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I. Abstract Body (up to 250 words)
The present presentation is about the future Annex 1 of EU GMP for sterile medicine. Indeed, after 10 years, a new version of the Annex 1 is going to be published and modifications have been done through a new organisational document. The aim of this presentation is to go through these modifications by highlighting what significant impacts for pharmaceutical manufacturers could be.
After a quick review on how the EU GMP is organised, the focus will be on the Annex1 specifically.
A 2008 versus 2018 draft version will be compared with a highlight to three main topics: The Quality Risk Management, the Pharmaceutical quality System and the Contamination Risk Management.
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