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REBOMIEDUR FOR QUIEF OF STAFT, US ADNMY
SUBJICE: Uss of Volunteers in Resesrsh and Testing--DECISION NENOBAMDUM

1. MEFOSE. %o obtain approval by the Chisf of Staff of the ruvised CEN
at Tab A.

2. DISCUSSION.
=~ CSM 75~40-68 expired 31 Ovt 7¢ (Tab B).

= Revised CEi tasks TSG with apprising VCEA of progress and problems
relatad to the formalisation of proosdures.

= CEN 75-40-68, parn 3, states UCEPER, DCERDA, OOR, TIAG will prowvide
repressntatives to the stuly growp.

~ I8 (Direstor of Axmy Safety), OTEA, DARCON, and TRADOC have provided
reprasentatives on an informal hasis,

~ Rovised CSM requests DCEOPS, DCEPER, DCEXEDA, IS (Rirestsr of Axmy
Safely), OTHA, COR, TUM~as required, DARCOM, TRADOC provids repvesentatives

ts tha staly grewp.

== Sgvised Ciit prevides COL Dusscher, Chiaf, Army Volwntesr
Study Growp, as POC fax this CBM and requests P0C be fwrniched him by 30 Wev 7.

—mm.m.mm,nmanm),m.
0N, TN, BARDON, and TRIDEC coneur.

=~ Altexnatives: Thare are ne othexr feasible altarnatives.
3. DECOMMEBNOATION. C(hief of Staff appreve Teviged CBM at Tab A.

T' r' " J-%i"h’l “‘é‘

RICNARD B. TAYIOR, N.D.
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Teb A - Movised CSM Lisutensnt General
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MFR: Decision memo forwards revised CSM for approval & signature. CSM 75-40-68
expires 31 Oct 76.

CONCURRENCES: K.C.Emerson, 210ct76, FONECON *LTC Jaschen,79712,DAMO-R(Q,FONECON
ASA(R&D) DCSOPS 220ct76

COL Neubeurger,270ct76,FONECON  Mr, Schilder,57291,220ct?76,FONECO!

DCSPER IG(PIRECTOR OF ARMY SAFETY)
**LTC Gilbert,280ct?6,FONECON R. Flowe,37287,270ct76,DAEN-RDM
OTEA 756-1685 COE FONECON

MAJ Lehman for COL Peck,
*%%(, Admin Log Div,539557,290ct76 COL ROBERT CUTTING, 28 OCT 76

TJAG FONECON DARCOM 274-9023
Jack Lavery, 280CT76,FONECON LTC Wilson, x56512, FONECON to
TRADOC 680-2377 DCSRDA COL Buescper 4 Nov /b

Z%L_//‘f}\_& L7e Ay

ACTION OFFICER: JOHN W. ALBERTSON, JR., COL, MSC, EXECUTIVE OFFICER, USAMRDC
19 Oct 76/sia

*DCSOPS concurs provided DCSOPS is added to provide representatives to the study
group in para 3b of revised CSM. (Added)

**OTEA concurs provided DCSOPS is added to provide representatives to the study
group in para 3b of revised CSM. (Added)

***TJAG concurs provided “as required" is added in para 3b after TJAG. Requirement
for TJAG to provide representative at each meeting is not necessary. (Added)
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CHIEF OF STAFF

. d . DISTR A exrires 3] October 1976
CsM 25-40-68
U. S. ARMY
DATE 8 pcrober 1975
SUBJECT: Use of Volunteers in Research Fite CS 250.1 (8 Qct 75)

and Testing
ACTION OFFICER/EXT

CoL Jordan/dcm/71120

MEMORANDUM FOR: HEADS OF ARMY STAFF AGENCIES

1. PURPOSE. This memorandum authorizes The Surgeon General (TSG)

to establish a study group to prepare procedures which will insure
adequate review and monitoring, by a group independent of the re-

search or testing proponent, of any use of volunteers in research

and testing within or sponsored by the Army.

2. DISCUSSION.

a. Current Department of the Army procedures for the review
and monitoring of the use of volunteers in research and testing
are inadequate to insure compliance with current policy.

b. Procedures developed as a result of this memorandum will
include the use of volunteers in medical research, environmental
research, hardware testing, and behavioral and personnel research
and testing. These procedures may differ for the several categories
of research and testing, but they must insure that all moral and
legal requirements are met concerning the facts that: (a) a volunteer
in research and testing must be a volunteer in the truest sense of
the word; (b) there are no alternatives for volunteers to meet Army
needs; (c) the protocol or procedure for their use has been approved
by The Surgeon General; (d) any use of volunteers is monitored by an
independent group toc insure compliance with approved procedures or
protocols and that the health and welfare of the volunteers are not
endangered; and (e) that adequate records on the use of volunteers
for each approved test or research task are maintained.

