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SECWiV 1 1 5 ~ . L J C T I O Y  3900.39 - 
mom: Secret.ary of t h e  Kavy 
To: D i s t  r ibui; ion L i s t  

Subj: Use of volunteers as subjects i n  rcsearch, development, 
tes.t;, and evaluation 

(a) I4anual of t he  Medical Department Chapter 20, Research 
and Developnent, Paragraph 20-8, Use of Volunteers 
i n  Hazardous Exper-iments 

Ref: 

h c l :  

1. Purpose. To prescr ibe po l i c i e s  and procedures of t h e  Lkpartment of 
t h e  N a v y  governing t h e  use of volunteer subjects i n  research, development, 
test ,  &nd evaluat ion (RDT&F) conducted by, within, o r  f o r  t h e  Iiaval Estab- 
lishmellt wherein human beings a r e  experimentally exposed t o  hazardous . 

~ o n a i t i o n s  3r mater ia ls .  This Instruct ion does not apply t o  the  use, i n  
t h e  ti-eatment of individual patient.s, of L ~ z - - . J ~ s  zppi-z-v-ed by- .Yne Federal 
U r u g  A&ninistratiun f u r  invest igat ional  use only. It does apply t o  t h e  
use of inves t iga t iona l  drugs under an approved RDTm projec t  or  task  i n  
a volunteer  population of healthy persons or a volunteer population of 
p a t i e n t s  i n  krhich t h e  e?rperimental drug t e s t i n g  has no re la t ionship  t o  t h e  
cause of' t h r i r  being on the  s ick  l i s t .  

2. Background. In the  use of volunteers a s  subjects i n  hazardous experi- 
mental s i t m t i o n s ,  it i s  obvious t h a t  military R&D commanders, s c i e n t i f i c  
and tec::nical program managers, and pro jec t  d i rec tors  have spec ia l  re- 
s p o n s i b i l i t i e s  both moral and l e g a l  i n  nature. 
that hezerdous expe rben t s  u t i l i z i n g  human t e s t  subjects  a r e  absolutely 
necesszqr t o  extend t h e . f r o n t i e r s  of medical science, aerospace f l i g h t ,  
and w a e r s e a  exploration. me a t r o c i t i e s  which wer-e committed against 
human beings during the  Second Idorld War served as a decis ive f a c t o r  i n  
t h e  adoption by t h e  Vorld Medical Association of a c l ea r ly  stated code of 
medical et ,hics.  It is accepted United States  na t iona l  and Department of 
Eefense po l i cy  t h a t  t h e  use of human subjects be based upon voluntary, 
i n f o r ; i d  cansent and be confined t o  experiments or  t e s t s  which a r e  
necessa_*y, s c i e n t i f i c a l l y  sound, and reasonably safe .  

3. Defini t ions.  For the purposc of t h i s  Instruct ion,  hazardous condi- 
t i o n s  or materials are those which present risk of pr ivat ion,  discomfort, 

(1) Smple  ~ i u w n - ~ o l u n t e e r  Consent Document 

.- 

It has  long been recognized 
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d i s t r e s s ,  pain, pliysicnl o r  mental hjwy, o r  death greater  then the 
hazards inherent i n  t r a in ing  o r  work within accepted' occupational 
parameters. 

h .  Policy. 
find lega l  concepts. These are: 

Certain basic  pr inciples  must be observes t o  sa t i s fy  moral 

a. Voluntary consent i s  essent ia l .  

(1) The volunteer n u t  have lega l  capacity t o  give consent. 
He w i l l  be so s i tua t ed  as t o  be able  t o  exercise f r e e  power of choice, 
without t h e  intervention of any element of force,  decei t ,  duress, o r  
u l t e r i o r  form of constraint  o r  coercion. He w i l l  have suf f ic ien t  know- 
ledge and comprehension of t he  elements of the mbjec t  matter involved 
t o  enable him t o  make cin understanding and enlightened decision. Such 
knowledge w i l l  be provided t o  the  volunteer i n  such a manner as not t o  
compromise t h e  experiment. 
h i s  consent, t h e  nature, approxiniste duration, and purpose of t h e  experi- 
ment; t h e  method and means by which it i s  t o  be conc?ucted; and t h e  incon- 
veniences and hazards entai led -- a l l  i n  such a way as not t o  inval idate  
the r e su l t s .  
o r  person which may possibly r e s u l t  from h i s  par t ic ipa t ion  i n  t he  experi- 
ment. 
t h e  course of t he  experiment, he w i l l  have t h e  right t o  revoke h i s  consent 
and t o  withdraw from the  experbent  without prejudice t o  h h s e l f .  

