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Agenda
• Best Practices for Reviewing Standards Documents

 Kit Howard, CDISC 
• CDISC Membership Updates

 Ann White, CDISC
• CDISC Online Education & Event Updates

 John Ezzell, CDISC
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Question & Answer
• ‘Panelist’: Question
OR
• ‘Presentation’: Question

Examples:

Kit: Where are standards documents in the Wiki?
OR
CDISC: When can we start registering for the 
European Interchange?

3



© CDISC 2016

Best Practices for Reviewing 
Standards Documents
Kit Howard, CDISC
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Best Practices in Constructive 
Public Review Commenting

Kit Howard
Director of Education
CDISC
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Overview

What Does “Reviewing” Mean? 

Finding Standards to Review

Who Can Review?

Preparing for the Review

Conducting the Review

How to Submit Comments

What Happens to Comments?
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Definition: Standards Review

• Accomplishes its stated goals
• Works for most or all of the user community
• Integrates with other standards

Process to determine if the standard:

Ideally the review is cross-functional
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Where to Find Public Review Documents

• Newsletters - cdisc.org, Newsletter Signup
• Email blasts
• Twitter - cdisc.org, button upper right
• LinkedIn

CDISC communications

• Main page News section
• The standard’s webpage: column box on 

right

CDISC webpage 
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Where to Find Public Review Documents
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Where to Find Public Review Documents
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Who is Allowed to Review?

Anyone

Everyone

You!

Those who know about the area the 
standard covers

CDISC membership is not  required
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Preparing for the Review
Familiarize yourself with related 
standards

Understand where the standard fits in 
CDISC 

Be aware of the comments due date and 
plan your internal review accordingly

• Develop a review process internally
• Orient the team to the standard and the review process
• Develop a checklist of items to consider
• Determine how to consolidate your comments

Identify your internal (cross-functional) 
review team 

If there are no comments, submit that
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Understand the Standard

• Or browse the whole document and read the sections that 
pertain to your job

Read the entire document

Does the document make sense?

Does each part make sense?

Are the clinical and technical concepts 
clear? 

Do you follow the concept maps?

Are there concepts or  instruments missing 
that are usually used? 
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External Standards

Is the document complete by itself? 

Are there references to other documents? 
e.g., SDTM, DICOM

Access the other documents and standards 
and see if the reference makes sense

Does the document introduce the external 
standards adequately?

Clear examples of relevant use cases?
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Context and Data Flow

Think inside and outside your own context: 
reduce functional boundaries!

• Data capture may look quite different from 
submission, e.g., Findings About, SUPP--

Think about the full data flow

Clear data flow among the sections

Relevant usage requirements and 
examples?
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Derived Data

Does the document include derived data? 

What is the source for the inputs for the calculation? 
CRFs? Electronic transfer? Other derivations? 

• Site/source data? Data capture environment? 
• SDTM environment? Analysis environment? 

Where is the derivation most appropriately done?

• Rules for handling missing source values or other data problems? 
• Rules for handling multiple observations per time period
• Provisions for capturing missing or ‘not done’ observations?

Does the standard include the derivation algorithm? 
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Dataset Structure

Clear dataset structure? Would more 
guidance help? 

Dataset transformation requirements?

Published instruments: accurate 
representation? Validation status? 

Appropriate use of open text fields -
analysis or summarization?
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Would It Work for You?

Is there enough implementation information 
to perform a good review?

• Draft CDASH tables and CRFs – can you capture the 
data you need in a way that can flow into SDTM

• Draft SDTM tables and see if your data will fit
• From those, draft ADaM datasets – can you follow the 

data flow
• Draft tables, listings and figures layouts with variable 

annotations
• Check for the relevant controlled terminology
• Check if the results work for the relevant users, e.g., 

Writers, Clinical Scientists, Statisticians – can you use 
the resulting TLFs to interpret the data 

Try modeling study data using the standard 
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Comment Types

• Useful comments address
 Content
 Technical accuracy
 Clinical accuracy
 Relevance
 Consistency
 Implementability

• Useful comments do not address 
 Layout and formatting 
 Grammar and writing style
 Terms and acronyms defined in CDISC’s glossary or 

Implementation Guides
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How to Submit Comments

http://portal.cdisc.org/Pages/Home.aspx
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How to Submit Comments
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How to Submit Comments
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28



© CDISC 2016

How to Submit Comments

29



© CDISC 2016

How to Submit Comments
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Comment Review & Management

Gather the 
comments

Development Team 
reviews all

Eliminate duplicates
Send editorial 
comments to 

document editor

Triage remainder into 
those that can be 
answered by the 
team alone need 

other info

Team addresses 
ones that can do 

independently

Collaborate with 
other 

individuals/teams to 
address the 
remainder

Add responses to all 
comments in the 

portal

Publish responses 
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CDISC Membership Updates
Ann White, CDISC
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CDISC Members Drive Global Standards

Thank you for your support!36
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CDISC Partner Organizations
• Over 380 members worldwide
• Additional partner organizations
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Join CDISC!
• Two Levels of Membership – Platinum & Gold
• CDISC Standards
 Streamline clinical research
 Improve data quality
 Increase cost effectiveness of research processes
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CDISC Membership Benefits 
• Access to our 

