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-PROCEDURE -13.-- EXPERIMENTATICY N HUMAN SUBJECTS FOR INTELLIGENCE PURPOSES

A. APFLICARILITY

This procedire applies to cxperwmentation on human subjects if such ¢xperi-
mentation is conducted by or on behalf of 2 DoD intelligerce component. This
procedure does not apply to exp-:iwentation on animal subjects.

R. EXPLANATION OF UKDLE.NED TERH3

st

1. Experimentation in this conlext means any research or testing activ-
ity involving human subjects that way eapose ruch subjects to the possibility
oigpernaneut or temporary injury (including physical or psyehological damage
apd damage to the reputation of swh persons) beyond the risks of iajury to
which{such sub_ects are ordinarily expcsed in their daily lives.

1 ‘ ’ ' )

2. [Experimeatatioun is condacted on behalf of a DoD 1atelligence com-
potent if it as conduct-d unler sonlract to that component or to another DoD
component for the hecelit of the iutelliyence comporent or at the request of
such a component regarialess of 1he existence of a contractual relatinpship

3. Hewan subjects an this covext includes any person whether or not

such person is a United Steters person.

C. PROCEDURES

l¢ Experimeatstion on humaa sul jects conducted by or on Lehalf of a DoD
intelligence compoueat way be undertaken orly with Uie duformed.cunsent.of.the
subjecds, 1p.ACCordencd Wil guide.anes . issued by the Degartment. of. Health.and
hagad Services, settang ewi. coaditions that ssfeguard the weliare ol-sech sud-
FCLS.

2. Dob intelligeose componenis may pot engage in or contract for experi-
meptation ou human subjects without approval of the Secretary or Deputy Secre-
tary of Defense, or the Senretary or Under Secretary of a Military bepartﬁﬂnt,
as appropriate,
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sence components to state and loew]l hiev o
sercement authorities only when lives are oo
o veteed and only pursiant to a request by Ui
oA of such awthority, Buch reguests st o
o caved by the Seoretary or Under Secrets:
Jhe Army. Under these clrevistances exye:
j veonnel may be vrovided to sach ageney pro.
e participation in law enforcement acti i
rooxcdimited as follows
{1} Only personnel with technical skilts
ot seenddy available 1o sueh Inw enforeemean
athweeities, which can Le utilize? (o privei
slreor serious injury, nay Be peowided
(h) Provision of auvk perscinel witl 1o
nnited Lo thut pecessary to prevent the donth
mOIous injury that is threutened. but in o
shalt such assistance be provided for mer.
b2 hours
(¢) Such perzounct are net used to ar
eed porsons whoe oare swsnected of cones
i, o who are abons o ot a4 eri e,

{(d) Use of such pers el does not v

Vo ine Posee Comiiatus Act,
vy Eaaergency aswivtroees T energeney
catieny, where lite s vir b eed, the reques
rooaredin 1) and (2) above may be oio
o cnded that it is reduce? 1o wrttine and st
el to HQDA(DAMLE-CLOY withis 72 hours
Cobeos Do i endangered, Gt as to the Jopral
cud propriety of the renuestod aasistane
e Lthds procedure should e rosolved in fuvor

cooviding the asaistance,

oty Procedure 17, Acsigrinent of intelligence

cevaoniel Lo other agencics, o, Anplicadily
col reape, This proceduve applies o the -
“noocent of DA intelligence personned to ofiior
ceowies within the federal government. This
aceduce dees not apply to--

(1 Assignment to state or local rOver.
sivlie, corporations or other privaie orpuniz..
poal

2y Assignment Lo another ageney with
e cvelligence comimunity whoen ourt of the

ool the assignment 15 to puin CNTRPIe e
s nnewtedge about the aetivitios of the othe
eyt (Reporting or report in this contevt

operation or peraonnel of i ageney that is not
available publicly.)

ho Policy. Kmployees of Army inteiligence
corzponents who are assigned 1o work for snd
wuler the direction of another agerey of tha
federal government will conduict themselves
for the duration of their assignment as if they
were employees of that apgency. Any respenagi-
hilities: to provide informution o or services
for DA will be stated expressly and made a piart
o7 the terms of the assigrment,

. Procelures.

(1} Assignment of emvloyees of Army in-
(ol yenee components to other agencies within
il dederat goverament is governed by OO
Directive T000.17. The memorandom of AgTOE.
ment concerning such assionment and regaired
by rubsection (6 (e5 {1} of the Directive shall
meladp——

() Anidentification of the Arvy intel-
Hienee component from whish the amployee
Les boen nssimed oy DA,

(L) A statement delmeating (e om-
clored's responsibilifies, if anv, {or yeporting
ty Bre DA about mastiers thal come t¢ the e
pooved’s ateention while on assignment outside
fhe Departruent.

(2} Other than is permitied hy the terms
of the menmwrandum of noveerqent pursuant io
Vol Direct, ve 100017, an eployee of an Ariny
feiclligenve component on aagignment to gne
other ageney of the federal overnment may not
report to any Army component the aperations
or versonnel of the ageney to which the em.
ployee ig assipoed,

(3) After completion of an assigniment o
aroiher agency of the federal sovernmoant and
retain to 'Y, an enployee remaing under the
seane restrictions, uy to reporting, that applied
when the employee was on anch agsignrnent.

3]

2=t Proeedure 18, Experimentation on human
subldects. a. Applicatsility and seape,

(1) This procedure applies teo exXp.Timern-
“ation on human sabjeets if svch experimenta-
tion is condueted by or on behalf of an:’ Army
intellipence compouent. This procedare ¢ ses not
applyv to experitrentation on unimal subjucts,
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& researcl, development, or relnted activi, that
may expose an individual to the possibioy of
imjury (including physicsl, psycho.ogical, or
social injury) that increazes the ordinary risks
of daily life for the subject (indluding {ho ree-
oghized risks inherent in 4 chosen ocoupation

ficld of servieey, or that fempororily ad-
versely affects a person’s mental or physical
condition,

(3) Experiment:tion is conducted “on be-
half of” an Army intelligetuce component if it is
conducted under contract to that component or
to another Army component for tire honefit of
the intellipence component, or at the voquest of
such a component regardless of the existence
of a contractual relationship,

{4) Human subjeets in this rontext in-
rludes any person rogardless of whoiher the
person qualifies as & US person.

U, Policy. Army intelligence comnovenls may
cotiduct experimentation on human subjects
only when an important foreign intvllumm or
CI purpose is to be servad, only aftir the in-
formed consent ¢of the subjeet has heon obitined
in writing, and only in accordance with guice-
Yineg issued by the Deparvnent of feclth and
Human Services sefting out cenditicns that
safeguard the welfare of the cubjecis, and other
applicable regulations.

s Procedure, Avmy intelllgence compaients
may not engage in or contract for exyerimen-
tation on human subjects without vrior ap
proval of the Secretury or Under bowretary of
the Army.

219, Procedure 19, Special activities. a. 4p-
plicability awd scope.

