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The enabling legislation for DAU, 10 USC Sec. 1746, lays out the requirement for defense
acquisition research. It states that the Defense Acquisition University shall provide for:

(1) the professional educational development and training of the acquisition workforce; and
(2) research and analysis of defense acquisition policy issues from an academic perspective.

Defense acquisition research is defined as the range of activities aimed at creating, growing and
disseminating new knowledge regarding the acquisition of defense-related materiel and services.
The aim of this research is to create the broad body of knowledge that can produce actionable
results and/or novel insights that can influence defense acquisition policy and/or practice. The
insights and knowledge gained from defense acquisition research help program managers and
senior leaders reach clarity on acquisition strategies, business practices, and technological
concepts, all aimed at creating more favorable acquisition outcomes.

All research projects conducted by DAU faculty and staff shall be approved by the investigator’s
leadership chain (i.e., his/her immediate supervisor and/or dean or director). Any research
conducted by or on behalf of DAU that involves human subjects (e.g., in surveys or interviews)
must follow DoD Instruction 3216.2, Protection of Human Subjects and Adherence to Ethical
Standards in DoD-Supported Research, November 8, 2011 (summarized in the Appendix, while
the full Instruction is here: http://www.dtic.mil/whs/directives/corres/pdf/321602p.pdf ). Itis
important that the investigator become familiar with this Instruction prior to engaging in the
research activity.

The most important requirement of DoDI 3216.2 for research conducted under the auspices of
DAU is noted on p. 12 (para 3.a.7), that the investigator shall rely on an Institutional Review
Board (IRB) whose membership meets the requirements listed in that section. Briefly, that IRB
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must be part of a Service or other DoD Component. However, the IRB may be of another
organization which has been determined by the appropriate Service or other DoD Component to
have the proper federal assurances (but that also requires approval by the Service or Component
and may be subject to additional review). DAU itself does not have an IRB, so the investigator
must select and coordinate with another Service or Component IRB.

The following flow charts explain how to determine whether the proposed research falls within
the scope of this Directive, and what steps to take to ensure compliance. Given the nature of the
policy- and process-related studies that would be conducted under the auspices of DAU, the
following charts are most likely to be of specific use:

e Chart 1: Is an Activity Research Involving Human Subjects?
This leads to:

e Chart 2: Is the Human Subjects Research Eligible for Exemption?
The most common exemptions for DAU affiliated research will include:

Research conducted in established or commonly accepted educational settings, involving
normal educational practices, such as research on regular and special education
instructional strategies, OR research on the effectiveness of or the comparison among
instructional techniques, curricula, or classroom management methods. This leads to:

e Chart 3, Does Exemption 45 CFR 46.101(b)(1) (for Educational Settings) Apply?

Research involving the use of educational tests (cognitive, diagnostic, aptitude,
achievement), survey procedures, interview procedures or observation of public behavior,
unless: a. Information obtained is recorded in such a manner that human subjects can be
identified, directly or through identifiers linked to the subjects; AND b. Any disclosure of
the human subjects’ responses outside the research could reasonably place the subjects at
risk of criminal or civil liability or be damaging to the subjects' financial standing,
employability, or reputation. This leads to:

e Chart 4: Does exemption 45 CFR 46.101(b)(2) or (b)(3) (for Tests, Surveys, Interviews,
Public Behavior Observation) Apply?

Research involving the collection or study of existing data, documents, records,
pathological specimens, or diagnostic specimens, if these sources are publicly available
or if the information is recorded by the investigator in such a manner that subjects cannot
be identified, directly or through identifiers linked to the subjects. This leads to:

e Chart 5: Does Exemption 45 CFR 46.101(b)(4) (for Existing Data, Documents, Records
and Specimens) Apply?



Chart 1: Is an Activity Research Involving Human

Subjects?

Start here. p———————a—_p]

Is it research?

v

Is the activity a systematic investigation designed to develop
or contribute to generalizable knowledge? [45 CFR 46.102(d)]

T
YES
Y

Activity is research. Does the research involve human subjects?

