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Abstract
While	
  academic	
  researchers	
  have
sought	
  to	
  expose	
  the	
  harmful	
  effects
of	
  medical	
  ghostwri?ng	
  for	
  well	
  over
fiQeen	
  years,	
  industry
representa?ves	
  and	
  their	
  aRorneys
have	
  sought	
  to	
  conceal	
  this	
  lucra?ve
business.	
  	
  Industry	
  now	
  offers	
  to
address	
  the	
  problem	
  of	
  erosion	
  of
confidence	
  in	
  the	
  repor?ng	
  of
industry-­‐sponsored	
  clinical	
  trials	
  with
new	
  policies	
  of	
  transparency	
  and
disclosure,	
  yet	
  there	
  are	
  many
reasons	
  why	
  clinicians	
  should
con?nue	
  to	
  view	
  the	
  medical
literature	
  with	
  a	
  healthy	
  dose	
  of
skep?cism.	
  A	
  radical	
  solu?on	
  is
required	
  that	
  severs	
  the	
  rela?onship
between	
  the	
  industry	
  and	
  the
journals.
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Sir	
  Karl	
  Popper

• Philosopher	
  of	
  Science,	
  Karl
Popper,	
  in	
  his	
  The	
  Poverty	
  of
Historicism	
  (1936)	
  imagined
circumstances	
  in	
  which
industry	
  would	
  suppress	
  and
control	
  speech	
  and	
  wri=ng	
  in
their	
  favor	
  	
  and	
  therefore
corrupt	
  the	
  integrity	
  of
science.

• This	
  is	
  realized	
  today	
  in
academic	
  medicine	
  with	
  the
problem	
  of	
  ghostwri?ng.

• Popper	
  would	
  certainly	
  see
the	
  pharmaceu?cal	
  industry	
  as
an	
  enemy	
  of	
  the	
  open	
  society.



The	
  Credibility	
  Gap

• Any	
  scien?fic	
  experiment,	
  according	
  to	
  Popper,	
  that	
  does	
  not
risk	
  falsifica?on	
  is	
  pseudoscience.

• Design,	
  conduct	
  and	
  repor?ng	
  of	
  industry-­‐	
  sponsored	
  clinical
trials	
  are	
  manipulated	
  in	
  favor	
  of	
  the	
  study	
  drug.

• Studies	
  of	
  drug	
  trials	
  funded	
  by	
  the	
  pharmaceu?cal	
  industry
have	
  overwhelming	
  posi?ve	
  outcomes.*	
  	
  When	
  they	
  do	
  fail,
in	
  spite	
  of	
  manipula6on,	
  the	
  companies	
  hide	
  the	
  results.

*E.g.	
  “Pharmaceu?cal	
  industry	
  sponsorship	
  and	
  research	
  outcome	
  and
quality:	
  systema?c	
  review”	
  Lexchin	
  et	
  al.	
  BMJ	
  2003;	
  326	
  doi



The	
  Credibility	
  Gap

• A	
  master	
  class	
  in
psychopharmacology	
  offering
CME	
  credit	
  held	
  annually	
  at
Harvard	
  University	
  demonstrates
Popper’s	
  point.	
  	
  One	
  faculty
member,	
  an	
  “interna?onally
renowned	
  psychiatrist”	
  is
adver?sed	
  as	
  “author	
  of	
  over	
  900
scien?fic	
  ar?cles	
  and	
  book
chapters,	
  co-­‐editor,	
  Textbook	
  of
Psychopharmacology”	
  in	
  2012.

• In	
  2013,	
  the	
  number	
  jumped	
  to
975.

• At	
  least	
  3	
  of	
  the	
  faculty	
  have
been	
  at	
  the	
  focus	
  of	
  major
ghostwri?ng	
  scandals.



The	
  Credibility	
  Gap



Credibility	
  Gap

• Tac?c	
  by	
  industry	
  to	
  neutralize	
  cri=cism	
  by	
  crea?ng	
  the
appearance	
  to	
  take	
  the	
  high	
  moral	
  ground-­‐-­‐own	
  the	
  cri?cism,	
  offer
what	
  appear	
  to	
  be	
  reasonable	
  solu?ons	
  and	
  then…	
  business	
  as
usual.

• The	
  approach	
  taken	
  by	
  Mansi	
  et	
  al.	
  is	
  interes?ng	
  for	
  introducing	
  a
new	
  term	
  -­‐-­‐	
  	
  “the	
  industry-­‐inves?gator-­‐editor	
  enterprise.”

• The	
  very	
  concept	
  betrays	
  a	
  disturbing	
  sense	
  of	
  en?tlement,	
  namely
ownership	
  of	
  the	
  medical	
  journals.	
  *

• *McHenry,	
  L.	
  and	
  Jureidini,	
  J.	
  “On	
  the	
  Proposed	
  Changes	
  to	
  the	
  Credibility	
  Gap	
  in
Industry-­‐Supported	
  Biomedical	
  Research:	
  A	
  Cri?cal	
  Evalua?on,”	
  Ethical	
  Human
Psychology	
  &	
  Psychiatry,	
  14/3,	
  2012.



Credibility	
  Gap

• If	
  followed,	
  the	
  ten	
  recommenda?ons	
  would
eliminate	
  some	
  of	
  the	
  worst	
  prac?ces	
  that	
  have
fatally	
  undermined	
  the	
  biomedical	
  literature	
  over
recent	
  decades.

• An	
  admission	
  for	
  that	
  past	
  prac?ce,	
  authored	
  as
it	
  is	
  by	
  some	
  of	
  the	
  very	
  individuals	
  whose
companies	
  created,	
  maintained	
  and
implemented	
  ghostwri?ng	
  strategies.

