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SUBJECT: Use of Volunteers in Research

1. This directive prescribes policies and procedures governing the use
of volunteers in research in defense against atomic, biological and chemical
warfare. The purpose of this research is to permit a realistic evaluation
énd/or development of effective preventive measures of defense against atomic,
biological or chemical agents.
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2. Certain basic principles must be observed in order to satisfy moral,
ethical and legal concepts. These basic principles are:
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a. The voluntery consent of the human subject is absolutely
essential.

(1) This means that the person involved should have legal
capacity to give consent; should be so situated as to be able to exercise
free power of choice, without the intervention of any element of force, fraud,
deceit, duress, over-reaching, or other ulterior form of constraint or
coercion; and should have sufficient knowlege and comprehension of the elements
of the subject matter involved as to enable him to make an understanding and
enlightened decision. This latter element requires that before the acceptance
of an affirmative decision by the experimental subject there should be made
known to him the nature, duration, and purpose of the experiment; the method
and nmeans by which it is to be conducted; all inconveniences and hazards
reasonably to be expected; and the effects upon his health or person which
may possibly come from his participation in the experiment,

(2) The consent of the human subject shall be in writing, his
signature shall be affiXed to a written instrument setting forth substantially
the aforementioned requirements and shall be signed in the presence of at
least one witness who shall attest to such signature in writing.

(a) In experiments where personnel from more than one
Service are involved, the Secretary of the Service which is exercising pri-
mary responsibility for conducting the experiment is designated to prepare
such an instrument and coordinste it for use by all the Services having humen
volunteers involved in the experiment.

(3) The duty and responsibility for ascertaining the quality
of the consent rests upon each individual who initiates, directs or engages
in the experiment. It is a personal duty and responsibility which may not
be delegated to another with impunity.
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b. The experiment should be such as to yield fruitful results for
the good of society, unprocureble by other methods or means of study, and not
random and unnecessary in nature.

¢« The mmber of volunteers used shall be kept et a minimum con~
sistent with item b, sbove.

d. The experiment should be so designed and based on the results of
animal experimentation and a knowledge of the natural history of the disease
or other problem under study that the anticipated results will Justify the
performence of the experiment.

e. The experiment should be so conducted a.s to avoid all unnecessary

physical and mental suffering and injury.

f. No experiment should be conducted vhere there is an a priorl
reagon to believe that death or digabling injury will oceur.

g. The degree of risk to be teken should never exceed that determined

by the humenitarian importance of the problem to be solved by the e.zxperi.mcsazrl:°

~*h, Proper preparations should be made and adequate facilities pro-

" vided to protect the experimental subject against even rwote possibilities

of Injury, disability, or death.

" 1. The experiment should be conducted only by scilentifieally
th.lified persons. The highest degree of skill end care ghould be required
through all stages of the experiment of those who conduct or engage in the
experiment.

J. During the course of the experiment the human suh;lect should be
at liberty to bring the experiment to an emd if he has reached the physical or
mental state where continuation of the experiment seems to him to be impossible.

k. During the course of the experiment the scientist in charge must
be prepared to terminate the experiment at any stage, if he has probsble cause
to believe, in the exercise of the good faith, superior skill and careful -
Judgement required of him that a continuation of the experiment is likely to
result in injury, disability, or death to the experimental subject. o

- (1) The estsblished policy, which prohibits the use of prisomers
of war In humsn experimentation, is continued end they will not 'be usea under
any ciremstances.

1

3. The following opinions of the Judge Advoca.te General fu:mish specific
guidance for all participants in research in atomic, biological and/or
chemical warfare defense using volunteers.

a. Legalit}{ of acceptin volunteere. The authority of the Secretary
of the Amy to conduct research and deveioxment activities is céntained in
section 104 of the act of 10 July 1950 (64 Stat. 322; 5 U.8.C. 235a) which
provides:
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SUBJECT: Use of Volunteers in Research

"The Secretary of the Army is authorized to conduct, engage, and
participate in research and development progrems related to activities
of the Army of the United States and to procure, or contract for the
use of, such facilities, equipment, services, and supplies as may be
required to effectuate such programs.”

Section 101 of the Army Orgesnization Act of 1950 (64 Sta.t. 26h4; 5 U.8.C. 181-&)
provides in part as follows:

"Extzept as otherwise preacribed by law, the Secretary of the Army
mey make such assignments and details of members of the Army and
civilian personnel as he thinks proper, and may prescribe the duties
of the mewmbers and civilian personmel so assigned; and such members
and civilisn personnel shall be responsible for, and shall have the

authority necessary to perform, such duties as may be so prescxribed
for thmp

L. b, Milit Personnel and Department of the Army Civilian Employees.
Compensstion for the disability or death of & civilian employee resulting -
from personal injury or diseasge proximstely caused by his employment Is pay~-

able under the Federal Employees Compensation Act (39 Stat. Th2 et seq.), as

amended (5 U.85.C. T51 et seq.), regardless of whether his employment was of

a hazardous nature., The amount and type of disability compensation or other

benefits ‘payeble by reason of the death or disability of a member of the Army

resulting from injury or disease incident to service depends upon the indivi-
dusl status aff’ ‘each member, and is covered by various provisions of law. It
may be stated generally that wnder present laws no additiongl rights against
the Govermment ‘will result from the death or dissebility of military and
civilisn personnel participating in experiments by reasom of the hazardous
nature of the operations, although it is possible that the Congiess may con-
fer benefits or grant relief by gemeral or special legislation snbsequently
enacted. Even should the Injury or dieease result from a negligent or wrong-

ful act, the recovery of any compensation or benefit under present lesw in
addition to those noted above is doubtful.

c. -Use of Appropriated Funds for the Purchase of Life Insurance.
In effect, the payment of Insurance premiums on the 1life of sn officer or
employee 18 & form of compensation {(Commissioner of Internal Revefiue v.
~ Bonwit, 87 F. 24 T6k (2nd Cir., 1937), cert. den, 302 U.S. 694, 82 L. Ed.’
536; canaaay v. Guitteau, 86 F. 24 303 (6th Cir., 1936)). In this regard,
section 1765 of the Revised Statutes (5 U.S.C. 70) provides as follows:

"No officer in any branch of the public service, or any other
person whose salary, pey, or emoluments are fixed by law or regu-
lations, shall receive any additiomal pay, extra allowsnce, or com-
pensation, in any form whatever, for the disbursement of publie
money, or for any other service or duty whatever, uiless the same
is authorized by law, and the’ appropriation thereforeexplicitly

gtates that it is for such additional pay, extrs allowance, or com-
pensation."
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There is no% statutoi"& authorij;y fcr the payment of premiums for insuring the
lives of military antt civilian Pe: sonnel, and current appropristions for
military and civilian pay and allowances do not expressly provide therefor.
It follows that the payment of such premiums from appropriated funds is pro-
hibited by the gquoted section.’ The statutory provision in question is
applicable torgll military snd civilisn persomnel of the Army "whose salary,
?ayi; c):r amolmmts are fixed by law or regulations" (21+ Comp. Gen. 648

19k5

d. Private Citizen. Section 3679 of ‘the Reviged Statutes , ‘a8
‘amended (31 U‘.‘—‘Bﬂﬁs .C. 6B5(b "‘, provides: ‘ .

H
"No officer or employee of the United States shall accept volun-
tary service for the United States or eﬁploy personal serviece in
excess of that authorized by law, except in cases of emergency in-
volving the safety of humen life or the protection of property. _

It is the policy of the quoted statute to prohibit the aeceptance of voluntery
services which may provide a basis for future claims’ against the Government.
The stated policy epplies not only where legal claims for compensation may
arise from performance of the services, but also where the circumstences |
surrounding the proffer supwrt & reagonable possibility that the services
may provide the basis for seeking remedial legislation from 'the Cohgress.

