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Overview 

 Evolving Information Governance Framework 
– Review of the IG Network, Processes, and 

Data Standards 

 Controlled Terminology 
– Current State 
– Maintenance Use Cases 
– Evolving Toward the Future State 

 Q & A 
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Information Governance Evolution 
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*For the purpose of this presentation only; Sanofi is comprised of additional entities not listed on this slide 

* 

We’re establishing: 
 A culture and organizational structure to empower information governance  
 Global processes to manage information across the clinical lifecycle 
 A common set of industry-based global clinical information standards 
 Centrally controlled, consistent, governed, & accessible standards metadata 

 Facilitate the use, reuse, maintenance, exchange & sharing of metadata  
 

 



Governance Framework 



Information Governance Provides A Framework  
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Network of individuals with responsibility and 
accountability for information/standards 

• End-to-end perspective of our information 
• Leverage existing networks & SMEs 

Information management &          
governance guiding principles 
for implementation teams 

Harmonized, high quality  
   standard content and data 
definitions 

• Clinical, master, & ref. data 

 Processes for the definition, use, management, 
maintenance of and adherence to standards 
• Continuous improvement  

Technology-enabled governance 
• Centrally organize, govern,  
  manage, and share metadata 
    across multiple lifecycle stages 

Including change management 
• Create an environment that  

     promotes standards use  
                    and maintenance  

People, processes, and tools within the framework ensure information is well defined, of 
high quality, applied consistency, and properly managed  across lifecycle stages |        5 



Clinical Information Governance Network 
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Information Governance Processes 

Develop Standards Metadata 
(Global, incl. TA-Specific) 

Standards Metadata Change Control 
(Global Standards Metadata) 

Standards Waiver & 
 Metadata Development 

(Study-Level)  

Develop Study-Level SDTM 

Develop Study-Level ADaM 

Standards Release Management 
(Global Standards Metadata) 

Perform Standards Maintenance 
(Global Standards Metadata) 

Define and Maintain Reference Data 
(Global Standards Metadata) 

EXAMPLES 

|        7 



Sanofi Clinical Data Standards* 

Sanofi Data Standards 

Sanofi Data 
Standards 

CFAST 
Therapeutic 
Standards 

CDISC 
Foundational 

Standards 

 CDISC Foundational Standards 
– Data Collection  
 CDASH 
 (Central) Lab 

– Study Data Tabulation Datasets 
 SDTM: Interventions, Events, Findings 

– Analysis Datasets 
 ADaM Datasets & Results Generation 

– Controlled Terminology 
 End-to-end across the clinical lifecycle 

 
 

 

 CFAST Therapeutic Area Standards 
– Common data of interest for a therapeutic area that may be captured in 

addition to the foundational standards   

 Sanofi Data Standards 
– In addition to industry standards 

|        8 *Current scope; future scope will be expanded (e.g., protocol) 



Controlled Terminology: 
Current State 



Sanofi Controlled Terminology (CT) Harmonization 

|        10 

CDISC CT Release 2014-06-27 

Sanofi Harmonized Global CT Listing 

CDASH 2014-03-28 
ADaM 2011-01-07 

CDE Glossary 2013-04-12 
SDTM 2014-06-27 
QS_FT 2014-06-27 

Codelists for Data Collection 

Column Name 
CODELIST_LONG_NAME 
CODELIST_SHORT_NAME 
CODELIST_EXTENSIBLE 
SASFMTNM 
DATA_TYPE 
ENDORSEMENT_LEVEL 
ENDORSEMENT_VALUE 
CODELIST_DEFINITION 
CODELIST_CODE 
CODE 
CODE_DEFINITION 
SUBMISSION_VALUE 
CDISC_SYNONYM 
NCI_PREFERRED_TERM 
CRF_DISPLAY_VALUE 
HAS_TRAN 
RANK 
DISPLAY_ORDER 
DECODE 
CODE_LIFECYCLE_STAGE 
SOURCE 
 
CDISC_RELEASE_140627 

Versioning Impact 
NO 
YES 
YES 
NO 
NO 
NO 
NO 
NO 
YES 
YES 
NO 
YES 
NO 
YES 
YES 
NO 
YES 
NO 
YES 
YES 
NO 
 
N/A 

SANOFI_CT_Metadata (SDTM) 

SANOFI_CT_Metadata (ADaM) 



Sanofi Harmonized CT Maintenance 
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CDISC CT Release 2014-09-26 

