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J Uss of Voluntesrs as Subjects of Research

T o Judge Advocate 23 March 1964
- A, Naimon/aln/65983

1. Refarence is made to your Memo Routing Slip of 10 March 1964 inclosing
w 3 March 1964 letter and minutes of the 19 Decesber 1963 Ad Hoc
sory ttee Meosting togetber with proposed OTSG Memorandum on saboye subjact and
requasting comments by this office thereon.

2. Aftar careful congidaration of the above refexenced materials, it is the
view of this office that rather than attempt to inplemant AR 70=25 at this time, the
minutes reveal a need to amend AR 70-25 in the following respects:

a. The mesning of "'volunteers" appearing in paragraph 1 and the phrase
"yisk beyond the normml call of duty" in paragrpph 2 should be further clarifted.

b. Although the comxittes is apparently unsnimous in its opinfon that all
volunteexr projects should be reviewed by The Surgeon Goneral, paragraph 3, AR 78«25
provides for substantial exemptions from such a requirement,

¢, The Comxittea apparently concluded that TSG should have authority to
make finel decisions on professional matters concerning ressarch on hummns and on
certain non~professional matters which may place esubjects at a risk in conducting 1
research, but AR J0-25 requires TSG to transmit recoomendations to the Chief of {
Besearch and Developmeut for his approval, and in certailn cases, provides for the :
Chief of Research and Developmant to in turn submit the matter to the Secretary of |
the Army for his approval (paragraph 6), This paragraph too should be clarified,

|
|
d. The Coomittes appavently takes the view that AR 70-25 applies to Army ',
contracts and grants as well as to in~house reseaxrch projects, and it is understood ;
that this is consistent with the desires of SA TSG/R&D. Since AR 70-253 e¢ould also be l
interpreted oppomitely, consideration should be given to clarifyliog AR 78-25 in this ,

respect,

e, The phrese "muclear piological or chemical warfere agents’ should be |
substituted for the phrase 'nuclear biological or chemicsl sgenta” in pavagrsph 6 [
so that for example, the use of radioisotopes would not require approval of the
Secretary of the Aymy,

£f. The word "medfical” ghould be substituted for “ethidal medical” in
paragraph lc since it serves no useful functiom, and could be interpreted as implying
that some Army supported invesatigations are not athical.

|
|
]
g+ AR 70+-25 should clarify who is authorized to make the determination !
called for in paragraph 4c, that en éxperiment must be such as to .... have reasonable )
prospects of ydddding militarily important results essential to ar Aroy research !
program which are not obtainable by other methods or means of study. ' }
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h, It in suggested that the phrase "which arise’ be substituted for the
word "anticipated"” in paragraph 5d.

3. Acoordingly, this offics withholds comment on proposed OISG Memorandum until
a decision is reschad on whether T5C will seek to amend AR 70«25 as here recommanded,
or will txy to implement AR 70-25,

MAUR
ol »

Juwdge

. )
ALEXANDER NAIMON
Attorney - Adviser




REFRODUCED AT THE NATIONAL ARCHIVES

I

2330 MASSACHUSBETTS AVENUE. N. W,

Refi MEDDH-P

% . Colonel Donald L., Howie, MC

" chief, Program Planning Office

- HQ, U.S.Army Medical Research and Development Command

-~ Office of The Surgeon General

Department of the Army
Washington, D.C. 20315

.-ﬁear Coloﬁql Howies

_ I am much obliged to you for your letter of 28 February 1964 and
its inclosures, namely:

Revised pse 5 of the Minutes of the meeting of the Ad Hoc Advisory
Committee to The Surgeon on use of volunteers ag subjects of
reseaych, 19 December 1963,

Memorandum - Headquarters, Department of ‘the Army, Office of

The Surgeon Gsneral, Washington, D,C, 20315, (not yet dated).

