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" To transmit the pollev of the Teoartient o the Army with remnect to the\
To pevanst o Realuire t.valvd‘w’re-v' M’%r oevalvhateny. o £ c'fﬁc.iw-«.fﬁ"ﬁhu. Medsered

use o\ voluntoera in rgsearu?h‘ar Governnént ocntractors and to sgtanlish nrgooduros
for effocting soma. . and 34f<guards
2. Feferercos
n. Yonorandum from ths Office of tho Chief of Ltaff, Subjeot: Uss of

Volunteers|in Hesearch, deted 30 June 1953,

Al

ihe  Lottor frem the Office of the Chief Chenlcal Offloor, Subjects Use of

"
Volunteers in koseerch, dated 24 locember 1943, file roforpnce C'INXR-Cs

0 Letter from tho Office of the Chiof Chemioal Officer, Subjcot: Clessi-

fication of Yesearch Contraots, dutod 3 February 1964, file reference C'IN0 I.1.

|
i % Soone

a. This direotive skell apnly to all oontracis 1nvolving the use of huran
!
suﬁ‘rjec‘ca in rescarch in do:omse eZainst atomig, blologlical, or chemlenl egepta. This
is }interprohad to enoompaas tho exposure of indl-iduals to tho hatards of toxio chomi-

cals,which may be standard or candidante CV1 egents or standard or candidate thera-autic
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bs This dircotive ahall not apply to contraotz for studies of physiolosical

| [

asnuots of proteovive naterlal, includingz the provsotive funetion of the pras mask, i

unless auoh gtuiies ‘nvolve c¢xposurs to toxie chemieals, in which oaso the policy will
ap:ly.

4, ' Apnlicanilizy

his instruction will epply to all proourement versonnel at installetione
and notivities of the Chendeal Corps Kesearch and ¥npgineoring Cormand,.

be Policy

[T L, 2

éﬁg?tlt is tho pclioy of the lepartyent of the Army to require that the torma
of all coniracts Invalwing the use of humen subjects An research in defenze against ato:ic

biolorioal, or chemloal agents shall provide that the contraotor will obsorve the eswede i

Yanveples o base

~tiewe and safepuards set forth helow:
{60 “hs voluntary conesent of 4he human subdjoct s wuhsolutely ossentioel.

(4) This means that the AJ?SOR involvod should have legnl cannolty

to ;ive oonsent; should be co situated on to bu able to exorcise free nower of cholce,
without the interventiin of eny elerent of rdrcq, freund, doceit, duross, over=racching,
or other ulterior fora aﬁﬁ'@onstraint or cocr&icn; and rhould heve sufficiont knovledge
ard comprehension of tho elementa of the nubjgct nattor 1n;olved as to onabio him to
ra¥e an 'undersiending and enlijhtened dacisic#. This lattor element rcquires that
veforo tho anoceptonece of sn affirnative dooision by the axpcriméntal subjcot, there
should be nmade knovn to him the neture, duration, and vurpose of the experiment; the
moethod and means by whioch it is %o be conduoted; ell inconvenicnoon and haisrds reasone
ably <o be expootod; and the affocts wocn hiz health er persecn which may poaaihly come

frem his participeticn in the exporirant. i
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G&) The oconsent o tho hmm suhjeot shall Lo in writing; his

gi;maturo shall by affixed to a writtm 1nstrunent setting forth substantially tha

aforemontioned requirecrenta and shall to simed in ths pregenoe of st lcaatl cno (1)

¢ I - - ¢ .
2,

witness who shall attost to suoh slgnature in writing. (o~ i ‘,,/1' e

(Jz) The duty and responsibility for nscertaininn- the quality of

!

the corsent rosts upon oanch individual vho initimboes, directu or enrnre-: in the experis-

nente It 48 e personal duty and responsibility which muy not be delozated to enother

- '
A
"

with inpunity. -
('5) Tho cxperiment should be such as to yield I‘rui‘l;f‘ul roaul’cs for the
good of soototy, wprocurablo by other methods or means of study, and not rondom end
urmecessory inmture.

- {0} Tho number of voluntoers used chall be ent at n minimun consistent

with item _FT@ ahove.

-

(A.) The experiment chould be £ deaimed and based en the rosulte of

anirmal experinmentaticn and a knowledge of tho naturel hisiory of the disomse or other

————

»roblent under study that the mntleinated rosulte will Justify the perforrance of the

expaririant,

R it W ma oy

| " {#%) vhe exverinent ehoulj be soO ccnduet:od as %o nvoid 0ll unnecessary
physical and mental sulfering end injury.

