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Annex 1 - A Focus on its Main Issues
The EIPG position on the last version
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OVERVIEW OF WEBINAR

This webinar summarizes the most relevant comments to the V12 draft document of Annex 1
(appendix of Eudralex Vol. 4 EU GMP) as developed by the EIPG national working groups and
delivered to EC for consideration for the preparation of the final Annex to be published.
Comments are mainly focused on the key issues about the aseptic process, such as premises,
personnel, production technologies and process monitoring.

LEARNING OUTCOMES

By attending this webinar, you will:

Understand the most relevant changes introduced in the draft V12 of Annex 1 and their
impact for the manufacturers of the sterile products
Understand how EIPG members commented on the points which are unclear or open to
different interpretation

SPEAKER

Dr. Francesco Boschi
Dr. Boschi studied biology at the University of Milan and obtained his post-doc Degree in Applied
Biotechnology in 1997. He initially joined an R&D Group in Milan University performing research
activities focused on the fermentation processes development of industrial interest by genetically
engineered yeast strains. He has 15+ years’ experience within different QA and QC positions in
the industrial microbiology and sterility assurance area (Pharmacia & Upjohn, Patheon, Eli Lilly,
GSK). His current position (since 2018) is within the Pfizer global Microbiology and Aseptic Team
(MAS) supporting the sterile injectable network of Pfizer Global Supply (PGS).
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