{1) This procedure applies to the conduct
and support of special activities by Ay intel-
ligence components, Thig procedure also applies
to other Army compouents that provide cupport
for apecial activities conducted by roD) intel-
ligence componerts and other agencies within
the Intelligence Comuuunily. These nrocedures
do not apply 40—

(a) Diplomatic or miiitery altache ne-
tivities conducted by DOD,

2-22
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tellipence;

(¢) Any functions in support of the
collection and production intelligpeuce; or

(«1) The conduct of special activities hy
the military services in armed conflict or to
military deception operations targeted, for wdli.
tury purposes, againat a hostile foreign pover,

(2) Conspiracy in thir context has the

same meaning as in the criminal law context
and requires an overt act. Neither the term
“assassination” nor the term “conspire” in.
clude military or civilian messures againat on-
going international terrorist activities (which
iz a defined term (cce glossary) and should be
construed strictly), airoraft bijackings, or in é
response to danger of substerntial physical havm
to any person, These lerms do not apply (n
actiony ¢f the militury services in the execu-
tion of lawfully ordered military operations,

i

{3) Diplomatic and minlary attache acliv- ‘
ities means the representational, information I
gathering, and reporting aclivities perfiormed Y
by diplomatic and military aitache personnel {
abroad.

(4) Production of inteliprencs means ‘he £l
process of developing “intshigence produels™ T
which is a defined terw. (see glossary). a

(5) bpecial activities maen activities eon. pj
dncu,\d abroad in support of national forcign
policy oliiectives that arve de+pned to further
official US programs and policies ebroad; that T
are planred and executed so thiat the roie of the n
United States Government ic not apparent, or fu
acknowledged publicly and functions in support re
of such activities, but not including diplomatie £8
and military attache activities or the colleetion
and production of intelligenre or related suop.
port functions, ti

(6) Sapport, when usad in this contaxt,
meany the provision of sssistance in the forp
of transportation, training, supplien, erj: Upmegt J '
or expert personnel.

b. Policy, No Army intelligence cnm;wne;ﬂt;
will participate in the conduct or support ¢f
special activities. No other Army compope i
will provide support for special cetivitics ' ke
upon the specific direction of the Seerctury ¢
Under Secretary of the Avmy and the q.vd(,t“ﬂ’ap
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Boards, Commissicns and Committeey
HIGH PCLARAFORMANCE REVIEW PROCEDURES

inring 1982 and 1983, idn keepinn with the US Army Intelligence ard Sacurity
Cormand (INSCOM) goal of "extraordiaary performance,” and seakiag to move the
cermand to a level which exceeds cormenly deflined paramaters of porformance,
1 e INSCOM conducted a study of hish performing organizations and programs in
the public and private sectors. Scveral techrnologles, wanagement rechnlques,

sinlng experlences and programs were ldentifled for further evaluation wlth
‘ernect to thelr potentlizl to coctribute to the development of extraordinary
Sudividual and unst pertormance within the Command. This regulaticn contains
1RSCOM -policies and guldarce for rhat evaluation, establishes procadures for
the use of INSCOM personnel as vo'lanteers in evaluating and implemeating high
performing human systems and prosvldes guidance for commanders and supervigors
in further {implementing and evalvacing those high performing “wunan gvstems.
Supplementation of this repulatior Is permitted oaly after prior sz proval has
been obtained from this Headquarters, ATTN:  TASJA.
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Chapter 1
GENTXAL TNTORMATION

i+ Purpese. This reguiation containg INSCOM policies and guldance for the

16 o

mand. Ig =

a. Promulpgates procedures aad guidance for the use of INSCOUV personnel
a7 volunteers in the evaluation of high performing human systems;

b. Establishes and implemeuts a raview process which {8 conslstent wlth
AR 70'25;

¢+ Insures the continued evaluation of IN%CDM activities ro assure that
the provisions of AR 70-25 are being followed;

d. ''Establishes procedures to obtain a health hazard assessment prilor to
araroving an INSCOM protocol {ssucd as required herein; and

e. Promulgates INSCOM pollcies and procedures to assure that INSCOM com-—
penants do not engage In or coniract for experimentation on human subjects in
viclation of Procedure 13, AR 381-10.

i=de  Applicability. This regulavion applies to all clemontg of the INSCOM.

t~3. PReferences.

a. AR 70-25, Use of Volunteecrs as Subjects of Rescarch.
b. AR 381-10, US Army Intel!lgence Activities.
¢, AR 70-31, Standards for Technical Reporting.

Scope.

—— s -

a. Nothing in this regulaticn s intended to supersedz requirements for
health hazard or other safety rev.ews roguired by any other regulstions or di-
rectives.,

b. The procecures, policles and guldance contained i1 thls regulaticn
rercain to the following:

(1) Behavioral studies, resesrch and/or testing involving human sub-
jucts, repardless of whether conducred Ly INSCOM, a contractor, or cother agency
wtildzing INSCOM funds.

(2) Inclusice of human subjerts, whether as the direct wr indirect
ot iret of research, regardless of rhe level or risk invoived, in tha devclop-
met, testing or stucy of matvers ossoclared with the missions and fenctions of

1-1
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the INSCOM, or the application of non-tradirional ideas and technologles Iv '
achieving hjgﬁ performance of human resouries.

S

\
(3) 7he investigation of programs rad tecinclogles to enhance org:n-
izational an@ individual excellence whare svch investigation involves the -~
zlugion of huran subjects as thelr object.

i=5. Exemptlong.

a. Recearch, testing ard studles o which human gubjects are Involved la
one or more of the following categories are oxempt from thla regulation.

(I)‘ Bonafide activities under the uponsorship of another Departme:n
of the Army componeat and involving surveys cr interviews where all of the foi-
lowing conditlons exist:

(a) Responses are recoried (n such a way that subjects canro
be identificd directly or indirectly.

(b) The sutject's respouses, L[f they becone known, would i
place the suﬁject at risk of criminal or <:vi1 liabllity or damage the g
ject's finarclal or soclal standing or erplev-hility.

(c) The activity does not co-ul wich sensitive aspects of thn»
subject’'s owu‘buhavior, such as 1llegal conlucz, drug use, sexual behavior, o~
use of alcohcl.

i
4
i
§

2,  Research which involves the ure of educational tests, provis

the data is r%corded in such a way that tho subjects cannot be {dentified

rectly or incirectly.

(3]  Research in non-INSCOM ecducat > ral setrtings which involve norr:
educational ;ractices, such as --
(a) Regular and speclal educational sivategles.
| b
{(b) The effectiveness or the comparison among techniques of i
structlion, curricula, or classroom methods. {
(4)‘ Follow—-up debtriefings, intarvicws, taosts, orv evaluations to d.o
termine how well participants have learned the information or skills transmic
ted by trainiqg or instructional activiuiles provicusiy attended by the subjec.
thereof. ‘ ! |
b. Exemptions of other activitles frem thils regulation, even whera st
activities may be exempred from other s mi{l r remgvlatlons or directives, she
not be consicered valid for INSCOM purposes 1-le2ss and until confirmed by the
THSCOM Human ?cchnnlogy Review Board as p-roribed elgewhere in this regula-
tion. ‘

| &
1-2
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| Chapter 2
RESETONSIBILITIES

2-1. Approving officlals. The Conmanding General, the Deputy Commander, In-
t :1ligence, and the Deputy Commander, Support, are the designated INSCOM ap-
proving officlals.  Only these officials may approve the use of human subjects
i research.

