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shuse Path to automation

The Sanofi journey (so far...)

The progress we made in the last 2.5 years, and
the road ahead.
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* Alignment: broad, cross-functional alignment
— Bottom-up consolidation of similar goals & efforts
* Endorsement of vision: automation by design
— Organizational commitment through to success
* Analyze and Specify: budget both time & resources

— Break down silos: analyze, align and digitize end-to-end
— Design, build & fill gaps (content, tools, knowledge)
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* Design & deploy: roles & responsibilities
— IT and business (re-)alignment
— Acquire technical skills
 Change Management
— aim for 70% automation, 100% facilitation
— address concerns early and comprehensively



p@e What is MAP

\_/ The old way

Re-think end-to-end workflows: reduce silos, eliminate manual processing
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MD: Metadata, Sponsor & Study. RTOR: FDA Real-Time Onco Review. SDS: Study Data Standards.



https://www.fda.gov/about-fda/oncology-center-excellence/real-time-oncology-review

shue Challenges: Analysis

* Deterministic processing

— assembling and evaluating sets of rules that
UNambiguously lead to specific outcomes.
* should stress CPUs, not distract people

* Intelligent processing

— Interpreting and assessing assets, resources and
scenarios Vvis-a-vis objectives to complete activities.
* should be the focus of people



suse Challenge: Digitize company info
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ehuse - Digitize company information

* To digitize corporate information:
analyze, organize, model ... integrated workflows

* Do not underestimate the burden of these efforts

Metadata Standards Business Rules Methods &
Algorithms




shuse Redesign mindset & workflows

e Accumulate information with intention

* Design to automate, and plan to fill gaps:
budget both time & resources to succeed

Metadata Standards Business Rules Methods &
Algorithms




shuse Data-driven workflows
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sue [T and Business (re-)alignment

* New roles & responsibilities, new boundaries

* TransCelerate - Modern Statistical Analytics
Framework (draft)

"Creating the handshake between IT and Business when it comes to
implementing and changing the statistical analysis environment. IT
traditionally builds and maintains computing environments based upon
SOPs and other defined processes that ensures reliability. Business
functions will also build tools and utilities to automate processes or
make tasks easier." (emphasis added)
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shuse Technical solutions

* Familiar concepts, new perspective:
Automation

https://www.cdisc.org/events/webinar/cdisc-360-journey-so-far-and-road-ahead
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suse Technical solutions - Decompose
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phuse Technical solutions - Engineering

Database =
design

Diabetes

CDISC360-2

CDASHIG
v2.0

Source: M. Traun, N. de Saint Jorre, Study Design and Configuration using CDISC 360
concept based standards, CDISC EU Interchange, April 2020



phuse Technical solutions - Engineering

Mapping Specifications: Dimension 2
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Source: CDISC 360: The Journey So Far and the Road Ahead
T Automation of SDTM Generation & Artifacts using CDISC 360 enriched standards
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shuse - Organizational commitment

* Executive Buy-in:

— Costs & Return on Investment

— Commitment to long-term investment

— Maintain commitment with regular results ("ROI")
* Resourcing: often under-estimated

— Much work to digitize information, fill gaps

— and still design and engineer integrated solutions




shuse - Organizational commitment

* "Competing" with clinical development and other
corporate objectives
— Future capabilities are enabling
— Can lead to (temporary?) setbacks
— Design regular progress, deliver regular advances




shuse Change Management

* Addressing the refrain "So you want to eliminate all
of our jobs?!”

* Overcome the mindset "There is nothing (more
interesting?) to do besides what |'ve been doing.”

* "Study specific cannot be automated" would have
prevented self-driving cars, high-speed interception
of asteroids, ...



p@e What is MAP

L W The new way

To achieve this, it requires us to rethinking how we current work
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This is a long transformation process: don’t forget
to give some quick wins along the way

* Facilitate metadata management

* Machine-readable data derivations

* Model & record table specification

* Model & record graphical specifications
* Prototype & establish building blocks
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Discussion Contact
e André Couturier

Group Head Analytics and Reporting Tools
Andre.Couturier@sanofi.com

e Dante Di Tommaso

Senior Tools and Applications Leader
Dante.DiTommaso@sanofi.com
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