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test, a° ¢ 1luation .

Ref': (a) “ianw  of the Medical. Department Chapter 20, Research
and Development, Parvagraph 20-8, Ube of Volunteers ‘
in Hazardous Ixperiments

i

¥nel: (1) Sample Human-Volunteer Consent Document . zg

o ) . L
1. Purposce. To preseribe policies and procedures of the Department of Qﬁ
the Ravy governing the use of volunteer subjects in resecarch, development, 69
test, end evaluation (RD&SF) conducted by, within, or for the Lavel Esto b-

lishment wherein hunan beings arc experimcntally exvoged to hazeardous
conditions or muteriels. This Instruction does not apply to the uce, in
the treatmont of individuzl paticents, of drugs approved by thie Federal

rug Administration for investigational use only. It does apply to the
use of invesbigationdl drugs under an approved RDP&E project or tusk in
a voluntecy population of healthy persons or & volunteer popule icn of
patients in which the experimental drug testing has no relationship to the
cause of their being on the sick list.

”

I

v -

<,

2. Background. In the use of volunteers as subjects in hazardous experi-
mental situztions, it is obvious that military R&D commanders, scientific
and technical propgram managers, and project directors have speciual re-
sponsibilities both moral and legal in nature, t has long been recognized
that hazardous experiments utilizing hwnan test subjects are absolutely
necessary 1o extend the frontiers of medical science, acrospzce flight,
and undersca exploration. The atrocities which were comnitied agzinst
human beings during the Second Vorld VWer served as & decisive factor in
the adoption by the World Medical Assoclation of a clearly stated code of
medical cthices. IL is accepted United States national and Department of
Dzfense policy that the use of human cubjects be based upon volunteyy,
informed consent and be confined to experiments or tests vwhich are
necessayy, sclentifically sound, and ieasonubly safe.

3. Definitions. TFor the pwpose of this Instruction, hazardous condi-
tions or materials are those which present risk of privation, discorfort,
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h. Policy. Certoin basic principles wust be observed to satisly moral
und legul concepts. 'These are: .

&, Voluntary consent is essential,

(1) e volunteer must have lepal capacity to give consent.

e will be so situnted as to be able to exercise {reo pover of choice,

rithout the intervention of any element {force, deceit, duress, or
ulterior forn of constraint or coercion e will have sufficicent know-
ledpe and comprehension of the element st “he subjecel matter involved

5

to enable him to muke an understandir T enlightened deeision. Such

knowledge will be provided to the Hlawse er in such a manner as nob Lo

compromise the experiment. Thus he will be to0ld, prior to acceptance of
his consent, the nature, approximate duration, and purpose of the experi- .
ment; the method and means by vhich it is to be conducted; and the incon-
veniences and hazards entailed -- all in such o way as not to invalidate

- the results, He will be fully informed of the effects upen his health

or person vhich may possibly result from his parbicipation in the experi-
ment. He will be made to wnderstand clearly thot, at any time during

the course of the experiment, he will have the »ight to revoke his consent

and to withdraw from the cxperiment without prejudice to himself. ' ’

(2) The docwnent of consent will be in writing, scitting foril
the above requireinents and containing, or having attached wnd ref’erenced,
a swmnxy off the informztion given to the voluntcer purswint to the fore-

-~

. puing requirements. It shall also contain a sbatement by the volunbeer

that he is not relying upon any inforuatlon or representation not set
forth in the decunent of consent end thot his consent is given as an
exercice of free will, without any force or duress of any kind. The
docunent will be signed by the volunteer -- over his full neme; his rank,
rate, gradc, or title; and his dete of birth -- in the presence of at’
least one witness who is not directly involved in the experiment or test
and vhio will atlest to such signature in vwriting. Enclosure (l) provides
a sawple of an acceptable volunteer consent docwnent, the original of
vhich will remain in the records of the activity conducting the RDI&E.

) (3) The responsibility for ascertaining the validity of the
consent rests upon the person who directs the experiment or test. It
is & personal responsibility which may not be delegated.