» -7, Commanders and Staff Flement lleads. Commanders at all levels within the
!'USCOM, heads of Headquarters statf elenents, office chlefs and program direc-
rsrg (herelnafter referred to only as commanders and staff element heads) are
rocponsible within thelr respective functlional areas for --

a. Insurinpg that the provisions of this regulation are institutionallzed
fito thelr organizational procedur-s and practices.

b. 'Insuring that no perscns engage In or contract for expsacrimentation
1wvolving human subjects without =zhe oxpress approval of an INSCOM approving
y'iicial.

27, INSCOM Human Technology Review Board (HTRB). The INSCOM HIRB 1Is respon-
stble for --

1

a. Observing written procedures for the following:

(1) Inittal and continuing review of research, including the reports
o¢ findings and actlons to the investigator and the approving officlal.

(2) Deteruinazicen of those projects which must be —-
(a) Reviewed more often than anrually.

(b Verified from sources other than the investigators that no
«.+n»rial changes have occurred since the previous HTRB review.

(3 Prompt reporting to the HTRB of proposed changes In the re-
rch, and to the HTRB and approving offliclal of unexpected problerms involving
s to the subjects or others.

b. Insuring that changes !a approved projects (during the period for
d.ich approval has alraady been givzn) are not initiated without HTRB review,
cwept to eliminate {mmediate hazac's to a subject.

¢. Revlewlng proposed protocrols at meetings attended by a majority of
rowhers except whan an expedited roview Is used. For tte protocol to be ap-
vooved, 1t will receive the approvit of a majority of those members present.

d. Raporting rto the €3G anv s-orious or continuling noncompliiance with HTREB
cculrements and determinations fouad by investlgators.

~

2-1
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e. Congucting a continuous review of r:isearch stadles at (ntervals pro-
per to the degree o risk, but not less tiav uice per year.

£. Inusuring the observation by a c<hir: party of the
each investij;ation, as appropriate.

consent process ar

B Re:pmmending safeguards or specla conditions to a protocol. Whu
such.recommen@ations are made, the approvia, official may take the followlin:
action: ‘ ‘

(1)‘ Not reduce the safeguards or ‘caidittons, and approve the prorr -
col. ‘ :

{(2) Require additional safeguards.
(3)  Disapprcve the protocol.

(4)i Refer the protocol to a hiigher echelen approving authorlty fo-
actlon and review.

|

2-4. Chairperson of the HTRB. The DCSPFMY is ¢ 2signated Chalrperson and a rogp-
ular member «f the HIRB and is responsible {cr chairing HTRB meetings, keepln’

|
the CG informed of HTEB activities, and racommendinrg approval/disapproval of
HTRB regular mebers te the CG.

2-5. Execut:'.ve Secretary of the HTRB. “he LU3PPM will designate a member o
his staff to Qe the Exacutive Secretary of <he HTRB. The Fxecutive Secretir:
of the HTRB |: respounsible for --

a, InsuFing that the respoasibllitiecs of the HTRB prescrihed {n para-
graph 2-3 ar« carried out.

b. Pr:paring and distributing the cgenda for each meeting to all HTRH
rmembers. |

¢. Insazing that all HTRB members are afforded the cpportunity to cow-
mznt on HTRB i ctions conducted under expedited review procedures.

2-6. Rezular HTRB membership. The INSCOM BCSOPS, DCSPER, DCSSYS, SJA, Comma«d
Chaplain and JARCOM LNU, are each responsihie for nominatioa of an individu::
to serve as a regular member of the HTRB. Noamlnees may be from thelr respec-
tive gtaffs, subordinate command functicrnal c¢ounterpart sta’fs, or may be the
nominating eliment head. Nominations will be submitted to the HTRB Chalrperscu
(OCSPPM) for approval/disapproval by the CG. Nominatlions may be by letter, D!
or message, and will contain the Ilaformation required by paragraph a, below.

a. Nominges will be 1identified by namc, carned Jegrees, current positio:
and duties, ard experience, such as board cvrzificatlions and licenses. The ic-
formation in :he nomination will he complete ercupgh to describe each member’s
chief expected contributions to HTRB reviews.

2-2 |
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b. Nominees will normalle be military officers in the grade of 0=5, or

v cbtove, or civilian employezs, GS~173 or sbove. Nominees will have diverse hack-

rrounds to insure thorcugh reviszw o0f research studles Involving numan volun-

teers as research Jubjects.  Nemitees should be of wvarled raeial and cultural

tackgrounds. Nominees should have displayed gensitivity to such 1ssues as com~

murlty attitudes, aad respect for undvice and counsel and for the rights and
velfare of human sub jects.

¢c. Confirmed nominecs will scrve as HIRB members for an indefinlce term,
¢1d will be expected to have final authsrity to speak on behalf of thelr active-
f (: y? -

reT, Ex officio HTAB membership. The incunbents of the following posftlors
{

« 111 serve as ex officio, non-vollng members of the HIRB:

a., Chief, CENTEX.

b., " Command Fsycholoyist,

c. Chief, Human Technology Gfflce,
d. Chief, Publlic Affalrs Cfilce.

“-3.  Ad hoc HIRB membership. The following will serve as ad hoc members of
thz INSCOM HTRB:

&
i &. The Stuff Advisor for Scientliic and Cryptologic Affairs.

b. A phystcian, as approved bv an INSCOM approving officlal (para 2-1).
thysiclan nominees for ad hoc memburship will be provided as requested by the
Chalrperson.

2oy, Principal irvestigator. The prinecipal investigator for each proliect
covered by this regulatlion i{s respcnsible for =--

a. Malntaining adequate records on the followlng:

(1) Receipt, storage, e and disposition of all investiatioral ma-
terlals and devices.,

(2) Case historles that racord all c¢bservations and ottr data im~
portant to the study. A

(3) Voluuteer agreement documents.

b. Preparing progress repoerts, Including annual reports, as detsrmined

[N

by the approving authoricy and the [5COM HTRB. .
¢+ Promptly rotitylup the approving authority, through the INSCOM HTRB,
2 any adverse effecrs vaused by the rescarch.
2-3
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d. Insuring that the research has been approvad by the proper authorit:
and the INSC?M HTR3 before starting, changiug or extending a study.

e. In:uring that all subjects, includiny those used as controls or th:!
representatif%s, ara fully informed of the nuture of the research to inclu -
patential ri:«s to the subject.

f. 1Insuring that investigational naterials and devices are administerad
only to subjo<ts under his or her personal sup.rvislon and that of a previously
approved asscélate Investigator.

g- -Insuring that volunteer recruiting tcams are briefed as to the nature
of the research and the ethical principles im this and related regulations.

