















































































































































































































































~—

0
w

14%. 9= c2:1535 TN “AF SBSURGECN «w. .XZRAL 2

e e
H i v L ’
car: SECRETARY CFF DEFENSE
. : Wes hi ngt on
e o
Al
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MEMORANCUNM FCR TIUZ GSZECRETARY OF THE ARMY
SECRETARY QI THE HAVY
SZ2CAHETARY OfF THC AIR TFORCZ
SUBSECT: Usc cf Human Velunteers in Experimental Resaassh
I
H Bancd up-n 2 raconmendation of tHqQ_Armed Forces Medical

that human subjecéz be cmployedp-undcr rag7oqgalisd
—— as tiha only feasible means for roalizcic cvalunnien
and/cr develepment eI c2fzctive preventlve measurzs of 4d2fonnae
ariingc aremiz, bDisliegiznl or cliemical agenss, the policy sat
areh Yalam i1l geve=n dhuuwch  of hLGﬂ vcluntiazs by =he
Separtmant of Deizanse in euperimontal rassarch in the fielas

of ataonmir, biolegizal and/e= chemical wazéava.

2. By rzascn of the basic mediza) responsikility in connestien
with tha dcvalermznt cf dofonsa of All tyres zgainst at=mic,
Ibislogical and/or chemiczal warfarz agents, Asmae Sarvicas gﬂrscn‘.nl
and/or eiviliang cn duty at ingtallations engaged in such rceoucarsh
#hlall be permittad to actively participatz2 ia all phasaes oz Lhe
program, such participation shall be subject ts the f{ollowing
counditions:

a. Tha vclua:nry censant of Lhe human -ubjacc is
absoluLaly assantial,

. (1) This means that the perscn invol.ed should
havae legal capacity to give consent; should be so
- situatzsd as ts be able to ex=zrcisa £ ee puonar of
choics, without the intcsvanticn of -py eloxent of
forca, fraud., decait, duress, ov:-. -g-3ching, or other
ultazicr £oTm of ecnstraint or . .Sion: .and zhould
have sufficieni knowledge and « _ _ensnaicr or tlho
alenents of the subject matier iisolved ay to
‘enable him t2 malks an understanc....y and enlisheceoned
.decilicn. This latzer element L. uirves that Lefforn
e Qq ptance of an JfSiZmativ. decisicn hy tha
experi ﬂenta subject tiiezy. shouid be zeda xaow:
t2 him %he nacure,. duration;.and. puszase of
tha exper_mant' thn matadd and zeaos Jy
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s which ibL ig Lo be condecésd; all inconveniencus

: cad lazards rcascnabhly to be expececd: and tha
effecta upon his acalth cv povaon which may poasilly
coma £zom his partizigation in the exgariment.

(2) Tha ccneaps of <he human subjecz shall ke in
writing, hia agignuture ahall be affixed €3 a writ=zan
instumens se::ing forth substantially the afcxze- i
mentiznad zezguircments and shall be signes in the
prasancs of at lcast one witnesa wne shall attest €9
such, sdSnators in writiny,

(a) In exzeximants vhera perscnnel £xcm mera
than one Servica arz invclved the Saczztary cf the
Sazvica which is ckexci:i“g pr*ma—y rasgonais=ility
for conducting the cxpeciment i3 dasignated to pre-
pazc such an ins:iziment and coox dinate i for use
Ly all. the Services having hwman volunteers involwvaed
in $ha expariment. "

(2) mhe disy and«Zespensiddliby !, -ascaz®sining

tiia guality of Ehr c:nsent resta g.un aacl indiusdugl
who initiasss, dirzec:=g o sngages 12 the cuperiment.
It is5 a parscn 1al st; and --sponu; ilisy which may
net 2e dalegzatzd &z ancother with impunisy

. b. The experiment should be such a. ¢ yisld fruiks
results for the geod of scciaty, unprscurabla hy other mcthcds
er meagns of stucdy, and no%s randsm and wnneccssary in naku=zo.,

§. The numbez of velunteagss used BuL 1l ba Xkapt at a
ninimum ennasistzné with Lkem b., above.

d. The exparinmcnt should be 30 desicned and based on then
results of aninval experimantation and a knowiedge of the natural -
history of the discase or other problem undax study that the
anticipat;d gosults will justily She pecformanca 9f the cxperimene.

e. The gxperiment should be so econduciad as to aveld all
unneceusary phycizal and mental su’f::i.q and injuzy.

£. No expeziment should be canductzsd wheze thezs ic an

a priori rwason &s belleve that death or dizabling injury will
eccur.

§. The dcgzaa o0f rigk =2 bte talkten should nevar excaaed
liat dotesmiscd by tha humanizs=ian, l=sporssnca g2 the groblam
8 be 2zolved by 83 oxpezrimont.
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: h. DPrager proparation chould be made and adequalts
facilities providad to protzct tlic exngesimental subjact ugainss
evan fomotld peaaibilitias of injury, disablliey, o death.

