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Particularly pleasing to a research minded individual was the sp
endorsement of the request for a research labora:ary at the new Nawva) ° :
ical School prepared by CDR»>C. S. Stephensom, MC, UsN:? "No record has uesf
found of an institution, anywhere, in the million dollar class which does
not have a well organized program of research. Yet the Medical Department}-
of the Navy spends over four million dollars a year for supplies and equipf
ment and has no functioning research program. True, we have had sporadic
fits of research, but none have fulfilled the meaning of the word, and in
the main have died of nonsupport, lack of appreciation of the value of the}
research, or purely to carry out the habit spasm policy of rotating person-f:
nel. Compared with industrial research as 1t is conducted by the great e1n§
trical and chemical foundations, &ll medical research.is most haphazard, iof
dividualistic, and, hence, not highly efficient". BUMED needs many more
Stephensons!

.
-

ahian 1 A

Experimentation with human subjects, and the question of informed con-}
sent was much in the medical and lay press in 1974, but nine years before
the Resecarch Division was formed, such experimentation was agreed upon for |
physiological resesrch with the submarine escape device, the "lung™, and in
deepsea diving activity conducted at the EDU at the Navy Yard, Washington,
D.C. 1In 1932 BUMED wrote to the SecNav, giving in derail the protocol for
the planned experiments and -requesting approval.l? SecNav approved the re-
quest for the work, with the undersgtanding that all subjects should be in-
formed volunteersg; that the detailed protocol be approved in advance, and
that every precaution be taken to prevent accidents. It should be noted
the'vork was eatirely supported by the Bureau of Construccion and Repa |
(BuCiR) but that BUMED had at least one medical officer assigned with : )
priate assistants, and that there was an advisory committee with a BUM ;
representative oo it, in the early days, CAPT E. W. Browm, MC, USN.

But permission f{or animal experimentation was not .so easy. The author
will be forgiven, I trust, for augmenting the formal history gleaned from
the cold official letters and formal reports by adding a personal experience.l
We had been doing an extensive blochemical experiment on dogs breathing ox-
ygen under pressure in the chaomber at EDU, azttended by air breathing medical
personnel, and werec quite well along when Irene Castle came to Washington
and made an emotional plea before a committes of Congress to atop all ani--
mal experimentation in the U. S. This antivivisectionist tirade frightened
the Chief, BuC&R, who ordered. our work discontinued. Knowing that the months
of hard and dangerous work under high pressure were about to be lost, and

~ Memorandum NC43/S-E(25)C0/elh dated 9 December 1939 to Chief, BUMED.
Subject: Research laboratory for the new NMS, signed by W. Chambers and

encloaing n statement by LT A. R. Behnke, Jr., MC, USN, proposing the lab-
eratory.

10puMLS letter -of 5 April 1932, 592(041) to SecNav via BuNav with CNO,
Subject: liazards to personnel in physiological research with submarine
"lung" and in deepsea diving at EDU.

74
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letter from J. E. Moore, M. D., to Dr. A. N. Richards Uctober &, 19L2

J have recently received a letter of enquiry from Dr. Charles M. Carpenter
of the University of Rochester School of Medicine who believes that he may be ahle to
work out & human expsriment on the chemical prophylaxis of gonorrhea. He has asked me
to supply him with & statement that in my opinion such human experimentation is desir-
able. I have in turn replied enquiring from him as to whether he wishes a statement
fronm pe on an entirely perscnal basis or in one of my official capacities -~ as Chairman
of the Subcamuittee on Venesreal Diseases, National Research Council, or as Specisl Con-
sultant, U. S. Publio Health Service. In either of the latter cases I have pointed out
to Dr. Carpanter that I could not make such a statement without the approval of higher

authority. .

May I ask you to supply ms with the attitude of the Committes on Medical
Research toward human exparimentation in ganeral, and toward the particular problem
of human experiment in the chemical prophylaxis of gonorrhea.

)

Raply of A« ¥ Rivhards; Ohalrman, %@ Dre J. I, Uoore Octobar 9, 1942

In your letter of October 6th you ask that I advise you of the attitude of
the Comnittes on Medical Research toward human experimentation in general, and toward
the particular problem of human experiment on the chemical prophylaxis of gonorrhea.

The Committes on Medical Research will hold its next meeting on October 29th.
I shsll present your question to them at that time. In the meantime I have
confidence that the Committee will support me in the statement that human experimenta~
tion is not only desiradble, hut neceasary in the study of many of the problems of
war medicine which confront us. When any risks are involved, volunteers only should
be utilized as subjects, and thase only after the risks have been fully explainsd
and after signed statements have been obtained which sball prove that the volunteer
offered his services with full knowledge and that clzims for damagas will be waived.
An accurate record should be kept of the terms in which the risks involved were

described. :

In'énnar to the second part of your question which concems this specifie
case, the Committee on Medical Research must rely on the judgment of the Responsible
Tavestigator, supplemented by the judgmant of the committee in whose field the inves-

.gation is procesding.

