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SPECIAL ARTICLE

Editor's Note
Abuse of Child Abuse Experts in England
I have watched w ith  dism ay this story evolve in E ngland fo r over a decade. It's a complicated story 
described in detail in the Chadwick et a l an d  Hey articles in this issue.

In m y opinion neither o f these doctors should ever have been p u t through this ordeal. There is something  
grossly w rong w ith  the m edical and legal system, which allow ed this to happen.
—Jerold F . Lucey, MD

T h e  1 9 9 6  C o n t i n u o u s  N e g a t i v e  E x t r a t h o r a c i c  P r e s s u r e  

( C N E P )  T r i a l :  W e r e  P a r e n t s '  A l l e g a t i o n s  o f  R e s e a r c h  

F r a u d  F r a u d u l e n t ?

Edmund Hey, DM

Retiied Pediatrician, 'rlevvcastie Upon Tyne, United Kingdom
Tlie atilMor has inciicated he has eofiriariciai relatioiiships reievarU to this article to disclose.

P EDIATRICIANS in  B r ita in  h a v e  b e e n  w a tc h in g  w ith  in c re a sin g  in c r e d u lity  th e  
c o n v o lu te d  a n d  d y s fu n c tio n a l w a y  th a t th e ir  r eg u la to r y  a u th o r it ie s  h a v e  

in v e s t ig a te d  a lle g a tio n s  th a t fraud o ccu rred  d u rin g  th e  c o n d u c t  o f  a r a n d o m ized , 
c o n tr o lled  trial r ep o rted  in  Pediatrics in  D e ce m b e r  1996.* T he s tu d y  u n d e r  scru tin y  
to o k  p la c e  at Q u e e n  C h arlo tte 's H o sp ita l (L o n d o n , U n ite d  K in g d o m ) a n d  th e  N orth  
S tafford sh ire  H o sp ita l (S to k e  o n  T rent, U n ite d  K in g d o m ). It w a s  d e s ig n e d  to  
d e te r m in e  w h e th e r  th e  u se  of c o n t in u o u s  n e g a t iv e  e x tra th o r a c ic  p ressu re  (CNEP) 
r ed u c ed  th e  n u m b e r  o f p reterm  in fa n ts  w ith  resp ira to ry  fa ilu re  n e e d in g  tra ch ea l  
in tu b a tio n , th e  le n g th  o f t im e  th e y  n e e d e d  in tu b a tio n , a n d  th e  t im e  it to o k  for  
th e m  to  b e  w e a n e d  fro m  su p p le m e n ta r y  o x y g e n . It r ep o rted  a m a rg in a l b u t  
sta tistica lly  s ig n ifica n t im p r o v e m e n t  in  ea r ly  resp ira to ry  o u tc o m e s  a n d  a n  e v e n  
m o r e  m a rg in a l, n o n s ig n if ic a n t  in c re a se  in  th e  n u m b e r  o f in fa n ts  in  th e  CNEP  
g ro u p  w h o  did  n o t  su rv iv e  to  d isch a rg e .

H o w e v er , a t lea s t  1 fa m ily  lo d g e d  a fo rm a l c o m p la in t  o v e r  th e  w a y  th e  trial h a d  
b e e n  c o n d u c te d  5 m o n th s  after  th e  resea rch  artic le  a p p ea red , a n d  e v e n  to d a y , 9 
yea rs la ter , th e  is su e s  ra ised  b y  th a t c o m p la in t  still r em a in  u n r e so lv e d . T he p ro p er  
c o n d u c t  o f c lin ica l resea rch , and  th e  p ro p er  c o n d u c t  o f in v e s t ig a tio n s  in to  a lle g a 
t io n s  o f resea rch  m isc o n d u ct , are r ig h tly  is su es  o f c o n c er n  to  c lin ic ia n s  e v e r y 
w h e r e . It is w o r th  r ec o u n tin g , th e r e fo r e , w h a t  w e n t  w r o n g  w ith  th e  in v e s t ig a tio n  
o f th o s e  a lle g a tio n s  b y  th e  U n ite d  K in g d o m 's  v a r io u s  r eg u la to r y  a u th o r itie s .

