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Pre-Conference Workshop: International Regulatory Collaborative Initiatives: Reliance, Work-Sharing - Strategic Regulatory Pathways

Workshop Leader:  Mercè Caturla Goñi, PhD – Director, Global Regulatory Affairs
Workshop Leader:  Beate R. Schmidt, MSc, MDRA, RAC – Consultant, Benefits Regulatory Consulting
Workshop Leader:  Alexandra Eckhoff – Sanofi
Speaker:  Victoria Palmi Reig – International Affairs, European Medicines Agency (EMA)
Speaker:  Tasneem Fatima Keshavji – Head of International Recognition, MHRA
Speaker:  Cornelia Bigler, MSc, PhD – Deputy Head Unit 4, Regulatory Assessment, Swissmedic
Speaker:  Sergio Cavalheiro Filho, PharmD – Manager, Regulatory Affairs, IFPMA

Room: 5B, 1ST floor

	8:00 – 8:30
	Registration


	8:30 – 10:30
	Session block 1:
· Welcome and introductions (20 min)
· Presentations on reliance and work-sharing initiatives (industry and regulators’ perspectives) (20 min per speaker)

Speaker Names:
Alexandra Eckhoff – Sanofi
Victoria Palmi Reig – International Affairs, EMA
Tasneem Fatima Keshavji – