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An	
  academic	
  researcher’s	
  perspec=ve	
  
on	
  data	
  transparency	
  

• What	
  does	
  an	
  academic	
  researcher	
  do?	
  
• Why	
  do	
  we	
  want	
  access	
  to	
  par<cipant	
  
level	
  data?	
  

• What	
  does	
  ‘transparency’	
  mean	
  for	
  us?	
  
• What	
  do	
  we	
  want	
  from	
  data	
  providers?	
  
• What	
  are	
  our	
  obliga<ons	
  as	
  researchers?	
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An	
  academic	
  researcher	
  
Academic	
  profile:	
  Sarah	
  J.	
  Nolan	
  

	
  

•  2006-­‐2010:	
  BSc	
  Mathema<cal	
  Sciences	
  	
  
	
  	
  	
  	
  with	
  a	
  European	
  Language,	
  	
  
	
  	
  	
  	
  University	
  of	
  Liverpool	
  
•  2010-­‐2011:	
  MSc	
  Medical	
  Sta<s<cs,	
  	
  
	
  	
  	
  	
  University	
  of	
  Leicester	
  
•  October	
  2011:	
  Started	
  working	
  at	
  University	
  of	
  Liverpool	
  
under	
  a	
  3	
  year	
  NIHR	
  research	
  contract:	
  “Clinical	
  and	
  cost	
  
effec/veness	
  of	
  interven/ons	
  for	
  epilepsy	
  in	
  the	
  NHS”	
  

•  January	
  2012:	
  Registered	
  part	
  <me	
  PhD	
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Research:	
  Systema<c	
  Review	
  

•  “Iden<fica<on,	
  appraisal	
  and	
  synthesis	
  of	
  all	
  
empirical	
  evidence	
  that	
  meets	
  pre-­‐specified	
  
eligibility	
  criteria	
  to	
  answer	
  a	
  given	
  research	
  
ques<on”	
  

•  Researchers	
  conduc<ng	
  systema<c	
  reviews	
  
use	
  explicit	
  methods	
  aimed	
  at	
  minimising	
  bias,	
  
in	
  order	
  to	
  produce	
  more	
  reliable	
  findings	
  that	
  
can	
  be	
  used	
  to	
  inform	
  decision	
  making.	
  

•  Founda<on	
  of	
  evidence	
  based	
  medicine	
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Research:	
  Meta-­‐analysis	
  

•  Results	
  of	
  the	
  individual	
  studies	
  in	
  the	
  
systema<c	
  review	
  are	
  combined	
  sta<s<cally	
  to	
  
produce	
  an	
  overall	
  “average”	
  result.	
  

•  This	
  aims	
  to	
  provide	
  a	
  more	
  precise	
  es<mate	
  
of	
  the	
  effects	
  of	
  a	
  medical	
  interven<on	
  and	
  to	
  
reduce	
  uncertainty	
  based	
  on	
  all	
  available	
  
evidence.	
  

•  This	
  is	
  not	
  always	
  feasible	
  or	
  appropriate	
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Research:	
  Types	
  of	
  Data	
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AGGREGATE	
  DATA	
  (SUMMARY	
  LEVEL	
  
DATA)	
  

Trinka	
  et	
  al.	
  Journal	
  of	
  Neurology,	
  Neurosurgery	
  and	
  Psychiatry	
  2013;84:1138–1147.	
  
	
  



Research:	
  Types	
  of	
  Data	
  
Pa=ent	
  
Number	
  

Treatment	
   Withdrawal
Time	
  (days)	
  

Status	
   Age	
   Gender	
  

1	
   A	
   44	
   Withdrew	
   67	
   M	
  

2	
   B	
   54	
   Withdrew	
   64	
   M	
  

3	
   A	
   67	
   Completed	
  	
   55	
   F	
  

4	
   A	
   43	
   Completed	
  	
   79	
   M	
  

5	
   A	
   70	
   Completed	
  	
   62	
   M	
  

6	
   B	
   88	
   Withdrew	
   60	
   F	
  

7	
   A	
   99	
   Completed	
  	
   57	
   F	
  

8	
   B	
   45	
   Withdrew	
  	
   66	
   F	
  

9	
   B	
   90	
   Completed	
  	
   59	
   M	
  

10	
   A	
   23	
   Withdrew	
   53	
   F	
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INDIVIDUAL	
  PARTICIPANT	
  DATA	
  
	
  