Subjects Implementation of Army Regulation 70-25, 26 March 1962,
"Use of Volunteers as Subjects of Research",

I have read these inclosures carefully in comparison with the notes
I made on the copies of the drafis you sent to me on 19 February 1964,
and with notes of our talk by telephone on 24 February. As I said then,
the drafts seemed to me to be excellent, accurate, and useful statements,
which did not require any major revisions., You have agreeably accepted all
the minor changes that I suggested., I have not found anything more that
seens to me to need further revision, in either the minutes of the Committee

‘meeting or in the memorandum of implementation of AR 7025,

I have signed the minutes, inserted revised p,5 bearinq our signatures,
and return the original to you hexewith,

I apprecisted the privilege of serving as Chalxman of the Ad Hoc Advise
ory Committee, and thank General Blount and you for having entrusted me with
some part of the responsibility in the foxrmulation of policles in regard to

these mattexs. Working with you has been a pleasure,
- Sincerely yours,
Sta
Stanhope yne-J?:t;.
Brigadier General, U

M.D.
Retired

Incl,
Minutes of meeting.
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e "f‘ General on Use of Volunteers as Subjects of Research convened to discuss ime

1.
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20 December 1963

* - MINUTES OF MEETING OF THE AD HOC ADVISORY COMMITTEE TO THE SURGEON ‘GENERAL
ON USE OF VOLUNTEERS AS SUBJECTS OF RESEARCH, 19 December 1963

On 19 December 1963, the Ad Hoc Advisory Committee to the Suréeon

.- plementing instructions for AR 70-25,entitled " Use of Volunteers as Sub-

Jects of Research" and AR 40-37, entitled "Radioisotope License Program

: (Human Use)." ‘The committee convened under authority of Letter, MEDDH,

9 December. The committee membership included:

2.

Stanhope Bayne-Jones, M.D., Chairman

Colin Macleod, M.D. Joseph H. Blair, Col, MC

Theodore E. Woodward, M.D. William D. Tigertt, Col, MC
Gustaw J. Dammin, M.D. Dan Crozier, Col, MC

Henry K. Beecher, M.D. Jacques L. Sherman, Lt Col, MC

Frederick J. Hughes, Col, MC Donald L. Howie, Col, MC - Mil Liaison Off

Maurice Levin, Col, JAGC Marion B. Sulzberger, M.C. « Tech Advisor

All members were present with the exception of Dr., Gustave J. Dammin.

‘Other participants and observers present included:

Incl 1

Robert E. Blount, Brig Gen, MC - Commanding, Med R&D Command and
o Special Asst to TSG for R&D

Carl Lamanna, MD, ARQ/CRD

Claude M. Eberhart, Col, MC, D/PS, OTSG

Richard R. Taylor, Lt Col, MC - Deputy Commander, Medical R&D Command
Glen K. Arney, Lt Gol, MC, D/PS, OTSG

Henry J. Donnelly, Lt Col, MC, Medical R&D Command

William Sawyer, Major, MC, MUFD

Findings of the committee:

a. That an Army Regulation covering the use of humans as volunteer

J—
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subjects of research is useful and necessary. . ;

b. That the regulation should give complete authority to the
Surgeon General to decide on professional matters concerning use of volun-
teers.

C. fhat AR 70-25,as written, applies to Army supported contracts
and grants as well as to in-house research programs.

d. That AR 70-25, as written, is not clear, and proper implemen~ °
tation, while possible in some instances, may be impossible in others.

4. Finding Number One: The Committee was called to oxder at 0900 hours,

19 December 1963, by Dr. Bayne-Jones who opened discussion on the background

of AR 70~;5 and the requirement for the Medical R&D Command to develop im-
plementing instructions. The exact staffing of the regulation within the

Army, and particularly within AMEDS, was not clear to those present. The

origin of AR 40-37 and its relationship to AR 70-25 was simultaneocusly reviewed.

Colonel Tigertt noted that anyone coming under AR 40-37 automatically comes

under AR 70-25; thus leaving no exemption when isotope tracers are used.