Thus he w i l l  be to ld ,  p r io r  t o  acceptance of 

He w i l l  be f u l l y  informed of the e f fec ts  upon h i s  heal th  
-. 

He w i l l  be =de t o  understand c lear ly  that ,  a t  any time during 

(2) The docuwnt of consent w i l l  be i n  k'riting, s e t t i ng  fo r th  
t h e  above requirements and containing, or  having attached and referenced, 
a summary of the  infomation given t o  t h e  volunteer pursuant t o  the  fore- 
going requirements. 
t h a t  he i s  not re lying upon any information o r  representation not s e t  
foi-th i n  t he  document of consent and t h a t  h i s  consent i s  given as  an 
exercise of f r e e  w i l l ,  without any force o r  duress of any kind. The 
document w i l l  be signed by the  volunteer -- over h i s  f u l l  name; h i s  rank, 
ra te ,  grade, o r  t i t l e ;  and h i s  date  of b i r t h  -- i n  t h e  presence of a t  
l e a s t  one witness who i s  not d i r ec t ly  involved i n  t h e  experiment o r  t e s t  
and who w i l l  a t t e s t  t o  such signature i n  writ ing.  
a sample of an acceptable volunteer consent document, the or ig ina l  of 
which w i l l  remain i n  the  records of t he  a c t i v i t y  conducting the RE!'?&. 

It sha l l  also contain a stateiient by t h e  volunteer 

Enclosure (1) provides 

(3) The responsibi l i ty  f o r  ascertaining the va l id i ty  of t he  
' 

consent r e s t s  upon the  person vho d i r ec t s  t he  experiment or  t e s t .  
is a personal responsibi l i ty  which may not be delegated. 

It 
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b.  The number of volunteers used vi11 be kept a t  a minimum consis t -  
ent  w i t h  sample-size requi rments  necesx~ry  for. s c i e n t i f i c a l l y  va l id  
conclusions. 

c. I h e  experiment must be such a s  t o  contribute t o  an approved 
I n  addition, t he  experbnent o r  t e s t  should be naval RIE&E proJect .  

such a s  t o  y i e ld  fruitful results f o r  t he  good of society,  unobtainable 
by other  methods or  means of study, and nzrt randoin an3 unnecessary i n  
nature.  
j u s t i f y  t h e  performance of t h e  experiment or  t e s t .  
expe rhen t s  and t e s t s  w i l l  be based upon p r io r  study or experimentation 
and designed t o  accomplish t h i s  objective.  
experiments involving t h e  use of an experimental drug should be based 
upon t h e  r e s u l t s  of animal experimentation and a knowledge of t h e  natural 
h is tory  of t h e  disease or  other problem under study. 

There w i l l  be reasonable.anticipation'that t h e  r e s u l t s  w i l l  
Accordingly, a l l  

. A l l  medical experiments or 

d. The experiment o r  t e s t  w i l l  be conducted so as t o  avoid unneces- 
sary physical o r  mental s t r e s s .  No experiment o r  t e s t  w i l l  be conducted 
if, upon carefu l  consideration by Lhe person who d i r e c t s  t h e  experiment, 
t he re  i s  reason t o  bel ieve t h a t  death or  disabling injuiy w i l l  occur. 
The degree of r i s k  t o  be taken w i l l  never exceed t h a t  determined t o  be 
j u s t i f i a b l e  by t h e  humanitarian importance of t he  problem t o  be solved 
by t h e  experiment. Proper preparations irill be ifiade under t h e  super- 
v i s i o a  of B q z l i f i e d  phj-siziaii, knuwleliyea1bi.s Tn t h e  t e s t  f i e i d ,  and 
with adequate medical f a c i l i t i e s  and safety equipment being provided t o  
protect  t h e  volunteer against the  p o s s i b i l i t i e s  of injury,  d i sab i l i t y ,  or  
death. Adequate and complete medical treatment w i l l  be avai lable  f o r  
treatment of casua l t ies .  
ava i lab le  on shor t  not ice ,  who a re  competent t o  advise o r  assist with 
unexpected complications. 