2-10. Members of volunteer recruiting teams. Members of volunteer recrulting
t2ans are responsible for -——

a. Establishing volunteer requiremenrs prior to recruitment.

b. Und%rtaking recruiting in a worally, ethically and legally acceptab! -
Mmanner. :
1

2-11. Medical monitor. The medical moritor oY euch project i3 responsible f«
and 1s hereby delegated the authority to te - .ite the eftor. (f =--

a. Subjects ave at risk of 1ife or 1i: .

b, It appears the risk 1y significantly greater thin anticlpated at it
time of review and approval of the project. o

‘ 2-4 |
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Chapter 3
POLICIES

i1,  General. Experinmentation !nsolving human technoleogy or human subject:

¢ ~nducted by or on behalf of any .NSCOM component may be undertaken only with

informed consent of the subjs-i, and in rccordance with guidalines {ssuec

tv the Department of Healinn and Huwan Fervices (IHE), setting out corditions

t-on safeguard the welfare ~f sucl «ubicats. “The provisions of tnils rvegulatior
restltute INSCOM implementacion o these guldelines.

"7« Approval. INSCOM ccuponents may not engage in or contract any research

resting Involving hwman sunject: without advance approval throuzh the INSCO¥

S UaB by an INSCOM approving offtci ", or nigher level officlal, where appropri-
w2, This approval {s reguired vepordlzss of the depree of risk involved,

3. Risk determinations. The INSUTM HTRB will render all risk determinations
vesarding INSCOM vesaarch or restivyg involving human gublectu.

v» Risk wersus Yoenefit. The Jdoevee of potential righ involved in any pro-
wrtt will never excceed the expected rencflits of that effort,

“

2-5. Moral, sthical and leral conzupts. The mnral, ethical and legzl concepts
¢ the use of human subjects wili ‘e fnoillowed as ourlined ir this regulatlon.
“iiuntary consent of each human subjec: {3 essential. Milivary porsonnel are
‘ut subject to the Uniform Jode of Military Justlice (UCMJ) for choosing nol to
teie part as human sabjects. ‘

3=~f,  Fully lnformed subjents. Only persons who are fully informed and volun-
tesr to take part may he usad as human subjects in INSCOM recearch and tescing
ctivities.

7. Use of non-US citizens,., Research may he conducted outgide the US that

fivolves pon-US citizens; however, all requirements of this regulatlon applic—
‘e to human subiects shall be equally applicable to non-US citizen human sub-
LS.

Use of prisonsrs of war and derainees. The use of prisoners of war and
soevalnees as human rvesearch subjecrs Is prohibited.

. Medical care. Volunteers will bz authorized all necessary nedlecal care
for dnjury or disease that Is the proximate result of taking part o approved
in3COM research or testiag activities.

z- .0« Stated objectives. ach preoject will te designed to achleve its stated
oi-jectives. The proposed noaber of subfects will be the nininmun needed to {n-
2 that statistically significant resulis are obtained. -

Yach preject wil) k2 conducted in such a
siecal and mental sufferiog. Prepariations

“-.1. Physical and rerntal sufferine.
mraner as to avold unaoccessary pf

- i
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will be made and adequate facllities provided to protect the subject and fy-
vestigators qgainsc all foresecable injuries, disabilitles, or death. A pr:
tect will not be conducted 1f any reasoa extits to believe that death or injury
will result.J The degree of potential risk will never exceed the expected bhen -
fits of the project.

3-12, Qualifications of investipators. Only persous judasd quallfied by 1o
appropriate approving authority will concuct hruman subject szudles. The phys -
cian responsible for the health and wvelfare »f the subject may or may not
the priﬁ;ipal irvestigator. The physiciun 13 authorized to stop the project
any time he or she believes that injury, disabllity or deatt may result.

3-13. Minorg. Minors may not be involved 3 humar research subjects without
advance approval in each case by the INSTOM HIRB,

3=14. Recruiting of volunteers. Volunteer rccuiting wi{ll be accomplished
personnal reﬂponsible for the conduct or particular project, or as othe
wise specifically approved by the INSCOM AT“

3-15. Protocol guidance.

a. Each approved protocol will be re-iewed at least annually and on
0ontinuing basis as determined by the INSC(* HIRB. Annually means once ea:”
12-month period.

b. The decision as to whether a rescucch protocel involves more th
ninimal risk shall be made by the INSCOM HLRL.

c. The rescarch protocol will be prepared In accordance with the -
structlons contained at appendix B.
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Chaprer &
PROCEDURAL GUIDANCE
4~1. Teechdical reports. Technical reports will be prepared as prescribed :n

AR 70-31 and follow the format of MIL-SID-847A., When applicable, these reports
will contain the following stuatement:

For the protection of human subjects, the
Investigators have adhered to the policies
of AR 70-25 concerning the use of volunteers
as research subjects.

4-2. Advising the Medical Research and Development Command. Two coples of
technical reports of study will be forwarded to the Commander, US Army Medical
Research and Development Command, ATTN: SGRD-HR, Yort Detrick, Frederich,
Maryland 21701, When HQDA approval, or higher, 13 required, informaticn
coples of nmaterisl forwarded for approvil will also bhe furnished to the office
above. These will include as a minimum, two copies of the protocol, a copy of
the wvolunteer agreement and all minutes of INSCOM HTRB meetings reviewing the
proposed project.

4-3. Informed consenz. Subjects will be given adequate time %o revliew and un-
dzrstand all Informa:ilon before agreeing to take part in a project. The volur-
tzer agreement documents will be wrilitten in languajze that is easily understocd
by the subject. The documents listed below will be discussed with auach subject
before his or her acceptance.

a. The Voluntear Agreement (appendix C).
b. The Explanation Portion of the Volunteer Agreement (appendlx D).

4t Minimum standards. The laws, customs and practices of the country in
which the research is conducted will tuke precedence over procedurcs required
by this regulation, where applicable. The project must mect the sane stardards
of ethics and safety, however, that apply within the US {nvolving US citlzens.
When standards vary, the more stringeat wil' apply. A miai{mum age of 18 s re-
quired for US c¢citizens taking parz in vesearch conducted sutside the U3, e~
gardless of the laws of the country ilu which the effort is being undertaken.

4-5, More than minimal visk. Whan [t has been determined that the risk in a
human subjects study is more than ninfwal, then advance approval 13 requirad
through HQDRA (DAMI-CI) by the Secretary or Vnder Secretary of rhe Army. In ad-
ditien, a medical monitor shall be recomwended by the INSCOM HTRE arnd approved
by the CG.,

b6, Contractors or veandors. Contractors or vendors halding approved DS
assurance of compliarnce shall be considered In compifance with this regulation.
Tn the absence of such an assuraice, a special assurance willl he negotiatol

4]
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with the conlractor or vendor. In all -sses, however, the TNSCOM HIRB must apL

prove the IN%COM participation {in or utilizitlon of such contractors or ven-

dars.

