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CDISC en 2015: 

Avancement des projets et 

orientations pour le futur 

GROUPE DES UTILISATEURS FRANCOPHONES  

DES STANDARDS CDISC, Genève, 28 septembre 2015 

The CDISC Vision: Informing patient care and safety 

through higher quality medical research 

• Global, open, multi-disciplinary, vendor-
neutral, non-profit standards developing 
organization (SDO) 

• 501(c)(3) charitable non-profit Founded 
1997, incorporated 2000 

• Member-supported (>300 academia, 
biopharma, service providers) 

• Associations with ISO TC 215 (Liaison A), 
HL7 Joint Initiative Council, IHE, NCI-EVS, 
CFAST, IMI, PhUSE, others  

• Coordinating Committees in Europe, China, 
Japan, others 
 Participants from > 90 countries 

• Standards freely available. 
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The Clinical Data Interchange Standards 

Consortium 
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CDISC Board of Directors 

CDISC Executive Committee: 

• Chair: Dr. Pierre-Yves Lastic, Sanofi 

• Chair-elect: Dr. David Hardison, 

Deloitte 

• Past-chair:  Paula Brown Stafford, 

Quintiles 

• President & CEO: Dr. Rebecca 

Kush, CDISC 

• Executive Director: Nicole Harmon, 

CDISC 

CDISC Full Board Members 

• Dr. Dipak Kalra, University College 

London 

• Dr. Charles Cooper, Becton 

Dickinson Diagnostics 

• Stephen Pyke, GlaxoSmithKline 

• Dr. Douglas Peddicord, ACRO 

 

 

• Michael Glickman, Computer 

Network Architects 

• Dr. Kiyoteru Takenouchi, Japan 

• John Speakman, New York 

University  

• Joyce Sensmeier, HIMSS/ 

Integrating the Healthcare 

Enterprise (IHE) 

• Dr. Jonathan Zung, UCB 

Biosciences 

• Nevine Zariffa, Astra Zeneca 

CDISC Advisory Council Leaders: 

• Sue Dubman, University of 

California, San Francisco 

• Jonathan Chainey, F. Hoffmann-La 

Roche 
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Board Meeting Topics 

• Committee Reports and Recommendations 

 Financial Oversight Committee 

 Governance 

 Technical Advisory Committee 

 Strategy Committee 

• Operations Update 

• SHARE Business Model Discussions/Decisions 

• CDISC Strategic GoalsOperational Goals 
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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. 
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Adoption Trends for CDISC Standards (2004-2014) 

SDTM LAB ADaM ODM CDASH SEND 

2014 Data from recent Tufts CSDD Survey 
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CDISC Interchanges in 2015 
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International Interchange 

Chicago, Illinois, USA      

9-13 November 2015 

Japan Interchange 

Tokyo, Japan       

22-26 June 2015  

Europe Interchange 

Basel, Switzerland 

3-7 May 2015  
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Members by Country – 31 March 2015 
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363 Total  

Members 

( 195 Members ) 

( 102 Members ) 

( 44 Members ) 

© CDISC 2015  

Current Landscape 

2014 
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2007 CDISC Business Case 

Study Complexity 

 

# Datapoints 

 

Data Management 

 

Time/Resources 

 

Cost of Research 

 

 

The Value of Using Standards from the Start 

2014 Business Case 
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Timeline for Establishment of the Framework for  

Electronic Study Data Utilization in PMDA 

6/16/2015 
CFAST meeting 11 

 
Tasks 

J-FY 2014 J-FY 2015 J-FY 2016 

5 6 7 8 9 10 11 12 1 2 3 4 5 6 7 8 9 10 11 12 1 2 3 4 5 6 7 8 9 10 11 12 1 2 3 

Guidance and 

related 

documents 

                                   

Review 

                                  

Consultation 

for e-study 

data 

submission 

                                   

System 

Development 

                                   

Technical conformance guide 

e-study data submission  

for NDA 

with 3.5 years transitional 

period 

Technical Notification on the e-study data submissionThe Basic Policy 

1st Pilot 

Pilot for data submission 

2nd Pilot 
Pilot 

Release of related information 

Pilot 

New consultation framework 

System Development 

Notification on the consultation for 

the  clinical e-data submission  

Source: PMDA 
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Source: FDA 
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2015 Guiding Themes for Standards Development 

• Transparency  

 Share all, requirements and plans in advance; invite feedback 

 Make it easier for global participants to get more involved 

• Agility - Scrum for standards development   

 Expand use of collaboration tools to improve team interactions 

 Smaller teams, scrum sprints, through JIRA 

 Get content into SHARE early – as soon as its stable 

 Rollout SHARE Collaborative Curation Initiative – to rapidly fill 

gaps in content 

 Engage a second class of Fellows  

• Focus and Execution 

 Do what’s necessary so industry and regulatory authorities get 

what they need when they need it to better realize the benefits 

of CDISC standards 
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Keeping up with CDISC Standards 
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Progress Update – Foundational Standards 

15 

Foundational Products Released in 2014-2015: 

• Dataset-XML v1 Final 

• SDTMIG 3.3 Batch 1 (7 draft domains) 

• SDTMIG 3.3 Batch 2 (Milestones, 2 Domains) 

• SDTM v1.5 

• Pharmacogenomics SDTMIG v1  

• SEND v3.1 Draft B 

• SEND DART (Reproductive Toxicology) 

• ADaM Results Metadata Spec for Define-XML 

• ADaM IG v1.1 Draft 

• ADaM Occurrence Data Structure v1 

• ADaM v1.3 Validation Checks  

• ADaM Data Structure for Integration (ADSL)  

• CDISC in RDF (PhUSE) 

• BRIDG R4 

• Periodic Terminology and QRS Packages 

• Updated COP and Process Docs 
 

Upcoming Major New Drafts for Comment: 

• CTReg XML Schema 

• SDTMIG Batch 3 and Conformance Rules 

• Define-XML v2.1 and IG 

© CDISC 2015 16 

CFAST Therapeutic-Area Data Standards: 

 

It’s about Patients, People! 
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TAUGs released in 2014-2015: 

• Multiple Sclerosis   

• Diabetes 

• Cardiovascular 

• Influenza 

• QT Studies 

• Chronic Hep-C 

• Schizophrenia 

• Dyslipidemia v1 
 

Upcoming Provisionals: 

• Virology v2 

• Diabetes ADaM Supplement 

• Traumatic Brain Injury 
 

Upcoming Drafts: 

• Breast Cancer 

• COPD 

© CDISC 2015  

Asthma User Guide Example 

18 
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CDISC Technical Roadmap - 2015 

 Foundational Standards 

 Semantics 

Therapeutic Areas (CFAST) 

CDISC SHARE     R1                              R2                                 R3                    

BRIDG 

Track 1 Projects 

Track 2 Projects 

Track 3 Projects 

XML Technologies 

 Health Care Interoperability 

Data Exchange Layer 
XML, RDF, … 

Semantic Layer 
BRIDG/Terminologies/SHARE Metadata 

Functional Layer 
SDTM, SEND, ADaM, CDASH …  

Implementation Layer 
Therapeutic Area Guides,  

Questionnaire Guides 

Healthcare Interoperability 

Kits 

SDS/SDTM Products 

CDASH 

SEND 

Others 

ADAM 

PROTOCOL 

Controlled Terminology 

19 

The Roadmap depicts evolution from siloed standards to an integrated stack based on BRIDG and SHARE 

SHARE Infrastructure 
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CDISC Strategic Goals 2015-2017 

 

#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. 

 

 

 

 

 

20 
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eSource = data entered electronically first, i.e.EHRs, eDiaries…. 

© CDISC 2015  

Synergistic Standards Available  

eCRFs eSource  

Documents 

EHR 

Healthcare Delivery 

 
 

Medical Research 

ODM 

  

 

Integration 

Profiles 

(e.g. RFD) 
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EHR to Electronic Data Capture (CDASH) 

with IHE Retrieve Form for Data Capture (RFD) 

 
See the  

keyCRF 

video by 

Landen Bain 

on the CDISC 

Website. 

© CDISC 2015  24 

“We owe it to patients who  

participate in research to 

use their data wisely.” 
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CDISC Strategic Goals 2015-2017 

 

#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. 
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“Data are More Meaningful when SHARE’d” 
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See the SHARE video on the CDISC website – www.cdisc.org. 

 

http://www.cdisc.org/
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SHARE Through the Eyes of a Child 
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A World Without Data Standards 

28 
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Elements, Metadata, Terminology 
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User Guides / Solution Kits 

30 
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Research Concepts 

31 

Begin with the End in Mind: 

How Important is Concept or 

Value-Level Metadata? 

