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ENHANCING GLOBAL DATA OPERATIONS THROUGH  
E2E DATA STANDARDS 

Protocol 
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eCTD 

Full Traceability 

Metadata Repository 

SCE/ Global Macro Library eCRF 
Library 
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ENFORCING E2E STANDARDS 

E
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MDR driven 
automation of 

 
•  data DB builds, 
•  data retrieval, 
•  transformation 

and analysis 
 

•  drives process 
efficiency, 

•  increases 
compliance and 

•  simplifies 
traceability 
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THE NEED FOR NEW GENERATION METADATA 
REPOSITORY 
 

Data Standard Management 

EDC 
EDC 

EDC eCRF 
Library eCRF 

Library eCRF 
Library 

Metadata Repository  

SDTM CDASH ADaM 

MDR 
Steward 

Study Instance Metadata (SIM) 
Machine readable form of  

part of the protocol 

Protocol 
Analyst 

Data Surveillance 
 

Other DCIs  
(IVRS, Lab, ePRO..) 

SOS Protocol 
Simulation Clinical Data 

Warehouse 

eCRF forms 
definition 

Semantic layer (concepts) 

Data Mapping  
& SCE 

 

Macro 
Library 
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THE NEED FOR NEW GENERATION METADATA 
REPOSITORY: SEMANTIC LAYER (CONCEPTS) 
 

Data Standard Management 

Metadata Repository  

SDTM CDASH ADaM 

MDR 
Steward 

Semantic layer (concepts) 
1 
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CONCEPT BASED MDR 
WHAT IS A CONCEPT    

• A concept is a group of variables that must be managed together  
to provide something meaningful in clinical research 
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CONCEPTS: INTEGRATING ALL DATA NEEDED FOR ANALYSIS 

“Measure Natriuresis” 
(aka NA+ level in urine specimen)” 

Association to data that are implicit 
in protocol and are NOT collected 

“Protocol interpretation tool” 

Context related Study Data  

Assigned	
  Data	
  LBSPEC	
  

Data to be collected 

Lab system 

Study Data  

LBTEST	
  
LBTESTCD	
  
LBORRES	
  
LBORRESU	
  

LBREFID	
  
LBDY	
  

SDTM compliant 

Variables	
  (to	
  be	
  collected)	
  

Variables	
  pre-­‐filled	
  (non	
  editable)	
  

Complete Study Data 
in single DB  

SDTM compliant 
AND enriched 

LBTEST	
  
LBTESTCD	
  
LBORRES	
  
LBORRESU	
   LBSPEC	
  

LBREFID	
  
LBDY	
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ADVERSE	
  EVENT	
  CODING	
  

Concept:	
   Adverse	
  event	
  (any)	
  

Pre-­‐specified?	
  

Fixed	
  value	
  

Value	
  set	
  
(“code	
  
list”)	
  

AE	
  concept	
  template	
  (part	
  1/2)	
  

AddiKonal	
  
concept	
  
grouping	
  
informaKon	
  

AOribute	
  that	
  
is	
  also	
  an	
  
SDTM	
  
variable	
  

NO	
  (Anatomic)	
  LocaKon	
   xxxxxxxx	
  

Category	
   Sub-­‐Category	
   xxxxxxxx	
  xxxxxxxx	
  

PT	
  MedDRA	
  Code	
  

LLT	
  MedDRA	
  Code	
   xxxxxxxx	
  

HLT	
  MedDRA	
  Code	
   xxxxxxxx	
  HLT	
  MedDRA	
  Term	
   MedDRA	
  Text	
  

LLT	
  	
  Term	
   MedDRA	
  Text	
  

MedDRA	
  Term	
  (PT)	
  

Primary	
  SOC	
  Term	
   MedDRA	
  Text	
  
Primary	
  SOC	
  
Code	
   xxxxxxxx	
  

HLGT	
  MedDRA	
  Code	
   xxxxxxxx	
  HLGT	
  MedDRA	
  Term	
   MedDRA	
  Text	
  

Body	
  System	
  (SOC)	
  
Code	
   xxxxxxxx	
  Body	
  System	
  (SOC)	
  Term	
   MedDRA	
  Text	
  

xxxxxxxx	
  

VerbaKm	
   Text	
  

MedDRA	
  Text	
  

Modified	
  term	
  (for	
  coding)	
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SEVERITY	
  FLAGS	
  

Concept:	
   Adverse	
  event	
  (any)	
  