Dr. Sulzberger expressed the belfef that "nuclear agents" as defined in para-

graph 6 of AR 70-25, in reality means "nuclear warfare agents," and that the
use of radioisotope tracexs should not require approval at the level of the
Secretary of the Army; though approval for use, as with other unusual agents,

may be reqﬁired. This opinion was upheld by Dz. Bayne-Jones, who referred

back to paragraph ome where research in "nuclear, biological and chemical war-

fare ---" is specifically mentioned. Colonel Eberhart noted that AR 40-37

was directed ﬁainly at therapeutic use of radioisotopes, and was so written

by the Preventive Medicine Division, UTS5G. It was generally conceded that
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ﬁ-tﬁe’two‘regulations should be made more compatible, but that a specific reg-

' {' - ulation covering the use of volunteers in research is needed.

5.. Finding Number Two: Colonel Levin (JAGC, OTSG) opened further

" discussions on the need for certain changes in AR 70-25 clarifying paragraphs
1 and 3 on the definition of "volunteers" and of "unreasonable risk,!" but re=
taining a degree of broadness throughout which allows The Surgeon General to
make decisions as the final authority on professional medical matters.

The relationship of other Army agencies to the regulation and to The Surgeon
General was discussed by the committee, It was agreed that a review of re-
search proposed by other agencies, when volunteer subjects are involved,

should be undertaken by The Surgeon General and that the regulation should

give The Surgeon General authority to maks final decigions on all profes-

sional matters concerning research on humans and on certain non-professional

matters which may place subjects at a risk in the conduct of research.

6. Finding Number Three: There was considerable disagreement among
members of the committee and other participants about interpretation of

various parts of AR 70-25, but it was generally conceded that the regulation

applies to Army supported contracts and grants through the controls already

_available to and applied by The Surgeon General and various Army echelons

‘up to the Secretary of the Army.

7. Finding Number Four: A discussion of specific portions of AR 70-25

which seemed unclear followed. Colonel Levin (JAG) pointed out that the '"man

" in the field" determines whether or not an experiment falls within the

nexceptions" and if it does, he does not send in a protocol. Col Tigertt

stated that he felt that the regulation as written ¥could be lived with®
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| as far as in-house research is concerned. Col Crozier was of the opinion

gl K . that paragraph 6, if literally interpreted, could not be lived withy that

- submission of each small proposal would drastically slow research progress.
He felt that proposed studies should go to The Surgeon General or an expert
consultant group for approval, and not to Department of Army where expertise
is questionable. There followed a point-by-point discussion of the regula;

tion. Dr, Bayne-Jones was of the opinion that paragraph 1 mentions nuclear,

biological and chemical warfare agents, and that these are the specific

agents referred to in later paragraphs--not such things as tracer radioiso-
topes, for example. He also suggested that the words "ethical medical® be
deleted, since this implies that a number of things may be “unethical.V
This was aéreed on by the comuittee. Dr. Beecher was of the opinion that
' Yexemptions" in paragraph 3 were inconsistent with "definitions" in para-
graph 2. It was pointed out that "beyond the mormal call of dutyv differs

tremendously depending upon the position held by an individual. Dr. Woodward

suggested that paragraph 3c omit "ethical% and include "where.the use of

volunteers 1s required and available techniques do not provide data neces-
l sary for diagnostic or control measures -«," Dr, Beecher pointed out the
pitfalls in #aragraph La, including the difficulties involved -in obtaining
a true "voluntary consent." Dr. Macleod mentioned the various aspects of

"guardian consent," and Dr. Bayne-JSﬁes suggested that "where consent is ob-

- tainable” might be added. He was also concerned about the definition of

" ;
"militarily important results" in paragraph 4c. Colonel Tigertt stated that
paragraph 41 is not clear, i.e., a volunteer camnot "withdraw”" 1if he has been

exposed to viruses which “can!t be turned off." The same applies to 4k, but

4
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" Dr. Bayne-Jones felt that the latter, even if unworkable, should be left in.