; i. The experimant should be coaductad only by scigntifi-
cally qualified pesscns. The highest degroe of gkill and caczz
should be reguizzsd thosugh all gtages of the experiment of those

[ ad

who csnduct ez engaqge in thia Cexfcrimznt,

j. During sthe courca of the exgarimen: 4he human subjacet
should bz at libarty to bring the exgerimant 23 an aend i£ he has
reached the mhysical o mernsal stato whers cantinuation of the
experimcnt seems to him &2 ke impessibla,

k. During thc ccurzec o0f the axperiment the scicntist in
charge must bg preparad £z terminate the experimaent at any stage,
L2 e has prchable cause £3 bellave, in tha exercisa of.the gocd

falth, supcrisz gkill and cazefil "judemen®™”Smguisgd, 0f him that o

- o

eomtinuatizn cf s2he expaginmons 48 lilkely tc ragule in injuzy, dis-

Wemoos b - woe - -ee

abilisy, o2 dagth &2 the exporimantzl subiact.

plighed policy, which pxshibi
hirman oxperimenzazisn, is eo=
ar any circums:ances. S

| ]

1., The cst
prisene=s of war i=
(52 )

ta the usa o?f
gcner ==
111 not =g us=i und

nuad and they

3. The Saeczstarzies of the Azxmy, Navy and Aix Fcosoe are
authorized ts conduct experimenss in connacticn with thic developaare
of defansan of all types cgainst atomic, biological and/oxr chemical
warfsse. .agents invelving ihe uce of liuman subjecis within the
limits pzgscriked akova. :

T 4. é? cach instancs 4in which an axgeri=wats is proposed puz-
suant to this memorandum, the natuvre and puzgcse of the propuued
\experiment 2nd the nama of +he pezsen who will be in churge of
sucli expariment shall be agubmitted for apsroval ¢ the Secretary
of the military depaztment in which the proposad axperiment is to
be conduczzd. No such axporiment . shall be cadazeakan until such
Saczstdry hag approved in writing the experizent progesed, the
pezson whe will ba in chasga @f conducting ik, as well as informing
tha Sceccgtoxy of Defcnsa.
5. Tha addrssses will be zasponsible fer 'izsusing cempliance
wisth the pravigicns of this memczandum within theis zzspective
8ervices. : '

/signed/
'C.Z. wIlscy

~ Capics furmished:

wodesChiasy o2 S8l

Aeseazssh and Cavelcyment Foarzd
\\ Dewitezadad o UNCLASSTIILD

- 22 Aus TS



- TER=GL07 T SECUZ TSRl
Dovngraded lo UNCLASSIFIED &3

e —nouniihATY COPY NO.

J.C.S. 1865/3y
3 March 1953

Pages 215 - 219, inel,

NOTE 3V THE SECARETARIES

to the
JOINT CHITFS OF STALF

on

USE OF HUMAN VOLUNTEERS IN EXPERIMENTAL RESEARCH

The enclosed memorandum by the Scerstary of D:fencse,
dated 26 Pebruary 1953, for the Service Seeretaries, 1is

circulated for infermation.
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ENCLOSURE

SECRETARY OF DEFENSZ

26 February 1953

MEMORANDUM FOR THE SECACTARY OF THE ARMY
SZCRETARY OF THE NAVY
SECRETARY OF THE AIR TORCEC

Subject: Use of Human Voluntecrs in Exgperimental Rescasc

l. Bssed upon a rccommendation of the Armed Forces Madical
\ olicy Council, that human subjeets be amployed, under recognizad

afeguards, as the only fecasibla means for realistic evaluatiorn

end/or development of effcstive preventive measurzs of defense

against atomic, bloleogical or chemizal aguats, the policy sct
forth below will govern thre use ef human veluntecra by the
razaaveh in the Clalis

Department of Defens~ ‘0 oxp.-rimensa

of atecmic, biological 2nd/or shemleal warfars.

¢ medical reapensibilisy in connecstiorn

(2]
[

2. 3y reason of the La
with the development of defense3s of 211 <ypes against atomis,
biologic2l 2nd/ar chemizal warfare agents, Armed Se.'vices
personnel and/or civilizna on cuty at inatallasiona engaged in

e

such research shall be permitted to actively participate in 211l

phases of the program, such participation shall be subject to
th2 following conditions: >
a. The voluntary congcnt of the human subject 13
absolutely essential,
(1) This means tnat the ‘perion involved should have
leg2l capgséfg to give conaent; shculd dbe 30 situaced

as Lo bYe able to excrcise frece power of choice, without

the intervention af 2ny element of force, fraud, decelt,
duresz, over-res2ching, nr other ultesicr fcrm of conctralnt

or coerczion; and 3hould have sufficlent knowledes and
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comprehensicn of thc elemant of the subject matter

involved as to cnable him to make an understanding and
enlightenad decision. This latter element requires that

bafore the acceptance of an afrfirmative decision by the
experimental subject there should be mdde known to him

the nature, duration, and purpose of the experimant; the
 ———

method and means by which 1%t 43 to b2 condusted; 3ll

—

inconveniences and hazards reasonnbly To be expected;