Abnormality/Birth	
  Defect	
   YES	
  /	
  NO	
  

Fixed	
  value	
  

Value	
  set	
  
(“code	
  
list”)	
  

AddiKonal	
  
concept	
  
grouping	
  
informaKon	
  

AOribute	
  that	
  
is	
  also	
  an	
  
SDTM	
  
variable	
  

Involves	
  cancer	
   YES	
  /	
  NO	
  

Results	
  in	
  death	
   YES	
  /	
  NO	
  Persistent	
  incapacity	
   YES	
  /	
  NO	
  

Is	
  life-­‐threatening	
   YES	
  /	
  NO	
  
Requires/prolongs	
  
	
  hospitalisaKon	
   YES	
  /	
  NO	
  

Other	
  medically	
  important	
  
Serious	
  event	
   YES	
  /	
  NO	
  Occurred	
  with	
  overdose	
   YES	
  /	
  NO	
  

AE	
  Outcome	
  
Fatal	
  
Not	
  recovered/not	
  resolved	
  
Recovered/Resolved	
  
…	
  with	
  sequelae	
  
……………………	
  

AE	
  Severity	
   Mild	
  
Moderate	
  
Severe	
  

AcKon	
  taken	
  with	
  
Study	
  treatment	
  

Dose	
  increased	
  
Dose	
  not	
  changed	
  
………………..	
  

Other	
  acKon	
  taken	
   Text	
  
AE	
  PaOern	
   Single	
  event	
  

IntermiOent	
  
………………..	
  

Treatment	
  given?	
   YES	
  /	
  NO	
  
AE	
  Start	
  Date	
  /	
  Time	
  

AE	
  End	
  Date	
  /	
  Time	
  

ADaM	
  Variable	
  

AESCONG	
  AESCAN	
  

AESDTH	
  AEDISAB	
  

AESLIFE	
  AESHOSP	
  

AEDMIE	
  AESOD	
  

AEOUT	
  AESEV	
  

AEACN	
  

AEACNOTH	
  

AEPATT	
  

AECONTRT	
  

AESTDTC	
  

AEENDTC	
  

ASTDT	
  
ASTDTM	
  

ASTDTF	
  
ASTTMF	
  

AENDT	
  
AENDTM	
  

AENDTF	
  
AENTMF	
  

ASTDY	
  

AENDY	
  

AESTDY	
  

AEENDY	
  

AE	
  Worsened	
  
SDTM	
  Variable	
  

AESCONG	
  AESCAN	
  

AESDTH	
  AEDISAB	
  

AESLIFE	
  AESHOSP	
  

AEDMIE	
  AESOD	
  

AEOUT	
  AESEV	
  

AEACN	
  

AEACNOTH	
  

AEPATT	
  

AECONTRT	
  

AESTDTC	
  

AEENDTC	
  

AESTDY	
  

AEENDY	
  

SUPPAE	
  

AE	
  concept	
  template	
  (part	
  1/2)	
  



SEVERITY	
  FLAGS	
  
Abnormality/Birth	
  Defect	
   YES	
  /	
  NO	
  

URTI	
  in	
  Asthma	
  TA	
  ,	
  based	
  on	
  AE	
  template.	
  

AESCONG	
  
Involves	
  cancer	
   YES	
  /	
  NO	
  

AESCAN	
  

Results	
  in	
  death	
   YES	
  /	
  NO	
  Persistent	
  incapacity	
   YES	
  /	
  NO	
  
AEDISAB	
  

Is	
  life-­‐threatening	
   YES	
  /	
  NO	
  
Requires/prolongs	
  
	
  hospitalisaKon	
   YES	
  /	
  NO	
  

Other	
  medically	
  important	
  
Serious	
  event	
   YES	
  /	
  NO	
  

AEDMIE	
  
Occurred	
  with	
  overdose	
   YES	
  /	
  NO	
  

AE	
  Outcome	
  
Fatal	
  
Not	
  recovered/not	
  resolved	
  
Recovered/Resolved	
  
……………………	
  

AE	
  Severity	
   Mild	
  
Moderate	
  
Severe	
  

AcKon	
  taken	
  with	
  
Study	
  treatment	
  

Dose	
  increased	
  
Dose	
  not	
  changed	
  
………………..	
  

Other	
  acKon	
  taken	
   Text	
  
AE	
  PaOern	
   Single	
  event	
  

IntermiOent	
  
………………..	
  

