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Analysis Results Key Objectives

Leverage analysis results metadata to drive the
automation of results

Support storage, access, processing,
traceability and reproducibility of results



Analysis Results Standards Key Results

Logical model that describes analysis User Guide to illustrate and exercise
results and associated metadata model with common safety displays




- Analysis Results Standard Repo on GitHub

.« https://github.com/cdisc-org/analysis-results-standard
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Analysis Results Standard Model Documentation

» https://cdisc-org.github.io/analysis-results-standard/

@ cdisc-org.github.io/analysis-results-standard/

Analysis Results Standard (ARS)

Analysis Results Standard
(ARS)
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Analysis Results Standard (ARS)

DRAFT Logical model to support both the prospective specification of analyses and the fully contextualized
representation of the results of the analyses.

URI: https://www.cdisc.org/ars/1-0 Name: ars_ldm

Description

An analysis that is designed to meet a requirement of the reporting event

A set of related implementer-defined categories that can be used to
categoriz...

An implementer-defined category of analyses/outputs, which may include
one or...

A subdivision of the subject population based on a defined factor (e
A set of one or more statistical operations

Programming statements and/or a reference to the program used to
perform a sp...

Anshye Aol Sandard (ARS)

awempsssns | Class: ReportingEvent
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User Guide

» https://wiki.cdisc.org/display/ARSP/Analysis+Results+User+Guide

1 INTRODUCTION

1.1 Background and Purpose

12 Relationship to Other CDISC Standards
13 How to Read this Document

2 ANALYSIS RESULTS MODEL

2.1 ReportingEvent

2.2 Common Components

221 NestedList

222 AnalysisOutputCategorization

223 ReferenceDocument

2.2.3.1 DocumentReference

224 TerminologyExtension

2241 ExtensibleTerminologyTerm

225 AnalysisOutputProgrammingCode
2.3 Analysis Components
231 WhereClause
2311 WhereClauseCondition
siavana 23.1.2 WhereClauseCompoundExpression
] 232 AnalysisSet

By 233 DataSubset
Paiinia 234 GroupingFactor

61 % 234.1 SubjectGroupingFactor

™ 2342 DataGroupingFactor

. 235 AnalysisMethod

3 2351 Operation

Osuehan ° 2352 AnalysisProgrammingCodeTemplate
23.6 Analysis
2.3.6.1 OperationResult

24 Output Components
241 GlobalDisplaySection
242 Output

2421 OutputDisplay

3 EXAMPLE REPORTING EVENTS

3.1 Common Safety Displays

311 Summary of Demographics

312 Overall Summary of Treatment-Emergent Adverse Events

313 Summary of TEAE by System Organ Class and Preferred Term

3.14 Summary of Observed and Change from Baseline by Scheduled Visits - Vital Signs

315 Summary of Observed and Change from Baseline by Scheduled Visits - Vital Signs <Vertical Layout>
3.2 FDA STF

3.2.1 Table 2: Baseline Demographic and Clinical Characteristics, Safety Population

APPENDICES
Appendix A Glossary and Abbreviations
Appendix B:  Representations and Warranties, Limitations of Liability, and Disclaimers


https://wiki.cdisc.org/display/ARSP/Analysis+Results+User+Guide

Provide Public Review Comments by January 15th!

* https://www.cdisc.org/public-review/analysis-results-standard-v1-0
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SDTMIG ODM
Exchange Mechanism CDISC 360
ADaM RDF
B CORE
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- Terminology Digital Data Flow
p Genomics
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CDISC ARS Hackathon!
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" Hackathon Objectives

Drive adoption of Foster open-source Leveraging hackathon
CDISC Analysis software tools for learnings to enhance
Results Standard operationalization the standards



Hackathon Timeline

15 June 11 July 19 July

Team Formation
(participants driven)

Send out Welcome
letter to participants

Announcement:
Webinar June 15th

Kick off TC: July 12th Team Weekly Check-

Registration (recorded) in: Wed 10AM EST
15 June — 20 July - 13
7 July 12 July Sep

20 Sep

Share Results:
Slides due Sep 15t

12 Dec

COSA Webinar
Demonstrations

Presentation of
Results: US
Interchange Oct. 18-
19

18-19 Oct.
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Bl Reporting Event
e (CSR, DSUR, IB,

etc.)

S
S

AP / Mock-up
hells

Standard TFL
Templates

Analyses of

CSR Publishing

RTF/PDF/HTML

Interest

Design & Specify

ARS Model Supported Workflow and Entry Points

| Prospective!

ADaM Specs &
Programming

Analysis Results

Metadata

(Technical Specs)

| Machine-readable!

JSON, Excel, YAML, etc.

| Machine-readable!

| Specs Ingestion

JSON,SAS,R,YAM

L, etc.

Analysis Results

Data Visualization

Data (ARD)

Results along with
Metadata

Analysis
Programming

Automation Engine

SAS /R / Python
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Featured Solutions

. ....... . """"""" ARD Generator by Karl Wallendszus: A SAS-based tool for streamlined
: : data analysis using ARS metadata. 15 mins
. findes {cards} R Package by Daniel D. Sjoberg: An automated approach to
£ & S o A enhance result generation and traceability. 15 mins
SR I R R ARS Specification by Paul Thomas: A REACT + TypeScript Basic Front-
P @CosaEE End for simplified ARS specification. 15 mins
.... ARS in Action by Malan Bosman: Demonstrating the real-world potential
L o of the ARS model. 15 mins
.. Combined Q & A Session 15 mins
o : o * At the end of each presentation, we will have a short 2-3 mins Q&A session

-------
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w0 Contact Details
.. Bhavin Busa

: L ARS Product Owner & Co-Lead
- Principal & Co-Founder, Clymb Clinical

£ & B o L bhavin@clymbclinical.com
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