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USNA INSTRUCTION 3900.2E

From: Superintendent, U.S. Naval Academy

Subj: U.S. NAVAL ACADEMY HUMAN RESEARCH PROTECTION PROGRAM AND
DEPARTMENT OF THE NAVY ASSURANCE

Ref:  (a) Department of Health and Human Services (DHHS), Title 45 Code of Federal

Regulations Public Welfare, Part 46 “Protection of Human Subjects,” Subsection 102

(b) Department of Defense (DoD), Title 32 Code of Federal Regulations 219:
“Protection of Human Subjects™

(c) SECNAVINST 3900.39 (series)

(d) DoDINST 3216.02

(e) Surgeon General of the Navy memo Ser N093/19U0084 dtd 23 Sep 19

(H) U.S. Naval Academy Human Research Protection Program Policies and Procedures
Manual

1. Purpose. To establish and promulgate the policies and procedures for the U.S. Naval
Academy (USNA) Human Research Protection Program (HRPP).

2. Cancellation. USNAINST 3900.2D
3. Scope and Applicability. All persons involved in research and all persons in leadership

positions at USNA shall be cognizant of the contents of the HRPP policies and procedures
manual.

4. Discussion

a. Every year USNA engages in a robust program of research activities to educate and
train the Brigade of Midshipmen and midshipman candidates at the Naval Academy
Preparatory School (NAPS). Some of this work clearly involves research on human
subjects. However, the term "research" as defined in federal regulations (references (a) and
(b)) and as used in the Secretary of the Navy instruction on human subject research
(reference (c)), includes many activities in which USNA personnel commonly participate
that are not normally considered research-related. These may include routine process
surveys, interviews, and focus groups associated with academic assessment or program
improvement.
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b. Per references (a) through (c), research is defined as "a systematic investigation,
including research development, testing, and evaluation, designed to develop or contribute
to generalizable knowledge. Activities that meet this definition constitute research for
purposes of this policy, whether or not they are conducted or supported under a program that
is considered research for other purposes. For example, some demonstration and service
programs may include research activities. For purposes of this part, the following activities
are deemed not to be research:

(1) Scholarly and journalistic activities (e.g., oral history, journalism, biography,
literary criticism, legal research, and historical scholarship), including the collection and use
of information, that focus directly on the specific individuals about whom the information is
collected.

(2) Public health surveillance activities, including the collection and testing of
information or biospecimens, conducted, supported, requested, ordered, required, or
authorized by a public health authority. Such activities are limited to those necessary to
allow a public health authority to identify, monitor, assess, or investigate potential public
health signals, onsets of disease outbreaks, or conditions of public health importance
(including trends, signals, risk factors, patterns in diseases, or increases in injuries from
using consumer products). Such activities include those associated with providing timely
situational awareness and priority setting during the course of an event or crisis that
threatens public health (including natural or man-made disasters).

(3) Collection and analysis of information, biospecimens, or records by or for a
criminal justice agency for activities authorized by law or court order solely for criminal
justice or criminal investigative purposes.

(4) Authorized operational activities (as determined by each agency) in support of
intelligence, homeland security, defense, or other national security missions.”

¢. Human subjects are defined in federal regulations as "a living individual about whom
an investigator, whether professional or student conducting research: (1) obtains information
or biospecimens through intervention or interaction with the individual, and uses, studies, or
analyzes the information or biospecimens; or (2) obtains, uses, studies, analyzes, or
generates identifiable private information or identifiable biospecimens."

d. Consistent with the requirements of references (c) and (d), USNA submitted a
Department of the Navy (DON) Assurance application to the Surgeon General of the Navy.
As required, a detailed policies and procedures manual for reviewing, approving, and
conducting human subject research at USNA and NAPS was included as part of the
application. Per reference (€), the USNA Assurance application was accepted and approved
by the Surgeon General of the Navy.
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e. This instruction promulgates HRPP policies and procedures for USNA. Via
reference (e), the Surgeon General of the Navy approved the policies and procedures
established by USNA to protect USNA and NAPS, the researchers at USNA and NAPS, the
human subjects involved as participants in projects at these institutions, and the data about
the human subjects used or collected in research projects, studies, and surveys. USNA
HRPP policies and procedures in reference (f) are consistent with applicable federal,state,
and local regulations, and with the DoD and DON instructions, directives, and requirements
for protecting human subjects and the data about them in research. The electronic version of
the USNA HRPP policies and procedures manual is available at:
http://www.usna.edw/HRPP/.