——NO—p»

v

Does the research involve obtaining
information about living individuals?

February 16, 2016

Activity is not research,
so 45 CFR part 46
does not apply.

The research is not research involving

—NO-»] human subjects, and 45 CFR part 46
[45 CFR 46.102(f)] does not apply.
| 2 r'y
NO
YES l
l Is the information individually
identifiable (i.e., the identity of
Does the research involve intervention or the subject is or may readily be
interaction with the individuals? —NOP ascertained by the investigator| NO
[45 CFR 46.102(f)(1), (2)] or associated with the
| information)?
YES [45 CFR 46.102(f)(2)]
Activity is research involving human subjects. YES BUT
Is it covered by the regulations? - -
4YES—|s the information private? (About
+ behavior that occurs in a context in
s it conducted or supported by HHS? [45 which an individual can reasonably] BUT
CFR 46.101(a)(1)] expect that no observation or
T recording is taking place, or
N'O provided for specific purposes by
YES an individual and which the
igzteiztittigi l indiviqual can reasonably_expect
hold an will not be made public.)
FWA under T — [45 CFR 46.102(f)(2)]
which it involving
applies 45 human Unless exempt under 45 CFR 46.101(b),
CFR 46 to FFYES»H subjects H» 45 CFR part 46, subpart A applies to the research,
all of its is covered and as appropriate subparts B, C, and D also apply.
human by the 7
subjects regulations.
research Goto | AND A A
regardless The research involving Chart 2 Other Federal, State and
ofthe L human subjects ) local laws and/or regulations
source of NOM i NOTcovered by the BUT may apply to the activity.
support? regulations. [45 CFR 46.101(f)]




Chart 2: Is the Human Subjects Research Eligible for
Exemption?

From Chart 1

L 2

February 16, 2016

Has HHS prohibited exemption of the human subjects research?
(All research involving prisoners, some research involving children.)
[Footnote 1 to 45 CFR 46.101(i), 45 CFR 46.401(b)]

Exemption Eligible A16a6.vsd

|
NO

4

Will the only** involvement of human subjects
be in one or more of the following categories?

v

** “Only” means that no non-
exempt activities are involved.
Research that includes exempt and
non-exempt activities is not exempt.

Research conducted in established or Exemption 45
commonly accepted educational I Go to
settings, involving normal education YESH CFI;:G.;MI(D)U) Chart 3
practices? y apply-
|
IF NOT EXEMPT UNDER (b)(1)
h 4
Research involving the use of .
educational tests, survey L VES] Eieamf(;lf(g;g)%lr:R . Go to
procedures, interview procedures, (b)(.3) mav apol Chart 4
or observation of public behavior? y appy.
|
IF NOT EXEMPT UNDER (b)(2) OR (b)(3)
YES y
Research involving collection or study Exemption 45
of existing data, documents, records, Go to
or pathological or diagnostic YESH CFI?n:S.;O1I(b)(4) Chart 5
specimens? y apply.-
|
IF NOT EXEMPT UNDER (b)(4)
A 4
Research studying, evaluating, or Exemption 45 Go to
examining public benefit or service p=YES¥{ CFR 46.101(b)(5) = Chart 6
programs? may apply.
|
IF NOT EXEMPT UNDER (b)(5)
A 4
Research involving taste and food Exemption 45 Go to
quality evaluation or consumer |—YES9] CFR 46.101(b)(6) | Chart 7
acceptance studies? may apply.
|
IF NOT EXEMPT UNDER (b)(6)
\ 4 \ 4
No exemptions to 45 CFR part 46 apply. Go to
Provisions of 45 CFR subpart A apply, and subparts B, Cand D o Chart 8
also apply if subjects are from covered vulnerable populations.




Chart 3: Does Exemption 45 CFR 46.101(b)(1) (for
Educational Settings) Apply?