. -
S

.
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asvision of Dr. Richards' letter of October 9, 15L2)
sply of A. N. Richards, Chairmsn, To Dr. J. E. Moors October 31, 1942

In your letter to me of October & you reised the guestion of the attitude
£ the Committee on Medical Ressarch toward Inman expsrimentation in genersl and toward
Le particular problem of human experiment in the chemical prophylexis of gonorrhea.
I gave you & tentative reply under date of October 9 and brought the matter before the

2R &t its meeting on Dctober 29,

The statement in the second paregraph of my lstiser of the ninth referring
to the general attitude was upheld.

"Human sxperimentation is not only desirsdle, but necessary
in the study of many of the problems of war medicine which
confronts us. When any riakes are involved, volunteers only
should be utilisad as subjeots, and these only &aftsr the

isks have been fully explained and after aigned statements
have been obteined which shall prove that the voluntesr offer-

ed his services with full knowledge and that claims for damapges
will bs waived., An accurste record should be kept of the terms
in which the risks involved wers described." .

I was instructed to recall the third parzgraph of that letter and to offer
in 1ts place something to the following effect:

Whensver husan expsrizants are planned as part of wourk oalled
Zor in an OSRD contrect recammendsd by OMR, the Committes on
Medical Rasearch should know in detail what they are, Fur-
ther, it nust be understood that legal responsibility for
possibles damages rests with thes individual in charge of the
experimants and the Institution for which he is agent. Arw
rangements can be made whereby both he and the Institutdod

¢an be protected by insuranece,
Hoping that the above statements provids adequate answer to your questions,

Rﬂply of Je. Eu Noon, ¥. DO’ to Dr. A No Richards Novexber 2‘ 19}‘2

Thank you for your letter of October 31 outlining the attitude of the
- ~mittes on ledical Research toward human experimentation. I have forwarded & copy
your letter to Doctors C. K. Carpenter of Rochester, New York, and to Alfred Cohn

al New York City, both of whom are interestad in the poasidility of human experimen=-.
-2tion in gonorrhea, though neither have as yet an OSRD contract for this purpose. .
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March 6, 1943~

SRR
Yroexe The Chisf of the Burevan of Nedicine and Burgery.
Yo ¢ The Cffiser-in-Oharge, ¥sval laborstory Rseearch Dait lo. 1,
v Tdversity of Califormin, Perksley, Coadifermix,
Yis 8 mwmmnm,mmmms

snd Xaval Opsrating Base, San Francisece, mmm.s.

Sabject: Proposad Clinical Evalmatien of Inflimamss hts.uzr-, tnd
. Becsagss comcerxing mﬂn-an ur- Bpeciunecs, "

EBafsrances () Your -lsttar 4’ J-m-rr IN3. WI/X
{b) Your hzuzdnmlw.w _
Enclesure; (1) Cepy of a praferred form of ®relsase®. -

1. Yolloxing resedipt of refersnce (2), the question of the

11ab1 184y poaxibly incwrred by the OGovermment and/ar iis agents im oerry-
ing out the experimmntal work prepowed in MkS Research Prejecs Ke. X-102

was referred to the Juige Akdvocats Generzlts’ of!lonfumdmtf'
m&o

4, In an infrxwel meancrandom, I am adrised that the sxisting
relsane clause is deficient in that 1t dees not state what 1% relesses)
that, regardlsss of form of rsleanse exsouted, =1l persomnel empgeged in
ths tests are subject to action in casv »neglipsnce san be estxhlirhed}

snd that such sxperimsntation usually lsads to the enxotment of spesial
lagislation for the relisf of any persen invalved.

3. Further; the evidance avallable suggests that peither the
glyeels nor ulirsriclst rediation wWll serve te limit the cocsmxiocatisn
of influsnza from individnal to individualj amd that thwir x}dlity te
stexrilisze spaces iz open to gquastion,

& In view of the foregoing, the Purean cannet axthorise the
cxperimeatal sxposure of human subjeots to influsnza virus,

5. It 45 noted from referencs {(b) tbat you inquire whether it
would be fesxibls to sand messagss to certain investigatorw abroed from
wham you eould probably receivs asuitable specimens fer subjeoct experi-
wentation. In view of the action of the Parean on the subisci-requast
in reference (a) no action will be taom oa reference (b).
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PREFERRED FORM OF RELEASE

*1, , of the State Penal Institution,
San Quentin, California, beaing desirocus of participating in the experiment
to be undertaken by the Unitsd States Naval Reservs lLaboratory Research
Unit No. 1 for the evaluation of influensa antisorum, do hereby certify
as followss

*That I have bad axplained to me the general purpose ard socops of
the contomplrted experiment the Eaval Laboratory Research Umit Ko, 1
intends to make and for which I ax voluntesring. I appreciats the faot
that there are csrtzin phases of. this experiment which for good and
sufficient reason cannot be disclosed to me in detadil.,