f. Consistent with the Surgeon General's Assurance approval, all projects within USNA
jurisdiction that involve human subjects or data about them must be independently reviewed
to determine the applicability of USNA's human subject research policies. This review shall
be accomplished via the USNA Institutional Review Board (IRB) process. At the
conclusion of the review, a recommendation on the proposed research must be forwarded to -
the Superintendent. The Superintendent, who has been designated by the Surgeon General
of the Navy as the command's Institutional Official (I0), and single approval authority, may
approve proposed studies that are forwarded by the USNA IRB with an affirmative '
endorsement.

g. Proposed projects that receive a negative endorsement via the USNA IRB process
may not be approved by the Superintendent and the projects may not be conducted at USNA
or NAPS.

h. No human subject activity on a proposed project (including soliciting study
participants or distributing informed consent forms, data collection, or data analysis) may
commence until the principal investigator receives written notification of the
Superintendent's approval to begin the proposed project.

i. Under no circumstance may the principal investigator or anyone in their chain of
command make an independent judgment on the applicability of the USNA IRB review and
approval process to a proposed project that directly or indirectly involves human subjects or
identified or de-identified data about them.

j- The USNA HRPP policies and procedures manual, submitted as one section of the
DON Assurance application, describes the rights of, and protection for, all persons involved
in human subject research, either directly or indirectly, conducted under USNA’s purview.

k. USNA HRPP policies and procedures apply regardless of the source, type (direct,
reimbursable, or gift), or level of funding of research; whether the research is conducted at
USNA or at non-USNA facilities but with USNA involvement; whether the research uses
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any institutional or DON resources, facilities, or assets; whether the research is subject to
any other federal regulations; and whether the research uses identified or de-identified data
about human subjects. Inaddition, the HRPP policies and procedures apply regardless of
the program, research, or study title; the nature (behavioral, biomedical, etc.) of the
research; the security classification of the research; or the source of the request or directive
to conduct the research or study.

5. Actions

a. HRPP Office. The Director of the USNA HRPP office reports directly to the
Superintendent, and works closely with the Chair and membership of the IRB to coordinate
the daily activities of the HRPP office. The HRPP Office contact information is:

(410) 293-2533 and HRPPoffice@usna.edu.

b. USNA IRB. Per references (a), (b), (c), and (e), USNA established an IRB, which is
referred to as the "IRB." IRB membership is promulgated by a separate notice. The
authority, duties, and responsibilities of the USNA IRB Chair, Vice Chair, and members are
delineated in reference (f).

6. Summary. As part of the DON Assurance application, USNA has guaranteed it will
comply with all applicable federal, state, and local laws relating to protecting human
subjects participating in research conducted at or under the auspices of USNA. In particular,
USNA, NAPS, and all personnel associated with USNA will adhere to the applicable DHHS
and DoD regulations for protecting human subjects in research; regulations, policies,
directives, and guidance of the DON and the DON Human Research Protection Program;
and the laws of the states of Maryland (for USNA) and Rhode Island (for NAPS). Inall
cases, the regulation, instruction, or policy that offers the greatest protection for the human
subjects and the data about the human subjects must prevail.

7. Records Management

a. Records created as a result of this instruction, regardless of format or media, must be
maintained and dispositioned for the standard subject identification codes (SSIC) 1000 through
13000 series per the records disposition schedules located on the Department of the
Navy/Assistant for Administration (DON/AA), Directives and Records Management Division
(DRMD) portal page at https://portal.secnav.navy.mil/orgs/DUSNM/DONAA/DRM/Records-
and-Information-Management/Approved%20Record%20Schedules/Forms/Allltems.aspx.

b. For questions concerning the management of records related to this instruction or the
records disposition schedules, please contact the U.S. Naval Academy records manager or the
DON/AA DRMD program office.
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8. Review and Effective Date. The Academic Dean will review this instruction annually on the
anniversary of its effective date to ensure applicability, currency, and consistency with Federal,
DoD, SECNAYV, and Navy policy and statutory authority using OPNAYV 5215/40 Review of

Instruction.
O S ecl

S. S. BUCK

Releasability and Distribution:
This instruction is cleared for public release and is available electronically only via USNA’s
Intranet Web site, https://www.usna.edu/AdminSupport/Inst/