From Chart 2

l

Is the research conducted in
established or commonly
accepted educational
settings?
(Including but not limited to NO:
schools and colleges. May
include other sites where
training or educational
activities regularly occur.

| Research is not eligible for
YES 45 CFR 46.101(b)(1)
l exemption.
Does the research study
normal education practices? N
. ext
(Such as regular and special
education instructional NO
strategies, instructional '
techniques, curricula, or A 4
classroom management Return to Chart 2
methods.) and consider

whether 45 CFR
46.101(b)(2) or
YES (b)(3) exemption

l applies.

Research is eligible for 45
CFR 46.101(b)(1) exemption
from 45 CFR part 46
requirements.
Institutional policies may
allow, or prohibit, use of the
exemption for some or all
eligible studies.

February 16, 2016
Exemption Eligible (b)(1) 1a6.vsd



Chart 4: Does exemption 45 CFR 46.101(b)(2) or (b)(3) (for
Tests, Surveys, Interviews, Public Behavior Observation)

Apply?

From Chart 2
Does the Is the information obtained recorded in such al
research involve Does the manner that human subjects can be
only** the use of identified, directly or through identifiers linked
i research . )
educational ) to the subjects;
involve
tests, survey children to and
procedures, [—=YES¥ whom 45 CER —NO¥] could any disclosure of the human subjects’
interview art 46 responses outside the research reasonably
procedures, or P : place the subjects at risk of criminal or civil
, subpart D s . . .
observation of . liability or be damaging to the subjects
, applies? ! : . e
public financial standing, employability, or
behavior? reputation?
T
YES YES YES
dk “on’yl! '
means that Research is not
no non- exempt under 45
Does the research
CFR 46.101(b)(2).
:zgwt?ets involve only** I (b))
are educational tests or However, the 45 CFR 46.101(b)(3)
involved observation of public exemption miaht apol
involved. behavior without P 4 ght apply. NO
Research Lo
that participation by the )
_ investigator in the Are the ‘human subljects _ellected or
mcludets activites being appo.rpted public o.fﬁc.ral*ls 'c?)r
exemp observed? cgndldates for pulblllc office?
and non- 45 CFR 46.401(b)(2) (Applies to senior officials, such as
eXEfant . mayor or school superintendent, rather
activities is than a police officer or teacher.)
not T
exempt. NO
A 4 Does any Federal statute Research is
Research is not require without exception that exempt under
exempt under 45 < NO the confidentiality of personally 45 CFR
CFR 46.101(b)(2) ' identifiable information willbe | YES | 46.101(b)(2)
or (b)(3). maintained throughout the exemption
research and thereafter? from 45 CFR
l T part 46
requirements.
Return to Chart 2 YES v
and consider Research is exempt under 45 CFR 46.101(b)(3)
whether 45 CFR from all 45 CFR part 46 requirements
46.101(b)(4) P d :
exemption applies. February 16, 2016

Exemption Eligible (b)(2) and (3) 18a6.vsd




Chart 5: Does Exemption 45 CFR 46.101(b)(4) (for Existing
Data, Documents, Records and Specimens) Apply?

From Chart 2

v

Does the research involve only** the collection or
study of existing data, documents, records,
pathological specimens, or diagnostic
specimens? *

(“Existing” means existing before the research is
proposed to an institutional official or the IRB to
determine whether the research is exempt.)

** “Only” means that no non-
exempt activities are involved.
Research that includes
exempt and non-exempt
activities is not exempt.

YES
Are these sources
. . YES P
blicl lable?
pubicly avaraoe Research is
| exempt under
NO 45 CFR

NO 46.101(b)(4) from
l all 45 CFR part
46 requirements.

Will information be recorded
by the investigator in such a
manner that the subjects

cannot be identified, directly —YES—¥
or through identifiers linked to
the subjects?
|
NO
y + Return to Chart 2
Research is not exempt under 45 CFR and consider
46.101(b)(4) from 45 CFR part 46 »| whether 45 CFR
requirements. 46.101(b)(5)
exemption applies.

