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(Plenary Session)

(1) Opening

(2) Update from the EMA Quality Working Party

(3) PFAS - From hero to zero

(4) CEP 2.0 - Perspective of final dosage form manufacturer

(5) The critical medicines act: an enabler for the open strategic autonomy of the EU pharmaceutical supply chain?
(6) Update from the EDQM

(7) Development and regulatory challenges for Peptides

(8) A sustainable API company: the long and winding road

(9) Data Integrity Assurance: Have You Implemented Sustainable Practices and Controls?
(10) Closing remarks

(Parallel Session)

(1)How does the EU pharmaceutical package impact the EU variation classification and procedural guidance’s?
(2) Differences in the focus of inspections by non-EU authorities

(3) Global DMF challenges

(4) Prevention of (Cross-)Contamination in Non-Sterile AP Manufacturing Processes
(5) ICH M4Q(R2): designing the Common Technical Document for the future

(6) INew APIC Guidance on aspects of cleaning validation in API plants

(7) Microbiological Quality Control of APIs

(8) Recycled raw materials in API manufacturing process for a greater sustainability
(9) API Registration in China: Recent Industry Experience

(10) A new era in the assessment of Process-Equipment-Related Leachables (PERLS)
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The critical medicines act: an enabler for the open strategic autonomy of the EU pharmaceutical supply chain?

58EM © Ms. Maggie Saykali, EFCG, Cefic, Belgium
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Global DMF challenges

8B . Ms. Marieke van Dalen, MARA Consultancy, The Netherlands
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Data Integrity Assurance: Have You Implemented Sustainable Practices and Controls?

8EM . Ms. Ruth Moore, Consumer Safety Officer, CDER, FDA, US
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Data Integrity and Compliance With Drug CGMP - Questions and Answers Guidance for Industry (FDA
2018) : https://www.fda.gov/media/119267/download
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Update from the EMA Quality Working Party

ZEEM © Ms. Monika Mayr, EMA, The Netherlands
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* New Questions and Answers on assessment of quality of finished products containing known active
substances

* QWP Questions and Answers (Q&A) : how to use a CEP in the context of a Marketing Authorisation
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Towards a sustainable API manufacturing company : The long and winding road

58&EM  Mr. Joris Gilberts, Sustainability Manager, Aspen Oss B.V., The Netherlands
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