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W i t h h  t h e  p a s t  f c v  y e a r s  thr n o t i o n  of  “inforincd consent" has 

been a f r e q u e n t l y  d i s c i ~ s s e d  Lopic ivliencvcr physi.cians a n d  Ihwyers m e e t .  

Sonif d i s c u s s i o i i  of in1ormed c o n s e n t  has a p p e a r ~ d  i n  most- e v c r y  l e a d i n g  

med ica l  and l e g a l  j o u r n a l  and no combi.ncd med ico - l ega l  forum h a s  bcen . 

coriiplctc w i t h o u t  soiw d i s c u s s i o n  of the  to2i.c. One r iou ld  hopc t h a t  

w i t h  a l l  of t h e  a t t i n t i o n  g i v e n  t o  t h e  s u b j e c t ,  any p r o b l e u ~ s  would be 

r ead i . l y  r e s o l v e d .  But t o  my m i n d ,  t h e  more Llic s u b j e c t  i s  d i s c u s s e d ,  

t h e  deeper  and morc p a i n f u l  t h c  wound i s  becoming. The pi-ablem h a s  

reached t h e  p o i n t  where c e r t a i n  t y p e s  of med ica l  r c s e a r c h  a r e  i n  danger 

of coining t o  a g r i n d i n g  h a l t .  

The law r e l a t i n g  t o  c l i n i c a l  i n v r s t i g a L i o n  i s  j u s L  now begi i ining 

t o  deve lop .  The c o u r t s  have y ? t  t o  consi.der che pi-obl.ems 01 informed 

consen t  t o  r r s e a r c h  p rocedures .  S t n t u t c : s  a r c  prcsen1:ly bc.iing coiisi.dercd 

by a t  l e a s t  twu stat%., p a r t l y  becausc of t h e  u n c e r t a i n t y  of t h e  casc lav.  

To d a t e  al.1 t h a t  t h e  r c s c a r c h e r  has Lo g u i d e  him a r e  a n a l o g i e s  drawn 

from c a s e s  i n v o l v i n g  c o n s e n t  t o  med ica l  and su rg ica l .  p r o c r d u r c s ,  a f e w  

a d m i n i s t r a t i v e  r e g u l a t i o n s  which do  n o t  d e a l  w i t h  l i a b i l i t y  and the 

v a r i o u s  med ica l  codes of c t l i i ~ c s ,  

Our t h i n k i n g  today  as espoused i n  t h e  v c r i o u s  codes of med ica l  e t h i c s ,  

s t i l l  r c f 1 c c t . s  t h e  h o r r o r  of t h e  crimi.na1 med ica l  cxrcr i .mcnts  c a r i i c d  o u t  

i n  Gern~any d u r i n g  World \,!ax 11. 

Expcr imcn t s ,  o u t l i n e d  i.n t h e  XTurcinbeyg Code s t a t e s  t h a t :  

The f i r s t  princip1.c o f  p c r n ~ i s s i b l ~ c  iccdical  

“The v o l u n t a r y  conscnL of a human s u b j e c t  i s  a b s o l u t e l y  
T h i s  u i ~ a n s  t h a t  the pzrson invo lved  s l lould have 1e.ial e s s e n t i . a l .  

c a p a c i t y  t o  g i v c ‘ c o n s c n t ;  shou ld  be s o  s i t u a t e d  a s  L O  be a b l e  t o  
e x c r c i s c  f r c c  power of c h o i c e ,  w i t h o u t  t h e  i n t c r v c n t i . o n  of  any elcmcnt  
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of f o r c e ,  f r a u d ,  d c c e i t ,  c l i i r e s s ,  o v c r r r n c l i i n g ,  or  u l t e r i o r  ~ o r t a  0: 

coristrairiL or cocl 'c ion;  :ind should have  suLEicici1L knur i ledgc  aild cam- 
p rchcns io i i  o f  Lhc cl.enwnts of t he  si1hjec.t  1:1attcr i nvo lved  a s  t o  r i ~ n b l e ,  
hiiu t o  i!!al:r a n  i icde1-si-aii3~.n~ m d  an i.111 igl i icncd dccis i .on.  T h i s  l a t t c r  
r lcnicnt r c q u i r e s  t l m t  b c l o r e  the a c c c p t a n c ~ ~  o r  a n  aff i r i l i i i t ive  deci .s ion 
by  thc  expcrimental  s u b j r c t  t h e r e  sliould be made k11oivn Lo him t l lc  1 1 a t ~ r c !  
d u r a t i o n ,  and purpose cf t h e  c x y e r i w n t ;  t h e  mcthod aild t h e  nlealls b y  
which i t  i s  t o  be c.onductcd; a l l  i n c o n v e n i h x c s  and h a z a r d s  r c a s o n a h l y  t o  
be expected; and the  e f f e c t s  upon 1ii.s h e a l t l i  o r  p e r s o n  w l l i c h  may p o s s i b l y  
COCIC from his  pnr t i c ipc i t i . cn  i n  tlic cxpcriiilcmt. 
b i l i t y  f o r  a s c e r t a i n i n g  t h e  q u a l i ~ t y  of the co :~seni  r e s t s  upon each  i n d i -  
v i d u a l  rdio i n i r j a i - e s ,  d i r e c t s ,  ,or cngzge:; i.n the expe r inwnt .  I t  i s  a 
p e r s o n a l  d u t y  and r e s p o n s i h i l i i y  vl1ic.h may not be d e l e g a t e d  t o  anoLhcr 
w i t h  iinpuiiity." 1 

The d u t y  sild r e s p n n s i -  

A s  c a r l y  as 1946, L l i r  House of Delegates of t h e  American Ncilical  

AssociaLion ngi-cerl L i l a 1  cxpcriinL,nLs on  Ilunia~i b c i q ; s ,  j.n order 1-0 conforin 

t o  t l i f  p r i n c i p l e  of med ica l  c t l i i c s  of the Aniericac Mcclic.n1 A s s o c i a t i o n ,  

must s a t i s f y  t l i r cc  rcqiiircincnt:; : (1) the vnltiuLary consen t  intist be 

o b t a i n e d  from t h e  p e r s o n  on  r d i a n i  the  c::pc~riineut i s  t o  bc pcrlorined; ( 2 )  

t h e  danger of each expcriiucnt m u z t  havi: been i n v c s t i g a t r d  prcvious1.y b y  

means of animal. e x p c r i i n c n t a t i o n ;  and (3) t h c  cxperimcnt  m u s t  be performed 

under proper  med ica l  p r o t e c t i n n  and managcmsnt. 

T h i s  s e t  of g u i d c l i n c s  1.7as broad cnougli t o  a l l o w  i x d i c n l  r e s e a r c h  

t o  proceed as i c  had been i n  t h c  U n i t c d  S t a t e s  and  was seemingly a c c c p t a b l c  

t o  cveryoac a t  t h e  t i m e .  It v c r y  notably r c q u i m d  ctinscnt of the  subjecL 

b u t  d i d  not  dcmanlwri t te i i  c o n s e n t .  

Twenty y e a r s  l a t c r ,  on Novenibcr 30,  1 '166 ,  Lhc Housc of Dclegatcs  of 

the American N c d i c a l  A s s o c i a t i o n  cxpandcd t l i c i r  s e t  of e t h i c a l  g u i . d c l i n c s .  

1 - Thc Nurembcrg Code,  United S t a t e s  v Karl  Brandt e t  a l ,  a s  p r i n t e d  i n  
- 

Lax3 f o r  the  P h y s i c i a n  by Carl Ervin Wasmuth, P I . D . ,  LLi3, Lcn  and 
F e b i g c r ,  P h i l a d e l p h i n ,  1966, p 304. 
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The iic1.J &uidc1i.lles c o n t a i n e d  t h e  f o l I o ~ , . ~ i i i ~  p r o v i z , i o n s :  

I n  c l i n i c a l  i ~ n v c s t i g a L i o n  j l i- i~rirjLlv To,: t ~ - c ~ , ~ t i t i ~ n t  . .-__ 

A .  The pt1ysic.ja.n n i i i s t  rccogi i ize  that  t h e  p h y s i c i a n - p a t i e n t  
r e l a t i o n s h i p  e x i s t s  and t h a t  he i s  cxpected t o  e x e r c i s e  
h i s   professional^ judgemcut and skj.11 i n  t h c  b e s t  i n t e r e s t  
of t h e  paLi.ent. 

B: Vo lun ta ry  c o n s e n t  must be o b t a i n e d  fr-om the  p a t i e n t ,  or 
from h i s  l e g a l l y  a u t h o r i z e d  r e p r c s c n t a t i v e  i f  Lhc p a t i e n t  
l a c k s  t l ic  capacj . ty  t o ,  coi isf i i i ,  f o l l o v i n g :  

(a) d i s c l o s u r e  t h a t  t h e  physi-cian p l a n s  t o  use  an i n v e s t i -  
g a t i o n a l .  d r u g  or experiment-a1 p r o c e d u r c ,  

(b) a r c a s o n a b l e  e x p l a n a t i o n  of t h e  n a t u r e  o €  t h e  drug o r  
p r o c e d u r e  to be used ,  r i s k s  t o  be e x p c c t c d ,  and p o s s i b l e  
t h c r a p c u t i c  b c n e f i t - s ,  

(c)  a n  o I f e r  t~ a11sx,7er any i n q u i r i . c s  conce rn ing  t h e  drug 
o r  p r o c e d u r e ,  a n d ,  

(d) a d i s c l o s u r c  of a l t c r n a L i ~ v e  di-ugs or proccdurcs  t h a t  
may bc a v i l a b l c .  

1. I n  c x c c p t i o n a l  c i r cu ins t anccs  and  t o  t h e  extei i t  
t h a t  d i s c l o s u r e  of infurni;itj.on conce rn ing  t h e  n a t c r e  of  t h e  
drug o r  cxpe r in i en ta l  p rocedure  o r  r i s k s  would be 
expec ted  t o  r i u t c r i a l l p  a f f e c t  t h e  h e a l t h  of the 
p a t i e n t  and wou1.d bc d e t r i m e n t a l  t o  h i s  b e s t  i n t e r e s t s ,  
such i n f o r m a t i o n  may be w i t h h e l d  from tlic p a t i e n t .  I n  
such c i r cun i s t anccs  such i n f o r m a t i o n  s h a l l  be d i s c l o s e d  
t o  a rcsponsib1.c r e l a t i v e  or f r i c i id  of  t h e  p a t i e n t  
where  possi .blc .  

2. O r d i n a r i l y ,  a consen t  should be i n  w r i t i n g ,  excep t  
where the  p h y s i c i a n  dccms it  n e c e s s a r y  t o  r e l y  upon 
consen t  i n  o t h c r  t h a n  w r i t t e n  r'orin because of t h e  
p h y s j c a l  or eiiiotional s t a t e  of t h e  p a t i e n t .  

