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Clinical Visual Analytics for Review and

Submission (CVARS)

S
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The Data Visualisation and Open Source Technology Working Group aims to support, address and
answer pertinent questions around data visualisation and open-source technology. The combination
of these two subjects is natural in today’s environment given the powerful data visualisation tools

within the open-source languages available today.
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Communication of Version Metadata for

Open-Source Languages

4

This project aims to develop a new template or enhance an existing one such as the Study Data\

Standardization Plan (SDSP) or the Analysis Data Reviewer’'s Guide (ADRG), to ensure metadata
pertaining to the versions of statistical packages and procedures is documented in alignment with

health authority expectations. This standardised template will streamline the submission of clinical
K study metadata to health authorities as part of the regulatory review process. /
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Comparing Analysis Method
scone ) Implementations in Software (CAMIS)

Several discrepancies have been discovered instatisticalanalysis results between programming
languages, even in fully qualified statistical computing environments. CAMIS seeks to clearly define
this problem and provide a framework for assessing the fundamental differences for a particular
statistical analysis across languages. In this context, the risk of interpreting numerical differences in
analysis results due solely to differences in programming language can be mitigated, instilling
confidence in both the sponsor company and the agency during the review period.
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https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpsiaims.github.io%2FCAMIS%2Fblogs%2F&data=05%7C02%7CNMasel%40its.jnj.com%7C2a04847812a44447256708de995a80fa%7C3ac94b33913548219502eafda6592a35%7C0%7C0%7C639116811192176525%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=hogjdIZC3F2AK2JnJZRZwTsDXxahndeAr%2BoL3pGc%2BOI%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpsiaims.github.io%2FCAMIS%2Fblogs%2F&data=05%7C02%7CNMasel%40its.jnj.com%7C2a04847812a44447256708de995a80fa%7C3ac94b33913548219502eafda6592a35%7C0%7C0%7C639116811192176525%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=hogjdIZC3F2AK2JnJZRZwTsDXxahndeAr%2BoL3pGc%2BOI%3D&reserved=0
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Demonstrating Real-World Impact of Modernization
of Statistical Analytics (MSA) Framework

The PHUSE project team will extend the MSA framework by creating a reference architecture that takes into accoum
real-world scenarios and design solutions to remediate them, ultimately providing a practical guide to building an end-
to-end validated environment for regulated work. Companies seeking to build an open-source programming
environment for regulatory reporting can leverage the MSA framework for guidance. However, since the framework is
designed to be both flexible and extensible, implementing it may prove challenging for companies, resulting in
situations where risks are not sufficiently mitigated. While the original MSA paper provided conceptual guidance, the
Q—IUSE handover of the project will seek to provide an overview of practical implementations of the framework being
applied. /
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Open Source Technology Adoption in Japan

Scope )

This project promotes practical adoption of OST in clinical development in Japan through knowledge-
sharing and community resources. Activities include case studies, practical guidance, training materials
and small-scale tools such as R-based utilities. The project focuses on practitioner support rather than
regulatory policy.
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PharmaForest: collaborative repository of SAS
Scope ) packages for pharmaceutical industry

To promote the adoption of reusable SAS packages and best practices across the pharmaceutical industry, addressing
inefficiencies, lack of standardisation and limited community collaboration. The focus is on creating an open,
sustainable ecosystem that improves productivity, compliance and knowledge sharing.

Objectives:

e Create educational materials and presentations: Tips for implementing PharmaForest packages and the SAS
Packages Framework (SPF). Share at webinars, industry events (e.g. PHUSE Connect) and internal training sessions.

« Build and maintain an open-source repository: Curate high-quality SAS packages for common pharma use cases.
Enable easy installation and version control through the SPF.

e Foster community engagement: Encourage contributions, peer reviews and discussions. Provide onboarding
resources for new SAS programmers. /
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Teal Enhancements for Cross-Industry
Scope ) AdOption

/ he teal framework has provided significant value to the pharma community via its power of interactive data \
exploration in clinical trials and beyond, together with its pre-built modules in teal.modules.clinical which analyse
standardised clinical data and generate outputs that meet general industry standards. However, the industry’s varied
standards and analysis needs may pose a limitation to wider adoption of teal across companies. This has led to
companies developing ad hoc clinical modules from scratch to meet their requirements, which can be resource-
intensive and inefficient. The proposed project seeks to address this challenge by enhancing features and flexibilities of
the teal framework. With these enhancements, users can tailor the output formatting and presentation without
\modifying the core modules, ensuring the framework remains widely usable across companies while reducing the/

overhead of custom module development.
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