4~7. Reques:3 for axceptions. Requests for exceptions to this regulation will
be submitted 'to the INSCCM HIRB Chafrperson (DCSFPM) with full justification.
-8, Fxpedited review categories. Categories which may be processed 1nithe
expedited reylew procedures are as follows:

\

&. ReFording of data from subjecis who are 18 years of age or older,
vsing non-invasive procedures routlrely employed in clinical practice. This
category doeF not Include exposure te electromagnetic radlatioca ocutslde the
visible rang2 (e.g., X-rays, microwavaes). It does include =~

(1 The use of physical sensors that are applied efther to the sur-
face of the %>dy or at a dlstance and do not involve {fuput of matter or signif-
fcant amounts of energy into the subject or an invasion of the subject's pri-
ViICYe

(2) Such procedures as --

{a) Weighing.

(b) Electrocardiography.

{(2) Electroencephalography.

{(d) Thermography.

(e) Detection of naturally occurring radioac:tivity.
(£Y Diagnostic echopranhy.

(g) Electroretinography.

b. Volce recorcings made for research purposes such a3z investigatlons of
speech defects, Improvement in language utiifzatlon, etc.

¢, Moderate exerclse of healrhy volunteers.

d. Study of extscing data, doc.ments, records, pathological specimens,
cr diagnostic spocimens.

e. Minor chang:s In gpreviously approved recearch during the perfod for
~hizh approval has “een authorized.
4=%. Expedited review procedures. Undcor an expedited review procedure, the
HTEB Chalrperson, or one or more HTRL revlcwers designated by the chalrperson,

| .
may carry out the review. These revicuers may exerci{se all of the authorities

/; - 2’
| .
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o the HTRB except that of disapproval, which may only be exercisad as pre-
scribed elsewhere in this regulat({ .n.

. a.» When the expeditad review procedure is used, the reviewers will fur-
and complete copies of all rhelr .::lons and related materials {e.,2.,, research
p“;g, protocol, etc.) to all othor uembers of the HTRB. The HTRH Chalrpersen
w11l submit a written repor: of <o cdited review acilons to the CG within ten
worklng days of approval action.

b. An expedited review prccedure may be vestricted or suspewded to pro-

ly:t the rights or welfare of subj=rts at any time based upon either direction
oan approving offizial or request by any member of the !ITRE.

A3
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Chapter 5
INSCOM HUMAN TECIMOTOGY REVIEW BOARD ACTIVITIES

iv.s  Compositlon of the HIRB. Afa:zbershlp In the INSCOM HTRB will conslst of
e chalrperson; at least six ot%.r regular nembers, appointed by the CG frow

cong the nominations subaitted in acenrdance with pacagraph 2-6 aad 2-8,
“hove, or from other sources; an <xecutlve secretary; and such other ex officio
o ad hoc wembers as prescribed in -hapter 2, above. One regular member will
he not affiliated with the INSIL! and not part of the immediate famlly of ¢
vorson afflllated with the INSCOH.

¢

<7+ General criteria for membership. At leadt one member of the HTRB will be
from a profession/position/activity primarily concerned with the walfare of hu-
mint persons. At least ora member will be nen—sclientific, such &3 a lawyer,

csthielst or member of the clergy. UHE INSCOM HTRB may invite persoans with spe-

clal rompetence to assist Iin the review of complex issues that requlre exper-
tise beyond that available on the H{TEB., These persons normaily will not vote,
waless he or she 1s serviag as the non-INSCOM member of the HIRB.

5-3. General committee activitiec. Fach regular and ad hoc committee member
shall have one equal vote, and thz entice committee wlll he vested with the 1e-
spongibility to determine {f a prosesed activity is acceptable. Azceptubility
wiil be in terms of Army iedical [Copartment (AMEDD) coomitments and rtegula-—
ttons, applicable law, standurds c¢f conduct and practice, and with full consid-
erastion for the particularly sensi:ive nature of the INSCOM's role as an intel-
Lience component .

a, At least five wvoilng momnerszs will be required to congzitute a quorum
2t rach committee meeting.

be All actions of the committee will be hy majority vote of nembers
prrgant .

» Avolding poassible conflicts of inceraost.

a. Except tc provide inforoiticnr requested by the UTRB, no INSCOM HTRB
oaber may take part {1 a review of any project which 1s sponsored oy thzt nem-
Lor's organization or office of employment or assignment, or {a whicsh there mway
ourerwlse be a confilet or appearacce of a conflict of {nterest.

b. The intended approving o»f{f.cial may not be a member of the HTRE. The
spproving officlal way not approve rvesearch for which he or she s alse o pria-
ciral or associate investigator. a higher echelon of command wpust review and
zuprove such projects.

5. Criterfa for INSCOY HTRB approval., -

a. In evaluating the risks and beneflcs for project: under considers-
=ion, the INSCOM HTRB should considar only those that wmay resul: from that

S
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partlculur profect, unless a clear !ilrn<.ca has heen established to other ot
jects.

b, To approve an effort covered L this rvegulatfon, the INSCOM HTW
determine that all of the requirements below are met.

(1) Risks to subjects are nin mized by using procedures that 2. -

} (a) Consistent with cound investigatlon design and do not + '~
egsarily expose subjects to risk.
|

| (b) Already being used oa subjects for diagnosis or tre-. .o
when appropriate.

(2) Risks to subjects are reasnnable in relation to --
{a) Anticipared bteneflts, if any, to the subjects.

(b) The importance of tle kunowledge that may be expec-od
result.

(3) In making an agsessment for the sclection of subjects, tho =pc
gor has adequately considered =-- ‘

(a) The purpose of the {rvestigation.

(b) The settiag in whilc': tre research investigation will lte oo
ducted,

(4) Informed consent will be aecured [rom each subject.

(5) Informed conseat will he properly documanted.
(8) The protoccl takes alequate provisious tor monitorfng th: d
collected to fnsure the safety of the subi.cts. ‘

(7) Adequate provistons exist o protect the privacy of subjo
to maintain the confidentiali:zy of duta whon aporopriate.

5=6. Spzcial considerations of sersitiviiv. Some or all of the subjects - v
vulnerable to spectal considerations of scasitivity because of past assigr o
affiliations, ctec. In such cases, addiclonal safepuards will be 1incluo-d
pretect the rights and welfare of theso subjonts. i1 no {instance wiil !¢
INSCOM be a party =0 any resecarch which Involves the use of persons witii .cu
or severe physical or mental 1llnes:s, o7 those who are economically or wluc
tionally disadvantaged.

5-7. Suspeasion or termlnation of a pr.oot,

a. The INSCOM will saspend or terminate a project that ==
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‘ Appfoved For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8
% February 1984 USATNSCOM Regvlatlon 15-3

|

(1) 13 not teinz conducted ascording to the HTRB's requirements.

(2) Has teen associated with unexpected harm to the subjects.

e T

b. Suspensicrs or terminauions of a project will include a statement of
tnn reasons for the HTRB‘s actior, and will be reported within 24 hours to the .
principal investigator and the opp-oving offlcial.

‘-, Records.
a. The HTRB exesutlvs secretary will prepare and maintaln adzquate docu- |
mantsd on HTRB activitlaes, including - “

(1} Coples of all prososale reviewed, sclentiflc evaluations that
dcecompany  the proposais, apnroved saxnle consent documents, progress reports
sabmitted by investigators, and reporcts of {njurles and adverse reactlions.

