
2. Ihck(vounc1. 
niciital s i t ux t ions ,  it i s  obvious %hat rnilitcxy RZB cor-mnders, scicnLii'i.c 
and tcc l ln ics l  procrani m n n e ~ c r ' s ,  and pro jec t  d i r e c t o r s  hnve special. re- 
sponsibi1.i-ticr; both niornl and  l.cgal i n  nature.  
t h a t  hzzartloiis expeYinimi;s ut i l iz i . i lg  h\un?n t e s t  sub jec t s  are absolutely 
necessary to' extend the frontiers of mzdical science, ucrospsce flipjjlt, 
a n 3  undcrsca explorat ion.  
huntin bcinz..; during the Second World \.!el- served as EL dccis ive  f a c t o r  i n  
t h e  ac)optlon by t h e  Forld l lzdical  hssociet ion of EL clearly s t a t e d  code of 
mc:dical. cthicis. 
D:Tcn:;e po.l.:icy that  thc  USC of 1iu:inn r.uS j c c  Ls be bnscil upon voluntciy, 
infonncd consent and bc coni'incd .to orpcrimcnts or t e s t s  ~ ' h i c h  arc 
ncccssaiy, sciciitifj.ca1.l.y sound, and kasonubly  safe. 

3.  k f i n i t i o n s  . 
tions or ra te r ia l s  are  those which present r i s k  of pr ivat ion,  disccxfort  , 

In the use of volunteers as subJccto in hazardous etperi- L-- 

It has l cng  been yecocnized 

The c t r o c i l i e s  which were concnitted aCzj.iist 

It is accepted Uni.l;cd S t a t c s  nat iona l  mcl  Dcpai-tncnt of 

For t h e  purpose oE this  Ins t ruc t ion ,  hazardous condi- 
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6. -- blnnx>cmcnt. -_--- Since the  use - f  I . .nteers in experin;c?ntal o r  t e s t  
s i t u ~ t i o n s  is a n  inteci-al p i% ).f i h c  conduct of t h e  HD2a:II: Program 
and d.oet; no t  involve t h e  establisl~mciit of adu i t iona l  rr.nnpoxer b i l l e t s  ~ 

1 
i 
, .  'aspects,  w i l l  be through the  R'DTrCU chain of conmnd. 

,' , 'I. ~ I . c a ~ c n t s t i o n . ,  Adill-esscec arc authorize4 t o  take such ac t ion  as 

I 
6 
8 

a c t i o n  on such recpes-ts, i n c l . u d i n ~ :  coordinabion of menpoi.:c:r and lqal 
I 

, <  -- 
is necessmy to trssurc ' compliance v i t h  this 1ns.l;ruction throughout 
tile rbval rstablishmznt . \ 

' J O H N  W. WARNER 
Under Secretary of the Navy 

Distr ibut ion (See page 6 ) 
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2. 
u s  follows : 

The nature  and purpose of the pmccdures have been e q l a i n e d  to me 
(See attached su7mazy. ) 

3 .  
t i o n  o r  representation not s e t  forth i n  this cioeulncnt, or ettachcd sumzary. 
Ply consent i s  Given ailan exercise of free will, w i t h o u t  any  force or 
duress of' q , r  kind.  I understand ijhab my conr,c-n-L t o  pc r t - i c ip t e  d.ocs 

In rdcini: nly decioion t o  volunteer, I am not; relying upon any inform- &$+ 
' 73 

4 not cons%i-LuLe a releasc frcm any possible f'utwc liability by t h c  Units4 . 
S t a t e s  altxibutable to the exyerirncnts . 

SIGhaD: - 
. .  . .  

- .DATE OF BIRl3I 

- _  

,' 

- -  
I copy Co: 

Service record, j acke t ,  or personnel file 
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(2) !i?ie docwr,ent of coxcent w i l l  be i n  writ ing,  s e t t i n g  f o r t h .  
the above reyuiremnts  anii cmtsining,  or  having attr-cked and referenced, 
3 s ~ ~ w n . r y  of' t h e  iiiforA%tion Gib-en t o  t h e  volunteer p w s u m t  t o  tile fore- 
F0iz -g  requirc-.ents. It s h a l l  a l s o  contain a s t e t m e n t  by t h e  volunte-.r 
t h i t  h e  i s  r,ot relying upon any inforxi t ion o r  representation not set  
f o r t h  i n  t h e  d g c u e n t  of ccnsent er,d tha t  h i s  consent i s  g'-vt-'n 8 s  a n  
exerciee of f x e  will, without any force o r  duress of any k i n d .  The 
d x u e n t  w i l l  be sigr,ed by t he  volunteer - -  o 
ra te ,  grade, or  title; and h i s  da te  of birth 
least one witness who is not d i r ec t ly  involved in the experinent or t e s t  
and who K i l l  a t t e s t  t o  such signature i n  writing. Ehclosure (1) provides 
c? s m p l e  of an ecceptsble volunteer consent document, t h e  c r i g i n i l  of 
which will reicsin in the  records of the a c t i v i t y  conducting the  R M W !  

h i s  full ne-e;  h i s  mi&, 
an -&e presence sf at 

(3)  The responsibi l i ty  f o r  ascertaining the  va l id i ty  of the  
consent rests u2on the  psrson xho d i rec ts  t h e  e q e r i n e n t  or t es t .  
i s  a personal responsibi l i ty  which .my not be delegated. 

