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Summary  The  healthcare  sector  is  currently  facing  a  new  paradigm,  the  explosion  of  ‘‘big
data’’. Coupled  with  advances  in  computer  technology,  the  field  of  ‘‘big  data’’  appears
promising,  allowing  us  to  better  understand  the  natural  history  of  diseases,  to  follow-up  new
technologies  (devices,  drugs)  implementation  and  to  participate  in  precision  medicine,  etc.
Data sources  are  multiple  (medical  and  administrative  data,  electronic  medical  records,  data
from rapidly  developing  technologies  such  as  DNA  sequencing,  connected  devices,  etc.)  and  het-
erogeneous  while  their  use  requires  complex  methods  for  accurate  analysis.  Moreover,  faced
with this  new  paradigm,  we  must  determine  who  could  (or  should)  have  access  to  which  data,
how to  combine  collective  interest  and  protection  of  personal  data  and  how  to  finance  in  the
long-term both  operating  costs  and  databases  interrogation.  This  article  analyses  the  oppor-
tunities and  challenges  related  to  the  use  of  open  and/or  ‘‘big  data’’,  from  the  viewpoint  of
pharmacologists  and  representatives  of  the  pharmaceutical  and  medical  device  industry.

© 2016  Société  française  de  pharmacologie  et  de  thérapeutique.  Published  by  Elsevier  Masson
SAS. All  rights  reserved.

Abbreviations

ADNI  Alzheimer’s  disease  neuroimaging  program
BDW  biomedical  data  warehouses
CCAM  medical  classification  for  clinical  procedures  (clas-

sification  commune  des  actes  médicaux)
CDW  clinical  data  warehouses
CépiDC  Epidemiology  Centre  on  the  Medical  Causes  of

Death  (Centre  d’épidémiologie  sur  les  causes  médi-
cales  de  décès)

CNAMTS  Caisse  nationale  d’assurance  maladie  des  tra-
vailleurs  salariés

CNIL  data  protection  watchdog  (Commission  nationale
informatique  et  libertés)

CNSA  National  Solidarity  Found  for  Autonomy  (Caisse
nationale  de  solidarité  pour  l’autonomie)

CPRD  clinical  practice  research  datalink
DNA  deoxyribonucleic  acid
eCTD  electronic  common  technical  document
EGB  general  samples  of  beneficiaries
EHR4CR  Electronic  Health  Records  for  Clinical  Research
EMA  European  Medicines  Agency
GAFAMS  Google,  Apple,  Facebook,  Amazon,  Microsoft  and

Samsung
HEGP  Georges-Pompidou  European  Hospital  (Hôpital

européen  Georges-Pompidou)
IMI  innovative  medicines  initiative
INDS  National  Institute  of  Health  Data  (Institut  national

des  données  de  santé)
INSERM  Institut  national  de  la  santé  et  de  la  recherche

médicale
PMSI  medicalization  of  information  systems  programme

(programme  de  médicalisation  des  systèmes
d’information)

SHRINE  Shared  Health  Research  Information  Network
SNDS  national  system  of  health  data
SNIIRAM  French  national  health  insurance  information

systems  (Système  national  d’information  inter-
régimes  de  l’assurance  maladie)

Introduction

It  is  now  possible  to  analyse  several  petabytes  of  data  on
condition  of  having  access  to  powerful  computers  and  appro-
priate  algorithms.  The  real  difficulty  lies  elsewhere.  In  all
areas  of  activity,  the  citizens  of  the  world  do  not  fully
control  nor  understand  what  is  being  collected,  analysed
and  used,  sometimes  without  their  knowledge.  Moreover,
the  global  availability  and  dissemination  of  such  data  raise
legal  issues,  with  legislation  differing  from  one  country  to
another.  Finally,  some  countries  fund  the  development  and
operation  of  large  databases,  possibly  with  the  support  of
private  contributions,  while  others  do  not  view  such  invest-
ments  as  a priority.

The  healthcare  field  has  also  witnessed  the  explosion  of
massive  data  whose  computer  processing  aims  to  provide
new  information,  which  is  useful  to  society  and  the  sick,
while  guaranteeing  citizens  —  whether  current  or  future
patients  —  and  researchers  greater  confidentiality  and
improved  access  to  data. . . two  contradictory  objectives!
The  aim  of  this  Round  Table  was  to  shed  light  on  concepts
hidden  behind  the  terms  ‘‘big  data’’  and  ‘‘open  data’’
and  to  underscore  certain  difficulties  or  delays  affecting
our  country  in  this  area,  against  a  backdrop  of  fierce
international  competition,  while  also  drawing  attention
to  the  methodological  difficulties  to  be  factored  in  so  as
to  avoid  reaching  the  kind  of  inappropriate  conclusions
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