* Note: See OHRP guidance on research use of stored data or tissues and on stem cells at
http://iwww.hhs.gov/ohrp/policy/reposit.html and http://www.hhs.gov/ohrp/policy/stemcell.pdf, and on coded data or
specimens at http://www.hhs.gov/ohrp/policy/cdebiol.html for further information on those topics.
February 16, 2016
Exemption Eligible (b)(4) 16a6.vsd



Chart 6: Does Exemption 45 CFR 46.101(b)(5) (for Public
Benefit or Service Programs) Apply?

From Chart 2

v

Is the research or demonstration project conducted or
approved by the Department or Agency Head?

YES ** “Only” means that no non-
exempt activities are involved.
Does the research or demonstration project Research that includes exempt
involve only** the study, evaluation, or and non-exempt activities is not
examination of: exempt.

v

Public benefit or service programs; —YES—
|
NO

Procedures for obtaining benefits or services
under public benefit or service programs;

——YES—p] Researchis
exempt under 45

NO | CFR 46.101(b)(5)
NO from all 45 CFR
4 part 46
Possible changes in or alternatives to requirements.*

public benefit or service programs or to
procedures for obtaining benefits or services
under public benefit or service programs;
|
NO
A 4
Possible changes in methods or levels of
payment for benefits or services under those Y ES=—
public benefit or service programs?

|
NO Return to Chart 2
y v and consider
Research is not exempt under 45 CFR 46.101(b)(5). ——p whether 45 CFR
46.101(b)(6)
exemption applies.

e E S

* Note: See OHRP guidance on exemptions at http://www.hhs.gov/ohrp/policy/index.html#exempt for further description
of requirements for this exemption.

February 16, 2016
Exemption Eligible (b)(5) 15a6.vsd



Chart 7: Does Exemption 45 CFR 46.101(b)(6) (for Food
Taste and Acceptance Studies) Apply?

From
Chart 2

}

Does the research involve only** a taste and food
quality evaluation or a food consumer acceptance

A 4

** “Only” means that no non-
exempt activities are involved.
Research that includes exempt and

study? non-exempt activities is not
| exempt.
YES
Are wholesome foods without o .
additives consumed? YES | Research is exempt

NO

¥

Is food consumed that contains a
food ingredient, agricultural
chemical, or environmental
contaminant at or below the
level found to be safe by the

Food and Drug Administration or

approved by the Environmental
Protection Agency or the Food

Safety and Inspection Service of

the U.S. Department of
Agriculture?

YES

under 45 CFR

46.101(b)(6) from all}

45 CFR part 46
requirements.

Other Federal, State
and local laws and/
or regulatons may
apply to the activity.

> [45 CFR 46.101(f)

NO

Research is not exempt under 45 CFR 46.101(b)(6).

|

Go to
Chart 8

February 16, 2016

Exemption Eligible (b)(6) 9a6.vsd



Chart 8: May the IRB Review Be Done by Expedited
Procedures?

* Note: See expedited review categories at

http:/fwww.hhs.gov/ohrp/policy/expedited98.html and OHRP

guidance on the use of expedited review procedures at

From Chart 2. or 7 http://www.hhs.gov/ohrp/policy/exprev.html for further information
’ on expedited review.

Has the research been ; Lo .
previously reviewed and  |—YES—p| Is the review a continuing review?
approved by the IRB? H5 CFRT'mg(d)]
NIO NO
v \ A
Does t'hQ resegrch present no more ,,E)i?ﬁf}tgﬁaf;f m Ig;glr\éi;d YES
than minimal risk t(éoJr human subjects? research during the (one year
an i ?
does the research involve only or Ie[s455)gl§|;|2g_ﬂfo?g?2r)<]wal.
procedures included in categories 1
through 7 on the list of categories of |
research that may be reviewed through NO h 4
an expedited review procedure? Go to
[45 CFR 4&:.110(b)(1)] NO > i Chart 9
YES
A 4
Is the research classified? - Review by
[Paragraph (D) of Categories of YES > convened
Research That May Be Reviewed By IRB is
an IRB through an Expedited Review required.
Procedure.] Are YES
T measures
NO in place to
Y make risks =NOp»
Could identification of subjects no more
put them at risk of criminal or civil than
liability, or be socially or —YESK{ minimal? o
economically damaging | Chart 10
[Paragraph (C) of Categories.]
| YES
NO l
A 4 A 4

Research is eligible for IRB review through expedited procedures.
Agency head may restrict, suspend, terminate or choose not to authorize an institution’s or IRB’s
use of the expedited review procedure. [45 CFR 46.110(d)]

February 16, 2016 expedited eligible 19a6
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Chart 9: May the IRB Continuing Review Be Done by
Expedited Procedures?