T he in itia l c o m p la in t  w a s  w id e ly  rep o rted . In d e ed , I ea r ly  h e a d lin e  in  a n a tio n a l  
S u n d a y  artic le  read  "Parents say  'g u in e a  p ig ' trial k illed  th e ir  babies,"^ a n d  h e a d 
lin e s  lik e  th is  so o n  a ttra cted  th e  a t te n tio n  o f a sm a ll b u t v e ry  a c t iv e  a n d  w e ll-  
o rg a n ized  p ressu re  grou p s th a t w a s  a lrea d y  e x tr e m e ly  h o s t ile  to  th e  w o r k  of  
P ro fesso r  D a v id  S o u th a ll, o n e  o f th e  p r in c ip a l in stig a to rs o f  th e  CNEP trial. T he  
h o s til ity  s te m m e d  fro m  h is  u se  o f co v er t v id e o  su r v e illa n c e  (u n d er  a p o lic e -  
a p p ro v e d  protocol)"* to  in v e st ig a te  w h y  so m e  in fa n ts  su ffered  rep ea te d  ep iso d e s  o f  
a p p a ren tly  in e x p lic a b le  l ife - th r e a te n in g  apnea.^  T heir  in p u t g a v e  a d d ed  p u b lic ity  
to  th e  first fa m ily 's  a lleg a tio n s, a n d  it w’as n o t  lo n g  b efo re  o th e r  m o th e r s  ca m e  
fo rw a rd  to  v o ic e  sim ilar  c o n cern s . O n e  fa m ily  e v e n tu a lly  p e r su a d ed  th e ir  M em b er  
o f P a rlia m en t to  ta k e  th e ir  c o n c er n s to  a g o v e r n m e n t  m in ister , a n d  so o n  after  th at, 
th e  D e p a r tm e n t o f H ea lth  in stitu te d  a fo rm a l in q u iry  in to  w h a t  w a s  g o in g  o n  in  
S to k e  o n  T rent. T he p a n e l o f 3 c o n d u c tin g  th e  in q u iry  (w h ic h  in c lu d e d  a p ed ia -
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tr id a n . P rofessor  Terry S tacey) th o u g h t  th a t th e y  had  
fo u n d  e n o u g h  c o n c er n  to  r e c o m m e n d  ro o t a n d  b ra n ch  
refo rm  o f th e  w h o le  o f th e  co u n try 's  e x is t in g  fra m ew o rk  
for r eg u la tin g  c lin ica l r esea rch .<> T he rep ort stressed  th a t  
it h a d  n e v e r  " so u g h t to  d e te r m in e  if a lle g a tio n s  o f p o o r  
p ra ctice  w e r e  true,"  b u t th a t w a s  n o t  h o w  th e  m e d ia ’ 
a n d  th e  m e d ica l press® in te rp re ted  th e  fin d in g s, a n d  th e  
g o v e r n m e n t  h as n e v e r  ta k en  a n y  a c tio n  to  correct th e  
g e n e ra l p u b lic 's  p e r c e p tio n  th a t th e  rep o rt w a s  a d irect 
attack  o n  th e  c lin ic ia n s in  S to k e  o n  T rent. It a lso  h a s  n o t  
e v er  m a n a g e d  to  a d m it, in  p u b lic , a n y  o f th e  rep ort's  
m a n y  errors a n d  d e l id e n d e s . ’

T he D e p a r tm en t o f H ea lth  h as a lw a y s  b e e n  r em a r k 
a b ly  a n x io u s  to  stress th at its  rep ort n e v e r  in f lu e n c e d  th e  
h o sp ita l's  ab ru p t d e c is io n  to  su sp en d  Dr M artin  S a m u els  
a n d  P ro fesso r  S o u th a ll ( th e  o n ly  c lin ic ia n s  r u n n in g  th e  
CNEP trial a lso  in v o lv e d  in  ch ild  a b u se  w o r k ) in  N o v e m 
b er  1 9 9 9 , G iv en  th a t th e  first draft o f th e  d ep a r tm en t's  
rep ort h a d  o n ly  b e e n  c o m p le te d  a fe w  w e e k s  earlier , th is  
is h ard  to  b e lie v e . L ocal m a n a g e m e n t  m u s t  h a v e  r e 
c e iv e d  so m e  in t im a tio n  of w h a t  it c o n ta in e d . B o th  p e d i
atr ic ian s r e m a in e d  u n d e r  su sp e n s io n  for 2 yea rs an d  
o n ly  re tu rn ed  to  w o r k  after  3 a d d itio n a l in te rn a l in q u ir 
ies  led  h o sp ita l m a n a g e m e n t  to  c o n c lu d e  th a t th e r e  h a d  
b e e n  "no m isc o n d u c t , a n d  n o  i n c o m p e t e n c e . W h a t  
th o s e  in q u ir ie s  fo u n d  h a s n e v e r  b e e n  m a d e  p u b lic . N e i
th er  h a s th e  p u b lic  e v er  b e e n  to ld  w h a t  h a p p e n e d  after  
7 fa m ilie s  a sk ed  th e  p o lic e  to  in v e st ig a te  th e ir  c la im s th a t  
c o n se n t  d o c u m e n ts  h a d  b e e n  forged .

