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A Member-Driven Mission
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Our Members are passionate about
designing solutions to address R&D's most
complex challengesrelated to clinical
development & drug safety.

-\ Boehringer
I"II Ingelheim

Membership is available to
biopharmaceutical research and
development organizationsthat engage in
iInnovative discovery, development and
manufacturing of new medicines*

*to be eligible formembership, companies must meet specified eligibility criteria.
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Objectives of Modernization of Statistical Analytics (MoA) Initiative

The Current Landscape

limited guidances create a significant obstacle to
adopting new analytical tools

Limited Regulatory Guidance
@ Specific analytical software is not required, but today’s

Increasing data volume

Emergence of electronic and digital data sources
in clinicalresearch has created a need for more
advanced analytical capabilities

— Greater availability of advanced technology

There are more advanced analytic capabilities
that could be customized as fit for purpose in R&D
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The Need

Organizations need to
find a way to
demonstrate to
regulatory agencies
that any analytical

solution produces
credible results and
are suitable for use in
the regulatory
Process.
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ree Core Principles for Regulatory Compliance
Implementation Success

Reproducibility

If a statistical analysis output can be
recreated from the original dataset
alongwith the associated

Accurac

The measure of correctness of
software libraries that are used to environment, including all artifacts
generate results froman MSA and dependencies, itis
environment —it is not the programs @ reproducible. If an outputisnot

that dev elopers write using those reproducible, itis questionable
software libraries. whetherresults of the output can be
trusted.

Accuracy

D

Refers to the ability to frace O Repraducibility
inputs to outputs, with the main Traceability

goal beingto provide
evidence to connect e-data,
code, and environment fo the
final output thatis produced.
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Pre-planning

« |[dentifying need,
setting the scope
and objective
building the
foundation

» Sponsorships

* |[dentify resources
and stakeholders
based on skillsets

» Define
collaborative

jdesuopjojoord

Ways of Working

______
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Implementation Model Of The MSA Framework

Implementation

Collaborative
iImplementation of

the MSA
Framework
leveraging
transversal skillsets
ACross business
and IT
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MoA Case Studies

#1: Using open-source tools to develop
interactive displays to facilitate internal
andregulatoryreview

Why MSA: Quality and GxP compliance
of dynamic visualizations means ease of
use and increased confidence of
reviewers.

#2: Different open-sourceinstallations for
exploratory andregulatedworkin the
same computational environment

©)

Accuracy

#4: Provision of a single environment for
both exploratory and submission related
analyses using open-source products

Why MSA: Risk-based validation along
with continuous integration/development
forged a path from exploratory to
submission.

#5: A new non-traditional statistical
analytic environment with commercial

validated solutions forregulated work

Why MSA: Greatercontroland O Why MSA: Establishing standard processes
confidencein submission work and ability O Reproducibility with controlled updates and IT support
to apply traditionalindependent QC Tmea,;'i',io enabled digital transformation while

process. retaining/attracting talent.

#3: Using open-source tools to automate
group sequential designs of clinical trials

Why MSA: Robust testing and automated
code/report generationsimprove GxP
compliance as updates are made to
statisticaltools for adaptive study designs.

#6: Fit-for-purpose package assessment
and GxP validation forboth exploratory
and submission work

Why MSA: Risk-based approachto testing
and validation delivers higher quality and
confidence with greater efficiencies.
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Risks, solutions, and MoA Framework components
Tips to design and document deployments

Case Study Sponsor Solution MoA Framework Components and

Risk Principles

#1 Interactive analysis platform, open-source

Validation of non-tfrad code Modular approach Risk-based assessment framework
for non-traditional tools

Confidencein platform Open-source packages Governance, Process & Tools

#2 Environment for Regulator Submission

Validation, non-trad pkgs Qualification =» Verification Confidence / Impact framework

Flexible access to open- Separate exploratory & Infended use / Impact framework

source code packages submission software envs

#3 Group Sequential Design application

Reliability of complexcode  Plan, execute & doc SDLC Risk-based verification framework

Reproducibility Automate documentation Reproducibility framework
of software environment
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2023 & Beyond Focus

Build confidence with Health Authorities:

= MoOA Framework can de-risk
technology initiatives.

= Software & technology advances conducted,
documented, & presented according to the
MoA Framework can facilitate review and
regulatory decision-making.

\

Accuracy

Fit for
purpose

Traceability
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Engage With Us ( ﬂ

Careers

Have an Idea? Let Us Know!

Give Feedback to an Initiative ) Enqqqe W".h US - TrO nscelerOTe
(fransceleratebiopharmainc.com)

Share Your Implementation Experience

Join Our Awareness & Implementation Community

ContactUs

Global Headquarters S
TransCelerate BioPharma executive offices are located at: . ‘ GIVE' F'EEdbaCk tD an II'IIt Iatl\'e

TransCelerate BioPharma Inc..
1001 Conshohocken State Road
STE 1-655

West Conshohocken, PA 19428

Some of our initiatives are currently seeking feedback. If you have interest in providing input please select the initiative

name from the dropdown below to complete their information request form. Please provide your email if you reguire a
response to your inguiry. TransCelerate cannot respond through the feedback forms.

We'd love to hear from you!

Initiative:  Modernization of Statistical Analytics )

Share feedback, comments
or request more information Modernization of Statistical Analytics Feedback Form

TRANSCELERATE INVITES YOU TO COMMENT ON THE MODERMIZATION OF STATISTICAL ANALYTICS (M3A)

USing our MOA “ Engqge W"'h ::::::&?;h::ﬂﬁ SHARE YOUR THOUGHTS AND RECOMMENDATIONS ON THIS SOLUTION PROPOSED BY
Us Form”.

NAME *
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https://www.transceleratebiopharmainc.com/engage-with-us/
https://www.transceleratebiopharmainc.com/engage-with-us/

THANK YOU
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ind out more about TransCelerate

<> Our Website

Visit the TransCelerate website here for more information

Our Events

To find out more about our events, click here

d0 [

Our Solutions

I
I

To learn more about our solutions, click here

2O

O]V Vea 1 =20 =000 View our annual achievements archive here

View and sign up here for our Newsletter, Pulse on Progress

Blog Click here to read our recent blog posts

Twitter Follow us on Twitter (@TransCelerate)

90 [l ®

LinkedIn Connect with us on LinkedIn (/franscelerate-biopharma-inc)
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https://www.transceleratebiopharmainc.com/newsletters/pulse-on-progress-11/
https://twitter.com/transcelerate?ref_src=twsrc%5Egoogle%7Ctwcamp%5Eserp%7Ctwgr%5Eauthor
https://www.linkedin.com/company/transcelerate-biopharma-inc-/
https://www.transceleratebiopharmainc.com/blog/
https://www.transceleratebiopharmainc.com/annual-achievements-archive/
https://www.transceleratebiopharmainc.com/our-solutions/
http://www.transceleratebiopharmainc.com/
https://www.transceleratebiopharmainc.com/transcelerate-events-2/
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