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Question & Answer
• ‘Panelist’: Question

OR

• ‘Presentation’: Question

Examples:

1) What should be supported by ADaM datasets?

2) Is there a limit to the number of variables that can be in 
ADSL?



Content Disclaimer
The purpose of CDISC webinars is to provide examples of 
implementation and should not be considered official 
recommendations by the standards development teams or 
CDISC unless otherwise stated in the presentation. 
Webinars are not considered to be authorized CDISC courses, 
are not developed or delivered under COP-005, and should 
not replace a published IG or UG. Please refer to the latest 
published standards documents for the most authoritative 
implementation information.
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A very brief history of CDISC Success

1997

2004

2014

2016
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Pediatric 
terminologies 
developed with 
NCI EVS and CDISC

Controlled 
Terminologies in NCI 
EVS,
BRIDG model,
Cloud Commons pilot
Adopted CDISC 
standards for FDA 
submissions, HIV 
studies, 
pharmacovigilance, 
and meta-analyses
Part of C-Path Polycystic 
Kidney Disease TA 
consortium

CDE contributors to 
Schizophrenia TA, 
Future CDE alignment 
to PTS TA

NINDS CDEs used in 
Parkinson’s and TBI 
TAs for FDA 
submissions

1000s of people use CDISC Standards globally for 
many kinds of medical research

http://www.cancer.gov/index.html
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Vaccines Standard
Training on collection, 
modeling and 
aggregation 
standards for 
interoperability

Standards Starter Pack
Curation pipeline to 
TransMART

Use of standardized 
data for research 
sourced from multiple 
EHRs

Mobile patient 
reported outcomes 
(PRO)

Data sharing 
recommendations

Infectious 
Diseases - field 
research data 
collection and 
aggregation 
support

1000s of people use CDISC Standards globally for 
many kinds of medical research



1000s of people use CDISC Standards globally for 
many kinds of medical research

450+
Global 

Members



20 years later…2017
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In spite of the successes, our community still has concerns…
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Make it easier 
for volunteers 
to participate!

Resolve the 
inconsistencies!

We hear you!

Tell us what you 
are working on!

When will you 
publish the next 

version?

SLOW DOWN! SLOW DOWN!

SLOW 
DOWN!

Make the 
documentation 
easier to use!

SPEED UP!HELP!!!



Here’s what we are doing about it
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2017: What’s New
• More support for volunteers
• Improved standards development process
• Accredited training program
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Making things easier for volunteers
• More consistent 

experience onboarding 
• Training on policies, 

procedures and tools

• Setting clear 
expectations

• Avoiding burnout -
succession planning for 
team leadership 

• Tracking volunteer hours 
(legal requirement)



CDISC Staff Support for Foundational Teams
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• One CDISC staff member 
assigned to support each 
foundational team

• Provide conduit for 
consistent two-way 
communication 

• Support team with tools 
and resources 



Wiki Collaboration Space
wiki.cdisc.org

• Team collaboration space
• Repository of draft standards 
• Encourages global participation

• Integration with issue tracker (JIRA)
• Support the use of SHARE tools (e.g., CRF Maker)
Wiki “how to” training is available on the Wiki
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JIRA Issue Tracking

JIRA.cdisc.org
• Issue tracking tool used for

• Internal and public review comments
• Tracking disposition of comments
• Tracking issues for future development
• Approvals to publish

• Same login as Wiki
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SHARE Tools Available in Wiki

CRF 
Maker

SDS 
Maker

QRS 
Maker
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CRF Maker
Input: CDASH-compliant metadata* 
in English and Japanese directly in 
the Wiki to support collaboration

* CRF Maker requires a more specific data type than given in CDASH metadata

Output: Annotated CRF



SDS Maker: QCs for SDTM & SEND



QRS Maker
1. Add value domains
2. Add values to each value domain
3. Add measure items

1 2
3



Improving the Standards 
Development Process
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Improved Standards Development 
Procedure • Expanded, more 

details

• Highlights 
Education and 
SHARE deliverables

• Defines status of 
standards 
documentation

• Draft
• Provisional
• Final

• Introduces early, 
cross-team 
modeling 
governance

GGG 
Approval

GGG 
Approval

GGG 
Approval

GGG 
Approval
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SDS

ADaM

CDASH

XML

MRC

SRC

Separate conversations
No central governance
Creates inconsistencies

Good governance
But, not all teams represented
And, late in process 

Early advice
Better cross-team conversations
But not actual governance

SEND

CT



SDS

ADaM

CDASH

GGGSEND
CT

XML

Governance (e.g., MRC, 
SCG, CGC) have been 
consolidated into one 
decision making body



Benefits of Global Governance Group 
(GGG)

• Reducing siloes by 
moving decision-
making to a central 
governing body

• Transparent decision 
making with 
documentation in 
single place

• Alignment and 
consistent 
decision making 
across teams 
and standards 

• Early input from 
all teams will 
reduce future 
rework

• Clear, consistent 
documentation
of decisions



Accredited Training Program
to encourage and support consistency

26



CDISC Education
IACET Accreditation

• CDISC Education recently received accreditation from the International 
Association of Continuing Education and Training (IACET)

• Independent assessment and confirmation of a high quality, well controlled 
training program

• Continuing Education Units (CEUs) will be offered for most CDISC courses
• CEUs can be used to re-certify (CCDM, CCRA, CCRP, etc)

• IACET course development methodology lays the groundwork for certification in 
CDISC standards - coming soon!
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2018-2020: What’s Next
• Transparency and Predictability
• Annual release schedule
• New publishing formats
• Retooling to prepare for the future
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Transparency and Predictability
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Pipeline - Volunteer View (Wiki)