RN
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o : c. ‘he experiment must be such as to contribute to an approved & Q\}g
z;jiu % nLle ROPMGE project. In adﬂjtlon, the experiment or test should be Qbﬁ@
e “such @s to yicld frujtful resultes for the good of society, unobtainable
T by other methods or means of study, end not random and ummecessary in

- nature. 'Thevrc be reasondble anticipation that the results will

" Justify the per{ ance of the experiment or test. Accordingly, ell
experiments an” o s will be based upon prior study or experimentation
- and designed * .~ amplish this objective. All medical erperiments or
AT experiment  in o sing the use of an experimental drug should be based
o . unon the res;ults of animal experimentation and o knowledge of the natural
istory of the discase or other problem under stu&J

. d. The experiment or test will be conducted so as to avoid unneces-
b sary physical. or mental stress. WNo experiment or test vill be conducted
if, upon careful consideration by the person who directs the experiment,
there is reuson to believe that death or disabling injury will occur.
The degree of risk to be tzken will never exceed that determined to be
Justifiable by the humanitarian importznce of the problem to be solved
by the experiment. Proper preparations will be nede under the super-
i } vision of a qualified physician, knowledgeadble in the test field, and
‘ with adcquate nedical facilities and safety equipment being provided to
provect the volunteer against the possibilities of injury, disability, or
death. Adequate and conplele medical treatment will be available Tor
treatment of casuwalties. The physician-in-charge will have consultants,
available on short notice, who are competent to adv1ue or assist w1th
T "~ _unexpccted complications. L

¢. 'The experiment or test will be directed only by scientifically .
qualified persons with a high degree of technical and profescional
T competence in conducting such,procedurcs. All personnel supervising
- or participating in such procedures must be adequately trained to perform
s their duties reliably in foresceable circumstances. The highest degree
.y of carc will be required at all stages of the experiment or test. A Ltocnl
LLE ) REVICW COmmITTRE witt ReporT ol Tthe Mcqugcy of poamed acise T aull SapeTy .
f. Voluntecers will have no physical or mental diseases which will
make the proposed experiment more hzzardous for thzm than for norinal
healthy persons. This determination will be made by the experiment or
test director on the basis of competent medical advice.

*

g. The experiment or test director, or his acting subordinate,
will exercise carefuwl judgment, superior skill, and good faith at all
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Loaminate the procedurt-at vy oboage i0 it is Likely that continuation ‘
vill reswde in injury, disability, or d¢oabh Lo A volunbzor. buring the
conrse of an exporiaml or test, o vohwabteer shall be at liberiy Lo
revoke or withhold his consent and to withdraw, withoult prejudice to
himself, from the experiment or test, or from a portion thercof. Iew
o dangers and adverse developiments arising during the course:of the
: - cexperiment or ftesy, sbout vhich the volunteer hoas not been briefed
L or warned, chall be reported to the volwntecr in a timely mannsr unlcss
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such communication wowld pose an immadiate thrcat to his suloby. '

e h. Prisoners of var will not bLe used under any cumstances,
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s a. The cuxperiment or test director will p. mpare a writien request
o Tor approval of the use of volunicers in any proposed procedure coming
. within the purview of this Instruction. The request will include the
L nuees of the director and the conducting activity and the idenbity of
L the responsible supporting medical activity. It will speak appropriately
et ~ to the principles of policy fullance exvressed in pzragreph '+ of this
a Inctruction. The requept will enclose a plan of the experiment or test
consistent with secwrity rcguirements, PR R RepuT cp the Local Revizw cemmurtee
. R
L. The request will be forwarded via (1) the eppropriate military A
chain of command; (2) the Chief, Burecu of Medicine and Suvgery; (3) the
Chicl of Nuval Tersomnal/Comsandent of the Marine Corps, or both, as
eppropricte; and (k) thoGriet of Lavel h?CITE}éuﬁ*QEQgE%PLy%) to the
Scerebary of the lavy (ASH(R&D)). CERO(DIR RDTHE)

(1) The RDI&E chain of command endorsements are to be directed
primazrily to the technical soundness and program iwportance of the
b -experiment or test for which the use of human volunteers is proposed. -

(2) The Chief, Burcau of Medicine and Surgory, will dircet uis
endorsement specifically to the degree of hazard dnhierent in the test,
the adequacy of safety measures, the adequacy of medical supervision
and support, and the adeguacy of the hwanan-volunleer consent stztansnt
to be utilized. .

