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CDISC Values and Principals 

• Core value – Foster…CDISC community is 

altruistic and contributing to the advancement of 

healthcare. 

• Catalyze global collaboration to maximise sharing 

of information, mimimize duplication of effort and 

foster the evolution of a global learning healthcare 

system. 

• Enable regulatory submissions that allow for 

flexibility in scientific content and are easily 

interpreted, understood and navigated by 

regulatory reviewers. 

• A culture of giving…consistent individual and 

business principles, balanced work/life , 

excellence & respect  
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CDISC Strategic Goals 2015-2017 

 

 
 

#1 

Promote and support the continued global adoption of harmonized data 

standards throughout the clinical research lifecycle by engaging regulatory 

agencies, research sponsors, academia and other stakeholders through 

education, advocacy and collaboration. 

 

#2 

Implement clinical research standards that are complementary to 

standards in the broader healthcare ecosystem and thus add value 

for clinical researchers, healthcare providers and patients. 

 

#3 

Leverage the Shared Health And Research Electronic Library 

(SHARE) and other tools to further expedite the development and 

facilitate the implementation of harmonized standards for clinical 

research. 

 

 7 



© CDISC 2015  

Published Standards  
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2 in 2013 

5 in 2014 

1 Published, 7 more 

planned for 2015 
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My interests here today and beyond 

• Pre-competive data sharing initiatives 

• Efficiency gains statistics for using standards 

• Sponsors for the CTR&R initiative 

• Deepen and create collaborative networks and 

opportunities (CDISC UK Network, new 

opportunities)…. 

• Extend the use of CDISC for researchers, 

governments, etc 

 

Please contact phouston@cdisc.org 
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CEF (CDISC European Foundation ) 
 

European Activity and Projects 
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 EHR4CR 
Electronic Health Records for Clinical Research http://www.ehr4cr.eu is in its fourth year and 

CDISC is contributing to the semantic interoperability and pilot work packages to ensure reuse 

of data from Electronic Health Record systems for Clinical Research.  
 

 BioVacSafe 
Biomarkers for Enhanced Vaccine ImmunoSafety http://www.biovacsafe.eu is entering its third 

year.  The goal of BioVacSafe is to develop cutting edge tools to speed up and improve the 

testing and monitoring of vaccine safety. CDISC is working closely with Charité University 

(Germany), University of Surrey  (UK), and global vaccine manufacturers on a data standards 

package and a Vaccine standard.  
 

 eTRIKS 
European Translational Information & Knowledge Management Services http://www.etriks.org is 

now in its second year. CDISC is leading the data standards work package with Roche. Building 

upon the open source tranSMART system, eTRIKS will provide a sustainable Knowledge 

Management Platform and Service to support Private/Public Translational Research (TR) across 

IMI, bringing curated data together from key IMI project consortia. 
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IMI Consortia and CEF  

http://www.ehr4cr.eu
http://www.biovacsafe.eu
http://www.etriks.org
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1. IMI2 – SGGs to cascade down WP3 recommendations 
– needs to build on what eTRIKS WP3 does. 
(CDISC will be at the core for clinical data). BRIDG will 
be an underlying model and PGX to connect some 
clinical and genomic data. 

2. Standards starter Pack v1. end of March 2015. To be 
included with IMI’s Data Management Plan.  

3. Meta Data Registry – mappings of meta data for all 
standards. External collaboration with SHARE and 
NCBO MDR work – Cedar project.  

 
 

 
 

 eTRIKS highlights 
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eTRIKS consortium 

 public–private partnership funded within the European 

Commission’s Innovative Medicines Initiative (IMI) 

  



eTRIKS Standardization Activities 
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Feb.2015 Jan.2015 Oct.2014 

Starter Pack 

Release 1 

July 2014 

Proposal for 

eTRIKS 

Metadata 

Registry 

Request to  

access  

U-biopred 

Eclipse data 

WP3 

Proposals & 

Roadmap 

March 2015 Feb.2014 

eTRIKS RT meeting, Berlin 

eTRIKS XWP meeting,  

Oxford 

eTRIKS annual 

meeting, Barcelona 

WP3 deliverables: 

D3.2; D3.3; D3.4; 

D3.5; D3.8 

Leaders 

 

eTRIKS WP3  

New Members 

 

eWP3 New 

MembersTRIKS 
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eTRIKS MetaData Registry Needs 

MIG(*) Minimal Information Guidelines 
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Clinical Trial Registration & Results 

 

 Develop a draft standard, specification and XML-

Schema to cover Clinical Trial Registrations of Study 

Designs to:Based on CDISC ODM 1.3.2 

 

 Extended with the existing SDM-XML 1.0 

(Study Design Model in XML) 

 For very specific Eudra-CT content, incorporation of 

two Eudra-CT XML-Schemas 

 
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Clinical Trial Registration & Results 
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Other European Activity 
• Talks with EMA on CTReg phase 1 and phase 2 – CTReg & 

Results (AdAM) and TA areas. Looking towards Patient 
Level Data standards wit phase 2.   

• COMET initiative Core Competency Sets for TAs 

• Recruitment – John Owen (Therapeutic Area Standards), 
Dorina Bratfalean (Data Management expert), Sue Smith 
(PA to CEF) 

• Looking for case study and project with GA4GH to prove 
standards with API and MOU for consistency with BRIDG 
and template team.  

• Collaboration with other SDO’s and research organisatons, 
EBI, HL7, ISO, GA4GH, etc. 

 

 

 

 

 



Strength through collaboration. 
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