Event  Time D  S  F 

Begin 9/23/99 02:01:00 121,900,000   12,300   143.878 

End 9/23/99 02:17:23  9,840    
 

Event  Time D S F 

Start  19990923  05:01:00 196,200,000    5.5  640 

Finish 19990923  05:17:23   4.4    
 

Source: Dave Christiansen 
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In this case 

$125,000,000: 

Mars Climate 

Orbiter 

Mars Orbit 

Insertion Burn 

M/D/Y HH:MM:SS PDT 

(Earth Receive Time, 10 

min. 49 sec. Delay) 

Distance (miles)  Speed 

(miles/hr)  

Force 

(Pounds) 

Begin 9/23/99 02:01:00 121,900,000   12,300   143.878 

End 9/23/99 02:17:23  9,840    

     

Mars Orbit 

Insertion Burn 

YYYYMMDD EDT 

(Earth Receive Time, 10 

min. 49 sec. Delay) 

Distance (km) Speed 

(km/sec)  

Force 

(Newtons) 

Start  19990923  05:01:00 196,200,000    5.5  640 

Finish 19990923  05:17:23   4.4    

 

Source: Dave Christiansen 

© CDISC 2015  

Research Concepts 

34 

Source:  Jozef Aerts 

(Adapted) 

Metadata set Components 
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A Voyage Through Visit Dates 

35 

CDASH: 15-APR-2015 

SDTM: 2015-04-15 

ADaM: Integer with Format 

© CDISC 2015  

SHARE and End-to-End Standards 

36 

PEF  Each  

Visit 
VS CRF 

Questions  

RS Domain 

Records  
ADEFF BDS 
From Baseline 

What?                When?               How?             Where?            Why? 

Protocol              SDM                CDASH            SDTM             ADaM 
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What is SHARE? 

38 
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Shared Health and Research 

Electronic Library (SHARE) 

SHARE is a global electronic repository.  

With SHARE, you can:  

• Develop, integrate and access CDISC 

standards metadata in electronic format.  

• Dramatically improve quality, reusability and 

integration across CDISC standards and 

controlled terminologies. 

• Improve interoperability with healthcare. 

39 

SHARE is a prerequisite for standards-based automation, which is key 

to ROI from standards implementation 
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eSHARE Content TODAY 

eSHARE Content 

• Foundational standards: 

 SDTM-IG 3.1.2, 3.1.3, 3.2, 3.3 

 CDASH 1.1 

 SEND-IG 3.0, 3.1 

 ADaM 2.1 

• Medical Device standards 

• Therapeutic Area Standards 

• Controlled Terminology 

eSHARE Formats 

• ODM 1.3.2 

• Define-XML v1.0 

• Define-XML v2.0 

• CSV 

• Excel 

• RDF/OWL 

• Bundles 
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All standards will be loaded into SHARE prior to public review 
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SHARE and Therapeutic Area  

Standards Development 

TA Standards Available: 

• Asthma 

• Alzheimer's 

• Virology 

• Cardiovascular 

• Diabetes 

• Influenza 

• Multiple Sclerosis 

• QT 

• Dyslipidemia 

• CHCV 

 

Future: TA Standards 

• Specification documents 

generated from SHARE 

• Metadata 

 CDASH, SDTM, & ADaM 

• Examples 

• Rules 

• Biomedical Concepts 

• Diff files 

• Annotations 
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What Can SHARE Do for ME? 

42 
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eSHARE Downloads Page 

43 
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eSHARE Content: For Review & Experimental 

44 
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SHARE Tomorrow 

• RDF 

• Loaded Define-XML v2.0 

• Biomedical Concepts 

• Example repository 

• Validation rules 

• keyCRF / E2C content 

• Controlled Terminology subsets 

• SHARE API 

• Standards governance workflow 

• Standards request capture and process 
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Early Evidence of Success 

46 
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Baseline Findings before SHARE 

• Time component: “To update metadata through the 

manual process, it takes an average of an hour per 

domain depending on how many variables need to 

be added, and how many labels and descriptions 

need to be added.” 

 

• Effort of QC: “This time [average of one hour] does 

not account for the occurrence of human error, for 

further QC to make sure all of the new domains and 

variables have been added, or for the time it takes to 

update old domains based on changes in the 

standard.” 
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Early Examples of Demonstrated Value 

• "Before the variables of the SDTM-IG were published 

electronically in eSHARE, it took me all my evenings 

during two weeks to copy and paste the information from 

a new SDTM-IG into my SDTM-ETL mapping software. 