—

and the effects upon ais neaizn or person which may
poasibly comec freom his participatibn in the experiment.
(2) The consent of the human subjeczt 3hzll be in
writing, his signature shall be affixed to a written
instrument setting forth substantially the aforementioned
requirements and shall be signed in the preaence of as
lcazt one witness who shall attest o0 3uch 3ignature 1in

writing.

than cne 3ervice arc involved <he Scecrezary of the
Service whizsh is exercising primary sesponsidlility
for conducting the experiment is designated tn prepars
such an instrument and coordinate L% for use bty =21l
the Services having human volunteers involved in the
2xpariment. R
(3) Tﬂe duty and responsibility for ascertaining the
_323235" of thie conscnt rests upon each 4individuel who
initlates, directs or engages in the exparimernt, It is
2 pergonal duty and responsiblllity which may not he
deluggat2d <o another with impunity.
s b. The experiment should be such 23 to yiald fruitful

v

/ resulis for the good of socicty, unprocuratlz by other

.
.  ——— e

methods or meanz of study, and not random and unnceessary

in nature. T
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1. The establiched policy, which: pfohibits the use of

prisoncrs of war in human experimcntation, i= continued

m—

and they will not be uscd under any circumstances.

3. The Secretaries of the Army, Navy and ALr Force are
authorized to conduct experiments in connection with the
decvelopment of defenazes of a2ll types against atcmic, bilological
and/or chemizal wcrfare agents invelving the usc of human

subjects within the limiss prescribed above.

4. In cach instance in which an experiment i35 proposed
pursuant to this memorandum, the nature and purposc of the
proposcd experiment and the name of the person who will be in
charge of such expcriment shnll.be submitted for approval to
the Sccretary of the military department in whiizh the proposcd
axperiment is to be conducted. No such experiment shall Le
undertaiken until auch Secratary has z2pproved in writing the
ekperimant proposed, the perszon who Lill be in char

8
conducting it, as well 22 informing the Secretary of Defensc.

5. The addrescees will be responsible for insuring compliance

with the provisicn3s cof this memorandum within tholr respective

Services.
/s/ CHARLES E. WILSON

Copica furnished:
Joint Chiefs of Staff
Research and Dovelopment Board
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REPRODUCED AT THE NATIOMAL ARCHIVES
\ o COPY
Letter from J. E. Moore, X. D., t0 Dr. A. N. Richards October 6, 1942

I have recently received a letter of engquiry from Dr. =les ¥. Carpenter
of the University of Rochester School of Medicine who belisves that he may be able to
work out a human experiment on the chemical proghylaxis of gcnorzhea. He has asked me
to supply him with a statement that in my opinion such huzan experimentation is desir-
able. I have in turm replisd enquiring from him as to whether hes wishes a statament
from pe on an erntirely perscoal basis or in one of my official capacities = as Chairman
-of the Subcarmittee on Venereal Diseases, National Rssearch Council, or as Special Con-
sultant, U. S. Public Health Service. In eilther of the latter cases I have pcinted out
to Dr. Carpanter that I could not ruka such a statement withcut the approval of higher
authority.

Hay I ask you to supply =e with the atiituds of the Co==i? tee on Medical
Research toward humas experimentation in general, and towasd the particular proble=
of human exceriment iz the chemical propiylaxds o! gonorThsea.

Regdy 6f A« No Righairde, Chairman, % Dr. J. B. Ueore Cetonsr 9, 15L2

In yous letter of Octosber 6th you ask that I advise you of the atiitude of
the Camaittee on Uedical Research toward human experimentation in general, and towaxd
the particular problem of human experiment on the chemical prophylaxis of gonorThea.

The Cozmittae on Medical Research will hold {ts next mseting on October 29th.
I shall present your question to them at that time. In the meantime I have
confidence that the Cammittse will support me in the statement that human experi=zsnta~
tlon is not only desirahls, but neceasasy in the study of many of ths problems of
war zedicine which confront use When ary >iaks aze involved, volunteers only should
be utilized as sucbjecta, and thase only after the risks have been fully explained
and after signed statemsats have been obtained which shall orove that the voluniteer
offered his services with full inowledgeand that claims for dzmages wll be waived.
4n accurate rescord should bc kept of tha terms in which tha risks izvolved were
dsacribed.

In answer to the second part of your Questisn which concems this spescific
case, the Camrittee on Medical Research must rely on the Jjudgment of the Responsible
Investigator, supplemsnted by the judgmant of the cmxittise in wnose field the inves-
tigation is proceeding.
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