It 

2 



// 

. .  

. 
a -  

’ .  

3 



, .  . .  . 

h. Prisoners of war w i l l  not  be used under any circ '  I,: 'ces. ; 1 - r  

a. The experiment o r  test director will prepme a writhen request 
fo r  approval of ths use of volunteers i n  any:proposed procedure ccmi 
'h'ithin t h e  pm-iev of t h i s  Ins t ruc t ion .  The xequest w i l l  ir,clucIe $he 
nazes of the di rec tor  and t h e  conducting a c t i v i t y  and the  identity of 
the responsible supporting nedical activity. 
t o  the  principles of'policy guiiitnce expressed in paragraph 4 of th i s  
Instructicn. 
consistc!it K i t h  securi ty  r c ~ u l  i-e!nm%s. 

Tile request will be fo 

It w i l l  speak appropriately 

%le request xF11  enclose a pian of thr:  experir;ei?t or t e s t  . 

b. rded via (1) t h e  appropriate military + 

chain of cm-~.md; ( 2 )  the Chief, Bureau of Medicine and S m g e r y ;  ( 3 )  t h e  
CfiFei' of H a v a l  Personncl/Corrxandant of the Marine Corps, o r  both, a6 
q p r o p r i a t e ;  and ( 4 )  the  Cnief of X ~ a l  Operations (DCNO(DEV)) t o  the 
Sccretary of t h e  Shvy (RSN(R&D)) . 

(1) T i e a c h s i n  of corn s are to be di 
primarily t o  the technical  soundaes 
experiment or t e s t  for vhich the use of humen volunteers is prop 

bportance of 

( 2 )  The Chief, Bureau of Medicine and Surgery,  will d i r e c t  his 
endorsement spec i f ica l ly  t o  t h e  degree of hazard inherent i n  the t e s t ,  
the adequacy of ss fe ty  measures, t h e  adequacy of medical supervision . -  
and support, and the  adeqikcy-'63?' t h e  human-volunteer consent statement 
to be u t i l i zed .  

% 

4 ( 3 )  The Chief of P h v a l  Personnel/Comsndant of the Shr ine  Corps 
w i l l  d i r zc t  t h e i r  rzspective endorsements i n  pa r t i cu l s r  t o  the u t i l i za-  
t i o n  cf active-duty mil i ta ry  personnel i n  ex is t ing  billets f o r  voluntary 
duty as experimental subjects, and to other  aspects as they deem appro- 
priate. 

. .  . -  
. .  

I .  
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(5) The Assistant Secretsry oi' the Ikvy (Researcli Pqd 'Develop- 
m e n t )  w i l l  z c t  as approving'au'chori%y Ijl- the Secretny: c 
Revier of leg31 aspects will e Offic i t h e  
JuQc Advocate General. 

6. 1daIan.gexient. Since the use of volute Ln.,li .I or t e s t  ' , 
situations is an integral p3r-t of t h e  conduct of t h e  i?rJP&E Program 
and does not involve the establiskqent of additional-er billets, 
act ion on such requests, including coordinstion pmer and legal 
cspects, w i l l  be through t h e  RTTr&E C h a h  of\,c 

!e mvy. 

- 
I .  

- 
7 .  -Implementation; Addressees are acthorized t o  take sucIi'%&ion as 
is necessaxy to assure compliance with t h i s  Instruction throu&out 
t h e  JLv2.1 Establishment. 

JOHN W. WARNER 
Under Secretary of the Navy 

Distribution 
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COPY '18: 
D ~ & E  (6) 
CH Rm u. s. E.rroy (2 
DCS/RecD ZiSAF (2) 
BIEED Code 71 (50) 

STO(=i'D: 
Supply and Fiscal D e p r ' i i ~ ? n t  .. 
U. S. Navel Station ( C d e  514.32) 
Washington, D. C. 20390 (100) 
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2. 
as fo1lo;rs : 

Tne n a t u r e  and pwpose of the  procedures have been explained t o  me 
(See attached summary. ) 

\ 

3. 
t i o n  or represcntstfon not set  forth i n  t h i s  document, or attached s m q r .  
lfy consent is given as an exercise of fr3e will, without any force or 
d r e s s  oi' any !:ind. I understand t h a t  rb,r consent to p,ari;icipate c ~ s  
not n,o!idtitx:?;c a release f rom any p x s i j l e  future liebility by the United 
StntPs attributable to t h e  experiments. 

I n  inalring my decision to volunteer, I am not \ 
relying upon ary informa- 

.. ,' . . 
C .  . .  

:*' . : 
. . .-. 

S IGRTD : 

(!PYPED NAME, RANK, FATE, 
OR wLDl3) 

DATE OF BIRTH 

copy to: 
S e n i c e  rcccrd, jacket ,  o r  personnel f i f e  

APPROVED: 

(TEST DIRECTO3) 

%closure (1) 