From Chart 8 * Note: See expedited review categories, OHRP guidance on
the use of expedited review procedures and on continuing review
L 7 at http://www.hhs.gov/ohrp/policy/index.html#expedited and
#continuing for further information on expedited review.
Has the research been
previously reviewed Have conditions chan
ged such
and approved by the [—=YES® .t the research is no longer
IRB using expeglted eligible for expedited review L VESH Review by convened
procedures? (e.g., protocol change, or IRB is required.
NIO experience shows research to be A 'y A
v of greater than minimal risk)?
Have conditions changed to |
make the research eligible Go to Chart 10
for expedited review under NO 'y
the applicability criteria and) l
categories 1 through 7 on YES
the list of categories that may
be reviewed by expedited =YES¥
procedures (e.g., research is
within those categories and
experience confirms research NO
to be of no greater than
minimal risk)? Research is eligible for IRB Have any
[45 CFR 46.110(a)] review through expedited additional
NIO procedures. risks been
identified
v *NO—| gince IRB YES
review at a
Category 8 —YE S convened
o g
(a) For this site: meeting’
Is the research permanently
closed to enrollment of new YES
subjects? 7 Y |
and
Have all subjects completed Has the IRB
all research-related determined and
interventions? documented at a
and YES convened meeting
Does the research at this site YES _that the research
remain active only for long- involves no greater
term follow-up of subjects? than minimal risk?
| )
NO NO
) 4 (c) Are the |
: remaining
(b) Have no subjects been enrolled at research Category 9
th'gsge? |_nop| activities | ) —
oy ; at this site Is the research conducted under
Have no additional risks been limited to an IND or IDE?
identified anywhere? data .
analysis? February 16, 2026
Continuing Review Expedite or Not 265.vsd
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Chart 10: May Informed Consent Be Waived or Consent
Elements Be Altered under 45 CFR 46.116(d)?

**(Note: If subjects include children to whom 45 CFR part 46,
subpart D applies, an alternative provision for waiver of
From Chart 8 or 9 parental permission might apply. [See 45 CFR 46.408(c)])

y

. . . Is the project designed to study,
Will the research or dernonstrahon project be evaluate, or otherwise examine: (i)
conducted by or subject to the approval of L VES—p Public benefit of service

state or local government officials? programs; (ii) procedures for
[45 CFR 46.116(c)(1)] obtaining benefits or services
| under those programs; (iii)
NO possible changes in or
* alternatives to those programs or
Will the research involve greater than minimal risk, procec'iures; or (iv) possible
as defined in Section 46.102(i)? «—NO—] changes in methods or levels of
[45 CFR 46.116(d)(1)] payment for benefits or services
I under those programs?
NO [45 CFR 46.116(c)(1)]
\
Is it practicable to YES YES
conduct the research
without the waiver or l
alteration?
[45 CFR 46.116(d)(3)] |}——YES—p] No waiver of Is it practicable to
I informed consent conduct the research
NO or alteration of [&YES— without the waiver or
A 4 consent elements alteration?
Will waiving or altering the [—YES=®] s allowed.* [45 CFR 46.116(c)(2)]
informed consent adversely
affect the subjects’ rights and T l
welfare?
[45 CFR 46.116(d)(2)] No |GotoChart 11
|
NO
\ 4 NO
Will pertinent information be provided If informed
to subjects later, if appropriate? consent is not
[45 CFR 46.116(d)(4)] waived entirely
YES
\ 4 A 4

Waiver of informed consent or alteration of consent elements is allowed if IRB
documents these findings and approves waiver or alteration.