Treatment	
  given?	
   YES	
  /	
  NO	
  

Severity	
  flags	
  
that	
  are	
  
inappropriate	
  
to	
  the	
  
parKcular	
  AE	
  
would	
  not	
  be	
  
enabled	
  	
  	
  

Concept:	
   Upper	
  Respiratory	
  Tract	
  	
  InfecAon	
  (as	
  AE)	
  

AESDTH	
  

AESLIFE	
  AESHOSP	
  

AESOD	
  

AEOUT	
  AESEV	
  

AEACN	
  

AEACNOTH	
  

AEPATT	
  

AECONTRT	
  

FAOBJ	
  

AEDECOD	
  

AETERM	
  

AELLT	
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CONCEPT – GENERATED FROM A CONCEPT TEMPLATE 

MDR 
CONCEPT 

Concept 
Template 
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MDR Concept 
Defined Classes with attributes 

(mapped to SDTM) 

Grouped (through relationships) 

Value sets constrained to VLM 

CONCEPT – GENERATED FROM A CONCEPT TEMPLATE 
CONTENT FROM BUSINESS & COMPUTATIONAL SEMANTIC 

C-Map   
(medical 

knowledge on 
Therapeutic area) 

1 Formalise medical 
knowledge 

2
Concept Template 

BRIDG classes with attributes 
(pre-mapped to SDTM) 

Relationship between classes 

Value sets  

Define Templates 
 

Select concept template 
and instantiate, based 
on medical knowledge 

3
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CONCEPT: AT THE CORE OF A HUB AND SPOKE 

MDR 
CONCEPT 

Visualization 
DataLabs specific 

output 

RAVE specific 
output 

INFORM specific 
output 

SDTM output 

ADaM output 

Data Validation 
Specification 

SDRG 

1 to 1 mapping 
(visualization) 

1 to 1 mapping +  
DL attributes 

1 to 1 mapping +  
RAVE attributes 

1 to 1 mapping +  
INFORM attributes 

ADaM template 
mapping 

SDTM template 
mapping 

Blank 
annotated 

eCRF 

eCRF form DataLabs 
specific ODM 

XML file 

RAVE  
specific ODM 

XML file 

INFORM 
specific ODM 

XML file 

SDTM	
  Version
Dataset 
Name Variable Name

Variable 
Position Variable Label

Variable 
Type Length Display Format Codelist

Related 
Codelist 
Variables 
/ 
(Controlle
d Terms) Core Origin

Source / Derivation / 
Comment
(presented in 
define.xml)

1.4 AE STUDYID 1 Study	
  Identifier Char Req
1.4 AE DOMAIN 2 Domain	
  Abbreviation Char (DOMAIN) Req Assigned Assign	
  as	
  "AE"
1.4 AE USUBJID 3 Unique	
  Subject	
  Identifier Char Req
1.4 AE AESEQ 4 Sequence	
  Number Num Req Derived
1.4 AE AEGRPID 5 Group	
  ID Char Perm
1.4 AE AEREFID 6 Reference	
  ID Char Perm
1.4 AE AESPID 7 Sponsor-­‐Defined	
  Identifier Char Perm
1.4 AE AETERM 8 Reported	
  Term	
  for	
  the	
  Adverse	
  Event Char Req CRF
1.4 AE AEMODIFY 9 Modified	
  Reported	
  Term Char Perm
1.4 AE AELLT 10 Lowest	
  Level	
  Term Char MedDRA Exp
1.4 AE AELLTCD 11 Lowest	
  Level	
  Term	
  Code Num MedDRA Exp
1.4 AE AEDECOD 12 Dictionary-­‐Derived	
  Term Char MedDRA Req
1.4 AE AEPTCD 13 Preferred	
  Term	
  Code Num MedDRA Exp
1.4 AE AEHLT 14 High	
  Level	
  Term Char MedDRA Exp
1.4 AE AEHLTCD 15 High	
  Level	
  Term	
  Code Num MedDRA Exp
1.4 AE AEHLGT 16 High	
  Level	
  Group	
  Term Char MedDRA Exp
1.4 AE AEHLGTCD 17 High	
  Level	
  Group	
  Term	
  Code Num MedDRA Exp
1.4 AE AECAT 18 Category	
  for	
  Adverse	
  Event Char Perm
1.4 AE AESCAT 19 Subcategory	
  for	
  Adverse	
  Event Char Perm
1.4 AE AEPRESP 20 Pre-­‐Specified	
  Adverse	
  Event Char (NY) Perm
1.4 AE AEBODSYS 21 Body	
  System	
  or	
  Organ	
  Class Char Exp
1.4 AE AEBDSYCD 22 Body	
  System	
  or	
  Organ	
  Class	
  Code Num MedDRA Exp
1.4 AE AESOC 23 Primary	
  System	
  Organ	
  Class Char MedDRA Exp
1.4 AE AESOCCD 24 Primary	
  System	
  Organ	
  Class	
  Code Num MedDRA Exp
1.4 AE AELOC 25 Location	
  of	
  Event Char (LOC) Perm
1.4 AE AESEV 26 Severity/Intensity Char (AESEV) Perm
1.4 AE AESER 27 Serious	
  Event Char (NY) Exp
1.4 AE AEACN 28 Action	
  Taken	
  with	
  Study	
  Treatment Char (ACN) Exp
1.4 AE AEACNOTH 29 Other	
  Action	
  Taken Char Perm
1.4 AE AEREL 30 Causality Char Exp
1.4 AE AERELNST 31 Relationship	
  to	
  Non-­‐Study	
  Treatment Char Perm
1.4 AE AEPATT 32 Pattern	
  of	
  Adverse	
  Event Char Perm
1.4 AE AEOUT 33 Outcome	
  of	
  Adverse	
  Event Char (OUT) Perm
1.4 AE AESCAN 34 Involves	
  Cancer Char (NY) Perm
1.4 AE AESCONG 35 Congenital	
  Anomaly	
  or	
  Birth	
  Defect Char (NY) Perm
1.4 AE AESDISAB 36 Persist	
  or	
  Signif	
  Disability/Incapacity Char (NY) Perm
1.4 AE AESDTH 37 Results	
  in	
  Death Char (NY) Perm
1.4 AE AESHOSP 38 Requires	
  or	
  Prolongs	
  Hospitalization Char (NY) Perm