(2) Minutes of HTRD me-tings showing attendance; actlcns taken by
the INSCOM HTRB; tre wote of there actions, includiug the number of members
voting for, apalnst, and abstailning a declsion; the basis for requiring changes
or disapproving 2 project; aud 8 writtea summary of the discussion of contro-
verced {ssues and riz2ir res-lutios.

(3) Tecords of conrioulny ceviow actlvities.

(4) Copieos of all correspondance between the HTRB and project Ilnves-
Itors.

(5) A curvent list of PI%B members. Members will be ldentifled by

i, earned degrees, vepresentative capaclty and experlence, such as board

cerilfications and licenses. The information will he complete enough to des-

ci%e each member's chief expected contributions to HTRE reviews. Any enploy-—
meat or other relatiorship hetween mezbers and the INSCOM will be aoted.

(6) Written procedurer, Including acendas, ewpedited review proce-
fLaros, ete., for che UINE,

{7 Statements or sipnificant new findings.
b. The records required by thls regulatlion will be retalned permanently
inier AR 340-18-13. Such records will be reasanably accessible for inspecticn

4 copying by authorized DA perscrnel and representatives of the Fadersal Tood
~on Drug Administratlon.

5.3
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APPENDIX A
TERMS AMC ABBREVIATIONS
Section 1 ~ Terns
£~1. Approving official. The INSCOM Commanding General, Deputy Co-mander, In-

tetligence, Deputy Commiander, Sunvort, or higher level official, who has been
dulegated authorlity to approve the use of human subjects f{n reseiarca.

A-2.  Associate investigator. A »erscn who may be deaply involved Iin the exe-
curlon of research hut does not have overall primary responsibillty.

A-3. Consent. The legally effeciive agreement to take part as a human sub-
jects The agreement may pertain to one's own participation or be in behalf of
another person. Three terms asscclated with this meaning that dis:cinguish be-
tween the legal validity cof sucl: agreements ave subject consent, permissior,
and assent. These terms are defincd below.

a. Subject consent. Agreewment by an adult person who hzs autenomous
legal capacity to conseat to takin: part as a human subject. This form of con-
seniz pertaing only to adults whe have not lost thelr legal cupacity Lo consent.

b. Permission. Agreement ty 3 "legally authorized representative” fcr
taking part as a human aubject of another person who does not possess sutonco-
rvi3 legal capacity to consent In his or her own behalf. A legally authorized
ropregsentative is a person or Jjudicial body aunthorized under applicable law to
srant permission (aleo known as third-party ceonsent).

c. Assent. Tnz affirmative agreeoment to take part as a human sublect by
3 person not possessing autonomous legsl capaclity to consent In his or ter own
wenalf, but who 13 capable of understanding what 1s proposed and able ro ex-
oresy an oplnlon as to willingness to particlpate. Assent is ceorcurrence In
wnit 1s proposed, but is not a sabstitute for subject consent beczuse, unlike
~onsent, assent has w lepsl efferc.

A-4.  Experimentation. ny research or testing actlvity Involving human sub-
Jucts that may expose such subjects to the possibility of permanent or tempor—
ary injury {including physical or wuiychological damage and damage tn the repu-

v :tion of such persons) beyond the risks of injury to which such subjects are
ordinarily exposed in thelr daily lives. '

A=-5. Expedited revioew procedures. Thos2 procedures used In rvesearch involving
n2 nore than minimal risk and those used for minor changes in approved iavesti-
gaizions. These procedures ninimize tfims required for review.

S0, Health care practitioner. At {vdividual trained to interact with pa-
tleas to provide diagnostic or treatment procedures within established profes-
sinnal standards.

A-1
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A=7., Human subject. Any person, whether o 1ot such persen 1s a US citizew:
about whom a1 lnvesrigator conductlng rescarch. testing or studles obtalns datn
through Interaction with that person. Bot riaysical procedures and manipula-
tiong of the subject or the subject's envirorment are included. Human subjeci =
zay be thought of as direct objects when the research is to determine the ef-
fects of a now system on man (for example, the psychological effects of a par-
ticular inteccogation technique on an {ndiv.du.l) or as indirect objects when i
test 1s conducted to determine how man aff2:ts the ultimate performance of a
gyatem (doc:rinw, concepts, tralning progranc). ‘

A-=8. Human Technology Review Board (HTRB). A body set up to provide Inftl:l
and cortinu#nb review of research involving t e use of human subjects. HT:T
fulfille all the functlons of a human ude connittee as described in AR 70-20.
It is fundam:mtally similar to an Instituctisnal Review Board (IRB) discussed !»
guidelines *ssued by the DHHS for human research, hut has somewhat differer-
authority as conparad to an IRB. Within DuC, authority to approve the use !
human subjec.s in research 1s vested in comzinders. In the INSCOM it is vest.u
1n the CG, ind has been delegated to the I'CG~I and DCG-S for matters un'i-r
thelr respectivu functional control. Appraving officials act on recommena. -
tions of validly constituted HTREs. Outalde DOD, IK¥3 tend to be vested wi' '
this authori IYe '

4-9. Legally authorized representative. A pzerson or judicial or other bnlv
authorized under applicable law to consent on behall of a prospective subje
to the subjext takiang part in the procedures Isvolved In the research.

A-10. Medicpl monlitor. This person is a rtiftary or Department of the Arumv
clvilian physiclan who 1s responsible for ohsorving human subjects during ti.
conduct of rzsearch. 2

A-1l. Minimal risk. When used in the contexi of tirnis regulation, thls mean=
that the risks of harm anticipated in the proposed research are not greater,
considering probability and magnitude, than those ordinarily encountered In
dally life or during the performance of routine physical or psychological exau-
inations or t@sts.

£-12. Principal investigator. A person, regardless of title, who 1s primari!r
ragponsible for the actual execution of the research.

A~13, Protogol. The written, detailed pian by which research {s to be ce
ducted. The plan containsg, as a rinimum, dlszusaion of --

as The objectives of the project.

b. The informatlon to be collected.

c. The\means by which It will be c¢oslie tred andt evaluated.
d. An assessment of poteutial risks and beneflts to ssbjects.
A=?
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e, Safety measuras.
f. Other meaas to be used to reduce the risks to subjects.

A-'4., Research. A systematic lnvescigation designed to develop oc¢ contribute
to general knowledge concsrulng mili{tscy or intellipence problems. The terw
does not include individual or group tralning of personnel such ag combat read-
fivesg, effectiveness, proficlencs or fitness exercises. This definition s
ardque to this regulation and 1s rot Intended to identify an effort for funding
nrnier appropriations inteaded for Xesearch, Development, Test ané Evaluation
CLOTE) . "Resecarch” 1a the sens: applied in rthig regulation will be funded
v ording to the project, effort, =tc., to which 1t applias.

et Research and development. Any sclentific inquiry, invest!lzation, or

oitdatien performed or directed tc test hypotheses or develop ccrceprs con-

o radng physical or blolegleal principals or laws. Research 13 a u:jor explor-

aiion of “the unknown and contains unpredictable elements. Develeoprent ,usually
confined to the qualiflcation or claboration of known principals.

w16, Systematic Investipation. A formal iInquiry generally described in a
mocol that sets forth explicit oofectives and formal procedures designed to
reach those objectives.  The ters includes clinical idnvestization:, but do=s
act dnclude post-trainiag or post~rherapautic ingulries intended orly to evalu-
ate dndividual progress or responsivencess to tralning or rherapy.

