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I:~: -.pROCEDllRE -13 .----£XPERH[DiiATH!N {IN HllMl>..N StilI-TEeTS FOR nrrlLlLIGn~Cf; PURPOSES 

\ 

A./ APPLlCABILITY 

/ Tbis procedlre applies to txperimefitation 00 human subjects if such experi­
mentation if; conducted by or Ort behaJ f of a DoD :i ntl'lligence component. Tbh 
procedure does not apply to experimentetioD on animal subjects. 

B. EXPL.t..NATION OF IDIDEFINED TF:~!3 

1. iXPerimrntatioD in this contf':xt means any rt~search 01' testing activ­
ity iovo ving -huroans'ubjects nat Hlay expose slJch subject.s to the possibility 
oifpermaneot or temponry injury (including physical or psy~hologic .. l damage 
an~ damage to the reputation of su(b persom:) beyond tbe risks of injury to 
which/such subjects arp ordio4rily exposed in their daily lives. 

I \.: r l· ",I' ,. I 

2. Expt"Cimentation is conductec !?!J be~~.1J._~.~ a DoD inlelligence com­
ponent if it is ('onducr.~·d under contr;~('t to tLat compontl\t or to an.nher DoD 
component for the benefit of the intelligence coroponfnt or at the request of 
such a component regardless of the exi~tence of a contractual relationship. 

3. Human su~~S_~ in tbis contt;xt. includes allY person \Whether or Dot 
such person is a United State~ person. 

C. PROCEDURES 

:;11; ) 1, ExperimerttatioD on human subj erts conducted by or on Leha lf of a DoD ,~ inte Jl i,ence component lOa y I,. unde rta ken 00 I Y wi th 1 ue .inf or ... d.wns •• W>f...tlwo 
~.YP...l-~c.a., i 1lo·~CQ truou4.:6 .• w.i.lQ.,..jlli de 1 in e.,:. ._J. u ucd by the . .De" ar tment. . .oL .. llfoalth .. ilr:u1. 
~~ ,~..e.t.t;i.&@~t...cQllditi'uu; -that saf"guard cct.he .• welJ..ace .. .QT-:fi.¥<'b-iKlb­
j.e.c.t..'> • 

2. DoD intelligence C'DmpoDer,ls. rcay not elJgagt> in or contract for experi­
.eotation 00 bum~n subjects without. approval of the Secretary or Deputy Secre­
'tary of Defense, or the! SCI-:retary or Under Secretary of a Military DepartJr:ent, 
e~ appropriate. .~ 
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, (I .. l,l J ,IllllJ U 

t 1 t '11'(1 l' 'II 1'1\\' ('II (1,,'\ ;,~ ;.;, :11' J,,·)."'11I,I" Ilf ;'11 11):' ' .. ,'" tL"t j, nl", , , __ n:.:', 'U]I('l1t .. · 0 ~ :t (' ,J "'.', " 

"~'I 'JlHl1t authorities only WhCll li',-c::3 arc ell­

:,c!L'n~d and only pursuant to [l rf~qLlf~st L:\' tIll' 
,"d of iH;rh authority, Such n'qlH';,lt~ )[1U"t bl~ 

,'d, (1\ l'lI .• JY the Scactary or 'Under Sen-dar), 
> 'tl!l' Arm~', Ullder these circul1J!'tanccs expert 

r;"IJlllcl may be provided to Much ugl'lll'Y pro-
. :!,:' part icipation in law (lllforct'ment adid­

, ' :; liwi l (:d a~ follows: 
(0) OIl!Y personnel with technical ~kills 

: rC:ldily available to such law cnfurc('ment 
,;;:oritit-,>" which can be utiliz,;d to prevent. 
",~!l or seriolls injury, may be Fovided; 

(Ii) Provision of such l)(;;,~unncl will be 
,,!,i:C'd to that necessary to pl'e\'lmt the death 
'I' !"l'l'i01l8 injury thnt is thrcatencd, but in no 
!.;,' !'ha11 ~uch assistan(,e lw pl'ovicit'd for more 

1. . .11 72 hours i 
(c) Such personnel fire not used to ap­

'II:h('no persons who are suspeded of com­
e; I(ing, or who are aLout to cuwmit, a crime, 

(d) Usc of such personnel doeD not vio­
. '.1' tl:c Po~~e Comitatus Act. 

t3) E'mcl'ye'licy assistaucc. In emc::gcl1cy 
.' Il;\tion~, wherc life is endangered, the request 

""illil'(~d in (1) alld (2) above may be oral, 
'10\'ided bat it is reduced to writing and sub­
'.llth!d to HQDA(DAMI-CIC) within 72 hours. 
... ·here ]ife is endallgered, doubt as to the legal-
" aJld propriety of the rcquested assistance 
;lder this procedure should be resolved in favor 

,I prodding the assistance. 