(3) The Chief of Nuval Per$onncl/Commandunt ol the iarine Corps
will direct their respective endorscuents in purticular to the ubiliza-
tion of active-duty military personnel in existing billets for volwizry .
duly as experimental subjects, and to other aspzeis as they deem appro-
priate. . . a .

-
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(h) The Chiﬂi of’ Nuva] (mcrat;onu( ‘J“ v 111l direct hiu

endorsement to the validity of the requirement for doing the cxpeori-
ment; the adeguacy of the certification by BIAED on pertinent medica
aspects; the approved utilization of pers ounc] in ‘the rmanner proposed;
und the statcement of program need by the sponsoring command., Adminis-
trative and coordination action will be assigned to the Staff Assistant
for Medical and All:ed Solenccs.

(5) The Assistant Sceretary of the Mavy (Research and Develop-
mcnt) will zct as approving.euthoril or the Secretary of the Navy.
Review of legal aspects will be dccc ished by the Office of the
Judge Advocate General.

6. Management. Since the use ~f +. nteers in experimental or test
situations is an integrel part »f the conduct of the RDu¢E Program
and does not involve the establishment of additional manpower billets,

action on such requests, including coordination of menpower and legal

‘aspects, will be throu&h the RDR&Y chain of command.

T. Implementation. Addressces are authorized to take such action as
is necessary to assure compliance with this Instruction throughout

the Naval Establishment. '
- N7
/) T

JOHN W. WARNER
- Under Secretary of the Navy

’
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CORGY we T PARTICTPATE VOI UNTARITY Ti A RESPARCH,

DIVILOedid, wisT, OR s,m:,uz\um H(RDGGE) PROCIIAURE

DARE

P N O . - .
RO 1. I hereby volunteer to participate as a subject in an RDIEE procedure
being conducted uwnder Ilement No. ; Project No. P
Work Unit Title " . "
which has been approved by | . ‘ I understand

(sponsoring command.) :
that the adequacy of safety measures has been certifie” v “he Chief,
Bureau of Mcdicine and Surgery, and that aubthority to . ~ uman volun-
teers has been granted by the Secretary of-the Nav,

2. The nature and pwrpose of the PlOLCdUICu have been exnla:ned ‘o me
as follows: (See attuched summary.)

3. In making my decision to volunteer, I am not relying upon any informa-
tion or representation not set forth in this dogument, or ettached summury.
My consent is given as'an exercise of free will, without any force or
duress of any kind. I understand that my consent to perticipate does
3 not consititute a release from any possible future liability by the United
States attributable to the experiments. '

SIGNED:

(‘'YPED FAIiE, RANK, RATE,
OR GRADL)

.DATE OF BIRTH

VITWNESSED:
{NOr DIRECTLY INVOLVED IN WEST)

’ APPROVED:

(?BST DIRECTOR)

. Copy to:
Service record, Jacket, or personnel file

Enclosure (1)
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mel: (1) Sample Human-Volunteer Consent Documant
ééﬁﬁ 1. Purnouv. To prescribe policizss end procedures of the Department of
‘ the Iz gove;ning the use of volwv“eer SubJLCtu in researcn, Cevelonn ent, | .3@ 0{
ufst) aui evaluation (RDT&E) bﬂnAu:tOd by, within, or for the Taval Eziab-/ 53&‘
linhmeny wherain hue T“”fffx"t g zimevimants id' c;; hooe: lous :
conditicns or matericls. This struction dozs not
, the trentoent of individual patients, of drugs eporov
i D:ugz Adwministration for investigstionzl use only.