After the variables were published in eSHARE as a 

worksheet, it took me just 2 hours.” 

 

• "Once CDISC publishes the variables of the SDTM-IG as 

a Define-XML template, it will take me 2 minutes." 

 

48 
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Calling All SHARE Users! 

CDISC is currently working to develop the SHARE API 

functionality to enable automated access to the CDISC 

standards.  

 

CDISC is currently seeking additional metrics around time 

and cost savings associated with use of SHARE, 

particularly as we begin to offer an increasing number of 

value-added products to SHARE.  

 

If you should like to share the value you have found 

through use of SHARE, please contact 

communications@cdisc.org.  

49 
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That’s Exciting! Do I Have Access? 

50 

mailto:communications@cdisc.org
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Gold Level 

CDISC Membership Benefits 

• *New*  Access to eSHARE  

• *New*  ALL CDISC Standards  

 (Provisional and Final)  

• Foundational Standards 

• Terminology 

• Therapeutic Area Standards 

• Clinical Outcome Assessments and Questionnaires 

 

• ALL Formats, including Excel, XML, RDF, Define-XML, ODM, PDF, CSV 

• Access to Members Only Area for all employees of member organizations 

• Monthly Members Only Mini-Training Webinars on industry hot topics  

• 20% Discounts on CDISC Training Courses and Events 

• Opportunity to be a CDISC Registered Solution Provider; RSPs serve as subject 

matter resources to organizations who want to implement CDISC standards  

• Opportunity for your database to be Operational Data Model (ODM) certified to 

improve the quality of metadata and data interchange throughout the clinical 

development process 

• Enroll in the CDISC Licensed Training Program which allows your staff to become 

authorized instructors to do in-house training on CDISC standards 

• Receipt of personalized Gold Member plaque 
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Where is eSHARE? 

• eSHARE exists as part of the CDISC web site 

 

• Access to eSHARE can be found on CDISC.org under 

Members Only 

 http://www.cdisc.org  

 Select "MEMBERS ONLY" 

 Select "eSHARE Downloads" 

 

• Or, by loading eSHARE directly 

 http://cdisc.org/eshare-downloads 

 

• The eSHARE catalog is located at:  

 http://cdisc.org/cdisc-share 
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http://www.cdisc.org
http://www.cdisc.org
http://cdisc.org/eshare-downloads
http://cdisc.org/eshare-downloads
http://cdisc.org/eshare-downloads
http://cdisc.org/cdisc-share
http://cdisc.org/cdisc-share
http://cdisc.org/cdisc-share
http://cdisc.org/cdisc-share
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How to Access eSHARE? 

• Go to the CDISC web site and logon 

 Create your account if you haven't already 

 Use your corporate email account 

 http://cdisc.org 

 

• Go to the eSHARE page using the URL 

 http://cdisc.org/eshare-downloads 

 

• Agree to the EULA – End User License Agreement 

 Required the first time you access eSHARE 
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eSHARE End-User License Agreement 

54 

http://cdisc.org
http://cdisc.org
http://cdisc.org/eshare-downloads
http://cdisc.org/eshare-downloads
http://cdisc.org/eshare-downloads
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I’d Like to be Involved! 

55 
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eSHARE Requests for Feedback 

• Requests for specific content not currently published on 

eSHARE, or feedback on current content 

 

• Feedback on how to change or improve existing content 

 Create a JIRA issue 

• Jira.cdisc.org 

• SHARE project 

 Email me: shume@cdisc.org  
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Keep up with eSHARE News 

• Periodically check the website  

 http://cdisc.org/cdisc-share 

• CDISC Newsletter 

• Follow our Social Media: 

 Twitter: follow @CDISC, @cdiscSHARE, @swhume 

 LinkedIn Group: CDISC 

 CDISC Facebook Group 

• SHARE space on the CDISC Wiki 

 http://wiki.cdisc.org 

• Sam’s blog on SHARE topics 

 http://mungingmetadata.blogspot.com/ 
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http://cdisc.org/cdisc-share
http://cdisc.org/cdisc-share
http://cdisc.org/cdisc-share
http://wiki.cdisc.org
http://mungingmetadata.blogspot.com/
http://mungingmetadata.blogspot.com/
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Public Comment Tracker – CDISC Needs You! 

© CDISC 2015 60 
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Strength through collaboration. 

61 

   