' .. 17. Procedure 17. Assignment of intelligence 
;'.~rsonnL'l to other agencies. u, Applicability 

',,! SCP/!" , This procedure applies to the lIS­

YIW1CIlt of DA intelligence pcr,sonnPl to othel' 
l;~ncie~ within the federal government. This 
lwcdure dot:s not apply to-

(1) Assignment to state or loral govcrn­
:~.!i''', l'ol'pOratioll~ or other private organiza­

'lOns. 
(~) A~:;ignment to another agen('y within 

u intelligence community when part of the 
, r'"lse of the assignment is to gnin experience 
':.d' J,no\\'ledgc about the activities of the other 
~ 'h' t ;,\::l'Y, (I-:epol'ting o,r report 111 t IS contex 

I), i', I ;, Etlll,j(l,\'\'l'S of A,'n y inipl1i,I'('n('I' 

l'("nlll'I1'~lt..' wh" ill'" ;Ls';;l:ned to \Vorl; for and 
Ill"l.-r tlll' di\"\'l'ti,1t1 "f ;Ilwthel' agll1CY of tlw 
ft'til'l'ld gll\"'l'lLI1Wllt will cowiu('t thl'm~elve~ 

for the rl11l'atioll (\1' tlwir ;tsllhrllment as if they 
\\,,';', emp!lIyrc:i pf that :tgl~n:'y, Any r(':;pr.:lsi­
lJllit Il'S to pro"ide i nfol'mation to or f'wrviccs 
for UA will be stated expressly and made a part 
t1f Uw tt'I'IllS llf the ltssignmcnt. 

c.l'r,,('( dllI'CS. 

(1) A!-1signmcllt of f'mployel~~ of Army in­
telligt'III.'v e0mponellt~ to other ag'encies within 
tJll~ ful(~ra\ govenmwlll. is govt'l'ned by DOD 
Din'ctive 1000.17. Thr. memorandum of .al~ree­
nwnt c'oncerning RIl('h as~ignnwllt and required 
br s\Jbs(~ction D(G) (c) (1) of the Directive shall 
include,--

(a.) An identificatioll of the ArlllY intel­
ligenI'll component from whirh the employee 
has been Hasig-ned by DA. 

(li) A statement dclillcating the cm­
ployee's responsibiJitie~, if any, for reporting 
to the ])A about matterH that come to the {'m­
ploYl'p'l3 attention while on uS!-lignment outl3ide 
the Department. 

(2) Other than is permitted by the term!! 
of the memOnll1dUIll of agreement pursuant to 
DoD Dircctive 1000,]7, an employee of au Army 
intelligence component 01\ assignment to an­
other agency of the federal government may not 
rcport. to any Army component the operatiolls 
or personnel of the agency to which the ern­
pJO~'l~l~ i~ lIHHil~lle(l. 

(3) After completioll of all assignment to 
anot he I' n!~ellcy of the Cedent! government and 
return to nA, an empluyee remain}! under the 
HaOle restrictions, as to n:p()rtill!~, that appli(~d 
\\'11('11 the employee WaH 011 HUCl! H:;Hi~~nmt~nt. 

2-11-1. Pru('('dure IS. Expcrim(,lltation on humr.n 
s~lhj(~d~. II. Applicabilitv ulld scope. 

(1) This lH'O('C'liul'c :lpplieH to f!xperimcn­
tation 011 human ,subjects if such experimenta­
tion h~ ('undlli'tt'd by or 011 hehalf of lillY Army 
intelligence compollcnt. 'l'hiH procedure does not 
'lpply to oqwnnwntatiol1 vn animal SUbjects. 
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(2) Experimentation in thiH context means 
!! research, development, or reluted activity thRt 
may expo~p an individual to the possibility of 
injury (including- ph"l'Iical, p~ycllOl(J£,i,';d. Q1' 

social inj ury) that incr€'a~l:s- the oro inary risks 
of daily life for the Rubjcct (iIlcluding the ret'­
ognized ri8ks inherent in a chosen occupation 
~:l' field of service), or thut temporaril~' ad­
versely affect5 a p~l ~un's mental or physical 
condition. 