" use of investigational drugs wnder en approved RDDLE
W
’ g voWunte~I popuiation of healthy persons or 2 vciunteer
retients in vhieh the experimental dvugz testing nzs
cauce of their being on the sizi Lizt.

2. Baciground. In the use of volunteers as subjects in hazardous experi

mental situations, it is obvious that military R&D commanders , scientific

and tecnnlcal progran manage“s, and project directors have snec'al re-
ities both I‘:‘?“?'"‘ : - ne sacEnilz

hnc2rdons experimen

~ g
in natw

zessary to excend the ol

X 5ea exploratlon. The zsrocities whi
human beings during the Seceond World War served a
the edoption by the World M=dica2l Association o
medical ethics. It is eccepted United States natio

¢fense policy that the usz of hunan subjects
informed consent and be confinzd to eimperim
recessary, scientitically cound, and reasona’

3. Definiticns. For the pwrtose of this Instruction, hazardous condi-
tions or ratcrials are those which present risi of ori ivatlon, disconiors, '

i 7T e
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(1) Thae voluntzor muct hove lersl capasilty to give conzent.

He will be sc situated 25 to be able to exercise free pover of choice,
witliout the intervanition of any elemant of force, decceit, duress, or
ultzrior form of constraint or cosrcion. He will have sufificient know-
ledre and comprehension of the elements of the subject matter involved
“o cenable hin to make an understanding ani enlightened decision. Sucih
inowledge will be provided to the volunteer in such 2 manner =g not to
compromise the experiment. Thus he will be told, prior to acceptanc or
his consent, the nature, approximate duration, and purprose of the exp :ri-

ment; the method end means by which it 1s to be conducted; and the inzon-
veniences snd hazards entziled -- all in such & way as not to invalidate
the results. He will be fully informed of the effects upon his health
or person vhich may possibly result from his participation in the experi-
ment. He will be made to understand clearly. that, et any time during
the course of the’ experiment, he will have the right to revoke his consent
and to withdraw from the eixperiment without prejudice to himself,

§

(2) The document of consent will be in writing, setting forth .
the above requirements and containing, or having attached and referenced,
a sumnary of the information given to the volunteer pursuent to the fore-
roing requiremsnts. It shall also contain a statement by the voluntesr
that he is not relying upon any information or representation not set
forth in the document of ccnsent and that his consent is given as an
exercise of free will, without any force or duress of any kind. The
document will be 51gned by the volunteer -- over his full neme; his ranx,
rate, grade, or title; and his date of birth =% in ‘the presence of at i
least one witness who is not directly involved in the experiment or test ...
and who will attest to such signature in writing. Pnclosure (1) provides
a sample of an acceptable volunteer consent document, the criginal of
which will remsin in the records of the activity conducting <he BEE&&;_

(3) The responsibility for ascertaining the validity of the
consent rests upon the person who directs the experiment or test. It
is a personal responsibility which may not be delegated.

S
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e aof volvabasy. <101 Lo - o
mle-site vogulremente ne2ecsury Tou w
crmerinent must be such 3s to e hute Lo an BRRroved
ok In additica, the esperinens or test .~}v'mlr e
{rulviul results for the good of socicty, wiohitainable
or mzans of stuly, and not ranion and unneceasarv in
:he“e Will be reasc ‘2 anvicipation thot the results will
parformance of tb <periment or test. Accordingly, 211
R and tests will v :ed vpon prior study or esperimeatation
! zsigned to accomplish 3 oabje ElVﬁ. All nmedical experiments or
. 7j exoerinents involving tha o 'ioen experinental drug should be based
G

history of the disease or other problem under st udy

d. The experiment or test will be conducted so as to avoid Unneces-
Ly physirzal or mental stress. o experiment or test will be conducted
if, upon careful consideration by the person who directs the experirent,
thel is reason to bélicve that death or disabling injury will occur.

i rec of risk to be taken will never excesd that deferminsd to he

p
b

guMsTiliable vy the humanitarian irportunce of the prcoblilem to be solvad
by Tive experiment. Proper preparations will be made unde” the super-