3 .  Where cmcrgcncy treatineli t  i s  n e c e s s a r y  and t h e  
p a t i e n t  j.s i n c a p a b l e  of  g i v i n g  c o n s e n t  and no one i s  
a v a i l a b l e  ~ : h o  h a s  a u t h o r i t y  t o  a c t  on h i s  b e h a l f ,  con- 
s e n t  i s  assumed. 
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A .  AdequaLc safp:,ti:-Li-cls n i u s t  bc pi.ov%ded for  t h e  w c l i a r c ,  
s a f c i y  and cor.iiort oL t h c  s u b j c c t .  

B .  Consen t ,  i n  w l - i t i n g ,  should be o b t a i n e d  from the subject, 
o r  from his l e g a l l y  a u t h o r i z e d  r c p r c s e n t a t i v c  i f  t h c  sub- 
j e c t  l a c k s  the  c a p a c i t y  t o  c o n s e n t ,  f o l l . u w i n 6 :  

(a) a d i s c l o s u r e  of t h e  f a c t  that an i n v e s t i g a t i o n a l  drug 
o r  p roccdurc  i s  i o  bc u s c d ,  

(b) a r c n s o n a b l c  e s p l a n a t i o n  o f  t h e  n a t u r e  of t h e  procedurc 
t o  be used and r i s k s  t o  be e x p e c t e d ,  and  

(c)  a n  o f i c r  t o  answer any i n q u i r i e s  c o n c e r ~ ~ i n ~  th'e drug 
or p roccdurc .  

C. >Iinors o r  mc i i t a l ly  incompetent  p e r s o n s  may be iiscd as sub- 
j e c t s  o n l y  i f :  

(a! t h c  n a t u r e  o f  the i n v e s t i g a t i o n  i s  such t h a t  m e n t a l l y  
conipetent a d u l t s  would n o t  be s u i t a b l e  s u h j e c L s .  

( h )  consent ,  i n  wr iL ing ,  i s  g i v f n  hy  a l e g a l l y  a u t h o r i z e d  
r e p r e s e n t a t i v e  of t h e  s u b j c c t  under c i r c u m s t a n c e s  i n  whi.ch 
a n  informed and prudciit  a d u l t  would Tensonably be expecLed 
t o  v o l u n t e e r  h imse l f  o r  h i s  c h i l d  as a s u b j e c l .  

0. No p e r s o n  nay  be used as a s u b j e c t  a g a i n s t  h i s  w i l l .  

This  w w  code endor scd  t h e  e t h i c a l  p r i n c i p l e s  s e t  f o r t h  i n  t h e  1~91% 

D e c l a r a t i o n  of H e l s i n k i  of t h e  I ,Iorld Medical A s s o c i a t i o n ,  concerni.n& 

human exl 'eri ineii tati~on. The l a t e s t  code r ecogn ized  t h e  d i f f e r e n c e  bctween 

p a t i e n t s  as  the  o b j e c t s  of c l i n i . c a 1  r e s r a T c h ,  p r i m a r i l y  fo r  t r e a t m c n t  or 

b e n e f i L ,  a n d  s u b j e c t s  as t h e  o b j e c t s  of c l i n i c a l  i n v e s t i g a t i o n ,  p r i m a r i l y  

f o r  t h e  accumula t ion  of s c i e n t j  f i c  knowl.edge. W r i t t e n  c o n s e n t  i s  re-  

q u i r e d  of t h e  l a t - t c z  group i n  a l l  c a s e s .  

I 



The F e d r r a l  Food, Uru;, and C o s o ~ t i c  h c t ,  as  w e l l  a s  tlie KefauLrcr- 

w r i L t c n  coilscnt . On kugusl :  2&, 1966, Ur. James L .  GoJdard,  Conliliissioner 

of thc Food and Drug ndo i i - i i i s t r a t ion ,  i s s u c d  a ncw s t a t emc i l t  of p o l i c y  

r e g a r d i n g  c o n s e n t  f o r  the u s e  of i n v c s t i g a t i o n a l  new i r u g s  on huwans. 

Thc I IDA'a  s t a t e m e n t  of p o l i c y  dcc1ari .d:  

Pu r suan t  t o  t h c  provisi.olis c f  t h e  F e d e r a l  Food, Drug axid Cosmctic 
Act  (secs. 5 0 5 ( i ) ,  7 0 1 ( n ) ,  52 S t a t .  1053,  as aniended, 1055; 2 1  
U.S .C. ,  3 5 5 ( i ) ,  3 7 1 ( a ) ,  and under the a u t h o r i t y  d e l e g a t c d  t o  tlie 
Comniissione~- of  Food and Drugs by t h e  S e c r e t a r y  of H c a l t h ,  Edu- 
ca t i -on ,  and Welfare ( 2 1  CF1: 2 . 1 2 0 ;  31 l7.K. 3008),  P a r t  130 is 
amended by add ing  t h e r e t o  a iicw s t a t e m e n t  of p o l i c y ,  a s  f o l l o w s :  

130.37 
s t a t e i w n t  of p o l i c y .  

Consent f o r  u se  of i n v e s t i g a t i o n a l  nev drugs on humans; 

(a) S e c t i o n  5 0 5 ( i )  of the acC p r o v i d e s  t h a t  r egu la r ions  
on u s e  of i n v e s t i g a t i o n  ncv d rugs  on  human b e i n g s  sha l l  impose 
the  co i id i t i o i i  that: i n v e s t i g a t o r s  "obtai.n t h c  eonsciit of such 
human Lcixgs o r  t h e i r  r c p r e s c n t n t i . v e s ,  exccpt  where  t h e y  dccm 
i t  n o t  f e a s i b l e  o r ,  i n  t h e i r  p r o f e s s i o n a l  judgement,  c o n t r ; i r y  
t o  t h c  b r s t  i n t e r e s t  of such  human b e i n g s . "  

(b) T h i s  meails t h a t  t h e  consen t  of such human b e i n g s  
(or t h e  c o n s e n t  of their r e p r e s e n t a t i v e s )  to whom i n v e s t i g a -  
t i o n a l  d rugs  a r c  a d m i n i s t e r e d  p r i r r a r i l y  f o r  t he  accumula t ion  
of s c i e n t i f i c  knowlcdge, for  such purpose as  s t u d y i n g  d rug  
b e h a v i o r ,  body p r o c e s s e s ,  o r  the c o u r s e  of a d i s e a s e ,  must 
be  o b t a i n e d  i n  a l l  c a s e s  a n d ,  i n  all b u t  e x c e p t i o n a l  c a s e s ,  
t h e  c o n s e n i  oC p a t i c n t s  under t reat inel i t  u i t h  i n v e s t i g a t i o n a l  
d rugs  m u s t  be o b t a i n e d .  

(c) "Under t reatxient"  a p p l i e s  when t h e  a d m i n i s t r a t i o n  of 
the i n v c s  t i g a i i o n a l  d r u g  f o r  c i t l i e r  d i a g n o s t i c  os t h r r a p c u t i c  
purposes  cons t i t u i r s  responsi.bl.e incdical judgement , t a k i n g  
i n t o  accoun t  the a v a i l a b i l i t y  of  ot-her rcmedics or drugs  an3 
the  i n d i v i d u a l  c i r c u m s t a n c e s  pe rLa in ing  t o  the p e r s o n  t o  whoin 
t he  i n v e s t i g a t i o n a l  d rug  i s  t o  b c  a d m i n i s t e r e d .  



((I) "Exceptional C J S C S  ," as u s r d  j.11 pai-agraph (b)  of 
t h i s  s c c t i o u ,  d i i c h  c x c c p t i u n s  :ire t u  b e  s t r i c t l y  a p p l i e d ,  
are  c a s e s  wllcrc i t  i s  not f e a b i b l e  t o  o b i x i n  t b c  pa t i . cn t ' s  
c o n s e n t  o r  t h c  coiisciit of h i s  r r p r e s c n L a t i v e ,  o r  wllcrc, as  
a rnat tcr  of  p r o l e s s i o n a l  judgcmci l t  exe l - s i s ed  i.11 thc  b e s t  
internst o f  a p a r t i c u l a r  paticiiL u11dr.r t h e  invcsLigator's 
c a r e ,  i t  would b e  c o i i t r a r y  Lo LI inc p a t i e n t ' s  w e l f a r e  t o  ob ta in  
his c o n s e n t .  

( e )  " P a t i e n t "  mcaiis a pcr::on undcr trea~:iiiclit. 

( f )  "Not l c a s i b l r "  i s  l i . m i t e d  t o  cases  where the i n v r s t i -  
g a t o r  i s  n o t  cnpzb lc  of obtaining consen t  because of i n a b i l i t ~ y  
t o  comminicale with LIIC pa t ionL  o r  h i s  1 - c p r e s c n t a t i v c ;  f o r  
exa~~iplc!,  wherc t h c  p a t i e n t  i s  i n  a coiiia or i s  o t h c r v i s c  in- 
ca lmble  o f  g i v i n g  inforinerl c o n s e n t ,  h i s  r e p r e s e n t a t i v e  caiinot 
be  r t .achcd,  and  i t  is i inpernt ivc t o  adini.ni.ster the drug  wi thout  
d e l a y .  

(g) "ConLrary t o  t h e  b e s t  i n t e r e s t s  o f  such human be ings"  
a p p l i c s  when t h e  conmuiii.cation of i n l o r m a t i o n  t o  obtain consen t  
would s e r i o u s l y  a f f e c t  the p a t i e n t ' s  d i s e a s e  status and t h e  
p h y s i c i a n  h a s  e x e r c i s e d  a p r o f e s s i o n a l  judgriiient t h a t  under t he  
p a r t i c u l a r  c i r c u m s t a n c e s  of t h i s  p . z t i e n t ' s  c a s e ,  the  p a t i e n t ' s  
b e s t  i n t e r e s t s  rvould s u f f e r  i f  consen t  WCI-C sough t .  

