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Draft Army Ragulation ~ "Use of Buman VYolustaers in
mﬂm Programs to Obtain Prychologicsl and/or Bielegical

Ganeral Counsel 26 June 1961
A. Naimon/arl/65988

1. Eaferance is wade to your informel request of 20 Jume 1961 for cowmant on
subject draft regulation,

2. The following commmuts are offered in connection with subject draft:

&. The scops of applicatiom of proposed AR is not clesxly set forth
sithear in paragraph 1 or elsswhere in subject draft. Thus, it is wnclaar whather
the draft spplies to Army-sponscred research programs as well a» to Atmy “in house"
research programs, and as a subsidiary question to the sbovae, whether it applies to
reseaxch projects supported by irmy grants, as well as to ressarch projects
supported by Army coutracts. PFurther, it is aot clear whether proposed AR applies
to resasrch progrems where the human subject is already ill, but is deliberately
sxposed to potentially hazardous drugs or other treatment of an exparimental naters,
but which might effect a cure or other benefit.

b. The phrase, "or other military duties”, in ths last sentencs ef
proposed parsgrapll 1 {s unclear,

€. It is recommsndad that the requiremsnt that the comssnt of tha husan
subject b in writing be qualified and made subject to some officer's discretiom,

e.3. Chiaf of Technical Service, aspecially in view of the unclesr scope of
application of the AR as & vhola.

d. The phxass "may not be delegated to another with impuaity", in
paragraph 2 (a), i{s ambiguous; thus it is unclear whethar the respemsibility
iovoived mey or msy oot be dealegared.

¢. It iz reacommnded that the phrase "give promise of yielding” be
substituted for the phrase "to yield"” in paragraph 2 (b).

£f. Tim right of the test subject to bring the experimsat to a= end, set
forth in paragraph 2 (j) should be mngualified.

g+« It is recommended that the word "duty” bde substituted for the word
“"authority” in the last sentence of paragraph 3 (a).
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e 26 Juae 1961
¢ Draft Army Regulation - "Ese of Ruman Voluntesrs in Ressarch Programe te
Obtain Peycholezical end/or Blolegical Data!

é'é‘;' C k., 1 is racomsended thatr parsgraph 3{c} bde coordimated with Director,
A plans, Swpply, & Opexations, in as wuch as this offica has previously recommsnded te
pirestor, Plaus, Svpply, & Oparstioss, imclusion of research tast subjects a¢ &

category celigibla for care in Avmy medicsl Crestment facilitias (AR #0-108)
(so far mmsuccessinlly). Thus, there may b stromg policy reasons for not making
such humen tast subjects eligihie for such care.

1. It is reccemended ThALt the weterisl in the Appandix, delloted uw
Lagal ,Inplications, comcerning voluatsry service, set forth in paragraph 3 and
6 {a) thersof, be coordinsted with OTIAG to assure the currency of the opinions
therain sxpressed. .

ALETANDES MATMON
Asting Cansxal Counsel
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ﬁ Srmy Rogulation - "pge of Human Yolunteers in
ol Programs to Obtain Peychological and/oe Mologionl

RO C/aD 22 Mny 1941
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"Ose of Human V.; ateeUT {n Resenz:: Frogramg
/ to ﬁutl Peychologicnl end /o ®lological Daca®™
; .’l".. & | .
3 .I‘\ m The purpoes of tats regulvtion is-to prescribe policties

W
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e ’nnhg the use of voluntesrs in resssrch progrems is
“m are deliderately axpossd ‘to unus.al or potentially hasardous,
conbitions to obtain human 'cy,.;.alagicul and /or blologlcul data, It is sot

istended to affect those reagaTol and non-resent~h prozrams Ank;
tosts yhich asy involve matters of . sprtloral veclth)fir exposure ‘."/
! . m e potentixlly hazardovs situasions eniountersi normally as