R vision of' o gualified physician, kncwledgeable in the test field, and
- with edequate medical facilities and safety eguipmen t beir rovidei to

protect the volunteer against the possibilities of ALJJr"’ disabiliiy, cor
decuth.  Adeguate and complebe madical treatment will be evailsble ?or
trzatmert o casualties. The physicizn-in-cherge will have consulisn
table on short notice, who eare competent to advise or assist with
unexpected compllcatlons.

e. The experiment or test will be directed only by scientifically

oualified persons with e high degree of %echnical ard professional
compaience in conducting sush procedures.  £11 versconnel supsrvising

or participating in such procedures must be adequately treined to verforn
their duties reliably in Toreseeable circumstances. The highest degree
of care will be required at all stages of the experiment or test.

f. Volunteers will have no phyvsical or mentel diseases which will
make the proposed eyperiment more hazardous for them thaun for normal
healthy persons. This determination will be made by the experiment or

es

< 3

test director on the basis of competent medical advice.
g. The experimant or test director, or his acting subordin nate,
) will excrcise careful judgment, superior skill, and good faith at all

unon the vesulis of ani. 1 experiments tion and a knovledge of the ratural

e
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times dwrip: the course of the emperiment or tess. Thae directop Llll
vadreta toe prozedur2 ob ony sirge 1€ it 1s Likely that con inumt;qn '
i1l renuld in ingury, dlzabliity, or dzath to & velunteer. During the
course of an cxperimendt or test, a volunteer shall bz at Liberty to
revoke o witnhold his conzont and to withdraw, wvithout prejudice to

himself, from the e.nc:i"ﬂn+ or test, or from a portion therveof. HNew %
dangers end zdverse devoloraents arising during the course of the ’

experiment or Sest, whoulb »hl.n the volunizer has not been briefed o ,
or warned, snall be reporiad to the volunteer in a timely m~rner unless B e
cuch conmunlhatlun wourld poserzn immadiiste threat to his s Y. ) 3

h. Prisoners of war will not be used under any cinre’ e 'C&S. yptvan

5. Procedures ,du/ M su—('f(, 70

a. The experiment or test director will prepare a written request
for approval of the use of volunteers in any .proposed procedure ccming .
within the purview of this Instruction. The request will include the
names of the director and the conducting activity and the identity of
the responsible supporting medical activity. It will speak appropriately
to the principles of ‘policy guidance expressed in paragraph 4 of this
Instructicn. The request will enclose a plan of the experinent or test -
consistent with security rcqulrumbdus.

b. The request will be forwarded via (1) the appropriate milita:y W o
chain of commend; (2) the Chief, Bureau of Medicine and Surgery; {3) the
hiier of Naval Personnel/Comnandant of the Marine Corps, or both, as
evpropriate; and (4) the Chief of Maval Operations (DCNO(DEV)) to the
Secretary of the Havy (ASN(R&D)).

(1) The RDT&E chain of command endorsements are to be d1r§
primarily to the technical soundness and program importance of the
experiment or test for which the use of human volunteers is proposed

(2) The Chief, Bureau of Medicine and Surgery, will direct his
endorsement specifically to the degree of hazard inherent in the test,
the adequacy of safety measures, the adequacy of medical supervision ::.
and support, and the adeguacy 6T the human-volunteer consent statement
to be utilized,

(3) The Chief of Naval Personnel/Commandant of the Marine Corps
will direct their respective endorsements in particular to the utiliza-
tion of active-duty military personnel in existing billets for voluntary
duty as experimental subjects, and to other aspects as they deem appro-
priate.

wrligles
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(4) The Chief of HNaval Operet (Dmso(})m,)) will dirrc!« nis
cnacezenent te the valldity of the g-:; Swensny fovr doing the erpavri- L
ment: the adequacy of the c:rtnu_. o L‘j :S’LED on perdinent medical B
ecpevs; the approved utilization of rzrsonnel in the manner pruposed;
ard the stotoment of program need by iz sponsoring command, Adpang ‘
tretive and cocrdination ection will bz assigned to the Staff’ hosiat..r
for Medical and Allied Sciences.