SDTM-Concept 
mapping table 

for SCE 

SDTM 
annotated 

eCRF 

SDTM	
  Version
Dataset 
Name Variable Name

Variable 
Position Variable Label

Variable 
Type Length Display Format Codelist

Related 
Codelist 
Variables 
/ 
(Controlle
d Terms) Core Origin

Source / Derivation / 
Comment
(presented in 
define.xml)

1.4 AE STUDYID 1 Study	
  Identifier Char Req
1.4 AE DOMAIN 2 Domain	
  Abbreviation Char (DOMAIN) Req Assigned Assign	
  as	
  "AE"
1.4 AE USUBJID 3 Unique	
  Subject	
  Identifier Char Req
1.4 AE AESEQ 4 Sequence	
  Number Num Req Derived
1.4 AE AEGRPID 5 Group	
  ID Char Perm
1.4 AE AEREFID 6 Reference	
  ID Char Perm
1.4 AE AESPID 7 Sponsor-­‐Defined	
  Identifier Char Perm
1.4 AE AETERM 8 Reported	
  Term	
  for	
  the	
  Adverse	
  Event Char Req CRF
1.4 AE AEMODIFY 9 Modified	
  Reported	
  Term Char Perm
1.4 AE AELLT 10 Lowest	
  Level	
  Term Char MedDRA Exp
1.4 AE AELLTCD 11 Lowest	
  Level	
  Term	
  Code Num MedDRA Exp
1.4 AE AEDECOD 12 Dictionary-­‐Derived	
  Term Char MedDRA Req
1.4 AE AEPTCD 13 Preferred	
  Term	
  Code Num MedDRA Exp
1.4 AE AEHLT 14 High	
  Level	
  Term Char MedDRA Exp
1.4 AE AEHLTCD 15 High	
  Level	
  Term	
  Code Num MedDRA Exp
1.4 AE AEHLGT 16 High	
  Level	
  Group	
  Term Char MedDRA Exp
1.4 AE AEHLGTCD 17 High	
  Level	
  Group	
  Term	
  Code Num MedDRA Exp
1.4 AE AECAT 18 Category	
  for	
  Adverse	
  Event Char Perm
1.4 AE AESCAT 19 Subcategory	
  for	
  Adverse	
  Event Char Perm
1.4 AE AEPRESP 20 Pre-­‐Specified	
  Adverse	
  Event Char (NY) Perm
1.4 AE AEBODSYS 21 Body	
  System	
  or	
  Organ	
  Class Char Exp
1.4 AE AEBDSYCD 22 Body	
  System	
  or	
  Organ	
  Class	
  Code Num MedDRA Exp
1.4 AE AESOC 23 Primary	
  System	
  Organ	
  Class Char MedDRA Exp
1.4 AE AESOCCD 24 Primary	
  System	
  Organ	
  Class	
  Code Num MedDRA Exp
1.4 AE AELOC 25 Location	
  of	
  Event Char (LOC) Perm
1.4 AE AESEV 26 Severity/Intensity Char (AESEV) Perm
1.4 AE AESER 27 Serious	
  Event Char (NY) Exp
1.4 AE AEACN 28 Action	
  Taken	
  with	
  Study	
  Treatment Char (ACN) Exp
1.4 AE AEACNOTH 29 Other	
  Action	
  Taken Char Perm
1.4 AE AEREL 30 Causality Char Exp
1.4 AE AERELNST 31 Relationship	
  to	
  Non-­‐Study	
  Treatment Char Perm
1.4 AE AEPATT 32 Pattern	
  of	
  Adverse	
  Event Char Perm
1.4 AE AEOUT 33 Outcome	
  of	
  Adverse	
  Event Char (OUT) Perm
1.4 AE AESCAN 34 Involves	
  Cancer Char (NY) Perm
1.4 AE AESCONG 35 Congenital	
  Anomaly	
  or	
  Birth	
  Defect Char (NY) Perm
1.4 AE AESDISAB 36 Persist	
  or	
  Signif	
  Disability/Incapacity Char (NY) Perm
1.4 AE AESDTH 37 Results	
  in	
  Death Char (NY) Perm
1.4 AE AESHOSP 38 Requires	
  or	
  Prolongs	
  Hospitalization Char (NY) Perm