H o w e v er , th e  o u tc o m e  of a n  in d e p e n d e n t ly  c o n 
d u cted  fo l lo w -u p  stu d y  of th e  c h ild ren  in  th e  CNEP trial 
is so o n  to  ap p ea r  in  Lancet,"  w h ic h  sh o w s  ju s t h o w  
w illfu lly  a n d  b la ta n tly  ea r ly  p ress rep o rts d isto r ted  th e  
k n o w n  facts.* C laim s th a t " [t jw e n ty  e ig h t  in fa n ts  d ied  
after  su ffer in g  a p p a llin g  in ju r ies  in  co n tr o v er sia l e x p e r 
im e n ts  c o n d u c te d  b y  o n e  o f B rita in 's to p  co n su lta n ts"  
a p p ea r in g  u n d e r  th e  b a n n e r  h e a d lin e  "X -files o f th e  
G u in ea  P ig B abies"*’ w e r e  fran k ly  lib e lo u s , a lth o u g h  
th e y  w e n t  u n c h a lle n g e d  at th e  t im e . T he fo l lo w -u p  
stu d y , c o n d u c te d  as r e c o m m e n d e d  b y  th e  g o v e r n m e n t  
en q u iry , m a k e s  it c lear th a t "hosp ita l trials" did n o t  "kill 
p rem a tu re  Irabies." F o u r  fifths o f  th e  in fa n ts  su rv iv ed , 
a lth o u g h  m o st  w e r e  b o r n  w ith  lu n g s  so  im m a tu r e  th a t  
th a t th e y  w o u ld  h a v e  d ied  w ith o u t  resp ira to ry  su p p o rt  
fro m  b irth . In fa n ts a ss ig n ed  to  r e c e iv e  stan dard  tr e a t
m e n t  w ith  a tu b e  th r o u g h  th e  la ry n x  w e r e  m a rg in a lly  
less  l ik e ly  to  d ie  th a n  th o s e  in  w h o m  CNEP w a s  u se d  to  
m in im iz e  p u lm o n a r y  a te lecta s is , b u t m a r g in a lly  m o r e  of 
th e  su rv iv o rs w e r e  d isab led . B o th  th e  d iffe re n c es  w e r e  
sm a ll a n d  w e l l  w ith in  w h a t  m ig h t b e  e x p e c te d  b y  th e  
p la y  o f ch a n c e .

DEALING WITH THE CORE ACCUSATION
T he Lancet rep ort, h o w e v e r , d o es  n o t  ad d ress th e  m o st  
ser io u s  of th e  critic ism s le v e le d  at th e  c lin ic ia n s  in  S to k e  
o n  T rent— th a t c o n se n t  d o c u m e n ts  h a d  b e e n  fo rged . T he