I have had explained to me that there is a certain hasard involved
in the jrocedure and that it is posaible that I ud.gtxt beoome -1:& and,
in a remote cass, death might result. )

*Having had all of these facts explained to me and being fully
cognisant of the faoct and circumstances invelved and Zoting freely
and voluntarily wdthout amy coersion cn the part of any person whom-
soever, I do hereby consent to the adwinistration of amy seru=m or virus
by inbalation or injection into me that the Raval Ressarch Laboratery
my desire ani the performance upon my body of such sxperiments as they
in their opinion may decide to be of advantage in promoting the resesrch
work they are doing,

*I bareby remise, release and forever dischargs, the Btate of
California, the individual agencies thervof, the United States of America,
its various subdivisions and the individual agenaies, officers or otber
persons conducting the above experiments or it any manner connscted ‘
therswith, from any and all manner of suits, actions or causes of action,
olaims or demands whatsoever which I or my heirs, exsoutors, sdwinistrators
or assigns mxy at any time have by reason of sxid experiments or of any
results thereff of any kind whatsoever. :

*In Nitnou Whersof I have hnrounto subsoribed mxy pams.4hq 4

A ————

d-lv of ! }9103 .

In the Presence of

-~

Bignsture."
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1. It has been notad with concern instances in which service personnel
have been subjected to experimental procedurss imvolving potent nedics-
tion and aften hazard to health or afficiency, the investizations in
question being conducted by ci7ilian physiologists, civilian physicians,
or individual zsdical orfficers w#ho mnay or may not be aware of all con-
siderations pertaining to such investization.

2. Txperimental ud‘ %s of medical naturn upon service rersonnel are
hereb; forbidden/ien- the exparisental design in each case has been
duly submiltited to the 3Sureau of Medicine and Surgery, for consideraticm
and recommendation, and to the Secretary of the Navy via the Chief of
Naval Personnel, the Commandant, Marine Corps, and the Comzandant,

U. 5. Coast Cua.rd for final aprroval.

FUNK LYOX

;lt_:ri_l l).l., 19h3 SATL Codtal DT ZULLLTIN LCNAV

i~-133




THIS DCCUMENT CONSISTS CF—4£— PAGE (S)

e
LT NO.—l— OF 4~ COPIES, SERIES___&/_
“iian® WAR DE 3 ' :

CORPS OF ENGINEERS
. OFFICE OF THE OISTRICT ENGINEER
i MANNATTAN 01STRICT
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BOX «_ Inp -

ct: Administration of Radioactive Substances to Human Subjects,

24 December 1946,

The Area Engineer, California Area, Berkeley, Calif'ornia.

1. Peference is made to Progress Report P-770 under contract
ir W=7405-Eng-48-A, dated 26 November 1946 from the Beriteley Area.

2. The first paragraph of this report indicates that certain radio-
re substances are being prepared for intraveneous administration to
1 subjects as a part of the work of the comtract. After discussion
Colonel James P, Cooney, Medical Director, Manhattan Project, it is
that such work does not come under the scope of the lanhattan Distriot

rem and should not be made a part of its research plan, !‘/

3. It is therefore deemsd advisable by this office not only %o
mmend against work on human subjeots but also to deny authority for
. work under the terms of the Yarnhattan contract. You will take immed-
' sction to stop this work under this contract, and report to this office

| compliance, .

Ko Do NICEOLS' ¢
Colonel, Corps of Enginsers,

vy-27 District Engl
'a /L/"H stric neer, )
@ 1— | ~

RE/&O“HE DED

rganizationV

DECLASSIFICATION AUTHORIZED

NALCOLN THEISEN, ANALYSAS :
Name (ADD) - Organization
=29y

Date ._
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BOX #_Q/fm

Hik.o4 TSC3l
' 30 Decesber 1946,

Sbjects iHimn Lxperizents.
Tot The Aros onizineer, Berasley Aroa, Berkeley, California.

1., ®ith the concurrence of Lt, Col, Meals this office discusaed
s proposal in a 4\ progross report with Drs, Stons and #ller, 1t
was ostuted thut preparntions vere being made for injection in humans
by Drs, Stcns and Wller, ,

2, These doctors stete that the injcetions would probubly be
made without the ‘mowledre of *he pucism’ and that the physicians
assumd A1l responsibility, Such injesctions wers not divergeat from
the noral experimontal method in tha hcspital and the paticnt aizmed
po releaso, A rclease was held to be 2nwnlid,

3., The “eclcul Sivisicr of the atrics Lf7ice has rofesrn! *F"
veporis for project L1 30 Cclencl locney ffor review und apyrcvul is
withheld penili~yr his opinion,

For the JMasrict I'nrineers

Te 3. CAIAP AN,
Chief, Cperaticns dranch,
Research Division.
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