. on |
(B) Mo exverinont should be ocnducted wherc there is/a Fr‘(cd.:'.-ason to

'boflieve thet death or dirabling injury i1l 0eLUT.
| (%) she dogrroe of risk to be takam chould mever exoeed that determined

by thoe huratitarlian irportance of the nroblm'to he r.olved bty the exp:zarinent.
(’%s,) r“roper preparatl:ns should be mude and adeguate feoilitics provived

to protect tho exp.rimontal subject against oyon remote posoibllities of injury, dis-

abilisy, <r deathe
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(ﬁ& ‘he experinsnt srould be genductoed only by scientificelly qualirlind
perscnge  ihe higheéﬁ do,reo o w¥11l and ecare should ho required, throuch all ctegos
of the expa?inett of “hoge who ocnduch or onyrese in the exparinent,

/
(%r) Lurin- the course of tho experiment the human subjoet rhould be at

liberty to bring “he oxperiment to an end ir ho has reached the physical or mental
state whore!continuatién-of the expcriﬁcnt scems to him to ba inpossihle.

(%k)‘ ‘uring the ocourse of ths experiment the saicntist in ohaége nust be
pro&ared to termincto the oxperimont at ony sti<e, if he has nrobabla caunse $o belleve,
in tho oxoraize of tho rood faith, sutericr skill cad csroiul Juéagent required of him,
thﬁt a continuvaticn of the Exﬁcrimont is likcly to rosuld in Injury, <i:ability, or
doath to tho cxparimental subjcote ' } '

.(&1) Apents used in rscearch musf: have tho folleowing liniting charactor-

|

fstico , f
(L) Controliable 1e1;ha111:y1

(%) Wo sarious chroniocity knticipated
f}) ¥{foctive thorapy avallable
(4) Adequate baokground of oninal ex?q?imentation;
(@M As edded protecticn fr éoiuntecrs, the following saferuards will
be providod: f

(1) iircot responsibility for the plmmiing and oonduct of the

1nvcstigktions and for vhe medical care will rect vith one adequately~trained
physicion. . o

. (3 Adl apweratis and instrumonts nosessary to doal with any
enorponoy situaticns must be aveilable, eesge, Drinker resnirator, Mno Safety Pnsophor,

oxXygen epparntus, etoe
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{(3) ‘edleal treatnomt end ‘hoﬁpitalimticn will bo pro-ided for
| . '
" all ensusltios of the exporimentation es required. ‘
. ' l ‘
{O¢ Tho physioien 4n charge will have available to hia on slort ’

notice througbout the investiatiwm oorpotent ;oonaultunta ropreamting any of the
gpocieltics to bo cx;co;nntercd. ;
G. P'rocodiroe , "

8« Nl1 requeste for corntraots 1nvoi-vin5 the uso of huzen volwntoers shall
oontain e statomont to tha effect thet the apwroval of the Seorotary of the Arny hss
beon. obtainod for %“he provosed research prosran. _

be ALl cortrocts within the seoose of this dircotive shall comply with the
polioy ezot forth adove und shall, in additicn, provide that tho omtractor shell oitain
the prior spproval of the Commnding Officer, Chemical Corps liedioal laboratories, ba-
fore initiating eny researchon human voltmtoersy |

ce Ttho Project Offlcors for centracta involving tho use of humen volunteers ’
arall maintain cloce surveillence of such cxporimonts and shall promptly notifythe
Comssending Ofﬁccr,' Chemical Corps MNedical Latoratories, and the Con'trnctin[-: Of{icor
of any Toilure oi‘ a oontractor to cemnly with the poi..{cy sot forth atove or of any
untmmrc.l 1 oicent aurising from the use of volurtecrs. .

ds In the preparation of z;oquoets for comtracts and in the preparation of
contrasts in subjoel oate-ory, overy offort will be made to avold phreseology which
indicates p olacslified interost 153; the Corps or vhioh, 1f made publie, would cause
c;harrassr%:;xt or auvversa punliclty. In cosor where undoairable phrnaeolom; o-nrot bo

aveicod, *he contraot and those scojione containin® such phraseology shall bo elassificd

accordingly.
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Ts Feselssien
A1l lettors and directives proviously issuod by thic Hloacquorters in
confliet with these instructioas aro rescinded.
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