ADaM-Concept 
mapping table 

for SCE 

SDTM-ADaM 
Mapping  

Table 

This is where you start 
for a study … all the rest 

comes ‘for free” 
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BENEFITS OF A SEMANTIC – CONCEPT BASED MDR 

• More intuitive and easier to manage concepts than variables.  
•  Protocol authors speak about concept, programmer speak about variables 

•  ~ 200.000 variables needed to cover TAs=> not manageable without additional construct.  

• Used to generate semantically sound TA standards 
•  Concept templates (BRIDG, ISO21090) used to define new concepts  

• Used to support mapping between each “spike”  
•  Different view in the E2E data standard chain 

•  Any new standards – and new standard version – is mapped through the hub 

• Used to specify data collection (eCRF) forms  
•  EDC agnostic specification linked with EDC specific implementation 

•  Re-usable for Data collection instrument 
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THE NEED FOR NEW GENERATION METADATA 
REPOSITORY: SEMANTIC LAYER (CONCEPTS) 
 

Data Standard Management 

EDC 
EDC 

EDC eCRF 
Library eCRF 

Library eCRF 
Library 

Metadata Repository  

SDTM CDASH ADaM 

MDR 
Steward 

eCRF forms 
definition 

Semantic layer (concepts) 
1 

2 
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CONCEPT BASED MDR AND eCRF LIBRARY 
DEFINITION OF AN eCRF LIBRARY 

Variables 
 
& 
  

Related  
value sets 
(or code 

lists) 

Definition of  
eCRF form:  

Grouping of variables 
into  semantically 

meaningful concept 
(1 or more concept 

form  an eCRF form) 
 

EDC specific 
implementation 
of eCRF forms 

Definition of  
Edit checks 

EDC specific Edit 
checks 

implementation 
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CONCEPT BASED MDR AND eCRF LIBRARY 
3 APPROACHES FOR AN eCRF LIBRARY 

Monolithic  EDC Global 
library  

Variable based MDR   
with FAT eCRF library 

Concept based MDR  
with LEAN eCRF library 

Description “eCRF library” contains  
•  Variables,  
•  Related value sets  
•  Definition & 

Implementation of forms 
& edit checks 

Combination of MDR and 
eCRF library  for 1 specific 
EDC 

•  MDR contains only 
variables and value sets 

•  eCRF library contains 
forms definition related to 
variables from MDR , and 
EDC implementation 
specific components 

•  MDR contains variables and 
value sets + logical definition of 
forms (i.e. concepts) organized 
by TA, drug, … 

•  eCRF library contains EDC 
specific implementation 

Overview  
 
 
 
 
 
 
 

Approach •  Proprietary to one EDC 
•  No flexibility – reuse 

across EDC 
•  No connection with other 

DCIs 

•  Requires 2 separate 
governance process  
ð heavy 

•  One governance process 
(maintenance and during for 
study set-up & amendments) 

•  Consistency across ALL EDC 
(in case of outsourcing) 

MDR MDR eCRF lib eCRF libs Global eCRF lib 

ü û û 
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METADATA REPOSITORY AND STUDY INSTANCE 
METADATA 
 

Data Standard Management 

EDC 
EDC 

EDC eCRF 
Library eCRF 

Library eCRF 
Library 

Metadata Repository  

SDTM CDASH ADaM 

MDR 
Steward 

Study Instance Metadata (SIM) 
Machine readable form of  

part the protocol 

Protocol 
Analyst 

Data Surveillance 
 

Other DCIs  
(IVRS, Lab, ePRO..) 

