(1)]

	Submit an updated assurance whenever the institutional Signatory Official or IRB Chairs change.
	
	
	[SECNAVINST 3900.39D  8C(5)(c)

	Certify (document) that each research protocol has been reviewed and approved by the IRB. 

	
	
	[32 CFR 219.103(f)]

	After IRB review and recommendation, CO/OIC reviews and approves or disapproves.  However, they may not approve the research if it has not been approved by an IRB.

	
	
	[32 CFR 219.112]

	Comply with any state or local laws or regulations that may otherwise be applicable and that provide additional protections for human subjects.

	
	
	[32 CFR 219.101(f)]

	Comply with any foreign laws or regulations that may otherwise be applicable and that provide additional protections to human subjects of research, after permission of the host country is first obtained.  

	
	
	[32 CFR 219.101(g) and OPNAVINST 3900.39D 6I]

	Includes at least five members, with varying backgrounds to promote complete and adequate review of research activities commonly conducted by the institution AND if an IRB regularly reviews research that involves a vulnerable category of subjects, such as children, prisoners, pregnant women, or handicapped or mentally disabled persons, consideration shall be given to the inclusion of one or more individuals who are knowledgeable about and experienced in working with these subjects. Must be federal employees, IPA, or 5 USC 3109. Physician member if reviewing research with investigational articles.

	
	
	[32 CFR 219.107(a) , DODD 3216.02 para 4.3.2?, SECNAVINST 3900.39D, para 8e(1)]

	No IRB consists entirely of men or entirely of women, (no selection is made on the basis of gender). No IRB may consist entirely of members of one profession.

	
	
	[32 CFR 219.107(b)]

	Include at least one member whose primary concerns are in scientific areas and at least one member whose primary concerns are in nonscientific areas.

	
	
	[32 CFR 219.107(c)]

	Include at least one member who is not otherwise affiliated with the institution and who is not part of the immediate family of a person who is affiliated with the institution.

	
	
	[32 CFR 219.107(d)]

	Include at least one member who is not otherwise affiliated with the institution and who is not part of the immediate family of a person who is affiliated with the institution.

	
	
	[32 CFR 219.107(d)]

	May, in its discretion, invite individuals with competence in special areas to assist in the review of issues which require expertise beyond or in addition to that available on the IRB. These individuals may not vote with the IRB.

	
	
	[32 CFR 219.107(f)]

	Written IRB procedures for conducting its initial and continuing review of research and for reporting its findings and actions to the investigator and the institution.

	
	
	[32 CFR 219.103(b)(4)(i)] Also- The statement in the DOD Navy Assurance is not a substitute for Standard Operating Procedures (SOP) as the Assurance is not a substitute for a SOP.

	Written IRB procedures should assist in the determination of which projects require review more often than annually and which projects need verification from sources other than the investigators that no material changes have occurred since previous IRB review.

	
	
	[32 CFR 219.103(b)(4)(ii) and 32 CFR 219.115(a)(6)]

	Written IRB procedures for ensuring prompt reporting to the IRB of proposed changes in a research activity, and for ensuring that such changes in approved research, during the period for which IRB approval has already been given, may not be initiated without IRB review and approval except when necessary to eliminate apparent immediate hazards to the subject.

	
	
	[32 CFR 219.103(b)(4)(iii) and 32 CFR 219.115(a)(6)]

	Written IRB procedures for ensuring prompt reporting to the IRB, appropriate institutional officials, and the DON HRPP, any unanticipated problems involving risks to subjects or others or any serious or continuing noncompliance with this policy or the requirements or determinations of the IRB

	
	
	[32 CFR 219.103(b)(5)(i) and 32 CFR 219.115(a)(6)]

	Written IRB procedures for ensuring prompt reporting (including reason(s)) to the IRB, appropriate institutional officials, and DON HRPP, any suspension or termination of IRB approval.

	
	
	[32 CFR 219.103(b)(5)(ii) and 32 CFR 219.113]

	Review proposed research at convened meetings at which a majority of IRB members are present, including at least one member whose primary concerns are in nonscientific areas. To be approved, research shall receive the approval of a majority of IRB members present at the meeting.

	
	
	[32 CFR 219.108(b)]

	Notify investigators and the institution in writing of its decision to approve or disapprove the proposed research activity, or of modifications required to secure IRB approval of the research activity. If the IRB decides to disapprove a research activity, written notification includes a statement of the reasons for its decision and gives the investigator an opportunity to respond in person or in writing.