#7217+ Test and ovaluatfon. An offert nr assessment to. valldate proposed or

celsting standards or concepts of prrfermance, efther of humans or ¢! materfal.

A+-13.  Test particirancs. Humans Yrcerly {ovolvad in test and evaluations,
it who are not therselves the dirsct object of such acrivities. Generally,
tesr partleipants are not regardec as recelving any direct berefits as a result
of thelr participation in the test (for example, a new doctrine or training
coveepty.

AT
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Devart-ent of the Arrr Assistant
Chief of Staff, Intel!igence

Arny Mollcal Dapartment

J5 Army Research Institute for the
Behavisral and Social Scilences

The IN3COM Center for Excellence
Code of Federal Regulations
Department of the Armv

US Army Matericel Development and
Reasour b Comnand

The INACOM Deputy Chief of Staff for
Pergoni:l

The TNSCOM Deputy Chief of Staff
for ¥lans, Proarams ard Modernlzation

The TH0COM Daputy Chicf of Staff
for Cpuvations .

i
Pepartaent of Healty ond Human Services

The INSIOM Hipgh Performance Task
Force .no longer constituted)

The INSCOM Human Techriology Review Boar!

US Arn»
Commean!

Intelligence and Security

Malor Arny comnand
The INSCOM Sta’f Judge Advocate
The Surgeon Geuweral of the Arny

Untted “rates
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AFPINDLIN B

FORMAT FOR PREPARATION OF A RESEARCH PROTOCOL

Section I
CENERAL INFORMATION
1. Project title. {Enter coaplete project title - 4f this {13 an amendnent s

an existing project, identify by Indicating "Anendment No._  to” immediatcly
preceding the title).

2. Investigators.

a, Principal investigator. (Enter full neme, rank, tltle, organlizacion
and telephone number).

b. Assoclate investigators. (Identify all associate {Invegtlgators and
area of the project for which ecach is responsible. 1Include full name, rank,
title, organization aund telephone number for each).

3. Location of the project. (Identify all locaticns at which the project wiil
te carried out and specify which pertlons will be done at zach location and who
1s the polnt of contact at each locatlca. TInclude telephene number for POC}.

4, Period covered by the preoiject. [Give month and year of expscted start axd
completion dates). :

Section 1
THTROBUCTICN
5. Synopsis.

a. (Eater a short, one-pag2 or ocae-pirapgraph, summary cof the proposed yro-
Ject, similar to :the abotract of a sclentliflc paper).

b. (Eater a 1lizt and btrief description of safety measuves for human sulb-
Jects imvolved i the project).

6. Medical applicatiorn. (Explain briefly the medical impartance, including
psychological conslderations, and possible usefulness of the jyroject).

7. Objecrives. (State bricfly but specifically the objectives of the pre-
Ject. Include ltems below, where applleablod.

a. Study design. (Nouble-blland, crossover, etc.)}.

B-1
Approved For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8



.

1
5
I
E
H]

| ! 1
!

Apprdpved For Release 2000/08/08 : CIA-RDP96-00788R001500140004-8

USATNSCOM Regulation 15-3 24 Fabruary 1984

i .
b. Techiologles to be employved. (List tte generic technologlzs to be em-
pluyed In the project).

2. Type'of populstion invelvei., (iList the subject population to be ol
cerved). ‘

“. Stacus. (State what tas becn accowplished or published 1im the proposcd
‘re. of study and describte how this projret will relate to, differ from and/or
Avence that which hag already been aceonplished).

i |
3. Blbliography. <List all refereuces usad in preparing the protocol)..

T - i

10, AUthQELEZ' {Clre the gnaciflc authority for the INSCOM to engape in this
rro‘ect. ILadlcate darte of approval, and {f not yet approved, indicate specificz
approval dqth:rity needed tfov thls proje:t. Identify any POC In approval au-
thorlty's organlzation with whem coordinzti{on has been effected,

Sectlon TII

‘ PROTOCOL. PLAN

11, Cenerbl anproach.
|
a. (OPtline expecrtad accomplishrients In sufficlent detall to show a clear
zourse of actlon).

b (fnclude discussion of the tezhnolspical valildity cof the proposed ro-
search procedures). :

¢, {List the chrenologlcal sreps to he taken).

12, Proiect subjects. {Glve as a mininum the {~formation below).

4. Number of subjects. (Indleate the total number of sublects expected i3
complete the study).

b. Age range.
T g 50l i N
C. Sex.

d. Inclusion criteria. (State specific ard detailed reasons for inclusion
of subjects by class, or Individually, as apprepriate).

|
e. Diagznostic criterta for entry,

-

f. Evaluations before enrtry. (Iaclule any physical or psycholngical‘axan'
Irnations, ¢edical history, etce., whizh {5 to be done on each subject hefor.
entry Into the project).

B2
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g. FExclusion criteria. (Include a complete 1ist detailing tte subjects,

discases, medicatlons, ectc., which -onstitute the criteria for excluslon from
the project).

l1e Source of subjects. {Dosnribe briefly where sobjects will bue ob-
ned).

1+ Subject identification. (Describe code system, 1f any, which will be
veod in the project).

. Subject assessment. (Describe the metheds used to assign or allocate
0 objret of this rescarch to particular subjects).

k. Risks and btenefits. (Diccuss the analysils of risks and bhenefits to
el jects and to those conducting th: vesearch).

1. Minimization of risks. (Discuss the precautions to be taken to mini-
wize or eliminate risks to subjecta and those conduutin? the research).

m. Corrective actions. (Descrihbe hypothesized adverse reactions and cor-
rective actions expected to be tavun 1f such adverse reactions occur).

ne Special equipment. (Des:cibe any special nedlcal or nursing care or
equipment needed for subjects admitvced to the project).

2. Project technologles.

a. (State the complete name anl description of all technolegles to he
vzed, dncluding procedures for the'r application).

9. (Identify the source of =11 technologies and related itens, devices,
el List all conponents and manufacturinz and quality control plans/
rrucedures, where aprplicable).

2« {(Identify the methodslogy for application, 1f differenc from procedures
d-sceribed above).

d.  (State the schedule, adwiclstration and duration of each aspect of the
>

2e  (Deszcribe In dotail sccompanylay devices amd their Intended use. Iden—-
t o7y whether these are classlfled o3 nedical devices and whathzr the medical
dovices amendment to the Fedaral Food, Drug and Cosmetic Act applies).

£, (Discuss labeling to umadlcal dovices, where applicatle).
i . Evaluations made durin: and felloving the projest. {A project schemarin

wov be included, or the 1tn mav e liated as indlcated helow. In elther
cane, 1t is Impertant to Lte.(ify the peeson whe Wwill perforim gach evaluationn).
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a. Spécimens to be collected.
i <
(1} Schednle of ccllections.
[

\
(2) Evaluations tc _be made on sperliimg.

