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chuse: Plenary Overview

Plenary Session with Updates from Health Authorities

« Data Submission in Europe — An EMA Update
Eftychia Eirini Psarelli, EMA & Peter Van Meer, Medicines Evaluation Board

A Risk Based Framework for Al Use in Drug Development
Tala Fakhouri, FDA

« CSS Poster Awards
Jean-Marc Ferran, Qualiance, Data Transparency Working Group Lead &
CSS Poster Chair
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PP03 —SEND (Standard for Exchange of Nonclinical Data)
Industry Feedback Survey: 2024 Results
Vanessa Chavez, Labcorp
Lindsy Eickhoff, Inotiv
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PP18 — Bridging the Gap — Enhancing TFL Generation with CDISC
ARS Model and Community TFL Library
Bhavin Busa, Clymb Clinical

CLYMB

CLINICAL

Bridging the Gap - Enhancing Analysis Results
Generation with CDISC ARS Model and Community

TFL Designer

Author: Bhavin Busa, Principal & Co-Founder, Clymb Clinical, bhavin@clymbclinical.com

Current State: The consiruction of TFL mock-up shells
and analysis results metadata in our industry faces
challanges stamming from variabilty, ack of standards,
‘and manual processes.

Analyss Resutts Gonoraton: To 5 pain poits
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Survey results from 253 participants conducted during
‘o TFL Designer Design Thinking Workshop, 13th Sep

2022, highiight the pr

machine-readable TFL display shells and_analysis

results metadata to bolster efficiency and collaboration.

‘survey Results from Design Thining Workshop

CDISC Analysis Results Standard (ARS)': The
CDISC ARS Mods! and accompanying user guide have.
been develoged to jcal modl that fuly
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ARS Model is complex! How do | operationalize it and
‘generate analysis results metadata prospectively?

ARS Model Representation using CMAP

Design, Specity, Bulld and Exscute: In our vision for the future
state, we anticipate the avallabilty of open-source or community

Enhancing Analysis Results Generation:
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tomplates, use cases, and standards, acceleraling TFL
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faciltaling the creation of shareable TFL templates,
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(in both SAS and
the community.
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PP23 — A Framework Enabling LLMS into Regulatory
Environment for Transparency and trustworthiness and its
Application to Drug Labelling Document

Shraddha Thakkar, FDA

PP23 A framework enabling LLMs into regulatory environment for
transparency and trustworthiness and its application to drug labeling

document
Leihong Wu?,Joshua Xu?, Shraddha Thakkart Magnus Gray?, Yanyan Qu?, Dongying L, Weida Tong?

#0ffice of Computational Scences (OCS), Office of Translational Sciences (OTS), Center for Drug Evaluation and Research (CDER),

Division of Bioinformatics and Blostatistics (D8B), National Center for Toxicological Research (NCTR), US FDA,

Proposed Solutions
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suse Thank you to all the presenters!

/ i - (- = Poster Judges:
A ' - * Anthony Chow (CDISC)
- - » Dale LeSueur (Regeneron)

Jesse Anderson (FDA)
Setondji Dega (FDA)

PHUSE Project Coordinators
Lauren White
Alexandra Pearce
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EU 2024

10-13 November
Strasbourg Convention Centre

Strasbourg Cathedral
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US 2025

16-19 March
Renaissance Orlando at SeaWorld Florida
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shuse Thank You

We look forward to seeing
you at the CSS next year!