	
	
	[32 CFR 219.109(d)]  Correspondence expected in both the office research protocol file and investigator’s file

	Conducts continuing review of research at intervals appropriate to the degree of risk, but not less than once per year and shall have authority to observe or have a third party observe the consent process and the research.

	
	
	[32 CFR 219.109(e)] Comparison of dates between IRB reviews should reveal no lapses.  IRB meeting minutes, office research protocol file, and investigator file should reflect review not less than once a year.

	If allowed, uses expedited review procedures for certain kinds of research involving no more than minimal risk and on the Federal Register list.

	
	
	[32 CFR 219.110(b)(1)] If DoD Navy Assurance states expedited review is allowed.

	If allowed, uses expedited review procedures to review minor changes in previously approved research during the period (of one year or less) for which approval is authorized.

	
	
	[32 CFR 219.110(b)(2)] Office research protocol file must show review of amendment (minor changes).

	Expedited review is carried out by only the IRB chairperson or Vice Chairperson 

	
	
	[32 CFR 219.110(b)(2)] Office research protocol file document signed only by Chair or Vice Chair.

	If using expedited review, has method for keeping all members advised of research proposals which have been approved under the procedure.

	
	
	[32 CFR 219.110(c)] If using expedited review, has method for keeping all members advised of research proposals which have been approved under the procedure.

	Risks to subjects are minimized: (i) By using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and (ii) whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.

	
	
	[32 CFR 219.111(a)(1)] 

	Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result. 
	
	
	[32 CFR 219.111(a)(2)]

	Selection of subjects is equitable.

	
	
	[32 CFR 219.111(a)(3)]

	Informed consent will be sought from each prospective subject or the subject's legally authorized representative, unless waived.

	
	
	[32 CFR 219.111(a)(4)]  Note- the subject may not be enrolled and data may not be collected until proper consent is obtained.

	Commanding Officers and Officers in Charge must maintain appropriate research records in a retrievable format as “Project Case Files”.
	
	
	[SECNAV MEMO 5210.1 1 DEC 05]

	Informed consent will be appropriately documented, in accordance with, unless waived

	
	
	[32 CFR 219.111(a)(5)]

	When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.

	
	
	[32 CFR 219.111(a)(6)]

	When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.

	
	
	[32 CFR 219.111(a)(6)]

	Additional protections for when some or all of the subjects are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons

	
	
	[32 CFR 219.111(b)]

	Additional protections for when some or all of the subjects are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons

	
	
	[32 CFR 219.111(b); 32 CFR 219.114; DODD 3216.02 para 5.3.4; SECNAVINST 3900.39D 6f, 8a(11), and 8c(20)]  Keep lists of all agreements supporting research protocols and IRB review and note some require SG/DON HRPP review prior to execution.  Office of research protocol should have further details.

	Copies of all research proposals reviewed, scientific evaluations, if any, that accompany the proposals, approved sample consent documents, progress reports submitted by investigators, and reports of injuries to subjects.
 
	
	
	[32 CFR 219.115(a)(1)]

	Minutes of IRB meetings which shall be in sufficient detail to show attendance at the meetings; actions taken by the IRB; the vote on these actions including the number of members voting for, against, and abstaining; the basis for requiring changes in or disapproving research; and a written summary of the discussion of controversial issues and their resolution.

	
	
	[32 CFR 219.115(a)(2)]

	Records of continuing review activities. 



	
	
	[32 CFR 219.115(a)(3)]


	Copies of all correspondence between the IRB and the investigators.
 
	
	
	[32 CFR 219.115(a)(4)]

	Copies of all correspondence between the IRB and the investigators.
 
	
	
	[32 CFR 219.115(a)(4)]

	IRB records retained indefinitely, and records relating to research will be retained indefinitely. All records shall be accessible for inspection and copying by authorized representatives of the DoD-DON at reasonable times and in a reasonable manner. 
 
	
	
	[32 CFR 219.115(b)]

	Must obtain the legally effective informed consent of the subject or the subject's legally authorized representative.  Minimize the possibility of coercion or undue influence. Use language understandable to the subject or the representative. No exculpatory language to waive or appear to waive any of the subject's legal rights, or releases or appears to release the investigator, the sponsor, the institution or its agents from liability for negligence. 
Must include the following:
	
	
	IRB SOP and Guidelines for investigators may include “template” or “boiler plate” for informed consent.  Verify that it includes enumerated elements.  