(3]‘ Storage. (If applicable, star where and if special conditicr
are require’.) ‘;

(4) Ladeling and disposition.

(5) Laboratories jerforming evalu.ticns.

(6) Speeial precautions.

b. Cliiical/behavioral assessments. (luclude how adverse effects are
be recocded;.

cs Vitul signu. (State when desired und the frequency).

T....._.............

d. Fol cw—up procedures.

|
e» Disposition of data. (State locatten and duration of storage. Inclvls
pertineant 1 formatlon regazding Privacy A:t and AR 381-10 considerations,
applicadle). ‘

f. Methods used for data collectior. {(“rate eritical measurements used .
end points to characterize safety, efficacy c¢r equivalency). -

15+ Departure from protocol for individual subjects.

3, When allowed. (Use flexible, but definite criteria., If none is to he
allowed, so state). " ‘

b. Who will be notified. (Include both those regarding the {ndividusd
gubject, 1f %ppropriate, and those elsewhere within the INSCOM. Must notify ..

ieast the HTRB).

6. Adverse reacttons. ({(Must correlare with paragraph 1Im, above).

a. Definition of subject veactions. ‘

b. Immediate reporting procedures. j i
¢. Routine reporting procedures. i
d. Potential post-project adversc reactinsag.

1

|
1

l B~
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Sectlon IV
ADALNTSTRATION

D Modificarion of protocol. Deseribe the procedure to be followed to
wdify, terminate or extend the prutocol).

'S, Digposition of unused profjec: material. (Give a statement pertaining to
Jusposition of unused project matsvrial and devices, 1f applicable).

St
K

s» Publications and reports. (Describe use, 1ncluding potent!al restric~
rtiong, of informatlion and publlcarisns and reports arising from the project).

2?. Funding. (Identlfy source of rtunds and any sgpecial or unusuzl funding Lo~
rilcations).

2v, Medical monitor. (State the name and telephone number of medizal wonitor,
vten applicable).

.

22, Protocol review. (Identify *he luman use committee or institational re-

vicw board which will provide {nl:tal, continued aad annuwal review of this pro-
toenlye

{=ignature)
(“ane, rank and argianizatlon of peis

o subaltcing protocol)

“irpature)
t:ame, rank and orgenizatlon of principal investigator)

tCipnature)

I

ame, rank and organlzotion of aposoving officlal)

Artachments
Rﬂ:“FFSSZEEH Volunteer Agreement

I ~ Proposed Explanntlicn Portion of the Volunteer Agreenent

. = Review of Scientific and Human Research Issues (if applicable)
* - Blographic Sketch of principal and assoclate investigators

B=5
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APPINDIX C
VOLUWTEER AGREEMENT
Part A
1, , having attained uy elghteenth

(13¢h) birthday, and othervise W.ving tull capacity to consent, do hereby vol-
‘wieer to participate in s fuvestigation study entitled:

- e

, and

cier the direction of

B -

— J—— w“ [ ———

The dmplicatious of =y volunt ry participation; the nature, ¢uration and
sarpose, and the mechods and neans Wy which 1t 1s to be conducied; and the in-
“ouventences and hazards to be expevzad have been thoroughly explalhad to me by
e , and are set ferth in Fert B of this
fyreement, which T have sigaed. [ i7ve been given the opportunicy :o ask ques-
rfong concerning this davestigative study, and any such questlon: hava teca
inswered to my full and comnlete s+t isfactlon.

I understand that 1 may at any time during the course of this fnvestigative
Zi.dy revoke my consent, and witbdraw from the study without pre adice; how-
2ver, T may be reculred to underyo c¢ortaln further exaninations, (f, in the
opinfon of competent authorlity, sich etaminaticns are necessary {ci- my health
“r well belng.

Signature Date
Witness's Jignaiure Dete
C~i
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APPENDIX D
VOLUNTEER AGREEMENT™
Part B
Explanation Portiown of the Volunrtecr Agreement

1. Project title. (The title of rhe project and the place where It is to he
ennducted).

2. Principal investigator. (Must agree with the protocol).

3. Discussion. (A statemert that the study Involves research. An explanation
¢7 the purpose of the study and the expected duration of the subject's partici-
vation. A description of the procalures to be followed. An identification of
any experimental procedures. A statement glving informatlon about prior, simi-
lar, or related studles that provide the rationale for thils project).

4., Riaks or discomforts. (A description of any reasonably fores:cable risks
av dlscomforts to the subject).

. Benefitﬁf (A description of -sny benefits to the subject or to others that
17 reasonably be expected from the study).

b
m

6. Alternative procedures. (A dls:losure of proper alternative procedures or
courses of treatmen:, 1f applicadle, that might be advantageous to the sub-
j"‘t) *

r. Confidentiallty of records. (% statement describing the extent, Lf aay, to
wateh confidentiality of records iientlfying the subject will he maintained.
Also, 1f wore than a minimal risk 1s involved, a statewrent that authcrities
votslde the US may Inspect the recovds).

Subject's rights. (An explanation of whom to contact for answers to perti-
cent questions about the study and the subject's rights and whom to contact in
Lthe avent of study-ralated injury tc the subject).

7. Voluntary participation. (A statemens that --

a. Particlpation Is voluntary.

b. Refusal to »jarticipate will involve no penalty or loss of benefits to

which the subjact 15 othcrwize entltlad.

2+ The subject nay discontinue participation at any time without rpenalty
or losg of beunefits to which the subjact {5 otherwise entitled). --

t . Compensation ani wedlcal tresrmont. (For a study Involving more than min-
il elsk, an explanation as to whbeither any compensation and medlcal treatment

D-1
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are available if {injury occurs and, {f so, wiat they consist of, or where fur-

ther information may be obtalned).

1. Additional comments. (When appropriate, one or more of the elements !

1oformazion below will also be gilven to e:ch subject.

a. A sFatement that a certaln treatnert ac procodure may involve risks t -

the subjuct\— or to the embryo or fetus [f zhe asubject (s or may become preg-

niant - that are currently unforesceable.,

b. The anticipated clrcumstances under which the subject's participatic:

may be terminated by the investigator without regard to the subject's consent.

c. Any additional costs to the subject that may result from participat"
in the studa

d. The Fonanuances of 3 subject's decision to withdraw from the study an

procedures frr the orderly end of the subject's participation.

e. A ststement that new findings developsd during the course of the stud.

-

which cculd pifect the subject’'s willingness > continue will be given to th-

sub ject.

f. The fpproximate number of subjects Involved in the study.

gtudy.)

D-2
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The proponent of this regulation 1s the Staff Judge Advocate
Users are invited to forward comments and suggested improve-
ments on DA Form 2028 (Recommended Changes to Publlsations
and Blank Forms) to this Headquarters, ATTN: IASJA,

FOR THE COMMANDER:

CFFICIAL: LOUIS D. KIRK

Colonel, GS »
s 7.// /
5;/ : (‘ . Jfézm TR

Chief of Staff
é;’?fr . YRAYNAK

Afiministrative Officer
DISTRIBUTION:
A B C (2 cys)
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S:aff Judge Advecate (30 cys
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