CDASH 2014-09-26 
ADaM 2014-09-26 

CDE Glossary 2013-04-12 
SDTM 2014-09-26 
QS_FT 2014-09-26 

Sanofi Harmonized Global CT Listing 
Column Name 
CODELIST_LONG_NAME 
CODELIST_SHORT_NAME 
CODELIST_EXTENSIBLE 
SASFMTNM 
DATA_TYPE 
ENDORSEMENT_LEVEL 
ENDORSEMENT_VALUE 
CODELIST_DEFINITION 
CODELIST_CODE 
CODE 
CODE_DEFINITION 
SUBMISSION_VALUE 
CDISC_SYNONYM 
NCI_PREFERRED_TERM 
CRF_DISPLAY_VALUE 
HAS_TRAN 
RANK 
DISPLAY_ORDER 
DECODE 
CODE_LIFECYCLE_STAGE 
SOURCE 
 
CDISC_RELEASE_140627 
CDISC_RELEASE_140926 

Versioning Impact 
NO 
YES 
YES 
NO 
NO 
NO 
NO 
NO 
YES 
YES 
NO 
YES 
NO 
YES 
YES 
NO 
YES 
NO 
YES 
YES 
NO 
 
N/A 
N/A 

eSHARE 



Sanofi Harmonized CT Maintenance Use Cases 
● Codelist/Code – additions/deletions 
 
● Codelist/Code – changes in attributes with impact on versioning 

● Codelist Short Name (i.e. CDISC Submission Value) 
● Codelist Code 
● Extensible Yes/No 
● Code 
● Code Submission Value  
● Code NCI Preferred Term 
 

● Codelist/Code – changes in attributes with no impact on versioning 
● Codelist Long Name 
● Codelist Definition 
● Code Definition 
● Code Synonym 
● Code CRF Display Value 
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Sanofi Harmonized CT Maintenance – Use Case 1 
Codelist/Code flag assignment to track CDISC quarterly releases 
Codelist Additions 

Code Additions 

Code Deletions 
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Sanofi Harmonized CT Maintenance – Use Case 2 
Changes in attributes with impact on versioning 

Code Changes 

Submission Value Changes 

NCI Preferred Term Changes 
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Sanofi Harmonized CT Maintenance – Use Case 3 
Changes in attributes with no impact on versioning (1) 

Changes in Code Synonym(s) 
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Sanofi Harmonized CT Maintenance – Use Case 4 
Changes in attributes with no impact on versioning (2) 

Changes in Code Definition 



Controlled Terminology: 
Evolving Toward the  

Future State  



Introducing … Metadata Management Tool PoC 

CDASH SDTM QS_FT ADaM CDE Glossary 

Metadata Management Tool 

C
ontrolled V

ocabulary 

Column Name 
CODELIST_LONG_NAME 
CODELIST_SHORT_NAME 
CODELIST_EXTENSIBLE 
SASFMTNM 
DATA_TYPE 
ENDORSEMENT_LEVEL 
ENDORSEMENT_VALUE 
CODELIST_DEFINITION 
CODELIST_CODE 
CODE 
CODE_DEFINITION 
SUBMISSION_VALUE 
CDISC_SYNONYM 
NCI_PREFERRED_TERM 
CRF_DISPLAY_VALUE 
HAS_TRAN 
RANK 
DISPLAY_ORDER 
DECODE 
CODE_LIFECYCLE_STAGE 
SOURCE 

Sanofi Harmonized CT 

CDISC Release YYYY-MM-DD 
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Why a Metadata Management Tool? 

● Semantic Web Technology 
• flexible modeling driven by semantic standards 
• powerful tools to load data from various sources (e.g., spreadsheets) 
• customizable dashboards for metadata search and curation 
• robust architecture capable of integrating with other systems 

● Semantic Information Modeling = Ontology 
● “…moves beyond structural, logical data modeling in the sense that it 

models semantics (meaning) and relationships of data. It unifies 
vocabularies (terms and concepts) across multiple knowledge domains.” 

● Ontology solves problems with: 
• Information Integration 
• Model Transformation 
• Text Understanding 
• Search and Navigation 
• Document Preparation 

 
 

|         19 



Metadata Management Tool – CT Ontology 

|         20 

NCI EVS  
CDISC Controlled 

Terminology 
(CDASH, SDTM, 

ADaM) 

Codelists 

CDISC Sanofi 
Attributes 

Sanofi Additions 

Codes 

CDISC Sanofi 
Attributes 

Sanofi Additions 
Sanofi 

Harmonized 
CT 

Codelist Implementation Example: 



POC Metadata – Linking the Information 

Severity 

Excel Plug-in 

Ontology for Sanofi  
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Our Journey Continues… 

 Implementing and maintaining controlled terminology 
is a challenge we’re facing industry-wide 

 We’ve shared our approach today and insight into our 
future direction  
–  effectively managing controlled terminology requires people, 

processes, & technology to ensure the consistent use/reuse 

 We would like to hear your feedback & insights as well!  

22 



Thank you! 
 

Questions? 

Brooke.Hinkson@Sanofi.com 
Mihaela.Simion@Sanofi.com 

 

Managing CT across Clinical Lifecycle Stages 
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