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Analyses & Displays for Hepatotoxicity

This project team will create two white papers with recommendations for analyses and displays associatem
with hepatotoxicity, with a focus on Phase Il to IV clinical trials and integrated submission documents as
follows:
» Stage 1 White Paper: Set of analyses/outputs with reasonable medical probability to rule out potential DILI
» Stage 2 White Paper (potential DILI has not been ruled out): Additional analyses/outputs that need to be
generated to characterise the potential DILI issue and assess causality
» Value Added: Open-source software, Hepatotox tool, for production of outputs/analyses in Stage 1 and 2/

white papers
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Estimands in Safety Analytics

e Develop a user-friendly, one-stop education portal on the topic of safety estimands.

e Encompass and reference the learnings and recommendations of external groups working on
safety estimands - work in a complementary and comprehensive fashion, and present information
in a digestible, fit-for-application manner.

e Develop an education series with the goals of (1) substantially increasing the comfort level of

safety scientists when articulating appropriate safety estimands (2) increasing their use in

\practice and (3) increasing the breadth of estimators routinely used in safety analytics. /
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Interactive Analyses and Displays for
Laboratory Data

his project aims to bring together stakeholders from pharma, academia and regulatory bodies with
diverse backgrounds, such as statisticians, clinicians, medical experts and programmers. The goal is
to collaborate on a deliverable concerning the use of interactive displays in the assessment of
laboratory data during Phase Il to lll clinical trials. The deliverable will be a specification document
providing platform-agnostic recommendations to stakeholders about the features and options that
should be considered for interactive displays of laboratory data. This project’s scope will encompass
considerations for interactive visualisations used in ongoing safety monitoring, regulatory
\ submissions and publications. /
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Process for Aggregate Assessment of
Clinical Trial AE Data (PrOACTS)

Define the challenges and processes needed for aggregate AE assessment and identification of safet\

signals within early development programmes

* Research types of analytics that may be appropriate to implement, and the challenges they bring

e Bring clarity to ‘significance’ in safety without statistical connotation. Define important terms
(medically important, clinically relevant, etc.)

e Delineate potential pitfalls with small sample sizes, limited important events and uncertain background
rates
e Understand current organisational trends regarding safety assessment practices through the

\collection of focused survey results. /
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Safety Analytics Education

Scope \

S
Planning and interpreting clinical trial safety analyses demands scientific expertise that is often\
missing in educational curricula. The safety analytics field is dynamic and evolving, requiring
continual learning. All the roles (for example, medical, statistics, writers) that collaborate on ongoing
safety reviews, clinical study reports and integrated submission documents can improve their
K planning, content, execution and communication of clinical trial safety analyses. /
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	Estimands in Safety Analytics
	Added a fifth module to the overall project scope (estimand considerations for aggregated safety analyses)
	Completed four of the five modules and submitted for clinical review
	Started on the introductory slide deck/video to orient the learner to the content
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	Safety Analytics Education
	Scope
	Planning and interpreting clinical trial safety analyses demands scientific expertise that is often missing in educational curricula. The safety analytics field is dynamic and evolving, requiring continual learning. All the roles (for example, medical, statistics, writers) that collaborate on ongoing safety reviews, clinical study reports and integrated submission documents can improve their planning, content, execution and communication of clinical trial safety analyses.
	Initiate transition of the PHUSE Safety Library to the PHUSE website
	Finalise details for trailblazer webinar series (have included PSI and ASA colleagues in discussion)
	Publish article on open-source tools (format TBD but likely a LinkedIn article)
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