(3) Experiment!.Holl iH wnJudcd "on be­
hnlf of" an Army intelligence component if it i~ 
cOlulucteJ under l~olltract to that componellt or 
to another Army component for the benefit of 
the intelligence ('omponent, or at the request of 
l:luch a component regardless of the existence 
of a contractual relationship. 

(4) H llmHn su tJject s in this ('on text ill­
cludes any perl'lOIl regardless of whether the 
person qualifies as a US person. 

b. Policy. Army intelligence components may 
conduct experimentation on human subjects 
only when an important foreign in1"('lIigence or 
CI purpose is to be servedj-only aftl'r the in­
formed consent of the subjeCt has bet!n obtained 
in writing, and only in a('cordance with guide­
lines issued by the Department of Health and 
Human Serviceli setting out COilditiollS that 
safeguard the welfare of thcsubjects, and other 
applicable regulations. 

c. Procedure. Army intelligence components 
may not engage in or contract for experimen­
tation on human 8ubject..~ without prior up­
llroval of the Secretary or Under SecrctHry of 
the Army. 

2-19. Procedure 19. Special aeth-Hies. a. Ap­
l>licability and scope. 

(1) This procedure applies to the conduct 
and support of special activities by Army intel­
ligence components. This procedure aheto applies 
to other Army components that provide lIupport 
tor spechtl activities conducted by DoD intel­
ligence components and other agencies within 
ihe Intelligence Community, These Jll'ocf~dure8 
'0 Mt apply to--

(a) Diplomatic or military attache nc­
-vities conducted by Don, 

J5 February JfI 

(b) The collection and production of i 
tdligence; 

(c) Any functions in ~lIpport of tl 
('oIled ior. ancI production illtdligencc; or 

(d) Thc conduct of special activities 1 
the military services in armed conflict or 
military decept-ion operations target::-d. for mi. 
tary purpOHCS. against a hostile foreign pow..: 

(2) Conspiracy in this context has tl 
same meaning as in the criminal law conte 
and requires nn overt act. Neither the tel' 
"lIssm~sination" nor the term "conspil'e" i 
elude military or civililln measures againHt 0 

going int('rnational terrorist activities (whil 
is a defined term (see glossary) and should' 
construed stridly), aircraft hijackings, or 
respon~e to dangE~r of substantial physical har 
to any prrson. These terms do not apply 
actions of the military s(!rvices in the exec 
tioll of lawfully ordered military operations. 

(3) Diplomatic and military attache adi 
ities means the representational, informati( 
gathering, and reporting activities perform( 
by diplomatic and military attache persolln 
abroad. ' 

(4) Production of intelligence means U 
process of developing "intelligence product: 
which is a defmed term. (see glossHry). 

(5) Special activities mean activities co 
ducted abroad in support of national ioreij. 
policy objectives that are designed to ·furth, 
officiHI US programs and policies abrond; th; 
arc planned and executed so that the role of tl 
United States Government is not apparent, « 

acknowledged publicly and functions in suppo 
of such activities, but not including diplomat 
and military attache activities or the collecti< 
and production of intelligence or related au: 
l)ort functions. 

(6) Support, when used in this contex 
means the provision of assistance in the for_ 
of tt'ansportation, training, supplies, equipmel 
or expert personnel. 

b. Policy. No Army intelligence componen 
will participate in the conduct or support ( 
special activities, No other Army compone1 

will provide support for special activities excCI 
upon the I'IpPt'iftc direction of the S(cretary I 
Und{~r Secretary of the Army and f.bt~ S"'cretal 

ApproveCf For Release 2001/03/07 : CIA-RDP96-00789R003000020003-4 



'. . .. 
~ .. Approved For Release 2001/03/07 : CIA-RDP96-00789R003000020003-4 

HU~~N USt REQUIREMEKTS 

J. Us~ of huma~ subjects 

a. The following definitions are used: 

(1) At risk means that the human subject may be exposed to 
the possibility of harm ~. physical, biological, psychological, 
sociological, or other as a consequence of an act or omission that 
~oes beyond the application of those established and accepted methods 
~r procedures which are in his best interests, or that increases 
ordinary risks of daily lite, occupation or field of service. 

(2) Human subject means any human being who, knowingly or 
unknowingly, is subjected to an act or omission, whether at task or 
not, the object of which is to contribute to knowledge to be gained as 
a part of work to be performed under the scope of this contract. 

b. The contracto,r, Le[ure undertaking to perform any study 
involving human subjects, whether at risk or not, shall insure that 
the following minimum conditions are complied with: 

(1) The proposed study has been reviewed and approved by a 
committee meeting the requirements set forth in Chapter LI6 of Title 45 
of the Code of Federal Regulations. ,. 

(2) 1he number of human subjects used will be kept to the 
minimum number that will re~sonably achieve the required results. 

(3) The study must be such as to contribute significantly to 
scientific knowledge and have reasonable prospects of yielding 
important results essential to an Army research program. 

(4) The study will be conducted only by persons possessing 
the requisite scientific qualifications .. The highest degree of skill 
and care will be required during all stages of study of persons who 
conduct or assist in the study. .' 

(5) The subje~t will ~e informed that at any time during the 
course of his partiCipation be has the rigbt to revoke his consent and 
withdraw from participation without prejudice to himself. 

(6) PartiCipation by subjects will be immediately terminated 
if it subsequently appears that the risk to the subjects is 
significantly greater than anticipated at the time review and approval 
was granted. 

(7) There shall be no greater intrusion into the privacy of 
the human subject than is absolutely necessary for the conduct of the 
study involved. Except for the submission of .reports and other 
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datE required by this contract, any information obt2ined about hurnen 
~UDJ~;lS as a [ebull ui partIcipatIon shall be held as confidential as 
Lhe 1a\.-.1 a11m·.'. 

(8) The study will be conducted so as to avoid all 
unnecess.Jry physical or mental suffering or injury. 

(9) No f;tudy will be conducted if there is any inherent 
reason to believe that death or disabling injury is likely to occur. 
Sufficient animal or labo'['atory expt::rirnents, or other evaluations,' 
must have been completed to give,assurance of acceptable risks prior 
to the use of human subjects. 

(10) The degree of risk to be taken will never exceed that 
which is justified by, the benefit to the subject and/or the 
humanitarian importance of the knowledge to be gained. 

(11) A physician will be responsible for the medical care of 
subjects. Even if not the projecr leader, the physician will have 
authority to lerminate the study at any time that he believes death. 
injury or harm is likely to result. 

(12) Proper prep~ralions will be made, and adequate 
facilities provided to protect the subject against all foreseeable 
possibilities if injury, disability or death. This includes but is 
not limited to hospitalization and medical treatment as may be 
required. In addition, all appa-ratus ap,d instr,uments necessary to 
deal-with likely emergencfsituations will be available. 

(13) Human subjects will have no physical or mental 
conditions which wil~ make participation more hazardous for them than 
it would be for normal he.althy persons, unless such' condition is a 
necessary prerequisite for the particular study involved. In any such 
case, the use of human subjects with such pre-existing conditions must 
have been specifically described and justified in the scope 'of the 
work to be performed under this contract. 

(14) The scientifically, qualified person conducting the 
study, and each member of his research team, will be prepared to 
terminate the subject's participation at any stage if he has reaso~ to 
believe, in the exercise of the good faith, superior skill. and 
careful judgment required of him, that continuation is likely to 
result in irijury, disability, or death to the human subject. 

c. The contractor, before permitting any person to participate 
as a human subject, whether at risk or not. shall insure that the 

'following minimum conditions are complied with: 

(1) Legally effective informed consent will be obtained by 
adequate an~ appropriate 'methods in accordance with the provisions of 
this clause. 
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(2) All COI)Sent rr;USL be volunt3ry. It mu~;t be the knowing 
consent of Lhe individual or his legally aut.horized representative, so 
situated as to be able to exercise free power of choice without there 
; I C \;1. lJ g b t (' II all j l' ~ e 0 f [ 01 '- e, I r dud, .j e c e it, d u res s, con s t r a in t , 
coerc ion, or lawful or improper inducement. The Elements of 
information necessary to such consent include: 

(i) A fair explan~tion of the procedures to be followed, and 
their purposes, including identification of any procedures which are 
e>:perimental. 