G en era l M ed ica l C o u n c il (th e  U n ite d  K in g d o m  b o d y  th a t  
can  strip a d o cto r  o f th e  r igh t to  u n d e r ta k e  a n y  m e d ica l  
w o r k ) is k n o w n  to  h a v e  h a d  th e se  a lle g a tio n s  u n d e r  
r e v ie w  for 9 yea rs n o w , b u t n e ith e r  th e  p r o fe ss io n  n o r  
th e  p u b lic  h as e v er  h a d  m u c h  id ea  w h a t  w a s  u n d e r  
in v e s t ig a t io n  u n til th e  C ou rt o f  A p p ea l (th e  co u n try 's  
se c o n d  h ig h e s t  a p p ea l co u rt) f in a lly  lifted  th e  v e il  
slig h tly  a t th e  e n d  o f la st year.*® W e  n o w  k n o w  th a t 3 o f 
th e  a u th o rs  o f th e  1 9 9 6  a r tic le  (Dr S a m u els , P rofessor  
S o u th a ll, a n d  Dr A n d r e w  S p en cer ) still fa ce  a c cu sa tio n s  

th at, a m o n g  o th e r  th in g s , th e y  (1) d e c e iv e d  th e  loca l 
resea rch  e th ic s  c o m m itte e  (th e  U n ite d  K in g d o m 's  e q u iv 
a le n t  o f  an  in st itu t io n a l rev ievc  board) a b o u t th e  b e n e fits  

a n d  sa fe ty  of th e  CNEP te c h n iq u e , (2 ) p e r fo rm e d  u n n e c 
essa ry  ce sa re a n  se c tio n s  sp ec if ic a lly  to e n su r e  a n  a d e 
q u a te  su p p ly  o f p r e m a tu re  in fa n ts  for th e  trial, (3) fra u d 
u le n t ly  m isr ep re se n te d  th e  trial's resu lts  to  fu r th er  th e ir  
p e r so n a l f in a n c ia l in te r e sts  in  th e  d e v e lo p m e n t  o f CNEP  

e q u ip m e n t, (4) c o n sp ired  to  m isrep o rt p o s tm o r te m  r e 
su lts to  p r e v e n t  a n y  d ea th  b e in g  trea ted  as c a u se d  b y  trial 
tr ea tm e n t, a n d  (5) fo rg ed  1 w o m a n 's  s ig n a tu re  o n  th e  
c o n se n t  form s or, a lter n a tiv e ly , (6) e n te re d  h e r  d a u g h 
ters in to  th e  trial w ith o u t  first g iv in g  h e r  a n  in fo r m a tio n  
le a f le t  and  o b ta in in g  h e r  in fo r m e d  c o n se n t.

T he U n ite d  S ta tes h a s  a b o d y  cap ab le  o f m o u n t in g  a 
r ig o ro u s in v e s t ig a tio n  in to  su ch  a lle g a tio n s  o f resea rch  
m isc o n d u ct , b u t m a n y  c o u n tr ie s  d o  n o t. T he U n ited  
K in g d o m 's  G en era l M ed ica l C o u n c il h a s n o t  m a n a g e d  to  
m o u n t  a c o m p e te n t  in v e s t ig a tio n  in to  th e se  a lle g a tio n s ,  
a n d  th e  "research  g o v e rn a n c e"  b u re a u c r a cy  th a t th e  
g o v e r n m e n t  se t u p  in  th e  a fter m a th  o f its o w n  f la w e d  

e n q u ir y  in to  th e  "CNEP affair" h a s  a lso  fa iled  to  m e e t  
th is  n e e d . Yet, w ith o u t  a b o d y  cap a b le  o f  in v e st ig a tin g  
a lle g a tio n s  o f resea rch  m isc o n d u c t  fairly, e ffic ie n tly , a n d  
q u ick ly , it is v e r y  d ifficu lt n o t  o n ly  to  id e n tify  m is c o n 
d u ct w h e n  it h a s occurred*"* b u t a lso  to  rea ssu re  th e  
p u b lic  w h e n  it h a s  n o t  a n d  th u s  p r o te c t th e  r ep u ta tio n  of  
th o s e  w r o n g ly  im pugned.*®  A n  a lert in st itu t io n a l r e v ie w  
b oard  or e th ic s  c o m m itte e  ca n  u su a lly  sto p  p o o r  a n d  
u n e th ic a l resea rch  b e fo r e  it g e ts  started , a n d  a ca se  can  
b e  m a d e  for  m o n ito r in g  th e  p ro g ress o f resea rch  stu d ies  
after  a p p rova l, a lth o u g h  it is d ifficu lt to d o  th is  e f fe c 
tiv e ly  w ith o u t  in cu rr in g  co sts  that m a k e  it d ifficu lt to  
m o u n t  trials th a t lack  a co m m e r c ia l sponsor.*® T h ere  is 

