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Today’s Agenda
1. Housekeeping
2. Presenter Introductions
3. Feature Presentations
4. Question & Answer Session
5. Upcoming Learning Opportunities + Resources



Housekeeping



Housekeeping

• You will remain on mute for the entirety of the webinar
• There will be a Q&A after all of the presentations are finished
• Audio issues? Shut down and restart the GoToWebinar app
• The slides from the presentation and a recording of this webinar will be 

available in the Members Only section of the CDISC website
• To access – make sure that you create a login for the CDISC website if you 

haven’t already 
• If you are employed by a CDISC member organization, please ensure you use 

your employer-issued email address with your employer’s domain name, so we 
can verify membership for the purpose of applying discounts to purchasing event 
tickets, online courses, and more!
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Submitting Questions

• To send a question, use the 
“QUESTIONS” function on your 
GoToWebinar app. (See red arrow)

• You can submit questions at any time 
during the presentation, we’ll answer 
them during the Q&A. 

• If you have a question for a specific 
presenter, please indicate the 
presenter’s name at the beginning of the 
question

• Examples: 
• John: ‘Question’
• Alana: ‘Question’

5



Content Disclaimer

• The purpose of this webinar is to provide examples of implementation and 
should not be considered official recommendations by CDISC unless 
otherwise stated in the presentation. 

• This webinar is not an authorized CDISC course, is not developed or 
delivered under CDISC Operating Procedures, and should not replace a 
published standard. Please refer to the latest published standards for the 
most authoritative implementation information.
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Our Presenters

• Jeffrey Abolafia, Chief Strategist, Data Standards, Rho Inc.
• Nancy Brucken, Standards Engineer, Clinical Solutions Group (CSG, Inc.)\
• Bhavin Busa, VP, Clinical Data Services & Operations, Vita Data Sciences
• Sally Cassells, Sr. Director, Data Exchange Standards and Certification, CDISC
• Nate Freimark, Vice President, Clinical Programming and Data Standards, The Griesser

Group
• Hansjörg Frenzel, Sr. Principal Clinical Data Standards Consultant, PRA Health Sciences
• Brian Harris, Director, Biometrics Operations and Clinical Data Standards, AstraZeneca
• Bess LeRoy, Head of Standards Development, CDISC
• Kent Letourneau, Executive Director, Global Head, Data Standards, PRA Health Sciences
• Jon Neville, Sr. Standards Developer, CDISC
• Peter Van Reusel, CSO, CDISC
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CDISC Analysis Results Standard Kick-off 
Meeting 

Bess LeRoy
Head of Standards Development, CDISC

27 October 2020



Agenda
1. Background
2. Enhancing CDISC ADaM standards
3. Leveraging existing work
4. Scope
5. Timelines



Background

ADaM currently provides standardized 
inputs to enable analysis 

• Subject-Level Analysis Dataset (ADSL)
• Basic Data Structure (BDS) 

• Time to Event (TTE)
• Occurrence Data Structure (OCCDS)

• Adverse Events (ADAE)
• Limited Controlled Terminology



Background
• Analysis Results Metadata (ARM) extension to the Define-

XML 2.0 model
• Provides traceability for a given analysis result to the specific ADaM data that were used as 

input to generating the analysis result
• Provides standard metadata fields to represent analysis method used and the reason the 

analysis was performed



Challenges

• ARM provides limited traceability from analysis results to 
analysis data and does not currently support the capture 
of actual results

• Limited standardization of analysis results metadata and 
conceptual layer of TFLs 

Enhancing and extending ADaM standards is key to help 
achieve end to end automation and improve consistent use of 
the standards



Enhancing ADaM standards 

Add features that support automation of analysis results

Provide guidance on basic analysis structures towards 
analysis results generation

Provide greater traceability between analysis results and 
analysis data



What could this look like?