(h) "Coiiscnt" o r  "inTormer1 ConsenC" meaii.~ that  thc  person 
i i ivolved h a s  l c g a l  c a p a c i t y  t o  g i v c  conzei i t ,  i s  so s i t u a t e d  
as  t o  be  a b l c  t o  e x e r c i s e  f r e e  power of c h o i c e ,  and i s  p rov idcd  
w i t h  a f a i r  cxplanaLion of a l l  mater ia l  i n f o r r n t i o n  conce rn ing  
t h e  a d m i n i s t r a t i o n  of the i i i v c s t i g a t i o n a l  d r u g  o r  h i s  p o s s i b l e  
use a s  a c o n t r o l ,  as t o  enablc  him t o  makc a n  u n d c r s t a n d i n g  
d e c i s i o n  a s  Lo h i s  w i l l i n g n p s s  t o  r e c e i v c  s a i d  i n v e s t i g a t i o n a l  
d r u g .  T h i s  l a t t e r  e lement  requi res  t h a t  b e f o r e  rhc  a c c e p t a n c e  
of an afiirniati .vc d e c i s i o n  by sucli p e r s o n  the  i n v e s t i g a t o r  shou ld  
makc knovn t o  him the natti i-e,  d u r a t i o n ,  and p r l r p o s e  of the ad- 
m i n i s t r a t i o n  of s a i d  i n v e s t i g a t i o n a l  drug;  t h e  method a id  means 
by  w l ~ i c h  i t  i s  t o  be a d m i n i s t e r c d ;  a l l  i.nconvenicnc.es and 
h a z a r d s  r e a s o n a b l y  t o  be c x p c c t c d ,  i.xicluding the f a c t ,  where 
a p p l i c a b l c ,  t h a t  the  pcrson may be uscd as a c o n t r o l ;  t h e  
e x i s t e n c c  o f  a l t e r n a t i v e  foriiis of t h e r a p y ,  if any; and t h e  
e f f e c t s  upon h i s  h e a l t h  o r  p e r s o n  t h a t  may p o s s i b l y  conie f rom 
the  a d m i n i s t r a t i o n  of t h e  i~nws t i .EaLiona1  d r u g .  Sa id  p a t i e n t ' s  

2 c o n s e n t  s h a l l  be o b t a i n e d  i.n w r i t i n g  by t h e  investigator. 

i 

2 F e d e r a l  Rcg i s t eE  Doc G6-9407; F i l c d ,  Auzust 29 ,  1966, 5 : 4 6  a.m. 
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The August 1 9 6 6  r u l i n g  siii-1-cd up  a T l u r r y  oL o p p o s i t i ~ o n  which 

u l ~ t i n i a t c l y  l c d  t o  t h e  F l i A ' ~  eas ing  t h c  scqi!irem;:nt t l i . i t  i n v e s t i g a i o r s  

n iusc  o b t a i n  t h e  w r i t t e n  conscn t  01 pat j . cn ts  whn ale bciilg g i v e n  e x p c r i -  

m c n t ~ a l  d r u g s .  

Under t h e  newest r e g u l a t i o n ,  i n  Phase 3 i n v e s t i g a t i o n s ,  the  l a s t  

s t e p  p r i o r  t o  g c n c r a l  marlcctj.ni: of a d r u g ,  s u b j e c t  t o  FDA a p p r o v a l ,  

physj-cians are g i v c n  sonir l a t i t u d e  inqde tc rmin ing  d i e t h e r  w r i t t e n  con- 

s e n t  i s  o h t a i n c d  o r  whether o r a l  consent w i l l  be a l l  that i s  sough t .  

The i n v e s t i g a t o r  i s  g i v e n  t h c  r e s p o n s i b i l i t y  t o  dc t c rmine  whcn i t  i s  

n e c e s s a r y  or p r e f c r a h l r  t o  o b t a i n  conscnc i n  o t h e r  t han  w r i t t e n  form. 

The i n v e s t i g a t o r  c a u  now take i n t o  c o n s i d c r a t i o n  tlic p h y s i c a l  and mental  
8 

s t a t e  of t h c  p a t i e n t ,  b u t  a minimum 01 o r a l  coiiscnr i s  r e q u i r c d  a t  a l l  t imes .  i 

W r i t t e n  CoiisrntI i s  s t i l l  demanded i n  Phase 1 and Phase 2 i n v e s t i g a t i o n s  

e x c e p t  i n  t h o s c  few e x c e p t i o n a l  c a s c s  where w r i c t c n  consen t  i s  n o t  

f c a s i h l c  or  i s  c o n t r a r y  t o  chc p a t i e n t ' s  Lxst i n t e r c s t s .  

T h i s  i s  .where the r e s e a r c h e r  s tands  today .  He is a t  l e a s t  m o r a l l y  

bound by thc  FDA r e g u l a t i o n s  and incdical Obv ious ly ,  n e i t h e r  

.___ - 
3 
the Food and Drug A d m i n i s t r a t i o n  Rcgu la t ions  on drug t e s t i n g .  This, of 
c o n r s c ,  does  n o t  mean t h a t  t h e  s c s e a r c h e r  i s  iuununc from c i v i l  s u i t  f o r  
t h e  consequences of h i s  a c t s .  I t  mcre ly  means that. the r c g u l a t i o n s  a r c  
aimed a t  ihr improper u s e  of t h c  d r u g s  and cou ld  result: i n  t h e  d rug  not 
being nmykctablc and t h e  r e s e a r c h e r  b e i n g  p rec luded  from f u r t h e r  c l i n i c a l  
t r i a l s .  

l l i e r c  i s  no s t a t u t o r y  s a n c t i o n  a g a i n s t  t h e  s e s c a r c h e r  who v i o l a t c s  

7 



t h e  FDA r e g u l a t i o n s  n o r  tdic inedi.ca1 c o d e s  of c t h i c s  rrco8,uizi- those 

i n s t a n c e s  whcrc k i ~ i i c l  of  conscnl- \:ou!rl i.nvnli.dnLc tl1c s t i idy.  TIIC 

r e g u l a t i o n  was n o t  meant t o  coves vacci.ne c s i ~ a l s ,  a l thougl i  I d o n ' t  

mean t o  iniply t h a t  vacci-nes a r c  t h e  o n l ~ y  d r u z s  whicli a r e  hurt by such 

a r e g u l a t i o n  rdieri i L  i s  a p p l i c d  inappropr i a t e1 .y .  Those e x c e p t i o n s  wllcrc 

wriLLcii consen t  need n o t  b e  o b t a i n e d  under tlie FDA r c g u l n t i o n  a p p l y  o n l y  

t o  i n s t a n c e s  h c r c  the p a t i e n t  is, i n  a c o m  and canno t  respond o r  where 

h i s  w c l l - h e i c g  m y  bc jccpardi .zed by i n s i s t i n g  on w r i t t e n  c o n s e n t .  There 

i s  a t  p r e s e n t  no c s c e p t i o n  which w o u l d  al?ov use of a drug w i t h o u t  con- 

sent i n  those cases vlxrc the  subject 's Imo~.!l.cdge would i . n v a l i d a t r  t h e  

s t u d y .  

Havi.ng coi is idered tlic p r e s e n t  s t a t u s  of iiiformcd consci i t  i n  t h e  

United S t a t e s ,  IW iu ig l i~  g l a n c e  a t  tlie e v o l u t i o n  o f  t l i ~  conccp t  i n  our 

law. 

It i s  a b a s i c  p r i n c i p l e  ihi our  s o c i e t y  t h a t  evcry  nian h a s  the funda- 

men ta l  r i ghL  to tlie p h y s i c a l  s e c u r i t y  and i n t e g r i t y  o f  h i s  body and t h a t  

t h i s  r i g h t  i s  i n v i o l a t e .  Th i s  i s  w e l l  knomi law a n d  we need n o t  l a b o r  

t h e  p o i n t  n o r  h u i l d  up a n  appea rance  of e r u d i t i o n  i n  Lhis paper w i th  

encyc loped ic  c i t a t i o n s  upon p o i n t s  whicl, no onc d i s p u t e s .  

Tbc s o u r c e  of nluch o!: our  l a v ,  t h e  cciiiiinon l a w ,  has long r ecogn ized  

t h a t  one of the ha?.ic r i g l i t s  of all perzons i s  t h e  r i g h t  L o  be f r e e  from 

t h e  i n t c n t i o n a l  t ouch ing  of ones o m  body. 

4 . Thc 1905 c a s e  of Kohr v Wi l l i ams  i s  o f t  quoted  as  t h e  l e a d i n g  Uilitcd 

S ta t e , ?  casf i n  t h c ' a r c a  o!: i i ifoi: i id c o n s e n t .  T h i s  case se rvcs  t o  p o i n t  

4 Nohr v \,!ill.i~ams, 95 Minn 2 6 3 ,  104 N . W .  1.7 (1905) 

c 



o u t  SOIIIE of t he  I 'casuos for Lndily 's c.rici .ca1 p1-0blc!~i1. Ln t11e tiohr 

c a s e  t h c  SupL-cine Cour t  of Niunc,seta s t a t e d :  

"Under a f r e c  govcrnmcnt,  a t  ] . c a s t ,  t h e  f r e c  c i t i z c u ' s  Lirst  
and g r c a t c s t  r i g l i t ,  which u n d e r l i e s  a l l  o the l - s  - tlic r i g h t  to 
t h e  i n v i o l a b i . l i t y  of h i s  pcrson;  i n  o t l ~ c r  words, tlic r i g l l t  to 
h i m s e l f  - i s  t h e  s u b j e c t  of u n i v e r s a l  acqui .csccncc,  and t h i s  
r i g h t  n e c e s s a r i l y  L o ~ - b i d s  a p h y s i c i a n  o r  s u r g c o n ,  howcvcr, 
s k i l l f u i  or eminenc, who h a s  been  askcd L O  examine, diagi iose,  
a d v i s e ,  and p resc r i -be  Lo v i o l - a t e ,  w i t h o u t  p e r m i s s i o n ,  t he  
b o d i l y  i n t e g r i t y  o f  his  p a t i e n t  b y  a iiiajor 01- capi~tp.1. ope ra t i c r , ,  
p l a c i n g  1ij.m u1idc.r t:hc a n z s i l i c t i c  Cor t h a t  purpose, and opera t in i :  
upon him r l i t h o u t  his coiiscnt and knowledge. The p a t i c x t  m u s t  bc 
the f i n a l  a r b i t e r  as t o  whether  hc will t n k c  h i s  chnncr w i t h  t h c  
opera t ion ,  o r  t d w  1ii.s chances of l i v i n g  wi.t:hnut i t .  Such i s  the  
n a t u r a l  r i x h t  of the i n d i v i d u a l ,  which the law rccogiii.zcs as  a 
lcgnl one. Coiiscnt, t h e r e f o r e ,  of an indi.vidual. ,  nilst bc e i t l i c r  
exprcss1.y GI: i iiiplied1.y g i v c n  before  a suvgeon may t i m e  the r i g h t  
t o  opera te . "  

Molir v Vill ia inr ;  j.nvnli~ec1 the problem o i  c a n s e n t  t o  a s u r g i c a l  

p roccdurc .  

C ~ S C S  involvj.i?g s u r g e r y .  P u r  law, hclYevcr, p r o v i d e s  t h a t  c o n s e n t  t o  

9- medica l  trci(t i i ient,  s u r g i c a l  01 n o n s u r g i c a l ,  is r e q u i r e d  .5 There 

are nlarkecl d i f f e i e n c e s  bctwecn informed consent  f o r  s u r g e r y ,  i n fo rmid  

consen t  f o r  med ica l  t r e a t m e n t  and inforrned consent  f o r  med ica l  rescai:ch. 

But b7e have no case l a w  t o  d a ~ e  which r e c o g n i z e s  t h a t  d i f f e r e n c e s  d o  

e x i s t .  

Nost of the  e a r l y  c a s e s  c o n s i d r r i n g  c o n s e n t  prr~bl~e!as m r e  

6 

- -- 
5 Pl ims  v Boland, 110 GA App 4i7, 136 S .E .  2d 9 0 2  (1964) 

6 To  € u r t l i c r  coriipl.icate t h e  p i c t u r e  t l i c r c  i s  a d i . f f e rencc  betweun coil- 
s e n t  t o  a t e s t e d ,  proven aild acc.cpted pxoccdure t o  c l ' re  a d c f c c t  and 
consei i i  t o  an e x p e r i m e n t a l  procedure t o  c u r e  a d e f c c t .  Hut the b i g g c s t  
probleiii l i e s  i n  c o n s e n t  t o  be ing  a human guj.nea p i g  where e i t h e r  no 
be1~efj . t  or q u e s t i o n a b l e  b e n e f i t  i s  e x p e c t e d .  
v o u l d  be i n j c c t i n g  cancer ce l l s  i n t o  a healtl-cy v o l u n t e e r .  
t h e  ] .al ter would be  g i v i n g  an e x p c r i m ~ ~ i l a l  v s c c i n c  t o  a vo l .un tee r .  