Dr. Lamanna remarked that there comes a time in the midst of an experiment
when the unexpected may occur. The word "anticipated" in 5d was felt by

Col Crozier and Dr. Bayne-Jones to be inadequate. They felt it should be

replaced by twhich arise." In regard to paragraph 6,which had been pre-
viously discussed, it was again agreed upon that The Surgeon General should

have the final say in such research. Dr. Bayne-Jones conceded that "it is

a delicate situation.” Dr. Lamanna stressed the importance of submitting
proposals covering broad areas of research within which a number of studies
could be undertaken whenever possible to take the administrative burden out
of having to submit many small related proposals. Col Tigertt stated that
the Sacreta¥y of the Army has the right to know whenever a hazardous ex-
periment has been planned, It was agreed that AR 70-25 is not clear and
may be impossible to implement in some instances. |

8. The meeting adjourned at 1200 hours.

APPROVED: > N\CU\‘A\ \’t("k‘

(date)

éfalﬁm g%'ﬂ .-;;

" Dr. Stanhope Bﬁyne-Joérs, M.D., Chairman
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Donald L. Howie, Col, MC, Military Liaison Officer

5.

Incl 1
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HEADQUART KRS
BEPARTMERT OF THE ARMY
0ftice of The Surgeon Genaral
Washington, D.C. 20315

_ 1. Furpose:r To implement the provisions of Army Regulatienm 70«23 for
compliancs by all organizations, installations and individuals under the
jurisdicticn of The Surgeom General, patticipating in or sponsoring DA re-
search involving the use of volunteer subjects, and by ail contractors and
arantees conducting investigations involving human experimentation supported
in whole or in part by the Department of the Army and monitored by The
Surgeon Ceneral.

2- b’. o8

&« The Surgecn Gensral is responsible for reviev and supervisioa
of Departusnt of the Army medical ressarch conductsd on volunteer subjects
by, or spomsorsd by, organizatfona, installaticns, or individusls under his
jurisdiction. He £ algo responsible for review of sll propogals which ine
volve research on humans by, or sponsored by, Department of the Army agenciaes
not under his jurisdiction; and will, where appropriate, reccmmend action,
ss required by AR 70«25, to the Chief of Research and Development.

b. The Special Assistant to The Surgeon Ceneral for Research and
Davelopment {BATBG/RA&D) is fesponsible for receipt and evaluation of all pro-
posals, including thoas received from other agencies which involva the use
of voluntears as subjects of resgarch, and for forwarding comnents and rec-
ompandations to The Surgeon General, as appropriate. Coordination will be
effected as nesded with the Office of The Surgeon General ard with duly ap-
pointed advisory bodies.

c. Cosmanders are responsible for implementating the provisions of
AR 70+25 and thia divectivse, ss well as for fnitiatifg further guidance om
this subject to elemsnts within their commands. Copy of such guidunce will
ba furnished tha Offica of The Surgeon General, ATIN: SATSG/RED,

d. In-service investigators planning the use of voluntesrs as sub-
jects of vesaarch will submit proposals (through Command channels to appro-
priste commanding offficers for evaluation and forwarding) to OTSG, ATTR:
SATSC/R&D, Investigators conducting reseach using volunteer subjects on
contract or grant will sulmit proposals which comply with AR 70«23 to the
Commanding Cumaral, U.S5. Army Medical Research and Development Coomand,
OT8G, for review.

—————"
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A+ Ragearch on Voluntesrs: PFaragraphs 1 and 2 of AR 70«28 define
Yesssrch on volunteers. All provisions of AR 70-23 apply unless exenpted
by paragraph 3.

b, Exemptions: Pearagraphs 3a and 3b of AR 70-23 are considared
self-explanatory. Paragraph 3¢ applies to research conducted on patients
whers madical and clinf{cail investigations may be expacted to be of direct
benefit and also to research utilizing normal subjects where benefit to
actual or potential patients may be reasonably expected, providing no
"unusual or potentially hazardous conditions", as defined in parsgrapha 1
and 2, AR 70-25, exigt or are anticipated. Examples of such investiga-“"
tions inclwudae:

- L) Health surveys requiring routine collection of urine,
feces, blood samples o sputum,

(1) Diagnostic procedures sccepted as carrying essentially
no risk.