• Concept-based standards development for generally accepted 
analyses

• Analysis dataset examples including relevant controlled terminology

• Expansion of the standardization that is provide by the ARM 
specification for Define.xml

• Methodology guidance examples
• Pseudo code for transformations and derivations

• Standardized analysis results metadata for TFL generation
• Structure 
• Terminology
• Enhancing traceability and documentation of the 

results



Analysis dataset structure including 
relevant controlled terminology

• Provide ADaM dataset structure examples that are 
used to produce TFLs 

• Challenges with variation in ADaM dataset that are 
generated for submission

• Provide feedback to relevant ADaM teams to work 
towards a more consistent implementation for 
biomedical concepts



Expansion of the standardization that is provide by the ARM 
specification for Define.xml

The ARM specification standardizes 
the metadata structure for the 
define.xml

Need for standard analysis definition  



Standardized analysis results metadata for TFL generation

Reference: ‘Analysis Results that Save Trees - #KillTFLs’, Chris Decker, DH12 PHUSE US Connect 2019 



Standardized analysis results metadata for TFL generation



What existing work can we leverage? 



JPMA: Commonly used analysis shells and ADaM
data for clinical study reports

http://www.jpma.or.jp/english/reports/drug_evaluatio
n_committee/expert_committees/adam_data.html



JPMA: Commonly used analysis shells and ADaM
data for clinical study reports
• Data Science Expert Committee CDISC Taskforce of JPMA conducted 

survey in 2019
• 40 member companies responded to the survey, and the Taskforce  

identified the standard TFLs commonly used for clinical study reports 
• Proposed TFL Shells and ADaM data structures were defined based on the 

identified standard TFLs
• Document describes analysis shells for clinical study reports with annotation 

of CDISC ADaM datasets/variables commonly used for statistical analysis of 
clinical trials

• It will support data science functions in pharmaceutical companies, CROs 
and academia, etc., when they create statistical analysis deliverables 



Analysis shells for clinical study reports with 
annotation of CDISC ADaM datasets/variables



PHUSE Working Group: Standard Analyses and Code Sharing



PHUSE Working Group: Standard Analyses and Code Sharing

• Vision: Leverage crowd-sourcing to improve the content and implementation 
of analyses for medical research, leading to better data interpretations and 
increased efficiency in the clinical drug development and review processes.

• Goals:
• Establish and maintain a publicly available repository for storing program 

code to be used as analytical tools for medical research.
• Where gaps exist, develop recommendations for analyses and displays 

in areas that could benefit from crowd-sourcing.
• Where gaps exist, develop code for recommended analyses and 

displays that could benefit from crowd-sourcing (to reside in the 
repository).



PHUSE analysis & display white papers



CDISC 360: The Art of the Possible

27Reference: ‘CDISC 360 - The Journey so Far and the Road Ahead’, Peter Van Reusel, 28th April 2020



Analysis Result Concept

Reference: ‘CDISC 360 - The Journey so Far and the Road Ahead’, Peter Van Reusel, 28th April 2020



CDISC ARM v1 Metadata

Display
DisplayOID
Name
Title
Document

Result
ResultOID

Description
Reason
Purpose
Dataset

WhereClause
AnalysisVariable

Documentation
ProgrammingCode

Reference: ‘Automation of TFL Generation using CDISC 360 Enriched Metadata’ ; Bhavin Busa, Prasanna Murugesan, Stuart Malcom; CDISC US Interchange 2020



CDISC ARM v1 Metadata Extensions

Display
Result

Output (Study, Analysis, Group, Filename/Type, Style)

Version

DisplayPattern

Grouping

- AnalysisVar

- ByVar

CodeReference

Parent

Version

Grouping:

- Dataset

- WhereClause

- AnalysisVar

- ByVar

Template

Title 1..N

RowLabelHeader

Header 1..N

Footer 1..N

Reference: ‘Automation of TFL Generation using CDISC 360 Enriched Metadata’ ; Bhavin Busa, Prasanna Murugesan, Stuart Malcom; CDISC US Interchange 2020



CDISC 360 Enriched TFL Metadata (ARM++)

• Based on CDISC ARM v1

• Added OUTPUT & STYLE

• Extended DISPLAY and RESULT
• Parent
• Version
• Grouping and ByVar
• CodeReference

• Use-cases for production TFL automation

Reference: ‘Automation of TFL Generation using CDISC 360 Enriched Metadata’ ; Bhavin Busa, Prasanna Murugesan, Stuart Malcom; CDISC US Interchange 2020



CDISC 360 Enriched TFL Metadata (ARM++): Sample

Reference: ‘Automation of TFL Generation using CDISC 360 Enriched Metadata’ ; Bhavin Busa, Prasanna Murugesan, Stuart Malcom; CDISC US Interchange 2020



• Most common safety analyses 

• TAUGs with analysis components

• TAUGs without analysis components 

• Community generated content

• Will not focus on TFL layout 
• Example options for layouts for illustration 

purposes

What content will be the focus?