Members Only Area 
 Download eSHARE

Content

• Significant Discounts 
on Training (private, 
public, online)

• Opportunities to 
Participate in 
Programs and Serve 
on Councils
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Questions

Contact us at membership@cdisc.org
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CDISC Online Education 
& Event Updates
John Ezzell, CDISC
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CDISC Online Training
• SDTM, CDASH, BRIDG, ADaM, PGx and Therapeutic 

Area modules are currently available on CDISC Training 
Campus (http://CDISC.trainingcampus.net)

• Bundle packages available for SDTM, CDASH, and 
BRIDG modules

• All members should contact training@cdisc.org to retrieve 
company-specific discount code.
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http://cdisc.trainingcampus.net/
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CDISC Online Training 
Production Update
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Online Courses in Development
TA Alzheimer's

TA Diabetes
TA QT Studies

TA Breast Cancer
TA Dyslipidemia

TA COPD
TA TBI

TA Rheumatoid Arthritis
TA Virology V2

ADaM Modules 3-8

• Just Released
• Pharmacogenomics, Module 1

• In Final Stages of Production:
• Pharmacokinetics, Module 1
• TA COPD
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UPCOMING NORTH AMERICA 
PUBLIC COURSES
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Location Dates Courses Offered Register 
by:

Early registration 
discount:

Host

Audubon,
PA

2-11 Mar Courses
corresponding to 
standards listed in 
Data Standards 
Catalog. See web.

2 Mar Expired

Emeryville, 
CA

11-15
Apr

Courses
corresponding to 
standards listed in 
Data Standards 
Catalog. See web.

11 Apr Expired

North
Chicago, 
IL

23-27 
May

SDTM, CDASH,
ADaM Primer, ADAM
T&A

23 Apr 23 Feb

Toronto, 
ON

24-27 
May

SDTM, CDASH, 
ADaM Primer, ADaM 
T&A

23 Apr 23 Feb

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

http://cdisc.org/public-courses-audubon-pa-0
http://cdisc.org/public-courses-emeryville-ca
http://cdisc.org/public-courses-north-chicago-il
http://cdisc.org/public-courses-toronto-canada
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UPCOMING EUROPE 
PUBLIC COURSES
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Location Dates Courses 
Offered

Register
by:

Early registration
discount:

Host

Paris, France 8-11 Mar SDTM, ADaM Primer, 
ADaM T&A Define-XML

8 Mar Expired

Europe 
Interchange 
in Vienna, 
Austra

25-29 Apr See web. 8 Apr 19 Feb

Frankfurt, 
Germany

13-17 Jun SDTM, ADaM Primer, 
ADaM T&A, Define-
XML

13 May 14 Mar

Brussels, 
Belgium

5-9 Sep SDTM, CDASH, ADaM 
Primer, ADaM T&A

5 Aug 6 Jun

Copenhagen,
Denmark 

Oct 2016 SDTM, SEND, ADaM 
Primer, ADAM T&A, 
Defne-XML

1 Sep 3 Jul

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

http://cdisc.org/public-courses-paris-france-0
http://cdisc.org/cdisc-europe-interchange-vienna-austria
http://cdisc.org/public-courses-eschborn-frankfurt-germany-0
http://cdisc.org/public-courses-brussels-belgium-0
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UPCOMING ASIA PUBLIC COURSES
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Location Dates Courses 
Offered

Register by: Early Registration
Discounts

Host

Tokyo, Japan
23-29 Mar

SDTM, 
CDASH, 
ADaM, ODM, 
Define-XML

9 Mar 21 Feb

Ho Chi Minh 
City, Vietnam

29-31 Mar SDTM, CDASH 29 Feb Expired

Tokyo, Japan 30 May – 3 
Jun See web. 13 May 26 Feb

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

http://cdisc.org/public-training-tokyo-japan
http://cdisc.org/public-courses-ho-chi-minh-city-vietnam
http://cdisc.org/cdisc-japan-interchange-tokyo-japan
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2016 Members-Only Mini-Trainings
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2016 Scheduled Members Only Webinars
Presenter Topic Webinar Date

Phil Pochon, Covance LOINC Standards Feb 25, 2016 

Kit Howard, CDISC Overview of Medical 
Device Domains Mar 3, 2016

Lauren Shinaberry, AbbVie Reference Time 
Points April 7, 2016

Melanie Paules, GSK; 
Barrie Nelson,

Diane Wold, CDISC

SDTM Trial Disease 
Assessment Domain May 5, 2016

Fred Wood,  Accenture TBD Jun 2, 2016

Webinar details and registration at www.cdisc.org/webinars

http://www.cdisc.org/webinars
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Standard currently out for review
• SDTM v1.4 IG v3.2 

Conformance Rules v1
 Visit http://cdisc.org/sdtm for more information
 Comments due March 11, 2016
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Click here to submit your comments.

http://cdisc.org/sdtm
http://portal.cdisc.org/CT


© CDISC 2016

CDISC’s vision is to:
Inform Patient Care & Safety Through Higher Quality Medical Research
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Any more questions?

Thank you for attending this webinar. 
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CDISC Members Drive Global Standards

Thank you for your support!
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Learn CDISC from CDISC!
Authoritative. Global. Vendor neutral.
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