An c s a n p l c  of t h e  former 
A n  example of  



' 2  

Sonic of t h e  d i f f e r c n c c s  c x i s t  b ~ c a i i s u  the l e g a l  ob l i .gac ian  of tllc 

p h y s i c i a n  r c s e n r c h r r  var ics  v i t l i  thc  S ~ ~ L L I S  01 tlic subject: of t h e  l-e- 

s e a r c h .  If thc s u b j e c t  of t h c  proccdul-e i.s a p a t i e n t ,  ~ d ~ o  c o n s e n t s  t o  

thc p r v r e d u r c  f o r  h i s  own expccted b e n c f i t ,  i.t i s  p r o b a b l c  t h a t  h i s  

inforinrid c o n s c n t  would f o r e c l  osc any l i a b i l i t y  based on l a c k  of cc11se11t. 

B u t  if t h e  p roccdurc  i s  des igned  so lc lp  t o  i n c r c a s c  mcilical  knowledge, 

w i t h o u t  thc e x p e c t a t i o n  of any  b e n c f i ~ t  t o  thc  s u b j c c t ,  h i s  own informed 

c o n s e n t  may n o t  bc  s u f f i c i e n t  t o  b a r  any c l a i m s  of h i s  dependents  if t h e  

s u b j e c t  i s  i n j u r e d  i n  thc proccdure and t h c  i n j u r y  i n t e r f e r e s  w i t h  the 

s u b j e c t ' s  d u t i e s  to 11is dcpcnden t s .  In such a ~ p s c  t h e  rcsearchcr  may 

nccd t h c  informed c o i i ~ c i i t  of cveryone conceriicd.  

< 

Where t h e  o b j e c t  o l  the c x p c r i m c n t a l  procedurr i s  a. p a t i e n t  who 

expec ts  t r n c f i t  f rom t h e  p r o c e d u r e ,  i t  i s  n o t  necessary t o  i n c r c a s e  t h e  

dangc r  ci t h e  prcccdure by unnccc - s sa r i ly  a lar ining t h e  p z t i e n t .  I n  t h i s  

s i t u a t i o n  a l e s s e r  d e g r c c  of information would be compa t ib l e  with i n -  

formed consent.  On the other hand, wlierc the o b j e c t .  of t h e  c x p c r i m e n t a l  

p rocedure  i s  a voluntary s u b j e c t ,  e x p e c t i n g  no b e n e f i t  f rom the p r o c e d u r e ,  

other t h a n  perhaps f i n a n c i a l ,  complcte  d i s c l c s u r c  of a1 1 known r i s k s  must  

bc made i n  o r d e r  t o  o b t a i n  an informcd c o n s e n t .  

Thc c a s e s  lilcri: l i t i g a t e d  a n d  thc  e t h i c a l  g u i d e l i n e s  were composed 

w i t h  a mind  toiiard c l a r i . f y i n g  the  prGbleln of i.nforined conscnt: f o r  s u r e c r y .  

As a r e s u l t  t h c y  a rc  marc t h a n  i n a d e q u a t e ,  Thcy a r c  hainpclring o ther  a rcas  

oi nledical  progrcss! ?.heir  p r c s e n c c  eo thc  books, couplcd w i t h  the  

absence  of s i m i l a r  Gases d c a l i n g  w i t h  c o n s c n t  to r c sea rch  procedures :  has 

c 
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l e d  lawyers t o  i n t c r p r c t  t l i c  oxist in; :  laws ac ross  the hoai -d  t o  a l l  forills 

r e g u l a t i o n s  and a p p l i e d  theill t o  arcn:, they wcrc T T O C  n i t n n t  t:o coyer 

T h i s  is n o t  t u  c i r i t i c i z e  p h y s i c i a n s  o r  t h e i r  1:iwyer a d v i s o r s .  T ] ~ ~ ~  

have had good reason t o  “ p l a y  i t  s a fe”  i n  the  l i g h t  of today’s s u i t  proile 

s o c i e t y .  

based on a f a i l u r e  to o t h a i i l  i . n f o r m d  ‘conscnt  i s  a lmos t  i n d e f c n s i b l e  co1,i- 

pa red  t o  the ncgli.geilcc suit ~11~1 .c  t h c  d c f c i i d m t  a t  l c n c t  h a s  a f igh t i . ng  

chance ,  

T h i s  is especially t ruc  s i n c c  a s u i t  f o r  a s s a u l t  sild h a t t c r y  

7 

A t  t h e  AHA N a t i o n a l  F k d i c o l e g a l  Symposium in Niami, F l o r i - d a ,  i n  1963, 

i t  was p r e d i c t e d  t .hat  m e d i c a l  p r o g r e s s  would s u i l c r  i t  0111 i d e a s  o f  i n -  

formed c o n s e n t  d i d  n o t  chaiigc. In my l i m i t c d  e x p e r i c n c c  i n  c l i n i c a l  

rescarcl : ,  I have foiuid t h e  19G3 p r c d i c t i o i i  t o  he  v e r y  corl’ecil. IT Lhc 

problem wcrc no t ’  had cnough t.0~ iiicrely m i s a p p l y  $lie law c o v e r i n g  s u r g i c a l  

consent t o  a reas  of iiIedica1 research, i t  i s  compounded by t h e  f a c t  t h a t  

t h e r e  i s  no c l . c a r ,  uniiorrn concep t  of  i n f o r m d  conscn t  even  f o r  s u r g c r y .  

The c a s e s  sl iould have promoted a u n i i o r m  r u l e  i n  a t  l e a s t  t h i s  o m  a r e a !  

OLL , . ’  

7 A s u i t  f o r  assault and b a t t e r y  i s  l e s s  d c f e n s i h l e  because  damngcs nced 
n o t  be proven by t h e  p l a i n t i f f .  
b a t t e r y  c a s e s ,  h u t  n o t  i n  n e g l i g e n c c  a c t i o n s .  Evcn if a p a t i e n t  t i n e f i L s  
f rom t r cn t inen t  he may he  a b l e  t o  c o l l c c t  p u n i t i v e  daiilag(!s. 

b a t t e r y  a c t i o n  i s  t h a t  d i f f c r c n t  proof  nisy be r c q u i r e d .  Fu r the rmore ,  
t h e  p h y s i c i a n s  p r o f e s s i o n a l  l i a l i i l  i t y  insiii:ance c o n t r a c t  usual1.y excludcs 
a s s a u l t  and b a t t c r y .  
l o n g e r  for  a s s a u l t  and b a t t e r y  a c t i o n s  t h a n  f o r  n e e l i g e n c e  a c t i o n s .  
confusion bctwcen pu re  ~ s s a u l t  and b a t t e r y  and somc m c d i c a l  nia1practic.e 
c a s e s  i s  beyond t h c  scope  of t h i s  p p c r .  

Damages arc prcsimed iii a s s a u l t  and 

Anothcr d i f f e r c n c c  between a n e g l i g e n c c  ac t i -on  and an  ass-ult and 

A l s o ,  t h e  app l i cab le  s t a t u t e  of l i m i t a t i o n s  may be 
The 
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It hiis hccn s u ~ ~ c s t c d  t h a t  i . ~ ~ I u i . n l i , d  cimsciii  j ~ s  nilcqtinte rdlcn t!lc 

pn t ic i i t  u n d c r s l ~ n ~ i J s  ( I )  tiic liatur'i, of 11;~s c o r i d i t i ~ ~ i ,  ( 2 )  t h e  iiilt:l1rc of 

t h c  p r o p o s ~ d  t reatment .  01- proccdul-e,  (3)  t h e  a l t e r n a t i v e s  t o  such col l rse  

of  a c t i o n ,  ( 4 )  t h e  r i s k s  ir,volved i n  LoLli ihc  pl-oposcd and t h e  a l t e r n n L i v e  

p r o c c d u r c s ,  and (5) the r c l a t i v c  clianccs of  s u c c e s s  o r  f a i l u r e  of t h e  

proposed and a l t e r n a t i v c  pi:cce.durcs. 

The c r i t e r i a  of soiiic c o u r t s  i s  no t  as r e a s o n a b l c  a s  t h a t  of  t h e  abov? 

s u g g c s t i o i i .  It  i s  imposs ib l e  t o  a d e q u a t e l y  p r e - i n f o r m  by SOIIE c o u r t s  

s t a n d a r d s  and may n o t  even be po:;sible by t h c  above sugges t ed  c r i t e r i a .  

Vcry r c c c n i  s t u d i c s  c a r r i e d  o u t  by i n v e s t i g a t o r s  i n  t h c  Department of 

P s y c h i a t r y  n t  the  U n i v e r s i t y  of T,Jiscons.in lk!dical School  and by o the r s  

a t  tlic IJnjv6;rsity of Missouri  School of M d i c i r i c  i n d i c a t e  t h a t  o u r  i d e a s  

of o b t a i u i n g  t r u l y  i n f o m - d  c o n s ~ i i t ,  by any C I : ~  t c r i a ,  a r e  g r o u n d l c s s .  

Thesc s t u d i c s  i n d i - c a t e  t1iaL no matter  h o i ~  i n t e n s e  t h e  c f f o r L s  arc  t o  

make thc na tu re  of t h e  p roccdurcs  c1c:ar a i d  coniprehensible t o  t he  s u h -  

j e c t s ,  t h o s e  who v o l u n t e e r  and s i g n  tlie "informed consen t "  document have 

no inore u n d e r s t a n d i n g  of  tlie t h r c a t  t o  liuman l i f e  of t h ?  procedures t h a n  

those who r e f u s e  t o  p a r t i c i p a t - e .  8 

Sonic courts have s t a t e d  t h a t  t.hc p h y s i c i a n s  obl . igat ion t o  o b t a i n  

informed c o n s e n t  w o u l d  be s z t i s f i c d  by t h e  type of d i s c l o s u r e  t h a t  a 

r e a s o n a b l e  p h y s i c i a n  would make uudcr  l i k e  c i r cums tances  .' The d e c i s i o n  

-. 
8 
2703-7, 16 I)CC 68. . . $larti .n,  D.  C., A r n o i d ,  J.D., Zjnmcrinln, T.1.'. and  F . j . c h r t ,  K.H.  

Fe l . l ne r ,  C .  €1. a n d  Elnrshal l ,  J . R . ,  'l>~cl.vc Kidixy l lonors,  JAM 2 0 5 :  

Ilulnan 

S u b j c c t s  i n  C l i n i c a l .  Rcsearch - A RcpurL  of Three  S t u J i c s ,  New Ellgland 
J o u r n a l  of Ncd j~c inc ,  2 ~ : l l . 4 2 G - 3 1 ,  26 Dec 68. 