little  g o o d  e v id e n c e  th a t th e  U n ite d  K in g d o m  g o v e r n 
m e n t's  cu rren t g o v e r n a n c e  stra teg y  h a s  im p r o v ed  th e  
w a y  th a t m e d ica l resea rch  is c u r re n tly  c o n d u c te d  an d  
p le n ty  to  su g g es t th a t it  is m a k in g  resea rch  m o r e  d iffi
cu lt. T he b e st d e te rr en t to  resea rch  m isc o n d u c t  is a fear  
o f b e in g  fo u n d  o u t  a n d  th e  su re  k n o w le d g e  th a t m is c o n 
d u ct w ill  b e  trea ted  w ith  th e  u tm o s t  sev er ity . If y o u  trust  
s o m e o n e , th e y  are m u c h  m o r e  lik e ly  to  b e h a v e  in  a 
tr u stw o r th y  w a y * ’; if th e y  d o  n o t, y o u  sack  th e m . It 
co u ld , a n d  o u g h t, to  b e  as s im p le  as that.
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s o  WERE CONSENT FORMS FABRICATED?
T h irty -fo u r  d o cto rs m u s t  still b e  w o n d e r in g  if th e y  co u ld  
fa ce  a lle g a tio n s  of fraud  > 1 2  y ea rs a fter  th e y  recru ited  
in fa n ts  in to  th e  CNEP trial in  S to k e  o n  T rent, so  it is ea sy  
to  u n d e rs ta n d  w h y  m a n y  U n ited  K in g d o m  c lin ic ia n s  
h a v e  b e c o m e  r e lu c ta n t to  u n d e r ta k e  n e o n a ta l resea rch  
in  th e  la st fe w  years. T h erefore, it is o f  so m e  in te re st  to  
try a n d  a ssess  ju s t  h o w  p la u sib le  th e  v a r io u s  cu rren tly  
u n r e so lv e d  a lle g a tio n s  o f c o n se n t  fraud  rea lly  are. T he  
g o v e r n m e n t  p a n e l, w h ic h  w a s  th e  first to  lo o k  in to  so m e  
o f th e s e  a lle g a tio n s , is r eco rd ed  as h a v in g  a g reed  w ith  
p a ren ts  th a t 3 o f th e  s ig n a tu res it w a s  sh o w n  w h ile  
in te rv iew in g  fam ilies "could h a v e  b e e n  fabricated." The  
p a n el is also  k n o w n  to  h a v e  passed  th e se  a llegation s o n  to  
th e  hosp ita l au th orities for add ition al in v estig a tio n  in  m id-  
1999 , b u t th ere  is n o  p u b lish ed  ev id en ce  to  su ggest that 
th o se  au th orities fo u n d  th e  a llegations w e ll  fo u n d ed .

O n th e  b asis o f w h a t  p a ren ts to ld  o th ers , in c lu d in g  th e  
p ress, h o sp ita l m a n a g ers  m a y  h a v e  b e e n  a sk ed  to  lo o k  
in to  10 c la im s th a t c o n se n t  fo rm s w e r e  n o t  g e n u in e .  
E igh t c h ild re n  h a d  b e e n  in  th e  n e o n a ta l CNEP trial, 1 
w a s  in  th e  sm a ll p ara lle l trial o f th e  u se  o f CNEP for  
b r o n c h io lit is , a n d  1 h a d  b e e n  trea ted  w ith  CNEP for  
b r o n c h io lit is  w ith o u t  th e  c o n te x t  o f  a resea rch  stu d y . A ll 
9 o f th e  trial c h ild ren  h a d , so m e w h a t  im p ro b a b ly , b e e n  
r a n d o m ly  a ss ig n ed  to  r e c e iv e  tr e a tm e n t w ith  CNEP, an d  
all h a d  d ied  or b e e n  le ft w ith  a ser io u s  d isab ility . S e v e n  
d ifferen t d o cto rs are b e lie v e d  to  h a v e  s ig n e d  th e  r e lev a n t  
c o n se n t  form s, a n d  n o n e  y e t rep o rt h a v in g  b e e n  in te r 
v ie w e d . Is it rea lly  l ik e ly  th a t 7 d ifferen t ju n io r  d o ctors  
w e r e  in v o lv e d  in  resea rch  fraud  w h e n  n o n e  o f th e m  h a d  
a n y th in g  to  g a in  b y  c o m p r o m is in g  th e m se lv e s  in  th is  
w a y ?  O n e  fa m ily  is sa id  to  h a v e  c la im ed  th a t form s  
re la tin g  to  2 d ifferen t ch ild ren  w e r e  b o th  fa lse . A n o th e r  
is th o u g h t  to  h a v e  c la im ed  th a t 3 d ifferen t c o n se n t  form s  
w e r e  n o t  g e n u in e . T he fa m ilie s  a lle g in g  fraud  w e r e  o b 
v io u s ly  u p se t  a n d  d istressed , b u t th e y  a lso  sto o d  to  ga in  
m u c h  if th e ir  c la im s w e r e  u p h e ld .