Efficacy



What common safety analyses do we start with? 



TAUGs with and without ADaM components 



TAUG Tables, Listings, and Figures 

Some examples exist in the 
TAUGs for various disease 
areas but not all analysis 
sections have the same level 
of detail



Common Safety Anayses

Anticipated Project Timeline

Project 
Setup

Common Safety 
Analyses

TAUGs with 
Analysis Sections

TAUGs without 
Analysis Sections

Community 
Generated 

Content

~3 months
Starting 
Q4 2020

~1.5 years

~2 years

Ongoing



Interested? Join our 
team!
• Looking for additional team 

members 

• Meet weekly on Friday at 10:00 
am Eastern

• Contact Bess LeRoy at 
bleroy@cdisc.org

mailto:bleroy@cdisc.org


Thank you to the current team!

• Jeff Abolafia
• Brian Harris 
• Nate Freimark
• Mary Nilsson
• Maria Matilde Kam
• Yumiko Asami
• Kent Letourneau
• Hansjoerg Frenzel

• Nancy Brucken
• Bhavin Busa
• Sally Cassells 
• Jon Neville 
• Peter Van Reusel
• Azusa Tsukida
• Chenoa Conley



Audience Questions

How can I get involved in the project?
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Audience Questions
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The paper by Chris Decker that you 
mentioned builds on the PhUSE
working group: PhUSE Analysis 
Results Model Project, (2016, Marc 
Andersen and Tim Williams, 
https://www.phusewiki.org/wiki/index.
php?title=Analysis_Results_Model ).

https://www.phusewiki.org/wiki/index.php?title=Analysis_Results_Model


Audience Questions

I'm excited to hear about this project. 
One thing that has always bothered 
me about the current ARM standard 
is the one-to-one coupling of results 
with displays, which leads to 
unnecessary repetition, e.g. when the 
same result appears in multiple 
tables. Will this project consider the 
whole data model behind ARM, so 
the relationship between results and 
displays can be normalised? It 
sounds like it probably will but 
confirmation would be great!
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Audience Questions
Why can't ARM currently be used to 
help generate reesults. Instead of 
being produced after results are 
generated?
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Audience Questions

Nice presentation. Is there an online 
form to be filled become an 
volunteer?

Answer:
https://www.cdisc.org/volunteer
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Audience Questions

Is a development of ODM-XML-
based standard for TLFs (based on 
ARM/ARM++) is part of the project 
scope?
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Audience Questions

Is this a CDISC initiative or will the 
results datasets be requested soon 
by the FDA?
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Upcoming Learning Opportunities
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2021 CDISC Upcoming Events 

2021 Europe Interchange
28-29 April

TechniCon
• Tuesday, 2 February: Asia-Pacific Rim

• Wednesday, 3 February: EMEA

• Friday, 5 February: India

• Monday, 8 February: Americas

Submit Abstracts Now. Registration Open Soon!

February 2021 – Abstract Submissions and Registration Coming Soon.

February 2021 – TechniCon Virtual Events

April 2021 – Europe Virtual Event



Free Upcoming Webinar Lineup – Registration Open! 

CDASH SAE v2.0 Public Review 
10 NOV 2020, 11:00 AM - 12:30 PM EDT

• CDISC, with support from our partner 

TransCelerate Biopharma, is developing 

version 2.0 of the CDASH SAE 

Supplement, which will capture how to 

structure serious adverse events (SAE) 

concepts for regulated clinical trials.

CDISC Tabulate Certification Launch
16 NOV 2020, 11:00 AM - 12:30 PM 

EDT

• Announcing the new CDISC 

Certification program: why you 

should take it, and how you can 

do it.
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New Virtual Training Methods 

• CDISC Provides Many Ways to Begin or Continue Growing Your Standards 
Knowledge.

• Popular self-paced training plus new Blended Learning and Virtual Classroom settings.



Thank You!
Questions, comments, concerns? Email bklinke@cdisc.org

Don’t forget to fill out the feedback survey!

mailto:bklinke@cdisc.org