* Note: See OHRP guidance on informed consent requirements in emergency research at
http://www.hhs.gov/ohrp/policy/hsdc97-01.html for further information on emergency research informed consent waiver.

February 16, 2016 Consent Waiver under 116c or d 20a6.vsd
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Chart 11: May Documentation of Informed Consent Be

Waived Under 45 CFR 46.117(c)?

From Chart 10

v

Would the consent document be the
only record linking the subject and the

research and would the principal risk be

potential harm resulting from a breach

of confidentiality?
[45 CFR 46.117(c)(1)]

Investigator will
ask each subject
if he or she
wants
documentation
linking the
subject with the
research.

[45 CFR

If IRB Allows
Waiver of
<4 Documentation
Under
45 CFR 46.117(c)(1)

46.117(c)(1)]

l

Subject’s wishes wi
govern whether

documented.
[45 CFR 46.117(c)(1)]

informed consent is

h 4

|
NO

v

Does the research
present no more than
minimal risk and
involve no procedures
for which written
consent is normally
required outside the
research context?
[45 CFR 46.117(c)(2)]

=—NO=p

IRB may NOT
waive the
requirement for
a signed
consent form
for any
subjects.

YES

!

IRB may waive the requirement
for a signed consent form for

some or all subjects.

AND

A 4

AND

IRB may require investigator to
provide subjects with a written
statement regarding the

research.
[45 CFR 46.117(c)]

February 16,

2016

Consent Documentation Waiver under 117¢ 10a6.vsd
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DoD Instruction 3216.2, Protection of Human Subjects and
Adherence to Ethical Standards in DoD-Supported Research

November 8, 2011

Department of Defense
INSTRUCTION
NUMBER 3216.02
MNovember §, 2011
USD(AT&L)

SUBJECT: Protection of Human Subjects and Adherence te Ethical Standards m
Diol)-Supperted Besearch

Faferences See Enclosure 1

1. PUBPOSE. This Instroction reissues Dol Directive (DaDD) 3216.02 (Beference (a)) as a
Dol Instroction in accordance with the awthority m DeDD 513401 (Beference (b)) to e;tahﬁsh
policy and assipn responsibilities for the protection of boman subjects n DeD-supports

Frograms to implement part 219 of title 33, Code of Federal Remlations (CFE) (also l:u.u';m and

heremmafier referred to as “the Common Fule™ (Feference ().

2. APPLICABILITY
2 This Instraction applies wa:

(1) Q5D the Military Deparments, the COffice of the Chaimman of the JTomt Chiefs of
%taff and the Joint Staff, the Combatant Commands, the Office of the Inspector General of the
Dieparmment of Drefense, the Defense Azsncies, the Dolr Fisld Activins:, and all ciher
arganizadonal enfides within the Deparmment of Defense (hereinafier refemed o collecmvely az
the “Doll Components™).

(2} All DoD-conducted or -suppomed reseanch invelving buman subjects as defined in
the Glozsary. All such acmvities pnsst mchuds both systematic investizaton desined to develop
ar copiribais to generalizable knowlsdze AND myvelee a living individual abouot whom an
imvestigator conduoting research obiin: dat throush meenrenton or interacton with the
individual or about whom identifiable private information i ob@ined  All acdvities mestinz
Tboth of these conditions will hersinafier be refemred o as “ressarch imeolving boman subjects™
ihis Instuctson.

(3) Actwiries such as research, development, testing, and evaluation (RO T&E) that mest
ibe definition of ressarch imvalving buman subjects (as defined in the Glessary), as well as
clinical investizations or medical activities regulated by the Food and Dinig Administration
(FDA) in parts 50, 58, 312, 500, and B12 ofttle 21, CFF. (Feference (d)).
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Dol 3216.02, November 8, 2011

b. Applicability i= not dependent upen the odeet activities fonding the ressarch, the mizsion
of the Dol orpanization conducting or supportdng the research, the securty classification of the
research, the kocation of the research i the United States or a foresizn couniry, or whether the
research iz conducied or supported under a program that & net considersd research for ather

PUTposes.