Natnnson v KI.inc, 350 1' 2d 1093, Affirmed 011 r ehea r iug ,  354 P 2d 670 9 
(Kansas 1960) 
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in t he  h’:ltllanson c a s e  has bccn i n t c r p r c t r . t  t o  rncni~ “rearouabl I: disc1osuI.e“ 

and n o t  “ r c n s o n a b l c  physj .c ian” b y  oth?s C G U P C S .  

What i s  a r casonab l  F d i s c l o s m e ?  I n  d e t c m i n i n g  wliat t o  d i s c l o s c  

can the pllysi.cian take  i n t o  c o n s i d e r a t i o n  t h e  patient:  I s  h c a r t ;  h i s  mcntal  

s t a t e :  wlietller the risk:;  ~ . T C  v e r y  grca t  o r  mere ly  remote p o s s i b i l i t i r s ;  

and whctlicr d i s c l o s u r e  of a l l  t h e  risks mizht j ccqmrd ize  the  p ~ o p o s e d  

t r ea tn lmts ‘  chance of s u c c e s s ?  A f e w  c a s e s  have h e l d  that.  wherc the  dc- 

gree of r i s k  i s  v e r y  ininimal no w r n i n g  need be g i v e n . ”  

d e c i s i o n  r,ihcther “ r e a s o n a b l e “  d i s c l o s u r c  v a s  made and c x p c r t  tcsti.inony from 

p h y s i c i a n s  i s  n o t  required a c c o r d i n g  t o  t h e  views of clnc c o u r t .  11~ 

this aspect-  of  t h e  d e c i s i o n  i n  ihc p r e v i o u s  c a s e  i s  unsound. C e r t a i ~ n l y ,  

a l a y  person i s  not  couipctciit t o  descri-be the  p roccdurc  or discus:. t.hc 

p r o b a b l c  consequences.  

of ~ h c  e n s l i c r  Eiissouri. case  of M i t c h c l l  v Rohinson. The c o u r t  i n  t h c  

h i k e n  c a s e  distj . i igii isl ied the ?I i tchel l .  c a s e  a s  a s i t u a t i o i i   here t h e  con- 

t c n t i o n  was h e l d  by the p l a i n t i f f  t h a t  no d i s c l o s u r e  v?as iliade. This was 

a f a c t  q u e s t i o n  which the  j u r y  cou ld  h a n J l c  withoi i t  t h e  a i d  of expert  

m e d i c a l  Lest-irnoiiy, b u t  t-he c a s e  i s  s t i l l  s u b j e c t  t o  c o n t r o v e r s y .  The 

language of t h e  c o u r t  was such  that  i t  cou ld  be i n t e r p r e t e d  t o  mean t h a t  

But i t  i s  a l a y  

I f e e l  

I n  Aiken v C la ry“  t h e  c o u r t  re jec te i i  t he  d i c t a  

10 Yeatcs v Harios, 393 P 2d 98’2 (lian 1964) .. V a l e n t i n e  v K a i s c r  Founda t ion  H o s p i t a l s ,  15 Cal R p t r  26 (1961) 
11 P l i t c h e l l  v Rnb in fon ,  33Li S.W. 2d 11, (>In 1960) 

1 2  Aikcn v C l a r y ,  306 S.i.!. 2d 668 (kia 1965) 

! 
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i t :  i s  a j1;i-y q u e s t i m  whether  a n y  disclssurc w ~ s  madc a t  a l l ,  b u t  al:,o 

Khat the  j u r y  i s  pc i in iLtcd  LO I'~SCI:~L.~ r ~ ~ l i r i i ~ c ~ s  01 l a y  tcsLimolly col,. 

c e r n i n g  whetliei- i n  a g i v e n  c a s c  i t  i s  I:c!gligent ncb t o  di>;closc:. ~n 

Govin Y Ilunter13 t h e  cus ton i  of t h e  medical  p r o f e s s i o n  t o  warn had t o  bc 

eSta)31ished by esprri- u l d i c a l  testimony. Tlx is  sefizs t o  nlc t o  be t:he 

b e t t e r  v i cw.  

The more . p r o g r e s s i v e  cour t s  have talcen t h c  c n l i g h t e n c d  v i e w  t h a t  

the p h y s i c i a n  does n o t  have t o  d i s c l g s e  e v c r y  i m a g i n a t i v e  or s p e c u l a t i v e  

element  t h a t  might go i n t o  making up the ri~sk. 

t h e  court s a i d  "A d o c t o r  docs not- have t o  i n i o r m  a pa t i cn :  of a l l  t h e  

r i s k s  invo lvcd  i n  an o p c r n t i o n  b u t  may as i s  f r e q u e n t l y  done, t a i l o r  

h i s  warning t o  t h e  p a r t i - c u l a r  p a t i ~ e n t . "  The requi.reinents of o t h e r  

courts a r c  t o o  vague t o  c h a r a c t e r i z e .  A s  rias s t a t e d  p r e v i o u s l y ,  there  

i s  no  un i fo rm coiiccpt of  how iiiuch d i s c l o s u r e  i s  n e c e s s a r y  t o  r e s u l t  i n  

a c o n s e n t  b e i n g  "i1:formed ." 

In the  P a t r i c k  c2se14,  

, 

Othcr  c o u r t s  have also r e c s n t l y  r ecogn ized  the  t h e r a p c x t i c  

l i m i t a t i o n  of d i . s c l o s u r e .  

t h a t  t h e  pl iysi .c ian 's  p r imary  d u t y  i s  t o  d o  t h a t  what,')is b c s t  f o r  

t h e  p i t i c l i t  and  any  c o n f l i c t  b c t w e n  t h i s  d u t y  a n d  t h a t  01 a f r i g h t -  

e n i n g  d i s c l o s u r e  o r d i n a r i l y  s h o u l d  Le r e s o l v e d  i n  f a v o r  of  t h e  

p r imary  d u t y .  

a r r i v e d  a t  a s i m i l a r  c o n c l u s i o n .  They r ccogn izcd  that  e x p l a i n i n g  c v c r y  

c o n c e i v a b l e  r isk cc,ald e s s i l y  r e s u l t  i n  a lar ioing a p a t i ? n t  who 

i s  a l r e a d y  unduly a p p r e h e n s i v e  a n d  r ~ h o  may, as a r e s u l t ,  r e r u s e  t h c  

13 Govin v Hunter;  374 P2d r t Z 1  (\-!yo 1962) 
14 P a t r i c k  v Sedwick, 351 P ?d 453 (A'laskd 1964) 
15 Watson Y C l u t t .  136 S . E .  2d 617 (N.C. 116l i )  

I n  1qatson v Clu t t . l 5  t h e  cour t  recognized - cy.--- 

I n  t h e  same y e a r  a n o t h e r  c o u r t  i n  a n  a d j o i n i n g  s t a t e  

i 
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t rcat i i ient  wlieii L-llcxe i s  i.n r c a l i t y  l i t t l e  r i s k .  Thc c o u r t  a l s o  

r ecogn ized  t h a t  t h c  r i s k  can a c t u a l l y  be increnser l  by r c a s o ~  of the 

p s y c h o l o g i c a l  r e s u l t  of i n c r e a s e d  f e a r .  
16 

In the  Govin c a s e ,  c i t e d  previously, Lhc cour t  r ecogn ized  t h a t  

i t  i s  a matter  of med ica l  judgement how t h e  p h y s i c i a n  d i s c h a r g c s  

h i s  o b l i g a t i o n s .  C u t  the  d i s t r r s s i n g  conccpt  whicli pervades a l l o f  the c a s e s  

t o  d a t e ,  i.s t h a t  whatever  d i s c r e t i o n  t h e  p h y s i c i a n  uses ,  i t  must be 

c o n s i s t e n t  w i L h  the  f u l l  d i s c l o s u r e  n e c e s s a r y  f o r  an informed consen t .  

1 

The c r i s i s  f a c i n g  medical  r e s e a r c h e r s  today i s  t h a t  v e r y  o f t e n  i t  i s  

no: p o s s i b l c  t o  attempt t o  o b t a i n  auy scnlbl.ance of i n f o m e d o n s e n t  w i t ~ i o u t  

j e o p a r d i z i n g  t h e  results of the s t u d y .  T h i s  problcin i s  more c r i t i c a l  

i n  some areas of n icd ica l  r e s e a r c h  than i n  cnthers. There i s  c e r t a i n l y  

more t h a n  one type  of s i t u a t i o n  wliere o b t a i n i n g  i.nformcd consen t  i s  n o t  

1 

p r a c t i c a b l c  b u t  i f  I can  a d e q u a t c l y  illustrate one c a s c  my p o i n t  will 

bc made. 

For purposes  of i l l u s t r a t i o n  let  us  co i i s ide r  the h y p o t h e t i c a l  

v a c c i n c  we w i l l  c a l l  P r e p a r a t i o n  K.  The deve lope r s  of P r c p a r a t i o n  

K f e e l  t h a t  i C  will wipe o u t  t h e  d rcaded  J i s c a s e  wc will c a l l  t h e  

S i n g a p o r e  Krud. P r c p a r a t i o n  K has been e s h a u s t i v c l y  t e s t c d  i n  

l a b o r a t o r y  an ima l s  and i n  the  human d c v e l o p e r s  of the  d r u g  and i s  

b e l i e v e d  t o  be f r e e  of untoward s i d e  e f f e c t s .  The S ingapore  Krud 

i s  c h a r a c t c r i z e d  by headache, m a l a i s e ,  a n o r e x i a ,  low g rade  f e v e r ,  

l o s s  o f  a p p e t i t e  and sonictimes a m i l d ,  unproduc t ivc  cough. The 

16 B a l l  v Fiallinkrorl’i Chemical Works e t  a l ,  381 S.N. 2d 563 (Tenn 1964) 

.. S a l g o  v Leland S t a n f o r d ,  Jr U n i v e r s i t y ,  Board 01 T r u s t e e s ,  
317 P Sd 170 ,  154 Cal  hpp  2D 560 (1957)  

.. Robcr t s  v bleed, 206 F Supp 579 (Ala 1962) 

i 
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symptom comple::: i n  a d u 1 . t ~  r c scmbl~cs  v e r y  c l o s r l y  t h e  commoi~ c o i ~ d .  

It i s  bopcd t h a t  P r e p a r a t i o n  K will be an e f f e c t i v e  v a c c i n c  

because  the Kmd i s  a major  k i l l c r  of young c h i l d r e n .  The s t a t e  

h e a l t h  coiniiiissioner i n  t h e  s t a t - c  of UachTzard i s  anx ious  t o  a d d  t h i s  

v a c c i n e  t o  the p r e s c h o o l  inununirat ions because he e x p e c t s  t h e  Krud t o  

have a peak epidemic y c a r  i n  1971. 

The p a t h  l e a d i n g  to t h e  e v e n t u a l  m a r k c t i n g  of P r e p a r a t i o n  K 

h a s  been an e a s y  onc t o  d a t e .  

of r e s e a r c h  i n  t h e  med ica l  l a b o r a t o r y  and huge sums of  money. 