- -  

The physician-in-charge w i l l  have consultants, 

e .  The experiment o r  t e s t  w i l l  be directed only by s c i e n t i f i c a l l y  
qual i f ied persons with a high degree of technical  and professional 
competence i n  conducting such procedures. 
o r  pa r t i c ipa t ing  i n  such procedures must be adequately t ra ined  t o  perform 
t h e i r  du t i e s  r e l i a b l y  i n  foreseeable circumstances. 
of care w i l l  be required a t  all stages of t h e  experiment or  t e s t .  

A l l  personnel supervising 

The highest degree 

' f. Volunteers w i l l  have no physical or mental. d iseases  which w i l l  

This determination w i l l  be made by t h e  experiment or  
make t h e  proposed experiment more hazardous f o r  them than fo r  normal 
healthy persons. 
t e s t  d i r ec to r  on t h e  bas i s  of competent medical advice. 

6. The experiment or t e s t  d i rec tor ,  o r  h i s  ac t ing  subordinate, 
w i l l  exercise  carefu l  Judgment, superior s k i l l ,  and good f a i t h  a t  a l l  

. 
3 
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times during the  cowse of the ex-perhient o r  t e s t .  
teimi.nate t h e  procedilrc at any s tage if it is l i k e l y  t h a t  continuation 
w i l l  rwult i n  injlx-y, dis:iLl.l.ity, or cleeth t o  a volunteer.  Dming t h e  
course of nn expei-.iL,icnl. o r  test, a volunteer sha l l  be e t  l i b e r t y  t o  
revoke o r  withhr~lrl n i s  consent and t o  withdraw, without prejudice t o  
himself, from t h e  ei?e;rer.irnent or t e s t ,  o r  from a portjon thereof.  New 
danEers end advcrsc developmcnts a r i s ing  during th? course of t he  
cxq~nrhient o r  t e s t ,  aboiit 'i.rhich the  volunteer has not been briefed 
o r  warned, shall be reported t o  t h e  volunteer i n  a timely manner unless 
such comunication would pose an h : e d i e t e  th rea t  t o  h i s  safety.  

!&e di rec tor  w i l l  

h. Prisoneis of w a r  b r i l l  not be used under any circumsixnces. 

5 .  Procedures 

a .  The expericient or  t e s t  d i rec tor  w i l l  prepare a wri t ten request 
for approvcll of the use of volunteers i n  any proposed procedure coming 
within t h e  purview of t h i s  Instruct ion.  The request w i l l  include t h e  
m e s  of t h e  d i r ec to r  and t h e  conducting a c t i v i t y  and the  iden t i ty  of 
t h e  responsible sup2orl;ing medical a c t i v i t y .  
t o  t h e  pr inc ip les  OS policy guidance expressed i n  peragraph 4 o r  this 
Instruct ion.  
consis tent  with secur i ty  requirements. 

It w i l l  speak appropriately .. 

The request w i l l  enclose a plan of t h e  experiment 01' t e s t  

U. Yiie request wi1.1 be fomarcea  via (1) tine &ppropria.i;e mi1ti;ary 
chain of commncl; ( 2 )  t he  Chief, Bureau of ltedicinc and Surgery; (3) t h e  
Chief of Kava1 Pcrsonnel/Conilr;lndent of the Marine Corps, or  both, a s  
appropriate;  and ( 4 )  the Chief of Naval Gycrations (DCNO(DEiT)) t o  t he  
Secretary of t h e  Navy (Mli(R&D)). 

(1) The RmXE chain o f  command endorsements a re  t o  be directed 
prjmarily t o  t h e  technical  soundness and program importance of t he  
experiment o r  t e s t  for which t h e  use of human volunteers i s  proposed. 