(ii) A description of any attendant discomforts or risks 
reasonably to be 3nticipated. 

(i i i) 
anticipated. 

A description of any benefits reasonably to be 

(iv) A disclosure of any appropriate alternative procedures 
that might be advantageous to the subject. 

(v) An offer to answer any questions concerning the procedure. 

(vi) An instruction thai the subject is free to revoke his 
consent and to discontinue participation at any time without prejudice 
to himself. 

~ . 
.-

d. Exculpatory language through ~hich the subject is made to 
waive, or appear to waive, any of his legal rights, including any 
release from liability for negligence, is prohibited. 

e. ,Prior consent by a subject or his legally authorized 
representative shall be obtained in all cases. Such consent shall be 
in writing whene~er it is reasonably possible to do so. The ~onsent 
form may be read to the subject or his le~ally authorized 
representative, but in any event he or his legally authorized 
representative must be given adequate opportunity to read it and t~ 
ask questions they might have. This' consent form, should then be 
signed by the subject or his legally authorized representative and by 
a witness not directly involved in the study. Oral consent may be 
used only when it has been specifically described and justified in the 
scope of the work to be performed under this contract or approved in 
writing by the contracting officer. When so authorized and used, oral 
consent is subject to all the same standards as apply to written 
consent, except that the signature of the subject or his legally 
authorized representative is not required. 

f. Prior to conduct of the study, the oontractor shall submit 
for approval to the contracting officer's representative a detailed 
description of the means hy wbich informed consent will be 
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()bt~:;ir.ed, tu include anv fC-ltr,':S to be used. Up()n comp]r~tion of the 
5 t u C y, the con l r cl C lor v.' i 11 s u L; lTii t tot h e con t rae t j n g 0 f f ice r ' s 
rcr~-e::-("ntati\'c a dC'tai]t'n report de;nonstrating compliance with 
paragraph (c), to .incluce Lut:-ics of the written consent if such \.:as 
obtained. 

g. The contractor sball not undertake to conduct either the 
clinical pharmacology or clinical trails of an investigational drug 
unless this contract cont~ins the clause entitled "Clinital Study 6f 
Investigational Drugs." 

h. Prisoners of war will not be used under any circumstances. 

2. DoD Directive S240.·1-R governing experimentation on human subjects 
will be followed by the contactor. Informed consent of all subjects 
will be obtained in writing in accordance with the guidelines issued 
by the Department of Health, Education and Welfare. All persons 
participating as human subjects, as defined in paragraph 6.1 above 
shall be known to possess the abilities and qualities which will be 
observed and analyzed during the conduct of thj~ contract. 
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PROCEDURE 13. EXPERIMeNTATION ON HUMAN SUBJECTS FOR 
INTELLIGeNCE PURPOSES 

This procedure applies to experimentation on human sub .. 

jects if such experimentation is conducted by or on behalf of 

a 000 intelligence component. This procedure does not apply 

to experimentation on animal subj ects. 

1. Exp~ri~entation in this context means any research or 

testing activity involving human subjects that may expose such 

subjects to the possibility of permanent or temporary injury 

(including physical or psychological damage and damage to the 

reputation of such persons) beyond the risks of injury to 

which such subjects are ordinarily exposed in their daily 

lives. 

2. Experimentation is conducted on behalf of a 000 

intelligence component if it is conducted under contract to 

that component or to another 000 component for the benefit of 
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3. Hu~~~subJL~~ in this context includes any person 

whether or not such person is a Uni.ted States perSlHI. 

c. PROCl<:DURES ----
1. Experim'entation en hl.:uTlan subjects conducted by or on 

behalf of a DoD intelligence component may be undertaken only 

with the informed consent of the subject, and in accordance 

with guidelines issued by the Department of Health and Human 

Services, setting out conditions that safeguard the welfare of 

such subjects. 

2. OoD intelligence components may not engage in or 

contract for e'xperimentation on hwnan subjects without appro­

val of the Secretary or Deputy Secretary of Defense, or the 

Secretary or Under Secretary of a Military Department, as 

appropriate. [Requests for such 'approval submitted by Army 

intelligence components will be addressed through command 

channels to HQDA (DAMI-CIC), WASH DC 20310.] 
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