Z’:mﬁl ﬂ trafaing or other normal dutles, e.5., flight treining, jump trafian-
Ay tutnl:u, rcngf tragaing, fire irlils, gas arux-_, and

. o ook - LT B T . L
y&.t portion of ¥uzar ractots Research which

warfare will, s adiftfon te thesas instructlions, continue to

'_hv Chlef of Btaff Memor andum 385 (C), dated 30 June 1953,

I };:"

“z'x :_j;,;:-: ‘ M« The voluntary consent of the hmtr subtect i absolutely
'*. (1) Thais means thet the persen involved ahali have lml
,}hﬂ " Sy “'!.n sonsent; shall be sc sit'zsed 4o to be able to axercise
' A :
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: A-u hn uulctut huldu and comprehensica of the
é. .‘Mu: matter iavolved as to scadle him te seka an -i.r- '

e " " A m doclalon. This istter alement requires that e
‘*! mo of ss affirmattve declefon Dy the experimearel 3
1‘: SR ?*'. shell be sade knewm te Iim the nature, duration, and purpose 7)
‘ﬂl G W; the method aad unu by whi~: 1t is to ba conducted;
w #sd hasards reascusdly ro be expacted; ud the affects
,ﬂ Ris hoalth or persou which mey passilly come from hie participation
] ‘_.H&?; o "AR) The eomeeat of the humen subject shall de in Irttl.s. '_V,
‘ W Shpll be affined te a written fnstrument setting forth '(F\)‘ i
L. ,up sforsmsntionsd sequirewmnca and shall be atgned in C 1 ;"
- .“ um one "P" who shall attest to such aigeatere | xf"
Fi | jfj
I;:, “ﬂ m duty and mtblllty for sscertainiag the “ f ;;

m-m It 10 & xcy aad raspemathiisty L
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4 "?m mh‘at shosld do luh as ?o yhld t ul tesglte
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, ‘.mt‘_‘w h vo testgusd that the sntictpared
. tify t.hi pﬂm. of the experiment.
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and Iajnry.

4 ml nd'-nul suffering
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muﬂ.u, is ulthull Priscners of war will set
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MALO K-t 1z Mareh 1947

¥ice Chamcellor

Sahosls of the Health irTafessions
Usiversity of :ittsburgh
titteburgh 1), tennsylvania

Lear iir: .

Tuds Ls in reply w0 letter dated 1Y february 1757, fvom or. ssal N,
Maurer rugsrding werk te bs performed under Coalgect hu. i L=k TdGm2hbr,

Iln ecnnsetion wiih your request fer a stalement coucerning tias
asewption of respomsidilities by the army for lishilities ol “omtumcter
fiasurred in the performamoe af subject wouiyact, your attamtion iz la-
ritel to the provisions of ASiR=Ta30), 27, tuvaurence-_iability te Thive
lervons, oopy attaohed, and partisularly ic the provisions of the firsh
semterce of paragraph (¢}, whiel Articls reprssenis Lhe msximm proiection
wvhish can be afforded socatrsotors undar preseat pulicy. It is our istentics
o make this artinle svallalls to you under this coniraci, coniingwmt wpon
your sdhering to lbhe fallowing primciples, polieies, wno rulsy lor the use
of hmmar wolunteery iz perforuing subjech medical reesarcn sontresis.

i. The valustary consant of the hwsan suble<? (s wessamtial. This
nbens Lhat Los person conosrwmed:

u. bisowld have legal capacity te give ounsent.

b. lbowld Le so etitoated as Lo be ALls 10 sxsrcise free
powsr of ohwise, without lotervention of ferve, frued,
doseit, duress, cver-reaching; sr other fotw of wox
straist or ecomre¢icn.

¢+ ‘houvld have sufilcient Ancwledgs and understanding <f
the expariment to snatis his w0 mrks sy emlizhilecad
desision, on Y lLasis of expixsetion givea to his ve
spacified below,

d. Sheuld state his eonsent in exiting, t.gned ix the
pregance of at jaast o witkseass whe wnsll stiest to
such signature ia writing .