A t  t h i s  p o i n t  t h e  d e v e l o p e r s  r e a c h  t h e i r  f i r s t  major  s tumbl ing  b lock .  

Case ;.aw i n  t h e  s t a t e  of Backward demand tha t  informed consen t  be 

g i v e n  f o r  a l l  forms of med ica l  t r e a t m e n t .  Legal c o u n s e l  f o r  t h e  s t a t e  

It h a s  mere ly  r c q u i ~ r e d  many l o n g  y e a r s  

, 

a d v i s e s  t h e  r e s e a r c h e r s  t o  c l o s e l y  a d h e r e  t o  t h e  law because t h e  c i t i z e n s  1. 
17 

of  t l ie s t a t c  are v e r y  suit c o n s c i o u s .  

The r e s e a r c h e r s  d e c i d e  t o  s c r a p  t h e  e n t i r e  v a c c i n e  because they  

knor.7 from t h e i r  p a s t  e x p e r i e n c e  i n  d r u g  t e s t i n g ,  t h a t  a s t a t i s t i c a l l y  

v a l i d  s t u d y  ciesigned t o  test  t h e  e f f e c t i v e n e s s  of P r e p a r a t i o n  K cou ld  

never b e  c a r r i e d  o u t  i n  t he  s t a t e  of Eackruard. Expericnced p u b l i c  

h e a l t h  worke r s  are ve ry  much aware of t h e  fact-  t h a t  d i s e a s e  r e p o r t i n g  i s  

markedly i n f l u e n c e d  by t h e  sub  j c c t s  p s y c h o l o g i c a l  frainc cf m i n d .  

I n  o r d e r  t o  perform t1iei.r s t u d y  t h e  r e s e a r c h e r s  would have t o  

1 7  In d e c i d i n g  iuhether E O  go ahead wi.th t h e  p r o j e c t  t h e  r c s e a r c h e r s  
-- 

were aware of t h e  a b s o l u t e  l i a b i l i t y  p l a c e d  on the v a c c i n e  
m a n u f a c t u r e r  i n  t h e  recent case of  Tinnerholm v Parke-D.?vis and Co. ,  
dec ided  by t h e  Unitcd S t a t e s  Dis t r ic t  Court  fo r  t h e  Sou the rn  D i s t r i c t  
of  New York. 
I n c  and American Ilmie P r o d u c t s  Corp, No 20, 995 ,  United S t a t e s  Cour t  
of  Appeals f o r  t h c  Nin th  C i r c u i t .  
I t  i s  d o u b t f u l  t h a t  t h i s  l i a b i l i t y  can  be waived 
d i s c l a i m e r .  

A similar r e c e n t  c a s e  was Davis v IJyeth L a b o r a t o r i e s ,  

( P e t i t i o n  of r e h e a r i n g  d e n i e d )  
by any form of 



depend o n  the r e p o r t e d  i n c i d c n c e  o f  t he  d i s c a . 5 ~  s i n c e  they  c ~ o n ' ~  

have cnougli d o c t o r s  t o  go a r c ~ u n d  3iid examine ev r ryone  who ~lcvc].opes 

a symptom whicli might he p a r t  of tlic Kst id .  

i s  g i v e n  P r c p a r a t i o n  K, and in order Lo o b t a j n  i n f o m e d  CoIljellt 

a r e  t o l d  that  i t  i s  a v a c c i n e  des igned  t o  p r o t e c t  a g d i n s t  the 

S i n g a p o r e  Krud, t h e  r e p o r t e d  i n c i d e n c e  of Singapore  Krud i n  the 

v a c c i n s t e d  populaLioii  will be v e r y  low, t e n d i n g  t o  i n d i c a t e  t h a t  

t h e  v a c c i n c  i s  indccd  e f f c c t i v c .  I t  will be a f a l s e l y  1 0 7 ,  i n c i -  

dence s imply  because t h c  v a c c i i i r e s  want the v a c c i n e  t o  be an e f i e c -  

t i v e  one. Without  conscicus1.y b e i n g  aware of  t h e i r  m3 t ives  t h e y  

w i l l  p a s s  o f f  any minor symptoms of the  Krud as merely b e i n g  a 

s l i g h t  c o l d .  (Remember, many of t h c  synptonis  of t h e  Krud and t h e  

common c o l d  a r e  i d e n t i c a l ) .  

If a s m p l e  p o p l n l - j o n  

S i m i l a r l y ,  t h e  g r o r p  t11at is 1102 v a c c i n a t c d  o r  i s  g i v c n  a s h o t  

of s t e r i l e  w a t e r  ( a f t e r  be ing  t o l d  t h a t  i t  i s  steri1.e w a t e r  because of 

the Informed consen t  r equ i r emen t )  w i l l  c a t e g o r i z e  many symptoms of  

the conimm c o l d  as b e i n g  t h e  Krud and t h c r c  w i l l  be a v e r y  h i g h  

a p p a r e n t  i u c i d e n c e  o f  t he  Krud i n  the c o n t r o l  group. T h i s  a l s o  

would i n a c c u r a t e l y  c h a r a c t e r i z e  t h e  v a c c i n e s  e f f e c t i v e n e s s .  For 

t h e s e  r e a s o n s  t h e  r e s e a r c h e r s  d e c i d e  t o  abandon t h e  p r o j e c t .  

But t h e  Nayer of the c i t y  of  Retarded i n  t h e  s t a t e  of  Eackward 

wan t s  t o  s a v e  t h e  p r o j e c t  and have h i s  c i t i : : e n s  immunized. 

t h a t  tlle l e t t e r  of the law can  be  complied v i t h  by s e e k i n g  v o l u n t e c u : ~  

who w i l l  a g r e e  t o  t a k e  

t ha t  many of h i s  c i t i z e n s  could  v o l u n t c c r  fo r  tile p r o j e c t  and would 

Iie f e e l s  

e i t h e r  the v a c c i n e  o r  a placebo. He f e e l s  

17 



aci-cc t o  t n l w  wliatcvcr i s  gj.vcn thctn, w i t h o u t  t h e i r  k1lorui.ng whctllcr 

t hey  r c i i c v c d  the  vacci-ne 01- w a t e r .  

Thc >layor 's  s i i gges t ion  i s  ui iacccptnblc  t o  t h e  r e s e a r c h e r s  for 

s e v e r a l  reasons.  In o r d e r  t o  v a l i d l y  t e s t  t h c  ~ a c c j . ~ ~  it is import ail^ 

t h a t  t h e  s t u d y  p o p u l a t i o n  be  e v e n l y  d i s t r i b u t e d  

a t  r i s k ,  and t h a t  the n a t u r a l  sp read  of t h e  d i s e a s e  n o t  be i n t e r f e r e d  

w i t h  dur inz  t h e  c o u r s e  of  t h e  s t u d y .  The Maye:- Cani:ot g u a r a n t e e  t h a t  

the  v o l u n t e e r s  w i l l  be evenly d i s t r i b u t e d  and  e q u a l i y  a t '  r i s k  with the 

res t  of t h e  p o p u l a t i o n .  Most of t h e  v o l u i i t c r r s  m i e l i t  conic from t h e  

Geniian s e c t i o n  of Lhe c i t y .  There may be  nene from t h e  Chi.iicsc 

s e c t i o n  of town. If t h e  d i s e a s e  has a h i g h  a t t a c k  ra te  i n  t h e  Chinese 

s e c t o r  and a low a t t a c k  r a t e  i n  t h e  Gcriiian s c c t o r  d u r i n g  the c o u r s e  of 

t h e  s t u d y  a l l  w i l l  have been w a s t e d .  T h r r c  a r e  inany reasons why a 

disease might s k i p  one segnient of a p o p u l a t i o n ,  and if t h a t ,  segment 

i s  t h e  s t u d y  group t h e  r e s e a r c h e r s  may as w e l l  have spent: t h e i r  t ime  

f i s h i i ~ g .  

in the  t o t a l  p o p u l a t i o n  

Another  reason why t h e  mayor 's  s u g g e s t i o n  i s  u n a c c e p t a b l e  i.s 

duc t o  the  ve ry  low i n c i d e n c e  of the Krud i n  n o n e p i d e a i c  y e a r s .  

o r d e r  t o  conduct  a s t a t i s t i c a l l y  v a l i d  s t u d y ,  many thousands of s u b j e c t s  

need t o  be i n c l u d e d  in t h e  s t u d y  group.  

if a h igh  r i s k  group cou ld  be  imnlunizcd 

In 

Fewer s u b j e c t s  would be n e c e s s a r y  

C h i l d r e n  a r e  a h i g h  r i s k  group b u t  minors  can not g i v e  infortiled 

consen t  unt i .1  t hey  have r eached  t h e i r  n i a j o r i t y  or some age  c l o s e  t o  

t h e i r  m a j o r i i y .  

t o  s u p p o r t  t h e  s t w l y  if minors  are excI.uded. 

enough to abandon the p r o j e c t ,  b u t  i t  w i l l  t a k e  y e a r s  i n s t e a d  of m o n t h s  to 

cvaluat i !  t h e  v a c c i n e  under 1-hese cond i . t i~ons .  

r e a d y  i.n tiinc for  t h e  cxpcc ted  1 9 7 1  peak cpidr.1nj.c. 

The p o p u l a t i o n  of the c j . t y  of Re ta rded  i s  n o t  1.arge enough 

T h i s  r e a s o n  alone i s  n o t  

It c e r t a i n l y  w i l l  not be 
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0rdinar i . ly  n m?di.c:il pi-occdur-c s h o u l d  n o t  bc perfoymcd 

on a ininol- wi.rhout t h e  c o n s c n t  of tlic toinor 's  pa,rcnt 01 !eg ;~ l  g,uardj.an 

e x c e p t  in an e ~ n c r ~ e n c y  whcrc t h e  p n t j e ~ ~ t ' s  l ~ i f c  is c n d n n ~ ~ r c d  by t i ~ c  

d e l a y .  18 Onc c o u r t  has impl i ed  t h a t  l e g a l  e t € e c i  shou ld  be c ivc t l  t o  t h c  

c o n s c n t  of minors  T Y ~ K L . ~  the  minors a r c  m t u r c  enough t o  c o i r p r e l ~ ~ n d  t h c  

n a t u r c  of the p roccdure  and t h c  r i s k s  i n v o l v c d . 1 9  But  t h c  n i n o r s  conscu t  
' i s  n o t  v a l i d  u n l e s s  t h e  proccdul-e i s  i n t e n d e d  t o  b c  of t h c r a p e u t i c  h c n c f i t  

t o  him. 20 

A d d i t i o n a l  pi-obleius a r i s e  w i t h  r e g a r d  t o  wheth<:r or ]lot va1j.d toll- 

sent  can  be g i v e n  hy eaiancipa;cd niinnzs.  

t h e r e  i s  no  c l e a r  u n i f o r m i t y  among the  s t a ~ c s  a s  t o  x.iho i s  dcelned a 

minor ,  or what  c o n s t i t u t e s  cmanc ipn t ion ,  or the l e g a l  e f f e c t  of  emnci- 

p a t i o n  on t h c  g i v i n g  of consen t  t o  mcd ica l  t rcatmenil .  

t h a t  t h c  conscn t  of an  1 8 - y r a r  o l d  w i f e  inay he n c c c s s a r y  i ~ ;  ordcr  t o  

pe r fo rm a m e d i c a l  p roccdure  on h e r  20-ycar  old husband i n  some s ~ a t e s .  