• But	
  describing	
  the	
  problem	
  as	
  a	
  “credibility	
  gap”
seriously	
  underes?mates	
  a	
  state	
  of	
  affairs	
  that
has	
  had	
  lethal	
  consequences.



GSK’s	
  New	
  Commitment
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GSK’s	
  New	
  Commitment

Window	
  dressing	
  on	
  a
Crack	
  House?



Reasons	
  for	
  Con?nued	
  Skep?cism

• First,	
  for	
  over	
  ten	
  years,	
  the	
  industry	
  already
has	
  	
  had	
  in	
  place	
  internal	
  opera?ng	
  policies
and	
  published	
  guidelines	
  that	
  expressly
prohibited	
  ghostwri?ng,	
  misrepresenta?on	
  of
data	
  and	
  off-­‐label	
  promo?on	
  by	
  sales
representa?ves,	
  but	
  these	
  have	
  had	
  liRle
effect	
  on	
  the	
  actual	
  prac?ces	
  of
pharmaceu?cal	
  marke?ng	
  in	
  the	
  period	
  that
generated	
  the	
  greatest	
  volume	
  of
ghostwriRen	
  publica?ons



Reasons	
  for	
  Con?nued	
  Skep?cism

• Second,	
  ghostwriters	
  working	
  covertly	
  within	
  the
industry	
  have	
  come	
  forward	
  to	
  expose	
  how	
  they
work	
  effec?vely	
  within	
  ICMJE	
  guidelines	
  and	
  s?ll
manage	
  to	
  conceal	
  their	
  input	
  and	
  the	
  origin	
  of
the	
  manuscript.*

*Matheson,	
  A.	
  (2011).	
  “How	
  industry	
  uses	
  the	
  ICMJE	
  guidelines	
  to	
  manipulate
authorship—And	
  how	
  they	
  should	
  be	
  revised.”	
  PLoS	
  Medicine,	
  8:	
  e1001072.
doi:10.1371/journal.pmed.1001072.



Reasons	
  for	
  con?nued	
  Skep?cism

• Third,	
  there	
  remains	
  the	
  problem	
  of	
  the
thousands	
  of	
  ghost-­‐managed	
  and/or
ghostwriRen	
  ar?cles,	
  reviews	
  and	
  leRers	
  to
the	
  editor	
  that	
  seriously	
  misrepresent	
  the
science	
  and	
  remain	
  unretracted	
  in	
  the	
  medical

• If	
  the	
  industry	
  were	
  serious	
  about	
  restoring
credibility,	
  correc?ng	
  the	
  present	
  and	
  past
scien?fic	
  record	
  would	
  be	
  the	
  best	
  place	
  to
demonstrate	
  a	
  commitment.



A	
  Radical	
  Solu?on
• 	
  In	
  the	
  age	
  of	
  the	
  internet,	
  there	
  is	
  no	
  longer	
  any
legi?mate	
  scien?fic	
  or	
  academic	
  purpose	
  to	
  publishing
industry-­‐sponsored	
  studies	
  in	
  medical	
  journals.

• Journals	
  should	
  therefore	
  decline	
  to	
  publish	
  any	
  paper
repor?ng	
  data	
  from	
  a	
  company-­‐sponsored	
  trial.

• Companies	
  can	
  simply	
  post	
  their	
  protocols	
  on-­‐line,	
  and
then,	
  when	
  the	
  results	
  of	
  their	
  studies	
  become
available,	
  publish	
  the	
  data	
  in	
  full	
  on	
  their	
  websites.

• Third	
  par?es,	
  perhaps	
  commissioned	
  by	
  journals,	
  can
then	
  offer	
  rigorous,	
  cri?cal	
  evalua?on	
  of	
  the
methodology	
  and	
  trial	
  results.



A	
  Radical	
  Solu?on

• No	
  longer	
  will	
  there	
  be	
  a	
  need	
  for	
  key	
  opinion
leaders	
  to	
  lend	
  their	
  names	
  and	
  academic
affilia?ons	
  to	
  ghostwriRen	
  papers.

• No	
  longer	
  will	
  there	
  be	
  rewards	
  for	
  medical
communica?on	
  companies	
  to	
  plant	
  marke?ng
messages	
  and	
  spin	
  data	
  from	
  the	
  final	
  summary
reports	
  in	
  the	
  journals.

• No	
  longer	
  will	
  anyone	
  take	
  seriously	
  an
academic’s	
  curriculum	
  vitae	
  that	
  list	
  over	
  900
publica?ons.



A	
  Radical	
  Solu?on

• 	
  The	
  idea	
  of	
  an	
  independent	
  basis	
  for	
  judging
therapeu?c	
  claims	
  of	
  pharmaceu?cals	
  is	
  nothing	
  new.
It	
  was	
  the	
  focus	
  of	
  JAMA	
  editor,	
  George	
  H.	
  Simmons,
famous	
  complaint	
  in	
  1907	
  about	
  “debauching	
  our
medical	
  journals”	
  and	
  his	
  reform	
  campaign	
  designed	
  to
keep	
  in	
  check	
  a	
  commercialism	
  that	
  threatened	
  to
undermine	
  the	
  scien?fic	
  basis	
  of	
  medicine.*

• What	
  is	
  new	
  is	
  that	
  the	
  goal	
  is	
  much	
  more	
  achievable
with	
  the	
  global	
  communica?on	
  of	
  the	
  world-­‐wide-­‐web.

• *Simmons,	
  G.,	
  JAMA,	
  1907,	
  p.	
  1645;	
  Marks,	
  H.	
  M.	
  The	
  progress	
  of	
  experiment:
Science	
  and	
  therapeu6c	
  reform	
  in	
  the	
  United	
  States,	
  1900-­‐1990.	
  1997,	
  p.	
  24.


