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CDISC 360 lessons learned

What were we trying to solve
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* Rules in the data lifecycle
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+-+  Biomedical Concepts
The CDISC 360 Proof of Concept: Adding a conceptual layer to standards

Evolve from normative to informative standards

Create and store standards as concepts which create meaning

Electronically publish data standards as linked metadata

Add computer executable process metadata which enables end to end automation

Develop concept-based standard definitions, and test and demonstrate end-to-end
automation of study specification, data processing, and analysis

=» Test and demonstrate, but not building software

cdisc



CDISC 360 lessons learned

Project approach
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CDISC 360 Workstreams

Workstream 1 - ENHANCE STANDARDS
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Workstream 2 - PUBLISH STANDARDS
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Transform concepts in machine readable form

Workstream 4 - DEFINE
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Configure study specification and
create artifacts (Use Case 2)

Automatically process and transform data
(Use Case 3)
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CDISC 360 Workstreams
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0 360 Participation Summary

... Project Kickoff:

i 36 Resources specified
" 20 Organizations
“.""  Execution Phase:
LR 107 Resources specified

38 Organizations g

Pharma-Biotech Sponsor: 20
CRO: 6

: Technology Provider: 11

@ ol . Regulatory: 1
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CDISC 360 lessons learned

Where are we today




% - Trial Master File

Standards Development

« Complete end to end standards
- Data Collection instruments
- Analysis Results
 Endpoint definitions
« Digital protocol and study design

» Enrich existing standards
+ Refine and test Biomedical Concepts
* Link concepts to standard implementation
+ Understand Analysis Concepts and link to Biomedical Concepts
+ Add transformations and derivations content

=» Digitalize Therapeutic Area Guides

cdisc



" Standards Delivery

* Evolve library technology and schema
- Refine and test the BC models
+ Refine and deploy BC software tools

» Load BC content into the CDISC Library

« Surface BC content via APIs and the Library Browser

KIRIKIE]
-

- = Support Automation

« Evolve toward collaborative curation

» Develop and rollout governance process

« Create CDISC Library curation tools

« Develop standards curation training

« Enhance CDISC Library to load community standards implementations

(x] [ [x] [§]

=» Crowdsource standards
cdisc
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Software Tools since the CDISC 360 POC*
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d.. * Examples listed — not a comprehensive listing
COISC ** Open-source components expected to be available 16



CDISC 360i: implementing the vision




“." Realizing the CDISC Mission COISE
360

- CDISC Strategic Plan & Roadmap
T ~
N Expand & Connect Enable & Automate Engage & Adopt
Expand, Connect, and Reduce Variability, Enable Focus on Community
Digitize Our Standards Interoperability, and Needs and Deliver
Increase Automation Business Value

-
Strategic Expand and Enable standards-driven automation across end-to-end CDISC will expand and realize

Goal: study information lifecycle from study design through results. the original 360 vision.



“."  CDISC 360

;i~, + Define end to end standards

By » Digitalize information from protocol to reporting

Biruiii + Link concepts to representation standards

L S * Forms definition, eDTs, DHT, SDTM specs, ADaM specs, TFL specs, ...
R « Enrich with transformation & derivation logic

w77« Study design & build

: 5 » Select concept and concept groups in digital Schedule of Activities
« Automates study builds

S » Forms definition, SDTM specs, ADaM specs, TFL specs, ...

* Provides derivation & transformation algorithms

cdisc

USDM

UNIFIED STUDY
DEFINITIONS MODEL
(DDF)

* Automate data flow
 Demonstrate end to end automation
+ Starts with linking Schedule of Activities to Concepts (and Concept Groups)
* Automates transformations & derivation between data states
» Collection, tabulation, analysis, results

cdisc 19



3601 Study Package

* Publish a * Publish the « Publish a pre- - Execute the
complete study complete set of configured set of study build and
metl?datath t raw datasets for open-source data pipeline
package tha the test study to software tools automation in a
covers the full
study data execute the that consume the Connectathon
pipeline from automgteq study study metadata event to
study design data pipeline. and data to demonstrate
through TLFs. execute the generating

study design analysis results
using the test from a study

data. design.

20
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CDISC 3601 Phase 1: Generating SDTM

Technical Process
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Configured —
Schedule of Biomedical
Activities Concepts —PHASE 1

Safety
Assessments

— PHASE 2

Endpoint Analysis
Definitions Concepts

Phase 2 pre-work includes [ ]
cdisc | defining Analysis Concepts




Standards driven automation: @

¢+ Faster Innovation at Reduced Costs

: i+ Community development

el * Reduced development and maintenance costs

+ Applies to data standards and open-source software

+ Reduced Total Cost of Ownership - free as in puppy, not as in beer
-« End to End standards provide faster innovation

« Reduce unnecessary variability

* Focus on research instead of data wrangling

Open-source software

* Higher tolerance for risk
» Support sustained development and innovation
* Planning Connectathons that include open-source and commercial software tools

Path of least resistance
+ Path of least resistance — easier and cheaper than using a proprietary approach
» Easy on ramps — make it easier for newcomers to get started with CDISC
* Lower barriers to entry for researchers and academic research

cdisc 9



Thank You!

We Want Your Feedback!

cdisc
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