A s  ment ioned  p r e v i o t t s l y  , i f  t h e s e  is no expcc tcd  b e n e f i t  t o  t h e  s u b j e c t  

i n  a r e s c a r c h  p r o c e d u r e ,  i t  may be  n e c e s s a s y  t o  obtain t h e  consen t  of 

cvcn h i s  dcpcndent  c h i l d r e n .  

Thcsc probl.c~ns e x i s t  becaose 

It i s  p o s s i b l c  

I n  the c a s e  o i  med ica l  e x p e r i m e n t a t i o n  r a t h e r  t h a n  t r e a t m e n t  i t  is 

of q u e s t i o n a b l e  l e g a l i t y  t o  use c h i l d r e n ,  even  i f  t h c  p a r e n t  or g u a r d i a n  

c o n s e n t s .  i t  would c c r t a i n l y  he a d v i s a b l e  t o  o b t a i n  t h c  consen t  of the 

minor as  w e l l  as t h e  parcnt  i f  a c h i l d  of more than  t e n d e r  y c a r s  is go ing  

t o  be a c l i n i c a l  s u b j e c t .  By ana logy ,  s i n c e  a husband has no i r h e r e n t  

c 

18 Zoski v Ga ines ,  217-Plich 1,  206 N.W. 9 9  (1935) 
, . Jackovach v Yocom, 212 Iowa 914, 237 N.I:T. 4lt4 (1931 . . Tabor v Scobee, 7.54 S.V. 2d 474 ( I 3  1951) 
19 Lace); Y Lai.rd,  166 Ohio 1 2 ,  139 N . E .  2d 25 
. . Bakker Y \?zl:;li, 1U+ Nich 632,  1.08 N.W. 94 (1906)  
20 Bonner v Moran, i 2 G  F 2d 121 (U.C. C i Y . ?  1.941) 
.. P r a L t  v D a v i s ,  224  I11 300, 79 N . E .  5 6 2  (1906) 
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a u t h o r i t y  t o  c o n s e n t  t o  n dansei-oils opcraLion on h i s  w i f e  wittiout hFr 

c o n s e n t ,  the  same would p r o h a l ~ l y  l iold ti-ue i n  t h e  case of a rnii:or of  

more chan tcndier years .  

i n  t h e  b c s t  i n t e r e s t s  of t h e i r  c l i i l d r e n .  Vo lun tcc r j~ i ig  a chi.ld f o r  

p a r t i c i p a t i o n  i n  a research s t u d y  i s  h a r d l y  j ~ n  tlic b r s t  i n z e r c s t s  of 

t h e  c l i i l d  u n l e s s  t he  c h i l d  i s  a p a ~ i c n t  a n d  can r e a s o n a b l y  e x p e c t  solne 

b e n e f i t  from t h e  p r o c e d u r e .  

P a r e n t s  1 1 a ~ ~  a ~ ~ ! a y ~  h ~ ? d  tile e~,~.igatioll t o  act  

If t h e r e  i s  to be p r o g r e s s  and advancement i~n thc  p r a c t i c c  of 

med ic ine ,  t h e s e  m u s t  be c o n t r o l l e d  e x p c r i r n e n t n t i m  on  huiuaiit;. Expe r i -  

nicntal  t r i a l s  on p a . t i e n t s  by compctent c l . i n i c a 1  groups a r e  always 

n e c e s s a r y  b e f o r e  d r u g s  may s a f e l y  Le e n t r u s t e d  t o  t.11.- p r o f e s s i o n  a t  

l a r g e .  Cour ts  havc  ucvcr been b l i n d  co tlic fact t h a ~  t h c r c  i s  a n e c e s s a r y  

t r a n s i t i o n  p e r i o d  from l a b o r a t o r y  experiniciit t o  general. humaii u se  o f  a l l  

ncw d r u g s .  Indeed,  the c o u r t s  have h e l p e d  c o i l s t r u c t  s a f e g u a r d s  t o  pro- 

t e c t  patients froin becoming unbeknowi.ng gu inea  p i g s .  The s a f e g u a r d  has 

bcen the r equ i r emen t  01 informed c o n s e n t .  Horgevier, the cour t s  r e s p o n s i -  

b i l i t y  i s  Lo n o t  on1.y be  f a i r  t o  the  p a t i e n t  b u t  al.so t o  be f a i r  t o  t he  

med ica l  r e s e a r c h e r .  I f  n o t ,  t h e  r e s e a r c h e r  is going t o  avo id  the  l e g a l  

problems by t h e  on1.y r o u t e  l e f t  z v a i l a b l ~ c  t o  hiui. 

i f  t h e  b e t t e r  r c s e a r c h e r s  a l l  l e f t .  Lhe l i c l d .  

It would Le c a t a s t y o p h i c  

Sil lcc t l lerc a r c  ac  p r e s e n t  no  1 c k ; ~ l  g u i d e l i n e s  on how one may l c g a l ~ l ~ y  

t e s t  t h e s e  "unique" d r u g s  and s i n c e  I f ind  it e a s y  t o  c r i t i c i z e ,  I ouglit 

t o  e~ ld  w i t h  my rccoiixncndations f o r  improv i~ lg  t h e  p r e s e n t  s i t u a t i o n .  



To b c g i n  w i t h  i t  m u s t  bc rcco::nizc~d t h a t  s a f e g u a r d i n g  thc  rj.gl,ts 

of  p a t i e n t s  c a n n o t  b r ~  simply secu rcd  by  l c g i s l a t i ~ o n  reqltiri.:7g w r i t t e n  

informed c o i i s m t .  1 % ~  s t u d i e s  nienLioned i n  s e fe re l l cc s  6 atid 7 i l l u s t r n t c  

t h a t  o u r  p r e s e n t  concept  of i n f o r m d  coiisciit i s  p robab ly  i l l ~ u s o ~ - y .  S i n c e  

o u r  concep t  of  w r i t t e n  i n f o r m d  consen t  is i n  all .  p r o b a b i l i t y  g r o u n d l e s s ,  

there i s  no compe l l ing  r e a s o n  t o  i n s i s t  t h a t  w r i t t e n  consen t  i s  any 

b e t t e r  t h a n  o r a l  or i m p l i e d  c o n s e n t .  The two s t u d i e s  no tcd  above sllow 

t h a t  w r i t t e n  consen t  i s  a n y t h i n g  buc p c r f e c t ,  Ce i - t a in lp  t h e  mcrc s i g n a -  

t u r e  on a s t a n d a r d  conscii t  f o r m  f a l l s  f a r  s h o r t  of Lhc l e g a l  r equ i r emcn t  

of a n  iuioriiied c o n s c n t ,  i f  informed coilsent i.s p o s s i b l e  alr a l l .  I f  a 

p a t i e n t  c a n  p rove  t h a t  the i i a tu re  and risks of r t rcatment  wcre n o t  f u l l y  

e x p l a i n e d  t o  him, he may co l l . ec r  a n i c e  award d e s p i t e  h i s  s i g n a t u r e  on 

a b l a n k e t  c o n s e n t  foi-m. A n d ,  a s  p r e v i o u s l y  n o t e d ,  t h e  a c t u a l  w r i t t e n  consen t  

may i n c r e a s e  t h e  dange r  t o  the  p a t i e n t  by reiison of  t h e  incrcascd apprc -  

i 

c 

h e n s i o n  occas ioned  b y  t h e  a t t e n t i o n  g i v e n  t o  t h c  c n n s e n t .  

So my f i r s t  reconnnendati.on i s  t h a t  " w r i t t e n  consen t "  be l o r e r e d  froin 

the p e d e s t a l . i t  now o c c u p i e s  and be g i v e n  1 . ~ ~ 5  a t t e n t i o n  by those  

i n d i v i d u a l s  wl10 d r a f t  t h e  r e g u l a t i o n s  u h i c h  wc a l l  m u s t  l i v e  w i t h .  

m i s t a k e s  remain w i t h  u s  f o r  mmy y e a r s ,  long  a f t c r  t h c  draftsiiien have 

T h e i r  

d e p a r t e d .  21 

__-- 
21 The S t a t e  of I t l r y l a n d  i s  p r e s e n t l y  c o n s i d e r i n g  t h e  d r a f t i n g  of a 

s t a t u t e  vhich will c o d i f y  t h e  r e q u i r e m e n t s  f o r  inEormed consen t  w i t h i n  t h e  
s t a t e .  
thc problems o i  informed c o n s e n t  t o  r e s e a r c h  p r o c e d u r e s ,  
however, t h a t  rhe p re sence  of such  a statute will r e su l t  i n  its b e i n g  
m i s a p p l i e d  u n l c s s  v e r y  c a r e f u l l y  worded. 
t h a n  i t  s o l v e s .  . 

This s t a t u t e ,  if a d o p t e d ,  w i l l  most l i k e l y  n o t  bc d i r e c t e d  towards 
The ri.sk e x j ~ s t s ,  

The code coiild c r e a t e  more problems 
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Thc next. thi.11: w e  nccd i s  sonic l e g a l  mccliani~s~!l which ~ ~ i ; l u l d  proviclc 

the n c c c s s a r y  c ~ i i s e n t  Tor  thosc i n d i v i d u a l n  who lSiclc t h e  c a p ~ c j . t y  to 

c o n s e n t  ( e . g .  by m i n o r i t y  or i n s a n i t y )  and i n  t h o s c  c a s e s  x.ihcre the  

v a l i d i t y  of  tlic experiment would be d r ~ s t r o y c d  i.f 1-IIC sub j c c t s  were aware 

of a l l  of t!ic d e t a i l ~ s  of the s t u d y .  

A s t e p  i n  thc  right d i r e c t i . o n  would be  t o  g u a r a n t e e  t o  p a r e n t s  o r  

g u a r d i a n s ,  t h e  l e g a l  au tho r i . t y  t o  cAnscnt t o  t h e i r  niiiior dcpe l ldents  

p a r t i c i p a t i n :  i n  r c s e a r c h  p r c c e d u r c s .  T h i s  viou1.d not s o l v e  a l l  of  t h e  

psoblcms of c o n s e n t  from minors because e x i g e n c i e s  01 t.hc p ioccdure  may 

no t  a lways p e r m i t  s u f f i c i e n t  t ime t o  o b t a i n  c o n s e n t .  O r ,  i t  may be  

i m p r a c t i c a l  t o  a t t e m p t  t o  o b t a i n  c o n s e n t  f o r  o t h c r  reasons a l l u d e d  t o  

e a r l i c r .  O r ,  consen t  may cven be  withl ie ld  by the  parcnts ,  c o n t r a r y  t o  

t h e  best i n t e r e s t s  of t h e  c h i l d .  