Research:	
  Individual	
  Par<cipant	
  Data	
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Riley R D et al. BMJ 2010;340:bmj.c221 (©2010 by British Medical Journal Publishing Group) 
 

Number of distinct, applied meta-analyses of individual participant 
data published up to March 2009 



Research:	
  Individual	
  Par<cipant	
  Data	
  
ADVANTAGES	
  

The	
  researcher	
  has	
  full	
  
control	
  

	
  
•  Inclusion	
  criteria	
  
	
  

•  Outcomes	
  
	
  

•  Analysis	
  
	
  
	
  

•  Summary	
  data	
  not	
  
available	
  

DISADVANTAGES	
  
Time	
  consuming	
  and	
  

costly	
  
•  Who	
  owns	
  the	
  data?	
  
	
  

•  Can	
  we	
  have	
  the	
  data?	
  
Ø  Confiden<ality	
  /	
  ethics	
  

•  If	
  we	
  get	
  the	
  data?	
  
Ø  Data	
  cleaning	
  

•  If	
  we	
  don’t	
  get	
  the	
  data?	
  
Ø  Retrieval	
  bias	
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ALL	
  AVAILABLE	
  EVIDENCE?	
  



All	
  available	
  evidence?	
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Overall	
  completeness	
  and	
  applicability	
  of	
  evidence	
  
“We	
  have	
  gratefully	
  received	
  individual	
  pa<ent	
  data	
  (IPD)	
  for	
  669	
  individuals	
  
(67%	
  of	
  individuals	
  from	
  all	
  eligible	
  trials)	
  from	
  the	
  authors	
  of	
  five	
  trials”	
  
	
  
“However	
  376	
  individuals	
  (33%)	
  	
  
from	
  four	
  relevant	
  trials	
  could	
  not	
  	
  
be	
  included	
  in	
  any	
  analysis	
  as	
  IPD	
  	
  
were	
  not	
  available	
  and	
  outcomes	
  of	
  interest	
  	
  
were	
  not	
  reported	
  in	
  the	
  published	
  reports.”	
  

“Having	
  to	
  exclude	
  data	
  for	
  a	
  third	
  of	
  eligible	
  	
  
par<cipants	
  due	
  to	
  lack	
  of	
  individual	
  	
  
pa<ent	
  data	
  and	
  insufficient	
  repor<ng	
  in	
  	
  
study	
  publica<ons	
  is	
  likely	
  to	
  impact	
  on	
  the	
  
	
  applicability	
  of	
  the	
  evidence,	
  however	
  it	
  is	
  	
  
difficult	
  to	
  quan<fy	
  exactly	
  how	
  large	
  this	
  	
  
impact	
  could	
  be”	
  



All	
  available	
  evidence?	
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In	
  an	
  ideal	
  world	
  for	
  academic	
  researchers…	
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Iden<fy	
  all	
  relevant	
  evidence	
  

Iden<fy	
  all	
  semngs,	
  methods	
  
and	
  data	
  collec<on	
  

techniques	
  

Iden<fy	
  all	
  results	
  
for	
  all	
  par<cipants	
  

Provide	
  access	
  
to	
  data	
  for	
  all	
  
par<cipants	
  

Least	
  
challenging	
  
to	
  provide	
  

Most	
  challenging	
  
to	
  provide	
  

Most	
  	
  
within	
  the	
  
control	
  of	
  	
  
the	
  researcher	
  

Least	
  within	
  the	
  
control	
  of	
  the	
  
researcher	
  



§  A	
  clear	
  contact	
  for	
  research	
  and/or	
  data	
  access	
  enquiries	
  
	
  

§  Fully	
  transparent	
  data	
  request	
  process	
  	
  	
  
Ø Who	
  can	
  request	
  data	
  and	
  for	
  what	
  purpose?	
  	
  
Ø What	
  are	
  the	
  stages	
  of	
  the	
  data	
  request	
  process?	
  
Ø How	
  long	
  will	
  each	
  stage	
  take?	
  
Ø Will	
  reasons	
  be	
  given	
  if	
  access	
  is	
  declined?	
  
Ø If	
  access	
  is	
  declined,	
  can	
  another	
  request	
  be	
  made?	
  	