3. RESPONSIBILITIES.

a. TSG is assigned overall responsibility for this effort and
will take the following action:

(1) Provide the chairman for the study group.

{(2) Maintain coordination with ASA(R&D) during course of study.

1
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SUBJECT: Use of Volurteers- in Research and Testing

(3) Brief the VCSA prior to 15 December 1975 on results of the
study.

{4) Have study results and recommended procedures prepared for
approval by the Secretary of the Army NLT 5 January 1976,

b. DCSPER, DCSRDA, COE, and TJAG will provide a representative to
the study group.

4. ADMINISTRATION,

a. TSG will provide all administrative support {space, clerical,
equipment) to the study group.

b. Funds for travel, per diem, or overtime will be provided by the
parent organization of the study member.

c. A1l addressees will provide 0TSG {COL F. F. Jordan, ext 71120)
with the name and extension of a point of contact (POC) by 1200 hours,
10 October 1975,

BY DIRECTION OF THE CHIEF OF STAFF:

A
WILLIAM B. FULTON
Lieutenant General, GS
Director of the Army Staff

Copies furnished:
ASA(R&D)

SUSPENSE:
A1l addressees--10 Oct 75--POC
TSG--15 Dec 75--para 3a(3)

5 Jan 76--para 3a(4)



CHIEF OF STAFF
- DISTR A Exp!REs 31 October 1977

Memorandum o Teono

U. S. ARMY

DATE

SUBJECT: Use of Volunteers in Research FILE

and Testing
ACTION OFFICER/EXT

COL Alkbertson/sja/38042

MEMORANDUM FOR: HEADS OF ARMY STAFF AGENCIES

1. PURPOSE. This memorandum authorizes The Surgeon General (TSG)

to establish a study group to prepare procedures which will insure
adequate review and monitoring, by a group independent of the re-
search or testing proponent, of any use of volunteers in research
and testing within or sponsored by the Army.

2. DISCUSSION.

a. Current Department of the Army procedures for the review
and monitoring of the use of volunteers in research and testing
are inadequate to insure compliance with current policy.

b. Procedures developed as a result of this memorandum will
include the use of volunteers in medical research, environmental
research, hardware testing, and behavioral and personnel research
and testing. These procedures may differ for the several categories
of research and testing, but they must insure that all moral and
legal requirements are met concerning the facts that: (a) a volunteer
in research and testing must be a volunteer in the truest sense of
the word; (b) there are no alternatives for volunteers to meet Army
needs; (c) the protocol or procedure for their use has been approved
by The Surgeon General; (d) any use of volunteers is monitored by an
independent group to insure compliance with approved procedures or
protocols and that the health and welfare of the volunteers are not
endangered; and (e) that adequate records on the use of volunteers
for each approved test or research task are maintained.

3. RESPONSIBILITIES.

a. TSG is assigned overall responsibility for this effort and
will take the following action:

(1) Provide the chairman for the study group.

(2) Maintain coordination with ASA(R&D) during course of study.

*This memorandum supersedes CSM 75«40-68, B8 October 1975,

]
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SUBJECT: Use of Volunteers in Research and Testing

(3} Keep Vice Chief of Staff apprised of progress and problems
related to formalization of procedures.

b. DCSOPS, DCSPER, DCSRDA, IG {(DPirector of Army Safety), OTEA,
COE, TJAG-as required, DARCOM, TRADOC will provide representatives
to the study group.

4. ADMINISTRATION.

a. TSG will provide all administrative support ({space,
clerical, eguipment)} to the study group.

b. Funds for travel, per diem, or overtime will be provided
by the parent organization of the study member.

c. All addressees will confirm appointment of representatives
with Chairman of Study Group (COL E. L. Buescher, ext 30413) by
30 November 1976.

BY DIRECTION OF THE CHIEF OF STAFF:

WILLITAM B. FULTON
Lieutenant General, GS
Director of the Army Staff

Copies furnished:
ASA (R&D)

SUSPENSE:
All addressees--30 Nov 76--POC