3. DEFINITIONS. See Gloszary.

4. POLICY. Ttis DoD policy that

a Al research mvolving uman subjects that is conducied or supported by the Depariment
of Defenze chall comply with pant 219 of Feference (), which incorporates the ethical principles
of respect for persons, beneficence, and jostice. as codified in pags 23192 of the Faderal Rapister
{alse known as “The Balmeont Feport™ (Feference (g)).

b. Certain carzpories of buman subjects in ressarch are recopnized as valnerable populations,
eroms, of individuals and are afforded additional protections as specified in saction 7 of
Enclozare 3 of this Insraction.

. Bessarch myvolving human shjects for testing of chemscal ar biological warfars agents is
penprally probibited by secdon 15204 of title 50, United States Code (I1.5.C.) (Referencs ().
subject to pessible exceptions fior research for prophylactic, prodectve, ar other peacefnl
pumposas.

d. Dol-appropriated fiunds shall not be used to suppert research irvalving a uman being as
an expeTimental subject, as defined in thiz Insmaction, withaut the prior mformed consent of the
experimental subject or in accordance with section 920 of title 10, U.5.C. (Reference (2]} and
this Imstruction (see section 9 of Enclesure 3 of this Instmaction for details). The defimitions of
research myvolving a buman bemz as an expenmental sobject and ressarch imvolvins buman
subjects are different; see the Glossary for an explanaten

e Besearch myvelving human subjects covered under this Instroction shall also comply with
applicable Federal and State laws and regulations. When the research is conducted outside of the
United States, it must alse comply with applicable requirements of the for=izn country and its
national laws and requirements. In the event of an unresolved conflict betwesn this Instmacton,
imchading its references, and other applicable laws and reguirements such that compliance with
Tt &5 impeszible. the requirements most protective of the homan subjects shall be followsd
When there is an umresolved conflict, Dol Componsnts shall consult with legal counse] and seek
madance Som the Assistant Secretary of Defense for Fesearch and Engineerins (ASINE&E]].
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DoDF 7216.02, November &, 2011

§. PROCEDURES. Se= Enclosure 3.

7. BEELEASABIIITY. UNLIMITED. This Instrocden is approved for public release and is
available on the Intermet from the Del) Issnances Website at bitpowarw . ditc. mil ‘whe/directives,

8. EFFECTIVE DATE. This Instmaction is effective upon its poblication to the DieD) Issoances

Websita.
 Frank Kendall
Arfing Under Secretary of Dlefenza
for Acguisition. Technalozy, and Logistics
Enclasures
1. Beferences
1. Bespomsibilities
3. Procadures
Gloszary

at
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DaD] 3216.02, Novembar §, 2011

TAHTE OF CONTENTS

ENCLOSURE 1: FESPONSIBILITIES. ..

F L1005 NS
DA oo eee e ee oo e teer et eeseeseee et
HEADS OF THE OSD AND Dol COMPONENTS oo

ENCLOSUEE 3: PROCEDURES..

DD OOMPONENT HEFPP MANAGEMENT PLAN..

REQUIREMENTS FOR A FEDERAL A‘S‘S-LI'B_A}{:E
Aprtivities for Which an Instiration is Fequired ta Have 2 Federal Assurance .

Actvities for Which an Instration is not Eequired to Have a Faderal i:sum::e

DeD-CONDUCTED RESEARCH INWOLVING HUMAN SUBJECTS .
DD Institutional Approval and Creersighi.
Dol Component Review and Oversight ...

RESEARCH INVOLVING HUMAN SUBJECTS CONDUCTED BY A NON D-u[:-"

INSTITUTION ...
Clause in Cmm iu:ni Agremn&nm
Nop-DroD Institutional REPD]J:»CI.b]lIII.E
LoD Component Beview, Approval, and 'Eh EL':Jg]JI
ECUCATION AWMD TRATINDNG ...
SELECTION OF HUMAN ‘S-U'EJ'ECIE AZ'-'D E".-A.T.Lﬂm'-['l.'.'r RIEK
Selection of Human Sabjects .
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