SOS Protocol 
Simulation 

Data Mapping  
& SCE 

 

Clinical Data 
Warehouse 

Macro 
Library 

eCRF forms 
definition 

Semantic layer (concepts) 

3 
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STUDY INSTANCE METADATA 
DIFFERENT OUTPUT FOR DIFFERENT SYSTEMS 

21 

SAS Mapping & Derivation 

Scientific 
 Data Repository 

SDTM Mapping Tool 

Other DCIs  
(CTMS, IVRS, Lab, ..) 

Statistical  Computing  
Environment 

SOS Protocol Simulation 
Study Instance Metadata –  

SIM (Study x) 

Metadata Repository  EDC 
EDC 

EDC eCRF 
Library eCRF 

Library eCRF 
Library 

Study Design (SDTM TDM) 
•  Trial Arm (TA) 
•  Trial Element (TE) 
•  Trial Inclusion/exclusion criteria (TI) 
•  Trial Disease Assessment (TD) 
•  Trial Summary (TS with 50+ TSPARM) + 

additional parameters needed for SCE) 
•  Trial Visit (TV) 

Study Structural Metadata (concepts) 
•  All concepts (groups of variables)  

•  Identified for data collection for the study 
•  Mapped to SDTM and ADaM 

•  SIM concepts are based on the standards 
MDC concepts – with delete of optional 
variables relevant for study 

Data Standards Mgt Library of SIM 

Study Descriptive 
Metadata 

Data Collection output 
for DCI 

Ex
po

rt
 fu

nc
tio

ns
 

Generation functions 

Visit Schedule with T&E 
•  Identification on data collection forms  as 

defined in Study Structural Metadata 
•  Related to visit as defined in TV 

Data Collection output 
for EDC 

Data Mapping output 

Data Analysis Output 
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DEPLOYMENT CHALLENGES 
1. CHANGE MANAGEMENT 

• Process redesign/  
optimisation  in E2E spirit 

•  Maintaining data standards centrally 
 => BREAK the silos 

•  Consistent study set-up across different  
data collection instruments  
=> This is not just about EDC  

•  How can I define what I have never seen 
=> AGILE development 

• Organizational changes  
•  Data steward group 

•  New skill sets 

• CROs need to take into account internal and SPONSOR standards.  
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DEPLOYMENT CHALLENGES 
2. DATA STANDARD CURATION FOR E2E ENABLEMENT 

• Available 
•  CDISC Data standards (CDASH, SDTM, AdaM) with mapping 

•  CFAST TA standards 

•  Issues: incomplete, difference across sponsors  
•  no underlying formal concepts based on proven semantic 

•  do not cover all therapeutic areas..  

• Approach 
•  Define concept template – as the basis of a hub – from BRIDG and ISO20190 (e.g. AE) 

•  Use template to define concept hub derived from existing CDISC standards and emerging 
CFAST c-MAP  (e.g. URTI) 

•  Map CDISC standards and emerging CFAST and/or sponsor standards to the concept hub  

 We need more people working on enhanced semantic and on concepts ! 
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CONCLUSION: STOP CREATING THE LEGACY DATA OF 
TOMORROW => HAVE THE END IN MIND 

Big Data 

Concept layer in 
“hub and spoke” 
•  Formal semantic 
•  Traceability  

Machine readable form 
of part of protocol  
•  Efficiency 
•  Conformance 

Big Data Management 

E2E Data Standards (end in mind) 

Semantic MDR 
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THANK YOU 

CONFIDENTIAL ©2014 PAREXEL INTERNATIONAL CORP. ALL RIGHTS RESERVED.    / 

We plan to use MDR for new studies  
starting early May 2016,  
in a stepped approach. 

Dr. Isabelle de Zegher 
VP Integrated Solutions, PAREXEL INFORMATICS® 
isabelle.dezegher@parexel.com 
 