T he sta n ce  ta k e n  b y  th e  first fa m ily  to  c la im  th a t  
fo rm s h a d  b e e n  fo rg ed  h a s b e e n  p a rticu la r ly  c o m p le x  
a n d  in c o n s is te n t . O n e  o f th e ir  c la im s is th a t th e  form  
g iv in g  c o n se n t  to  "a resea rch  in v e stig a tio n ,"  w h ic h  w a s  
su p p o se d  to  h a v e  b e e n  s ig n ed  w h e n  th e ir  ch ild  w a s  6 
h o u r s  o ld , m u s t  be a fo rg ery  b e c a u se  th e  ch ild 's  first 
n a m e  is o n  it, a n d  th e y  h a d  still n o t  d e c id ed  o n  a n a m e  
at th a t stage . T hat is h ard  to  r ec o n c ile  w ith  th e  fact th a t  
th e  ch ild 's  first n a m e  is a lso  o n  sev era l n u r s in g  charts  
th a t w e r e  started  w ith in  h o u rs  of b irth , as th e  p a ren ts  
m u st k n o w  b e c a u se  th e y  p o sse ss  co p ies  o f all th e  r e le 
v a n t case  n o te s . T h ese  p a ren ts (lik e  m o s t  fa m ilie s  in  th e  
trial) a lso  la ter  r e c e iv e d  a letter  fro m  so m e  o f th e  n u rses  
in v o lv e d  in  th e  trial. This letter  r e m in d e d  th e m  th a t th e y  
h a d  "agreed to  e n r o ll [th e ir  ch ild ] in to  [th e ] s tu d y  c o m 
p a r in g  n e g a t iv e  p ressu re  resp ira tory  su p p o rt a n d  s ta n 
dard trea tm en t"  a n d  a sk ed  w h a t  th e y  th o u g h t  o f th e  care  
r ec e iv e d . T he m o th e r 's  rep ly  s h o w s  th a t sh e  c learly

k n e w  th a t 2 a p p ro a c h e s  to  care w e r e  u n d e r g o in g  c o m 
p a r iso n  b e c a u se  sh e  says in  a lo n g , d e ta iled , fr ee h a n d  
c o m m e n t  th a t, h a v in g  h a d  c h ild ren  cared  for  b o th  w a y s ,  
care in  a CNEP ta n k  se e m e d  "m ore e ffe c t iv e  th a n  in  a 
n o r m a l in cu b a to r ."  This is h a rd ly  th e  r e sp o n se  o f a fa m 
ily  w h o  did  n o t  k n o w  th a t th e ir  ch ild  w a s  in  a resea rch  
stu d y , a lth o u g h  th a t is w h a t  th e y  n o w  cla im .

D octors are h ap p y  to  b e  h e ld  acco u n ta b le  for their a c 
tions, bu t th e y  a lso  lo o k  to  h a v e  m an agers an d  a d m in is
trators h e ld  pu b licly  a ccou n tab le . Civil servants a n d  their  
political m asters sh o u ld  also  face p u b lic  scrutiny. That has  
n o t h a p p en ed  in  th is case. W h a t has h a p p en ed  is Kaf- 
k a esq u e. I c o n c lu d e  th at at least so m e  of th e  accu sation s of 
c o n se n t fraud m a y  h a v e  b e e n  fraudu len t, and  it is h igh  
t im e  th e  pu b lic  w a s  to ld  th e  truth  a b o u t th e se  a llegations.
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