The JAG is therefore of the opinion that the services in question should not
be accepted by the Department of the Army. In view of this conclusion, it

is wnnecessary to comsider the extent to which such persons could exert claims
againet the Government by reason of disability or death reaulting”ffox“n" partici-
pation in the proposed experiments, or whether premiums on life insurance for
the said participsmts nay be ;paid from sppropristed fumds.

Cantra.etora' Emgl__oyees. The applicability of the foregcing
conai@erations to contractors' employees is comsidered below ‘

(1) ILe alit of employment. The authority of the Secretary of
the Army to contrset for services necesgary to effectuate rescarch snd dev~
elopment activities is contained in section 104 of the aet of 10 July 1950
(64 stat. 322; 5 U.8.C. 235a), quoted in subparagrgph &, sbove. There
appears to be no provision of law which would prevent a contractor from em-
ploying his persomnel upon. experiments of the nature contemplated. In the
literal sense, no question of "acceptencey of the services in question by the
Government is involved, as the private relation of such an employee is with
the contractor rather than the Government.'yIt devolves upon the contracting
officer to ascertain whether the terms are sufficiently broad to permit the
participation of contractor employees in the experiment. The terms of the
contract must insure that the contractor will observe the conditims and
safeguerds set forth in this directive.

(2) Claims againet the Government. Generally bemefits to
which a private employee may become entitled by reason of death or dissbility
resulting from his employment are payable under State, rather than Federal,
laws, with the exception of persons covered by the Survivor's insurance pro-
visions of the Social Becurity Act (L9 Stat. 623), as amended (42 U.5.C.
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under State workmen's compensation or other laws. 1t 1s not
possible to generalize upon the right of such an empleoyer, where
he 1s a Government contractor, to claim reimbursement from the
Government for additional cests by reason of 1liabBility to his
employees incurred in thls regard, as thls depends wpon the
terms of each individual contract. The question of whether any
additional rights against the employer-contractor may result
from the death or disability of employees participating in
experiments, by reason of the hazardous nature of the experi-
ments, 1s llikewise not susceptible of any generel statement,
due to the numerous factors inveolved. Such persons would not
be disqualified from prosecuting clalms agdainst the Government
under the Federal Tort Claims Act (28 U.S.6. 2671 et seq.).
(See also AR 25-70, 2 March 1951.) ‘ .

o ~ (3) Purchase of life insurance. In cest-reim-
bursable type contracts, the expense of maintaining group acci-

- dent and 1life insurance plans may be an allowable ltem of cost
under the contract (ASPFR 15-204(p))e Group life insurance plans
provided voluntarily te contractors’ employees on a reimburseble
basis are subject to review by heads of procuring activitles to
determine that greater benefits are not being extended under the
cost-reimbursement type contract than those granted to employees
under the contracter's regular commercial operations (APP 10-351).

In special cases, life insurance :@r_@m9103§95‘g§§ agﬁaﬁ T
by hesds of precuring activities (ASPR 10-302)}/8¥SRVH fggggfz'ies
price contracts (APP 10-301). In.order to be applicablel: ¢8LHL°
must be set forth or incorporated in a cost-reimbursable contract
(ASPR 15-102). It will be seen from the above that, if a con-
tractor obtains insurance on the lives of his employees while
participating im the proposed experiments, he ma} be reimbursed
for the expenses invelved only whers the contract is of a type
11lowing relmbursement and the terms thereef allew recovery as

an ltem of cost. SR P

o f. Irrggular ani Fee-basis Employees. The stated
category c@mgﬁe ends all persons pald from appropriated funds
for intermittent services, as distingulshed frem regular, fll-
‘time employees. For example, the Secretary of the Army may
procure the temporary or intermittent services of experts or
consultsats, including stenographic reporting services, witheut:
regard to clvil service and classification laws at rates not to
‘excoed $50 per dlem (sec. 15, amet of 2 Aug 1946 (60 Stat. 810;
b U.3.C, 55a); sec. 6@1,Wbepartmantgr_P:%a?geﬂggprapr;atiQ@”Aot,
1953 (Pub, Law 488, 82d Cong.); see GPR.A7.,6, par. 6-3)., The
employment of experts and consultants elther on a per diem basls
or without compensatien 1s Hlsc ahthorlzed by section 710,
Defense Production Act of 1950 (64 Stat. 819; 50 U.8.C. Appe
2160). (8ee CPR A7.6, par, 6-&) The Secretary of the Army may

i ) U N
. X E !
‘, B Ny N - g N L
S Sy
T T RO e
E T 3
s '

thorized:

[ eT




ﬁﬁBJEGTE Uéé of Volunteers in ﬁéséar@h

”and emp oyees™ of the.

r-appoar equally apﬁlieable to irregular an
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also empley architeets, engineers, and other teshnical and pro~
fessional pérsonnel on a fee basis%

without regard to e¢lassifi-

cation lawa‘(aea 2, act of 7 Aug 1939 (53 Stat. 1240, 5 U.3, @.

221).

In general, the employment status of sueh persens must
be determined individually from the statutory authority under
which they ere employed and the terms and conditions of their
employment agreements. lIn some cases 1t will be found that
their status is not that.of emplayees, but of emtractors fur-
nishing services to the Government at agreéd contract prices.
The f@ll@wing observatiens are made upon the applicability of
the three questions considered in subparagraph e, above, to the
category of persons under mensideratiem.

(1) Legality of acceptin volunteers. The terms,
of the atatuﬁory authorIty for the.emp oyment and the provisions
of the employment agreement must be 1nspeetai in each case to
determine whether the particular 'individual is an employeée sub-
Jeet to detall or aasignment upon the proposed experiments, or
whether his employment is limited to other specifilc objeets.

If his employment upon the projeet is not so authorized, it
would appear that scceptance of his services for this purpose
on a voluntary basis would be prohibited by the eonsﬂ erations
diseussed in subparagraph & above. ,

(2) Claims against the Governmento‘ The Federal
Empl@gees Compensation Xet (30 Btat, 742 et Seq.), as amended
C. 751 et 86q,), 1s applicable to_"all civil officers

é@varnmenband all "persons rendering |

personal serviees of a kind similar to these of civilian offi-
cers or employees of the United States w#i#% witheut compensation
or for nominal aampensatien in any case in vaich acceptance or
use of such services 1is autﬁ@riaed by an Aet of Congress or in
which provision is made by law.

for payment of the travel or

other expenses of such peracm,ﬂ The r@regeing broad eoverage.
- of the aect would appear to 1n@1ude ‘most irregular and feenbasis

employees, However, the administration of the benefits im
guestion are.within the provinee of the Bureau of Empleyees
Compensation, Department of Labor, and enly that ageney may
provide a defimitive: rulinézwith respect to coverage of the
individuals in question, With the foregolng reservation, the
views of this office set forth in s ubparagraph b, above, would
feeésasis emplmycea.

(5) Purehase of 1ife msurame. The Ge troller
General has approved the payment of surgieal and h@ﬂpigalization
expemses of a field employee injured .‘f<e engéged up@n=rlemd
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control work (5 Comp. Gen, 57 (1923)), on ths ground that "thz
emp {eo's compensatien was net fixed by law but was subject te

dmin atrative diseretion, since, otherwise, pa at of the
gxponuo by the Government would eenetitute paynnnt of additicnai
cempemsati@n, which 1s prohibited by sestien 1765, Revised '
Statutes" (28 Gomp. Gen. 175 (1948 ? Subjeet to such restric-
tions and limitatiens as may appear’ in the statutory authority
under which he 1is ompl@yed it would appear from the foregoing
that the Government may 1egally bear the ‘expense of premiumg
upon %he Iife of an irregular or feanbaais employee whose rate
of compensation is not fixed _by law or. regulations. In this
regard, it may be advisable for the Government te provide an
additional algowance to the employee for tinaneing such private
insurance arrangements as he may wish to make rather tham to
undertake direct negptiatiens with 1nsuraneo o&rriers for the
desirod eevorago. “

4, Subjeet to the above conditiems, Armed Forces personnel
and /or civiliens on duty at installations engaged in research
in subjeet fields shall be permitted to actively participate in
all phases of the pregram., As a general rule, ve. unteer sub- -
Jeats should bé males under 35 yoars of age, with ne physioal or.
mental dizedses,

5, Agents used in research must have the f@llmwing limit-
ing @haraeteriaties.