  
	
  

§  Responses	
  to	
  contact	
  in	
  a	
  reasonable	
  <me	
  frame	
  and	
  a	
  
contact	
  point	
  for	
  subsequent	
  queries	
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What	
  does	
  a	
  researcher	
  want?	
  Provide	
  access	
  
to	
  data	
  for	
  all	
  
par<cipants	
  



§  Data	
  must	
  be	
  accompanied	
  by	
  essen<al	
  documenta<on	
  
Ø Template	
  CRFs	
  (case	
  report	
  forms)	
  	
  
Ø Data	
  labels	
  with	
  descrip<ons	
  
Ø Desirable:	
  related	
  documenta<on	
  such	
  as	
  protocols,	
  AEs	
  	
  

§  Data	
  should	
  always	
  be	
  anonymised	
  with	
  informa<on	
  
which	
  could	
  iden<fy	
  par<cipants	
  removed	
  
Ø Data	
  should	
  s<ll	
  be	
  useful	
  (age,	
  gender,	
  ethnicity)	
  
	
  

§  Data	
  should	
  be	
  provided	
  in	
  a	
  flexible	
  format	
  
Ø User	
  friendly	
  and	
  ideally	
  downloadable	
  
Ø Possible	
  to	
  combine	
  with	
  other	
  data	
  sets	
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What	
  does	
  a	
  researcher	
  want?	
  Provide	
  access	
  
to	
  data	
  for	
  all	
  
par<cipants	
  



What	
  are	
  the	
  researchers	
  obliga<ons?	
  
§  Provide	
  <mely	
  and	
  detailed	
  informa<on	
  

Ø Research	
  proposals	
  /	
  sta<s<cal	
  analysis	
  plans	
  
Ø Legal	
  documenta<on	
  
Ø Keep	
  the	
  provider	
  up	
  to	
  date	
  on	
  any	
  changes	
  to	
  the	
  
planned	
  research	
  

§  Abide	
  by	
  terms	
  of	
  data	
  sharing	
  agreements	
  	
  
Ø Give	
  the	
  provider	
  an	
  opportunity	
  to	
  view	
  and	
  
comment	
  on	
  analyses	
  and	
  manuscripts	
  BEFORE	
  
submission	
  for	
  publica<on	
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What	
  are	
  the	
  researchers	
  obliga<ons?	
  
§  Be	
  responsible	
  with	
  data	
  that	
  have	
  been	
  provided	
  

§  Use	
  data	
  for	
  purposes	
  as	
  agreed	
  
§  Do	
  not	
  circulate	
  to	
  those	
  outside	
  of	
  the	
  research	
  project	
  
without	
  the	
  permission	
  of	
  the	
  provider	
  

§  Don’t	
  aqempt	
  to	
  de-­‐iden<fy	
  data	
  
	
  	
  	
  	
  

§  Recognise	
  the	
  limita<ons	
  for	
  older	
  trials	
  	
  
§  The	
  older	
  a	
  trial	
  is,	
  the	
  more	
  challenging	
  to	
  provide	
  
access	
  to	
  par<cipant	
  level	
  data	
  

§  Remember	
  that	
  the	
  provider	
  may	
  not	
  be	
  able	
  to	
  provide	
  
data	
  for	
  valid	
  reasons	
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What	
  are	
  the	
  researchers	
  obliga<ons?	
  
•  Academic	
  Clinical	
  Trials	
  Units	
  (CTUs)	
  
	
  

– Currently	
  43	
  registered	
  CTUs	
  	
  
(hqp://www.ukcrc-­‐ctu.org.uk)	
  
– Transparency	
  also	
  applies	
  
– Ongoing	
  survey	
  of	
  the	
  CTUs	
  
to	
  iden<fy	
  current	
  prac<ce	
  and	
  
inform	
  guidelines	
  for	
  data	
  	
  
sharing	
  and	
  transparency	
  
– Results	
  and	
  guidelines	
  by	
  
the	
  end	
  of	
  the	
  year	
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Summary:	
  Data	
  Transparency	
  	
  
An	
  academic	
  researcher’s	
  perspec=ve	
  

•  Access	
  to	
  par<cipant	
  data	
  is	
  essen<al	
  for	
  evidence	
  
based	
  medicine	
  

•  Completely	
  transparent	
  process	
  is	
  needed	
  
	
  
•  Communica<on	
  and	
  collabora<on	
  between	
  the	
  
research	
  and	
  provider	
  throughout	
  the	
  process	
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REMINDER!	
  

views	
  expressed	
  are	
  our	
  own	
  personal	
  views	
  and	
  do	
  not	
  
necessarily	
  reflect	
  other	
  academic	
  researchers	
  

	
  
Sarah	
  J.	
  Nolan	
  (sjn16@liv.ac.uk)	
  

University	
  of	
  Liverpool	
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