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Introduction of SIGs at RSNN

= Special Interest Group (SIG): community within a larger organization
with a shared interest in advancing a specific area

= RSNN SIGs contribute to this by utilizing the established RSNN network
and bundling fragmented expertise in the Netherlands and beyond

= With data-driven discussions, the SIGs bring together this expertise,
identify knowledge gaps, and enable deeper insights that foster multi-
stakeholder collaborations.
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SIG Advanced Therapies

= Dr. Lourens Bloem, Assistant Professor Clinical Therapeutics
Division of Pharmacoepidemiology and Clinical
Pharmacology; Utrecht University (Co-Chair)

= Dr. Renske ten Ham, Assistant Professor HTA
Julius Center; University Medical Center Utrecht (Co-Chair)

= Members representing stakeholder groups: patients,
industry, HTA, regulators, academia
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SIG Advanced Therapies: Why?

= Advanced therapy medicinal products (ATMPs) are highly innovative

= Considerably different characteristics from small molecules or
biologicals result in challenges for developers, regulators, HTA agencies

= Number of ATMPs stranded during (clinical) development expectedly
considerable given contrast between high clinical activity and low
number of products reaching patients

= Most ATMP developers are not companies but hospitals, academic
facilities, and small and medium enterprises (SMEs)
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Mission & Vision

= Patient access to innovative, advanced therapies by addressing hurdles

= Aim: identify knowledge gaps and actions to address challenges
perceived by stakeholders in ATMP development and assessment

= Address important questions related to ATMP development in a bottom-
up fashion, by bringing together public and private parties

= Objectives met if these therapies have become an integral part of the
drug development landscape
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Activities & Deliverables

= Website is reference point for network, information & documentation

=" Meet twice a year around a specific topic

= Discussions are data-driven, e.g., dossier and qualitative research
= Qutcomes:

» Research questions to address specific challenges
» Actionable next steps for stakeholders

Research should inform next meetings
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Welcome to the Regulatory Science Network Netherlands

Regulatory Science Network Netherlands (RSNN) is a network of experts from industry, academia, government bodies, and the broader regulatory
science field. Our mission is to advance an efficient and effective regulatory system that supports medicines development, marketing authorization,
access, and appropriate use of medicines. RSNN shares and disseminates knowledge among all stakeholders and sets the agenda for further research.

ABOUT RSNN

31 August 2022

We would Iove to hear from you!

RSNN interview series: Peter Mol
- Submit your ideas, questions or topics for Regulatory Science in the
Netherlands and we will be in touch. The RSNN interview series aims to give a better

insight into the persons and organizations
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