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IFPMA Code; Clause 9.1:  
Companies disclose clinical trial information 
as set out in the Joint Position on the 
Disclosure of Clinical  
Trial Information via Clinical Trial Registries 
and Databases (2009) and the Joint Position 
on the Publication of Clinical Trial Results in 
the Scientific Literature (2010) ..... 

Registry: 
• All company sponsored trials in patients 
• Within 21 days of first enrolment 
Results database 
• All completed trials in patients 
• Commercially available products 
• Within 1 year of trial completion 
Publication 
• All company sponsored trials ‘considered’ 
• Minimum submit phase III and ‘clinically important’ 
• Including discontinued investigational products 
• With 12 – 18 months of approval / trial completion 



US:	  FDA	  and	  
Clinicaltrials.gov	  
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Europe	  and	  USA:	  
PhRMA	  and	  EFPIA	  

Principles	  



ABPI	  Clinical	  Trial	  Disclosure	  Kit	  
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ABPI	  Code	  of	  Prac+ce	  2014	  
•  13.1	  Companies	  must	  

disclose	  details	  of	  clinical	  
trials	  in	  accordance	  with	  the	  
Joint	  Posi+on	  on	  the	  
Disclosure	  of	  Clinical	  Trial	  
Informa+on	  via	  Clinical	  Trial	  
Registries	  and	  Databases	  
and	  the	  Joint	  Posi+on	  on	  
the	  Publica+on	  of	  Clinical	  
Trial	  Results	  in	  the	  Scien+fic	  
Literature.	  
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Case	  reports	  published	  today	  at	  00.47	  
on	  several	  clinical	  trial	  disclosure	  cases	  

7	  Disclosure: Paul Woods acted as a consultant to PMCPA   
with respect to certain aspects of these cases  



ABPI	  Code	  cases	  based	  on	  published	  
paper	  

Case	  Summary: �	  	  
•  An	  anonymous,	  contactable	  member	  of	  the	  public	  complained	  about	  the	  informa+on	  

published	  as	  ‘Clinical	  Trial	  Transparency:	  an	  assessment	  of	  the	  disclosure	  results	  of	  
company-‐sponsored	  trials	  associated	  with	  new	  medicines	  approved	  recently	  in	  Europe’.	  	  	  

•  The	  study	  was	  published	  in	  Current	  Medical	  Research	  &	  Opinion	  (CMRO)	  on	  11	  
November	  2013.	  	  The	  study	  authors	  were	  Dr	  B	  Rawal,	  Research,	  Medical	  and	  
Innova+on	  Director	  at	  the	  ABPI	  and	  B	  R	  Deane,	  a	  freelance	  consultant	  in	  
pharmaceu+cal	  marke+ng	  and	  communica+ons.	  	  Publica+on	  support	  for	  the	  study	  was	  
funded	  by	  the	  ABPI.	  

•  The	  study	  surveyed	  various	  publicly	  available	  informa+on	  sources	  for	  clinical	  trial	  
registra+on	  and	  disclosure	  of	  results	  searched	  from	  27	  December	  2012	  to	  31	  January	  
2013.	  	  It	  covered	  53	  new	  medicines	  (except	  vaccines	  and	  fixed	  dose	  combina+ons)	  
approved	  for	  marke+ng	  by	  34	  companies	  by	  the	  European	  Medicines	  Agency	  (EMA)	  in	  
2009,	  2010	  and	  2011.	  	  It	  included	  all	  completed	  company-‐sponsored	  clinical	  trials	  
conducted	  in	  pa+ents	  and	  recorded	  on	  a	  clinical	  trial	  registry	  and/or	  included	  in	  a	  
European	  Public	  Assessment	  Report	  (EPAR).	  	  

•  .............	  
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EU	  Clinical	  Trials	  Regula+on	  	  
Informa+on	  from	  Clinical	  Study	  Reports	  of	  trials	  should	  not	  generally	  be	  considered	  

commercially	  confiden+al	  :	  
•  All	  drug	  trials	  in	  Europe	  to	  be	  registered	  before	  they	  begin	  on	  the	  publicly	  

accessible	  EU	  clinical	  trials	  register.	  
•  A	  summary	  of	  the	  results	  from	  these	  trials	  to	  be	  published	  on	  the	  register	  within	  

a	  year	  of	  the	  trial’s	  end.	  
•  A	  summary	  understandable	  to	  a	  lay	  person	  of	  what	  was	  found	  in	  the	  trial	  to	  be	  

published	  on	  the	  register.	  
•  Clinical	  Study	  Reports	  to	  be	  made	  publicly	  available,	  where	  they	  are	  produced.	  
•  Establish	  a	  new	  publicly	  accessible	  EU	  clinical	  trials	  register,	  to	  be	  set	  up	  and	  run	  

by	  the	  European	  Medicines	  Agency.	  
•  All	  trials	  used	  in	  support	  of	  an	  applica+on	  to	  run	  a	  new	  clinical	  trial	  must	  be	  

registered	  or	  have	  published	  results.	  

•  EMA:	  Drad	  data	  sharing	  policy	  –	  debate	  over	  access	  and	  redac+on	  

9	  
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What	  SHOULD	  be	  disclosed	  

•  The	  moral	  judgement	  on	  clinical	  trial	  data	  
disclosure	  
– Who	  ‘owns’	  the	  data?	  	  Morally	  /	  Legally	  

•  The	  company?	  
•  The	  par+cipants?	  
•  The	  inves+gators?	  
•  Everyone?	  

– A	  u+litarian	  calcula+on?	  
•  The	  greatest	  good	  to	  the	  greatest	  number	  of	  people?	  
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Pharma	  communica?ons	  with	  
pa?ents	  and	  the	  public	  -‐	  what	  can	  be	  

shared?	  
•  The	  current	  regulatory	  situa+on	  and	  the	  
European	  proposals	  for	  change	  
– What	  have	  we	  learnt?	  

•  Current	  possibili+es	  for	  communica+on	  
– Keeping	  within	  the	  codes	  and	  regula+ons	  



Informa+on	  to	  Pa+ents:	  
Current	  situa+on	  in	  the	  EU	  

• Dir.	  2001/83	  prohibits	  pharmaceu+cal	  companies	  promo+ng	  
prescrip+on-‐only	  medicinal	  products	  to	  the	  public	  

• EU	  Member	  States’	  implementa+on	  of	  the	  Direc+ve	  is	  not	  
harmonized	  and	  lacks	  consistency	  	  

• The	  amount	  and	  type	  of	  medicines	  informa+on	  available	  to	  
pa+ents	  varies	  considerably	  between	  Member	  States	  

• No	  consensus	  on	  what	  companies	  may	  provide	  in	  different	  
countries	  

• No	  special	  regulatory	  category	  for	  Pa+ent	  Organisa+ons	  	  
• 	  No	  special	  regulatory	  category	  for	  pa+ents	  prescribed	  a	  
treatment	  
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The	  European	  Commission	  Proposal	  
on	  Informa+on	  to	  Pa+ents	  

•  An	  ajempt	  to	  harmonise	  na+onal	  interpreta+ons	  
•  A	  narrow	  proposal	  that	  would	  fill	  a	  gap	  in	  current	  legisla+on	  

–  Regulates	  only	  pharmaceu+cal	  companies	  	  
–  Covers	  only	  informa+on	  on	  prescrip+on	  medicines	  for	  pa+ents	  
–  Driven	  by	  different	  na+onal	  approaches	  and	  the	  internet	  
–  Presents	  no	  addi+onal	  possibili+es	  in	  some	  countries	  

•  Highly	  controversial	  
–  Member	  States,	  in	  effect,	  refused	  to	  discuss	  the	  details	  

•  Now	  appears	  to	  be	  as	  good	  as	  dead	  
–  ..	  But	  we	  have	  learnt	  some	  lessons	  
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Council:	  Why	  are	  Member	  States	  against	  the	  
informa+on	  to	  pa+ents	  proposal?	  

Inappropriate	  

•  “Not	  an	  appropriate	  way	  of	  providing	  pa+ents	  with	  objec+ve	  and	  unbiased	  informa+on”	  
Lack	  of	  a	  clear	  dis+nc+on	  	  

•  between	  "informa+on"	  and	  "adver+sing"	  .	  	  
Monitoring	  mechanisms	  	  

• will	  be	  costly	  and	  will	  create	  administra+ve	  burdens	  
Rela+onship	  between	  pa+ents	  and	  health	  professionals	  	  

• might	  be	  changed	  in	  a	  way	  that	  is	  counterproduc+ve	  for	  the	  pa+ents'	  health	  
Such	  informa+on	  should	  be	  given	  	  

•  by	  competent	  authori+es,	  health	  professionals	  or	  independent	  bodies	  	  
•  not	  by	  the	  pharmaceu+cal	  industry	  

Cons+tu+onal	  grounds.	  	  

•  Conflict	  with	  na+onal	  legisla+on	  on	  freedom	  of	  expression	  
Budgets	  

•  Nega+ve	  consequences	  caused	  by	  unjus+fied	  increase	  in	  medicines	  usage	  
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Is	  it	  adver+sing?	  

Recent	  European	  Court	  of	  Jus+ce	  conclusions	  
(in	  my	  own	  words)	  

Damgaard	  (February	  2010)	  
• Dissemina+on	  of	  informa+on	  by	  independent	  third	  par+es	  not	  excluded	  from	  the	  EU	  defini+on	  of	  
adver+sing.	  	  
• So	  -‐	  Informa+on	  from	  journalists	  (and	  pa+ents	  associa+ons	  etc.)	  could	  be	  considered	  as	  adver+sing	  
prescrip+on	  medicines	  	  

ABPI	  v	  MHRA	  (April	  2010)	  
• Personal	  incen+ves	  to	  prescribers	  to	  prescribe	  certain	  medicines	  are	  not	  a	  breach	  of	  the	  adver+sing	  
regula+ons	  if	  they	  come	  from	  health	  authori+es	  	  
• Incen+ves	  from	  companies	  remain	  illegal	  	  

MSD:	  SPC	  on	  websites	  (May	  2011)	  
• Unadulterated	  Summary	  of	  Product	  Characteris+cs	  is	  not	  adver+sing	  
• Intent	  ,	  content	  and	  prac+cal	  impact	  are	  important	  in	  deciding	  what	  is	  and	  is	  not	  adver+sing	  
• Just	  because	  it	  comes	  from	  a	  company	  doesn't	  mean	  it	  is	  adver+sing.	  
• ‘Push’	  is	  different	  from	  ‘pull’;	  passive	  websites	  do	  not	  push.	  
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Is	  it	  adver+sing	  to	  the	  public?	  ABPI	  
Code	  

•  Informa+on	  about	  prescrip+on	  only	  medicines	  
made	  available	  to	  the	  public	  (directly	  or	  
indirectly)	  :	  
– Must	  be	  factual,	  balanced	  and	  not	  misleading.	  	  
– Must	  not	  raise	  unfounded	  hopes	  of	  successful	  
treatment	  	  

•  Statements	  must	  not	  be	  made	  for	  the	  purpose	  
of	  encouraging	  members	  of	  the	  public	  to	  ask	  
their	  HCP	  	  to	  prescribe	  a	  specific	  medicine.	  
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What	  you	  CAN	  provide	  -‐	  ABPI	  Code	  
•  Medical	  informa+on	  responses	  to	  unsolicited	  enquiries	  

–  But	  not	  personal	  medical	  advice	  
•  ‘Reference	  Informa+on’	  (Library	  informa+on)	  

–  SmPC,	  Package	  Leaflet,	  Medicine	  Guides	  etc	  
–  Study	  informa+on	  (published	  or	  not),	  	  disease	  informa+on	  and	  informa+on	  

about	  specific	  medicines	  
–  Represent	  fairly	  the	  current	  body	  of	  evidence	  and	  benefit/risk	  profile.	  

•  Leaflets	  concerning	  a	  specific	  medicine	  	  
–  for	  HCPs	  to	  hand	  to	  a	  pa+ent	  who	  has	  already	  been	  prescribed	  it	  	  
–  provided	  the	  leaflet	  is	  factual	  and	  non-‐	  promo+onal	  	  

•  Disease	  awareness	  or	  public	  health	  campaigns	  to	  encourage	  members	  of	  the	  
public	  to	  seek	  treatment	  for	  their	  symptoms	  

–  Includes	  adver+sing	  for	  trial	  par+cipants	  

•  Financial	  and	  business	  informa+on	  for	  shareholders	  etc	  
•  Product	  informa+on	  for	  employees	  
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GSK	  Europe	  
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German	  site	  
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So	  .....	  
•  Adver+sing	  prescrip+on	  medicines	  to	  the	  
public	  is	  prohibited	  

•  We	  CAN	  provide	  non-‐promo+onal	  medicine	  
and	  health	  informa+on	  

•  Factual	  trial	  result	  informa+on	  presented	  in	  
line	  with	  disclosure	  sites	  format	  unlikely	  to	  be	  
ruled	  as	  adver+sing	  

•  There’s	  no	  agreement	  on	  exactly	  where	  the	  
line	  between	  adver+sing	  and	  non-‐promo+onal	  
communica+ons	  should	  be	  drawn	  

•  Journalists,	  pa+ent	  groups	  etc,	  as	  well	  as	  
companies,	  could	  be	  guilty	  of	  adver+sing	  
prescrip+on	  medicines	  to	  the	  public	  
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It	  all	  adds	  up	  to	  a	  simple	  approach	  
•  We	  CAN	  communicate	  with	  the	  public	  about	  
health	  and	  prescrip+on	  medicines	  
– We	  just	  can’t	  adver+se	  to	  them	  

•  And	  when	  were	  not	  sure	  whether	  it’s	  
adver+sing	  we	  can	  always	  ask	  ourselves:	  
–  Intent:	  Why	  do	  we	  want	  to	  do	  it?	  
– Effect:	  Could	  it	  encourage	  a	  pa+ent	  to	  ask	  for	  a	  
medicine?	  
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