(2)  Thc Chief, Bureau of Medicine and Surgery, w i l l  d i r ec t  h i s  
endorsement s p e c i f i c n l l j  , t o  t h e  degree of hazard inherent i n  t h e  t e s t ,  
t h e  adequacy of safety measurss, t h e  adequacy of medical supervision 
and support, and t h e  adequacy of t h e  human-volunteer consent stat,e%ent 
t o  be u t i l i ze&.  

(3)  Tne Cnie? of Ibva1 Personnel/Comiandant OS t he  Marine Corps 
w i l l  d i r e c t  t h e i r  respective cndorsements i n  par t icu lar  t o  t h e  u t i l i z a -  
t i o n  of active-duty mil i tary personnel i n  ex is t ing  billets for  voluntary 
duty as cxperirxmtcl subjects ,  m d  t o  other  aspects as they deem appro- 
p r i a t e .  

i 
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( h )  Tile Chief of Navnl Opemtions (DCITO( DW) ) w i l l  d i r e c t  h i s  
endorsement to t h e  val-idity of the  rcquirement f o r  doing the experi- 
ment; the adcqmcy of t h c  ce r t i f i ca t jon  by BU$JD on per t inent  medical 
aspects; the approved u t i l i z a t i o n  of personnel l.n t h e  manner proposed; 
and t h e  ntct.u:lent of program need by the sponsoring com,mnd. A h i n i s -  
t r a t i v e  and coordination ac t ion  w i l l  be assigned t o  t h e  Staff Assistant 
f o r  Medical and Allied Sciences .- 

(5) The Assistant Secretary of t he  Navy (Research and Dovelop- 
ment) w i l l  a c t  as approving authori ty  f o r  t h e  Secretary of t h e  Navy. 
Review of  l e g a l  aspects w i l l  be accomplished by t h e  OfTice of t h e  
Judge Advocate General. 

6. Management. 
s i t u a t i o n s  i s  an in t eg ra l  pal% of t h e  conduct of t h e  RDTeCE Program 
and does no t  involve t h e  establishment of addi t ional  rmnpower b i l l e t s ,  
a c t i o n  on such requests, including coordination of manpower and l e g a l  
aspects,  w i l l  be through t h e  RDTecE chain of comnand. 

7. Implmentat ion.  Addressees are authorized t o  take  such ac t ion  as 
i s  necessary t o  assure compliance with t h i s  Ins t ivc t ion  throughout 
t h e  Itrival Establishment. 

Since the  use of volunteers i n  experimental o r  test 

- _  

JOHN W. WARNER 
Under S e c r e t a r y  of the Navy 

Dis t r ibu t ion  (See page 6 ) 
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RDTU ACT~~ITY 

DATE 

1. 1 hereby volunteer t o  par t i c ipa t e  as a subject  i n  an RDT823 procedure 
being conducted under Element No. , Project  No. J 

Work U n i t  T i t l e  " , 
(sponsoring conunand) 

,I 

which has been approved by . I understand 

t h a t  t h e  adequacy of sa fe ty  measures has been c e r t i f i e d  by t h e  Chief, 
Bureau of Medicine and Surgerj, and t h a t  authori ty  t o  use human volun- 
teers has been granted by t h e  Secretary of t h e  Navy. 

2. 
as f o l l o w :  (See attached summary.) 

3. 
t i o n  o r  representation not s e t  f o r t h  i n  t h i s  document, or  attached sumniary. 
My consent is given as an  exercise of f r e e  will, without any force or  
duress of any kind. I understand t h a t  my consent t o  pa r t i c ipa t e  does 
not cons t i t u t e  a re lease from any possible fu tu re  l i a b i l i t y  by t h e  Ib?.t.?d. 
Sta t e s  a t t r i b u t a b l e  t o  t h e  experiments. 

Tlie nature and purpose of t h e  procedures have been explained t o  me 

In making my decision t o  volunteer,  I am not re lying upon any informa- 

SIGhED: 

(TYPED iWfiE, RAM, MTE, 
OR GRADE) 

IWTE OF BIRTH 

WITI~rnSED : 
7NOT DIRECl'LI IWOLVED I N  TFST) . . 

APPROVED: 

(TFST DIRECTCEi) 

copy t o  : 
Sei-vice record, jacket,  or personnel f i l e  

Bc losu re  (I.) 