8. Controllable'lethalityo

be No sericus chronicity anticipated.

¢. Effective therapy &inIlee. |

d. R&ééuats-baakgreuﬁd of animal experimanﬁatioma»r

6. As added protection for volunteers, the following safe-
guards will-be pr@vided:

' a., Direct responsibility for the plannin ‘and,een&u@t
of the investigations and for the medical care Wikl rest with
one adequately trained physielan,

bs All epparatus and instruments necessary to deal
with any emsrgeneg situations must be avallable, ©ogey Drinker
respirator, Mine 3afety Pneepher, oxygen apparatus, -1 1.1

¢, ModicHl treatmsnt énd hospitaliznﬁian will be pro-
vided for all casualties of the oxperimantation as raquired-
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_ ds The physieian in charge will have available to him
on short notice throughout the investigation competent eonsul-
tants representing any of the speaiaities to be onceuntereé.

SUBJECT: Use of Volunteers in Research

7. Due to the speclalized nature of biolegical agents, the
following prweeaures in-addition to the foregolng pelicies and
procedures willl be observed in regard to this phase of the
program:

8 In sdleeting agents for 1nvestigation, priority
should be given to those which pessess a high probability of
‘successful infection under operational conditions against U B.
forces. _

be The effectiveness of available ‘defensive medsures,
__either immnnization or chemoproph lexis, will determine the
necessity for study of the agent cénsideredo

_ ¢. Use enlarged (4X) Henderson or other suitable
apparatus for eXposure.

d. First experiments will be designed to determine
level of suaceptibility._ The investlgation should utilize the
minimum number of volunteers which will yield statistically
vali& deta at low levels of dosage.

-1 Increase number of persons to ‘that level which will
give significance. .

. f, Then use immunized persons and persons on prophy-
lactic chemotherapy,

8o Determine and apply details of immunologie study.

h, From the foregoing the final step will be to use
volunteer subjects, or if there exists s good correlation with
a particular animel for & particular micro-organigm, then use:
that animel, on a proving ground, downwind far enough from the
munition so that the coneentration will be known to be approxi-
‘mately equal to the level required to induee 1n£eet1®n. . (This
will rule out subjecting velunteers to "crash" con&entratiena.)

8+ No research in atomiec, biological and/or chemical '
agents using volunteers will be undertdlen until the Sseretary
of the Army has stated his approvel in writing. The Surgeon
General of the Army will review and comment on all proposals
for the use of volunteers.  When appropriate, he will seek the
advice of the Surgeon Genaral of the Navy, Air Force and/or the

UNCLASSIFIED qmmmetiommn

‘e




SUBJEG_fﬁi‘ Use of Volunteers in Res"e‘arch UNCLASS‘F‘ED

U. S. Public Health Service. The sponsoring Army agency will

submit 1its propesal, together with the Surge@n generai's re iew

end comment thereon, to the Secretary of the Army through t

~ office., A# & minimum, the propesal will atate the nature and
- purpose of tha prerimant and the name of the person vwho will

be 1n charge.
BY BIREMIW OF THE GHIEF OF SMFF.

/8 B
JOHN C, .AKES
Brigedier Geners}, GS
Secretary of the General Staff

Copies furnished, b
8s8t. Chief of Staff, Gw4 - ﬁ
Chief Chémiecal Officer ~ = §
The Surgeon Genérai =8
.The Judge Advecate General- 2
Chief of Research and
Bevoloﬁuﬂnt, @ﬂs ' -5
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