30



Pipeline - Public View Prototype

(coming soon to website)
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Standard In Development Public Review
Est. Publication 

Date Publication Status
SDTM v1.7 Completed Ongoing Q12018 Final
SDMTIG v3.3 Completed Completed Q12018 Final
SDTMIG-MD v1.1 Completed Ongoing Q12018 Final
ADaMIG v1.2 Completed Ongoing Final
TAUG-Nutrition Ongoing Provisional
TAUG-Lung Cancer Ongoing Provisional



Annual Release Schedule
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Annual Product Release Schedule
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• Early notice of expected 
product releases each year

• Quarterly CT releases
• Ad hoc QRS Supplements
• Ad hoc TA User Guide 

releases with Provisional status
• Annual Foundational 

Standards release
• First Week November

for standards with finalized 
components by cut-off date

• Provisional standards with 
all content finalized by cut-
off date also gain Final 
status



“Final” = More Implementable Standards
Final now means:

• Public review completed on
• Normative standard
• Informative examples & text
• Conformance Rules
• Referenced controlled terminology

• Publication-ready updates made
• Metadata loaded into CDISC SHARE
• Education chapter-level learning outcomes developed
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New Publishing Formats
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New Publishing Formats
• Have started publishing standards in HTML

• CDASHIG v2.0
• CDASH Model v1.0

• Benefits
• Aiming for a shorter publication time from Wiki to HTML
• HTML more universally readable than PDF
• But…you can export a PDF if you want one, or save the 

HTML file for offline use
36



Retooling to Prepare for the Future

37



Documenting Development Principles

• Guides and improves understanding of the standard
• Increases awareness about the manner in which team 

members should act in various situations
• Facilitates decision making
• Helps to optimum utilization of resources 
• Helps to manage change
• Builds knowledge base for future development
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Alignment of Standards
• Variable definitions
• Core designations
• Metadata review (for consistency)
• IG Text review

• What can be written as a rule?
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Future of CDISC Standards
• Expand use cases beyond regulatory submissions
• Align models with Real World Data (RWD) 
• Refine the standards to build more support for new 

technologies 
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Traditional View of Data: 
Domains/Files
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Real World View of Data:
Individual Concepts / Relationships
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Support for New Technologies
• Connect CDASH (and SDTM) with FHIR and other healthcare 

standards to support eSource
• Align SDTM Pharmacogenomics with global genomics 

initiatives
• GA4GH, HL7 Clinical Genomics, ISA-Tab & Workflow initiatives

• Provide standards in new formats - RDF
• Refine the models to support machine readable standards

• Single instance of each concept, well defined
• Build biomedical concept templates
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2018-2019 
Roadmap for Refining the Standards
Focus foundational standards development teams to:

• Finalize development of the following for consistency
• Development principles
• Conformance rules

• Do an in-depth review and refinement of metadata to ensure 
consistency within and across standards

• Develop template & process of biomedical concept maps
• Load all of the above into CDISC SHARE
• Build and publish SHARE tools to support future development
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Expected Results
• Alignment and consistency within and across models
• Clearly defined concepts to reduce ambiguity and help identify gaps

• Documented principles will guide future development
• Better alignment with RWD, ‘omics data and other standards
• Better support for tool development 

• Higher quality standards
• Better support for machine-readability, semantic interoperability
• Gain efficiencies in future standards development

• Pause and re-tool
• Slow down now to be able to speed up and get higher quality later

45



Conclusions
• We’ve come a long, long way together since 1997
• We hear your concerns and are addressing them
• CDISC staff are committed to doing everything we 

can to support our community and to make the 
standards sustainable 
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Join us on this 
journey!



47



48

UPCOMING NORTH AMERICA PUBLIC COURSES

Location Dates Courses Offered: Discount period 
ends:

Late fees kick(ed) in: Host

Los 
Angeles, 
CA

26-30 
March 
2018

SDTM, CDASH, Controlled 
Terminology, ADaM Primer, ADaM
T&A, Define-XML

26 Dec 2017 26 Feb 2018

Audubon, 
PA

2-6 April 
2018

SDTM, CDASH, ADaM Primer, ADaM
T&A, Define-XML

2 Jan 2018 2 Mar 2018

Visit cdisc.org/public-courses for information on other CDISC Public Training events.
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UPCOMING EUROPE PUBLIC COURSES

Location Dates Courses Offered: Discount period 
ends

Late fees kick(ed) 
in:

Host

Europe 
Interchange, 
Berlin, DE

23-27 
April 2018

SDTM, ADaM Primer, 
ADaM T&A, CDASH, 
Define-XML, Controlled 
Terminology, SEND, 
Standards from the Start

23 Feb 2018 23 Mar 
2018

Milan, Italy 14-18 
May 2018

SDTM, ADaM Primer, 
ADaM T&A, CDASH, 
Define-XML

14 Feb 2018 14 April
2018

Visit cdisc.org/public-courses for information on other CDISC Public Training events.
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UPCOMING ASIA PUBLIC COURSES

50

Location Dates Courses Offered Discount period ends: Late fees kick(ed) in: Host

Tokyo, Japan 5-9 Mar 
2018

SDTM, CDASH, ADaM Primer, ADaM T&A,

Define-XML 5 Dec 2017 5 Feb 2018

Seoul, South 
Korea

5-14 Mar 
2018

Standards from the Start, SDTM, CDASH, 

ADaM Primer, ADaM T&A, Define-XML 5 Dec 2017 5 Feb 2018

Visit cdisc.org/public-courses for information on other CDISC Public Training events.



Thank you!

Shannon Labout 
slabout@cdisc.org
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Rhonda Facile
rfacile@cdisc.org

Lauren Becnel, PhD
lbecnel@cdisc.org
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