{3) Usa of vaccines, skin test antigens, blologicals and drugs,
when such studias conform to the standards established by the U3 Public Health
Service Division of Blologics Btandards (DBES) or the Pood and Drug Administrae
tion (FDA), in surveys of prophylactic or disgnostic efficacy or to determine
incidance of diseases.

(4) Testing of rations which are formulated to meet sound nu-
tritional standaxds for specific conditions of work sand snvirommental stress.

(5) Use of instruments applied to the volunteeris body to
monitor vital signs.

{6) Other accepted medical procedures which do not, when added
to an activity or investigation, create a situation of risk or unvsual dise
comfort ta the subject.

{7) The use of radioisotope tracers in accordancewith AEC rege
ulations ia not considered unususl or hazardous, as such., All investigations
involving radioisotope tracers must be in conformity with existing AEC ard
Army Regulstions (Code of Federal Regulations, Title 10, paragraphs 20 and
30, and AR 40-37).

¢. Non-Exempt: Investigations, listed under the preceding sube
paragraph (3b) when repsated on any individual with such fraquency, ox
under other circumstances, a&s to constitute en unususl or hazardeus cone
di{tion, require approval by The Surgeon General.

- Sy
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. d. Basic Principles: With respsct te volunteer status, subjects
wndar the age of 21 years but over the age of 18 years are considared to
bave tha "lagal capacity to consent." Authoriged hazard pays; such as thers
ual stress pay, is not considered a form of "force or duress.” Paragmph hc
of AR 70=25, specifies that the experiment should be such as ta contribute
significantly to spproved research. This detarmination is ome which 1s
based on the beast judgment of the investigator and of the reviewing authare
ities. Thers will bas condirions which aripe where neither the voluntear
nor the scientist in charge will be able to terminato an experiment at will,
85 required by paragrmphs 41 and 4k. When this {s the case, it will be
clearly specified i{n the request for approval and the scientist in charge
will rake maximm precautions to prevent or treat sarioua adverse reactioms.

¢« AMdditional Safeguaxds: When a proposal for use of volunteer
subjects 15 submitted, the responsible physician must be identified by
name. Approvael of & proposal by The Surgson General constitutes the dasige
nation of the named physician. Yf it {s necesaary that another responsible
phyeician be named at acme time during the courss of the expariment,
authorization must be obtsined from The Burgeon General.

£, Approval to Conduct Experiment: Commandars are sncouraged to
submit, when possible, protocols which are broad im scope and which will
allow & mumber of {ndividusl studies to be conducted within an area of
welledefined conditions. Approval of in-service proposals or of contracts
and grants by The Surgeon Ceneral constitutes authority to conduct experi-
ments, since such proposals will have been processed in accordance with the
requirements of AR 70-15.

DISTRIDUTION:
Y Headquarters,
nus: 20 « USA Madical RAD Cecmand
20+ CRD 5 - USA Envivonmental Hygiens
$ » 04, BANG Agency
5 w 0G; Latterman Gen Hosp 5 = USA Med ﬁ:ieﬂ & Maine
- Madt Geu Hos tenauce vity .
g - 3: wmﬂ uamng Gen Hosp 5 « UBA Regionsl Dental Activity
5 » Yalley Forge Gan Hosp Ft McPherson, Ga.
5 « Fitgsimons Qan Hosp 5 = USA Repional Dental Activity,
5 - m 51: Lauiﬂ, lh-
5 « Office for Dep Med Cara 3 » USA Regional Dantal Activity,
5 = Army Med Supply Bupport Act Alameda, California

S » USA Med Veterinary School
5 « Higptorical Unit