Another  l c g a l  mechanism c a n  be providcrl by g i v i n g  tllc a u t h o r i t y  

t o  c o n s e n t  t o  a d i s i n t c r c s t e d  t h i r d  p a r t y .  Thi.s would n e c e s s i t a t e  t h a t  

t h e  t h i r d  p a r t y  be q u a l i f i e d  t o  judge the r c l a t i v c  m e r i t s  of  the r e s c a ~ : c h  

p r o t o c o l s .  In  c a s e s  where t h e  s c i e n t i f i c  j u s t i f i c a t i . o n  f a r  outweighs t h e  

r i s k  t o  t h e  s u b j e c t ,  the  consen t  shou ld  be  s u p p l i e d .  Th i s  t h i r d  p a r t y  

might  b c ,  b u t  does  not have t o  b e ,  t h e  same counnittce tliac passes on and 

t h e  p r o t o c o l  of an experiment  and the q u a l i 1 i . c a t i o n s  of tile rcSCarCher.  

There are SOmc good reasons  for having t h e  c o i i n i t t e r s  d i s t i n c t .  

h o s p i t a l s  a l r e a d y  have niedic.al s t a f f  conuiiittces f o r  c l i n i c a l  r c s c a r c b .  

TI1;s niight be  oile of t.hcir a c l d i t i o n a l  h n c t i . o n s ,  

lnedicnl s o c i e t y  miglit appoint.  a n  a p p r o p r i a t c  cornni t tee  of c x p e r t s  with 

Sonif 

Or the  s t a t c  o r  l o c a l  



t h e  s m l e  l e g a l  a u t h o r i i y .  I n  i e d c r a l  &ovci.n!nent h o s p i t ~ l s ,  t h e  appro- 

p r i a t c  government agcncy ml.ghL a p p o i n t  a similar com:iij t t e e .  

S e l e c t i o n  of t h e s e  cornni t tees  ought t o  be del.c!gatcd t c  r e s p o n s i b l e  

members of t h c  med ica l  c o m u n i t y .  The  conniii t tce 's  f u n c t i o n  would be t o  

e v a l u a t e  t h e  proposed r c s c a r c l ~  p r o t o c o l  and weigh t h e  b e n e f i t s  t o  bc 

g a i n e d  by t h e  proposed rescarch a g a i n s t  t l ic r i .sks t o  t h e  praposcd s i t b j e c t s .  

I n  cases wherc t h e  s c i e n t i f i c  j u s t i f i c a t i o n  f a r  outweighs t h e  rjsli. t o  tile 

s u b j e c t s ,  the  conunittce should have t h e  power t o  wai-vc t h e  n c c e s s i t y  of 

c o n s e n t  of the s u b j e c t s .  The coimii t tcc  shoul~d @ n l y  have this po.dcr, however,  

i n  t h o s e  rare i n s t a n c e s  wherc t h e  n e c e s s i t y  of 0 b t a i n i . q  inrormed c o n s e n t  

cannot h c  r e a s o n a b l y  compl.icd with, v i i h o u t  n d v c r s c l y  a f i c c t i h g  t h e  r e s u l t s  

of the,  research p r o j e c t .  I n  t h o s e  i n s t a n c e s  where inforind', c o n s r n t  i ~ s  

p r a c t i c a b l e ,  i t  shou ld  s t i l l  be  r e q u i r e d .  C e r t a i n l y ,  i f  l i t i g a t i o n  were 

t o  a r i s e ,  t h e  r e s e a r c h e r  would be i n  a b e t t e r  p o s i t i o n  i f  h i s  p r o t o c o l  

had been cval .uatcd and approved by a competent and i m p a r t i a l  connilittee. 

I d c a l . l y ,  the  coi lmit tcc  should hc composed of p h y s i c i a n s  w i t h  bi-oad 

c x p e r i c n c e  i n  c l i n i c a l  medicinc and r e s e a r c h .  However, the  p o s s i b i l i t y  

of hav ing  l a y  meunbcrs shou ld  n o t  be  overl.ooki~d. 

might tcinpcr t he  v e s t e d  i n t e r e s t  of t l ~ c  p h y s i c i a n  inenibers. 

members s l ~ o u l d  have 110 i.nteresL in thr: s p e c i f i c  r e s e a r c h  p r o t o c o l s  b e i n g  

c o n s i d e r e d  by t h e  commit tee ,  b u t  one canno t  dcny t h e i r  i n t e r e s t  j.n t h e  

advancement of med ica l  k,novrl.ed~c, 

p r i m a r i l y  a r c s u l ~  o i  t h e i r  p a s t  e x p c r i e n c e  w i t h  ph;.sicians and t h e i r  

c 

A l z y  mcn~hc.r o r  two 

The p h y s i c i a n  

The responses o €  l a y  inembers would  bc 
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p h i l o s o p h y  of l . i f e .  They may bc advanta~:cous t o  sonic c o m ~ l ~ i t t c e s  and 

dc t r i i i i cn t a l  t o  o t h e r s .  

r e s u l t  i n  b e i n g  subjugztec? to pcrsonnl  i.ty st-ruggles.  Fu r the rmore ,  the 

l a y  p e r s o n  may n o t  be ab le  t o  f u l l y  comprclicnd the  s i g n i i i c a n c c  of t l le 

experiment  and t h e  s u b j e c t s  niny n o t  want a l a y  p e r s o n  t o  d c c i d e  what i s  

b e s t  f o r  them. 

Pi-opcr cva l .ua t ion  o r  r c sca rc l i  protacois cou ld  

On t h e  o t h e r  hand,  t hey  may p r c f e r  an a l l  l a y  c o m n i t t e c .  

To g e t  a coiiiinittcc such as '  I p:o!opose, t o  f u n c t i o n  p r o p c r l y  wi.thout 

f e a r  of c i v i l .  s u i t  i n  t o d a y ' s  s o c i e t y ,  would be q u i t c  n p r o j e c t .  It 

might  be p o s s i b l e  t o  p r o t e c t  such  a c o m u i t t c e  by nierans of l i a b i l i t y  

i n s u r a n c e  and t h i s  would h e l p .  But t o  conv ince  lawmalicrs t h a t  s u c h  a . .. 

cornni t tee  i s  necded,  may well be  a he l -su lem t a sk .  

It may bc c a s i c r  t o  g e t  tlic Food and Drug Rdini.nistration, as  w e l l  

as r e s p o n s i b l c  m e d i c a l  o r g a n i z a t i o n s ,  t o  reco2ni.m e x c e p t i o n s  t o  t h c i r  

e i t h i c a l  requirements of inforiiicd c o n s e n t .  Fo1.1o~~ii ig  t h i s ,  i t  might be 

p o s s i b l e  t o  conv ince  t h c  c o u r t s ,  when l i t i g a t i o n  a r i s e s ,  t h a t  t he re  a r e  

d i f i e x e n c c s  between informed consen t  t o  s u r g e r y  and informed consen t  t o  

r e s e a r c h  p r o c e d u r e s .  

t h a t ,  i n  c e r t a i n  i n s t a n c e s ,  consen t  of any k ind  i s  no t  p r a c t i c a b l e .  We 

cou ld  t h e n  hope that  t h e  r e s u l t a n t  new case law would n o t  colnpletely t i e  

t h c  hands of med ica l  rcsearclicrs. 

The n e x t  s t e p  would be t o  convince t h e  c o u r t s  

Obv ious ly ,  I recogn ize  t h a t  gui.r lclines a r c  n e c e s s a r y  t o  p r o t e c t  

t h e  i n t e r e s t s  of p e r s o n s  w h o  f i n d  theuisclves thc s u h j c c t s  of  human e x p e r i -  

m c n t a t j ~ o n .  t h a t  t h e  g u i d e l ~ i n e s  can  be i l e x i b l c  and call pro!llote E u t  I i e c l  

t h c  a c q u i s i t i o l l  of  ney knowledge whi1.c a t  t h e  saiiie t ime  p r o t e c t i n g  the 

p a t i e n t ' s  r i g h t s .  

L. 
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. 
Our c o u r t s ,  as wcll as the d r a f t s m e n  of  s ta t l l t cs ,  mtlst: rccogi i izc  

t h a t  o m  cannot  coiisti-iict a r u l c  t h a t  dciiiaiids e q u a l  d i s c l o s u r e  of r isks  

t o  a l l  p a t i e n t s ,  f o r  a l l  p r o c e d u r e s ,  wi t l iout hanipcxing s a fe  med ica l  

p r o g r c s s  t o  some d e g r c e .  Evcn I r e c o g n i z e  that we need a b s o l u t e ,  f u l l  

d i s c l o s u r e  whcrc t h e  procedure  i s  p u r c l ~ y  c x p c r i m e n t a l  and of a b s o l u t e l y  

no p o s s i b l e  v 5 l u c  t o  clie s u b j e c t  ( e . g . ,  i n j e c t i n g  c a n c e r  c e l l s  i u t o  a n  

a p p a r e n t l y  h c a l t l i y  person)  . I iut ,  i n :  o t h c r  c i r c u m s t a n c e s ,  t h e  rncdical 

r e s c a r c h c r  needs somc leeway and a c e r t a i n  amount oE d i s c r e t i o n  ought 

t o  be l e f t  w i th  the r c s c a r c h e r ,  s u b j e c t  t o  t h e  a p p r o v a l  of the t h i r d  

p a r t y  r cv icw coimnittee.  

So long  a s  tlic r e s c n r c h c r  docs not: u se  c a e r c i o n  o r  o w r s t a t e  Lhe 

s c i c n t i t i c  c a s ?  in o r d e r  t o  o b t a i n  c o n s e n t  and s o  l ong  as he i s  mot iva t ed  

o n l y  by the  p a t i e n t ’ s  b e s t  t h e r a p e u t i c  i n t c r c s t ,  we ought n o t  co s t i f l e  

h is  p r o g r c s s  needlessly.  

i 

I n  many cases, the good f a i t h  of t h e  i n v e s t i g a t o r  

h a s  bcen demons t r a t ed  by h i s  s u b j e c t i n g  hi insclf  t o  t h c  new drug or proccdurc  ,- 

e a r l y  i n  i t s  development.  

s t a n d n b l y  n o t  a lways p o s s i b l e .  

t h e  ul . t irnate r c s p o n s i b i l i . t y  of s a f e g u a r d i n g  t h e  r i g h t s  and i -n le res t s  of 

t h e  p a t i e n t s .  

scc t o  i t  t h a t  ou r  c o u r t s  and l c g i s l a ~ o r s  bccoine e q u a l l y  concerned w i t h  

p r o t e c t i n g  t h e  i n t e r e s t s  of rncdical r e s c a r c h c r s  a s  w e l l  as mankind a s  a 

whole.  

I f e e l  th is  i s  t o  be encouraged b u t  i s  undcr- 

h t  any r a t e ,  tlic p h y s i c i a n  has always had 

I s u g g e s t  we l e a v e  t h a t  r e s p o n s i b i l i t y  where i t  i s  and  now 