	(1) A statement that the study involves research, an explanation of the purposes of the research and the expected duration of the subject's participation, a description of the procedures to be followed, and identification of any procedures which are experimental;
	
	
	

	(2) A description of any reasonably foreseeable risks or discomforts to the subject;
	
	
	

	(3) A description of any benefits to the subject or to others which may reasonably be expected from the research;
	
	
	

	(4) A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject;
	
	
	

	(5) A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained;
	
	
	

	(6) For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained;
	
	
	

	(7) For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained;
	
	
	

	(8) A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.
	
	
	

	Include the additional statements into the Informed Consent document when appropriate:
	
	
	

	(1) A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) which are currently unforeseeable;
	
	
	

	(2) Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent;
	
	
	

	(3) Any additional costs to the subject that may result from participation in the research;
	
	
	

	(4) The consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject;
	
	
	

	(5) A statement that significant new findings developed during the course of the research which may relate to the subject's willingness to continue participation will be provided to the subject;
	
	
	

	(6) The approximate number of subjects involved in the study.
	
	
	

	Waivers of Informed Consent comply with the following circumstances:
	
	
	

	IRB finds and documents that: (1) The research or demonstration project is to be conducted by or subject to the approval of state or local government officials and is designed to study, evaluate, or otherwise examine certain programs; (2) The research could not practicably be carried out without the waiver or alteration.
                                         OR                                     
	
	
	[32 CFR 219.116(c)]

	IRB finds and documents that: (1) The research involves no more than minimal risk to the subjects; (2) The waiver or alteration will not adversely affect the rights and welfare of the subjects; (3) The research could not practicably be carried out without the waiver or alteration; and (4) Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

	
	
	[32 CFR 219.116(d)]

	Written consent form approved by the IRB and signed by the subject or the subject's legally authorized representative.  A copy shall be given to the person signing the form OR Short form written consent document stating that the elements of informed consent have been presented orally to the subject or the subject's legally authorized representative including a witness’s signature.
	
	
	[32 CFR 219.117]

	Research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.

	
	
	[32 CFR 219.117]

	If documentation requirement is waived, the IRB may require the investigator to provide subjects with a written statement regarding the research

	
	
	[32 CFR 219.117(c)]

	Additional Protections for Pregnant Women etc.
Military Personnel as subjects 

	
	
	[DoDI Encl 3 para 7e(1); 45 CFR 46, Subpart B and DODI 3216.02 Encl 3 para 7a]

	Additional Protections for Prisoners

	
	
	[45 CFR 46, Subpart C and DODD 3216.02 Encl 3 para 7b]

	Additional Protections for Children 

	
	
	[45 CFR 46, Subpart D and DODD 3216.02 para 4.4.1]

	Medical Monitor  

	
	
	[DoDD 3216.02 para 4.4.3][DoDI Encl 3 para 8]

	Prevention of Undue Influence by Superiors


	
	
	[ DODD 3216.2 para 4.4.4; SECNAVINST 3900.39D para 6a(6)]

	
	
	
	

	Additional Comments:

Research Misconduct Policy -
[Federal Policy; DoDD 3216.02 para 4.8 and SECNAVINST 3900.39D para 6l.]

Conflict of Interest Policy or Statement -
[SECNAVINST 3900.39C para 6b]

Policy for handling allegations of non-compliance with DoD, DON, and IRB requirements -
[DODD 3216.02, para 4.8 and 4.10; and SECNAVINST 3900.39D para. 6k and 6l]


Additional references:

· The Belmont Report
· 32 CFR 219  Protection of Human Subjects – Department of Defense
· D0DD 3216.02,  Protection of Human Subjects and Adherence to Ethical Standards in DoD-supported Research  – March 25, 2002
· 45 CFR 46, Subparts B, C, and D – Additional Protections for Pregnant Women, Prisoners, and Children
· SECNAVINST 3900.39D, Human Research Protection Program – 06 November 2006
· 10 USC 980 – Limitation on Use of Humans as Experimental Subjects
· 21 CFR 50 and 56 – FDA Regulations for Informed Consent and IRB Review
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