2.  Back individual who iniliates, dirests 8¢ sngages Lo the
wiparihent bis & persoarl duly and responaibility for aseeriainiag
this quaiity of the wyluntesr's vonsert .
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Co 3. lcflrl the “Cdp't.uaoc .r censsmt #f ths velumiewr, he must be

_,ﬁ.ig ‘1“ td‘qut.c sxplamation. He gheuld be iaformed of the nature, dursties,

b ‘ud?rpnrm of Lhe experiment| the method amt wwons &y whisii &b {s Lo be

-l”s'.'sﬂaadycm; 411 invonvenioases and hasards rewveasdly Vo be axpeetad; cad

k @ theaffeets upon nis health er persca wrieh say vseibly sems [rem nls
% dpluln 1. the sxperiment ,

) &. Tha lxpu-i.unt. shauld be aueh sa te ylaid fruiiful ﬂ-ulu for |

I.hc pod of seslely, unprecurshle by ethar means of stuly, ud net ruaon

:f ud anu-y in naturs,

e
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5, The aumber 8f voluAlvers used must bw -+ph 4t & alnisun sunsistext
'_;eitn the raquiremant of a fruitful experimont ifor ths good of seciety,

6. 1n erder that the anticipavad reaulis will Jusiify alig the
. axparimect, it (tre caporinent) should be jeei. pead and buewd on the
"pésulte ol animal ssperiasatation snd » xaowledgy of tru paturil "lotery
#f thsy divease or other problem wiier study.

7. The vapeariasst shiould be 80 cuadudlod ¢ te avold all unneswesasy
prreieal amd s-atal aurferime rwd injury.

8, Ne axperisent sheuld pe cenduisted #rure towre Lo & pricr roasem
18 belleve that death or 4destinrg danlary il ocaur,

9. The dsgres of risn Lo ths voluntvel snculd fvv=: sxosel trat
doternined Dy ihe numacitarian ix,ort.ace of Lrs obi-a te twm Boiveo Nr
e qxgerinent .

v 16. The sxperisuntl sheull be gomlugtied ooy be saicntificaaly qua.!fied

peluens lincludimg an 2 equatal, tretued trviatam: whe srall reuirsy e

axtreise ihe highest Tagree of s:d il and wars threughoul Lhs csporlaent.
sCalpoment uualtuta should be avall iie o6 ahert aollos 1a linis ceamsdiies.

. Wi kr*.quto pnp.u\.iom Bhoold De wa e MRS Ais uAle TaCilitive prw |
"L oyiiaa te pretect 1he axpurissolel sucyect szeiqel nvea rosele posalbiliitiee
Y Anjury, Algabliity or deaih, hia ineiudss hospdlalilzeliesn and sedleal
% tredtamnl a8 xay be required. :

, 12: The humas volastesr s..'s0. #hDu.J 0% iU 1% rty Le hriag the

v exparimest. Lo am ead Lf he [sdla b 117 i ‘npoesinie Yo Lia U4 vanllewe
S e the lr.‘t.

_"5__" o E

f,é”f 1A The »unaus\. .r ﬁ,,t.niu\ La crarge :uat be ,’rtya:'od h Lo Muu.&m
Ahe experiment al way otage, 1f he Das prevesis sauss Lo beilove, ia 3hs
Saaerciae of the goed Talth, vaperiur sxili amd eacuful Juageent nqwmd 4
" hls that 4 esntimwaiion of the axperimemt s Linely t8 resull in injury,
AlBatti 1ity, ‘¢ deatr Lo Lhe axperiientel subjedy,
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14, Zetablished policy prohibita the use >f prisoners of war
in hwman experimentation. They will not be veed under any etreoum.

stanowh.

15. Agonts wead in ressarch nwst have the following limiting
charsstaristies)

A,

Conmtrollable lsthality

t. No seriows chronicity antimipated
¢. Kffeative therapy avallable
d. Adequate background of animel experimentation.
}incersly »ours,
~c: Dr., Maurer MAI H. BK.wh
it, Colonsl, rJC
Comirasting ~fficer
CONCURRAMNCE:

Chief, legal Uffice

E;lief, regearch & Development

Mvyision
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PUBLICATION) 12 March 1954

o /)
s / Ulse of Human Volunteers in Medical Research
Prineiples, Policies and Rules of the Offics of Tha Surgeon General

(To be sed s far 58 applicsble as o non-mendatory puide for planning
and conducting contract research,)

1. The voluntary consent of the human subject is ssssntial. This
seans that the person concerneds

'Y
a, 3Shouid have legal capacity to glve consent,

b, Should be so aitusted as to be sbhle to oxsrcise free
power of cholce, without intervention of force, fraud,
deceit, duress, over-resching, or other form of con-
straint or ooercionm,

*¢+  Should have sufficient knowledge and understanding of
the experiment to snable him to make an enlightened
docision, on the tasis of explanation given to him aa
Speciﬂed below,

ds Should state his consent in writing, signed in the
preaence of at least one witness who shall attost to0
such sipmeture in writing,

2, Bach {ndividual who initiates, directs or engages in the
~gParimont has o personnl duty and responsibility for ascertaining
the quality of the volunteer's consent,

3, Before the acceptance of eonsent of the voluhteer, he must
be given adequate explanntion, He should be informed of the nature,
dumMtion, and purposc of the sxperiment; tho method and means by which
i1t {s to be conducted; all Incohveniencos and hazards reascnably to be
sxpoctods and the effects upon his hoalth or person which may possibly
doits from his perticipstion in the experiment,

4s The experiment should be such as to yleld fruitful results
for the good of society, unprocurable by other means of study, snd not
pitlom and unnecessary in nature,

5¢ Tho number of volunteets used must b: kopt st 2 minimum cone
lis‘t.ant with the requiremont of a frultful experiment for the good of
soolaty,

5 In ordor thut the antieipeted rosulta will justify doing the
exporiment, it (the oxperiment) should be designed end based on the
rosults of animal experimentation and & knowlodge of the natursl history
aof the disepsc or other problem under study,
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7. The experiment should be sc conducted ss 1o avold all une
necessary physicel and mental suffering and injury.

8. No experiment should be conducted where there is a priorf
reason to believo that death or disabling injury will occur.

9. The degres of risk tc tho volunteer should never exceed that
determined by the humaniterian importance of the prongem to be solved
by the experiment,

10. The experiment should be conducted only by sclentifiocally
qualifiod persons (including an adequately trained physician) who
shell be required to exercise the highest dogree of skill and care
throughout the oxperiment, Competent consultants should be avall-
eble on short notice in this connection,

11. Adequste preparations should be made and adequate facili-
ties provided to protect the experimental subrfect ageinst even re-
mote possibilities of injury, disability or death. This includes
hospitalization and medical treriment as may be required,

12, The human volunteer subjoct should be at liberty to bring
the oxperiment to an end if he feels that 4t ia impossible for him to
continue under the test,

13, The sclentiat or physician in charge mist be prepared to
torminate the experiment at oany stage, if he has probable causs to
.believo, in tho cxerciso of the good falth, superior skill and care-
ful judgment required of him that & continustion of the oxperiment ia

likely to reswlt in injury, disability, or death to the experimental
subjoot,

14, Estsblished policy prohibita the use of prisoners of war
in human oxperimontation., Thay will not be used under any circum-
stances,

15, Agonts used in rosearch must have the follow!ng limiting
charsctoristics:

a, Controllable lothality

b. No sarious chronicity snticipated

Ce BEffoctive therapy nvailable

d, Adequate background o™ 'mael experimentation,

2.