(5) The Assistant Secre*ﬂry or the thy (Research nnd Develop- S
ment) will zct as approving’euthority “ur the Secretary ¢ e MNavy.

Review of legal aspects will be accompiished by the Offic { the
Judge Advocate General. . For Ciwh e b iy

6. Management. Since the use of volunteers in exy 4im.n .1 or test = .
situations is an integral part of the conduct of the RDI&E Program

and does not involve the establishment of additional manpower billets,
action on such requests, including coordination of ma.npo.fer and. legal

cspects, will be through the RDT&E ¢hain of\commanﬁ.. A
ﬂ )

7. Implementation, Addressees are at.uhorized. to take such ‘Betion as -
is necessary to assure compliance with this Instruction throughout
the lizval Dstablishment.

/,4 o

JOHN W. WARNER
Under Secretary of the Navy

Distribution (See page 6)




3NDL
A} {Traedizte CfTica of the Se ﬂret&*") e

reh o (L Ofriesr) (CGEIETO) (JAG) (ora) (m) (o6e) (only
A3 (Cro)

TN {cin)

25 Corwins) (BUAED)

45 () '

ChK © 0T LAFAGER DSSP, -PM-11) (om;)

Cid { P 3UB SY¥YS PROT. .LECH o)

E3B /' SEACH OFFICE OMR)

ElA L AL COUIBEL)

ESC SLLC AFFAIRS OFFICE)

FDL (\ SEANCORAPHER OF THE NAVY)

FF1 LAVAT DIQ”RICI‘ QMDTS)

FH (SHORE *IE:LD) ACIIVITITS UNDER COMHAIND OF BIM;EID)

FXAL (CYSTEIS COMMAND HEADQUAKTERS )
FKA6 (R&D ACTIVITIES)

FKAT (TRAZNING DEVICE CENTER)

FI9B  ( EXPYRIMENTAL DIVING UNIT)
T3¢ (ATR TEsm ocviTEn)

IWR3F (AEACIPCE OVERY PACILITY)
FKR3S  (MISSILE CRLIER)

FKR4A  (MISSILE RAIGE ACTIVITIES 3)
FJ20 ( PERSOMNEL RESEARCH ACTIVITY)

COPY T0:
DDR&E (6)
CH R&D U. S. Army (2)

DCS/R&D USAF (2) N TR
BWED Code T1 (50) i
STOCKED:

Supply and Fiscal Depzytment =
U. S. Naval Station (Code 5S14.32)
Washington, D. C. 20390 (100)
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L. Riuely ACCIVITY
"
AT YT T AT PO TN T AL TR N AR
PARTLCTRATE VOLLIL I ITY I 4 Vs

AT N SIAY TIAMTOTT f e )E)
TEAT, R IWVALUATIOY (WBivI) PR

1. T hevcbhy volumbeor to pzrticipate 2: a subject in an RETELE procedure
ct No.

T8
being coniuctel under Alement Ho. , Project N ,
Work Unit Witle " "
TR Lot ceen approved by , understand
(sponsoring command)
that the adequacy of safety measures has been certified 5: @ Chief,
Bureau of Medicine and Surgery, and that authority ts .- Lan volun- .

teers has been granted by the Secretary of the Navy.

2. The nature and purpose of the pfbcedureg have been explained to me
as follows: (See attached summary.) ‘\ .

3. In making my decision to volunteer, I am not relying upon any informa-
tion or representation not set forth in this document, or sttached summary.
My consent is given as an exercise of frae will, without any force or
duress of any kind. I understand that oy consent to participate does

not constitute a release from any possidle future liebility by the United
tates attributable to the experiments.

SIGNED:

{TYPED NAME, RANK, RATE,
OR GRADE)

DATE OF BIRTH

WITHESSED:
TWOT DIRECTLY INVOLVED IN TEST)

APPROVED:

(TEST DIRECTCR)

Copy to:
Service rcecerd, jacket, or personnel file

Enclosure (1)
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S SIGNED ‘ PICKED UP
[* - N .
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