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ATMP Workshop

Let’'s talk ATMP — GMP for ATMP and their regulatory requirements

Advanced Therapy Medicinal Products (ATMPs) promise groundbreaking therapies — yet the
regulatory requirements are dynamic and complex. From the proper classification of
individualized therapies and the requirements set out in the GMP guidelines to expectations
for starting and ancillary materials, supplier qualification, and collaboration with CMOs: a lack
of regulatory clarity quickly leads to delays, inspection findings, and additional costs.

Our workshop “Let’s talk ATMP — GMP for ATMPs and their regulatory requirements” cuts
through the complexity. We provide a concise update on the current regulatory landscape
and the GMP framework, translate requirements into practical, actionable steps, and work
hands-on together — from the QTPP to a robust specification for a starting material. You'll
also receive best practices for supplier qualification, including audit approaches, as well as
an open exchange on selecting, qualifying, and managing CMOs.

Outcome: clear orientation, immediately applicable approaches, and confident decision-
making in your day-to-day ATMP operations.

Our Competence

e Deep ATMP regulatory and
documentation expertise

e End-to-end pharmaceutical process

know-how
e |Interdisciplinary team of scientists and
engineers
Our Services and Support Your Benefits
e Interactive, action-oriented workshop e Real-world case studies
with current regulatory and GMP update e Hands-on exercise for deeper
e Hands-on: QTPP to robust understanding
specifications for starting/ancillary o Expert live Q&A tailored to your
materials questions
e Expert Q&A and real-world case studies e Ready-to-use checklists, templates, and
tailored to your needs examples
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The Valicare-Team supports you along the entire value-added chain!
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o GMP Training
va licare
o Strategic & Regulatory Consulting

Contact us if you need clear, practical answers for your ATMP project on
regulatory, GMP, and supplier/CMO management. We will support you!
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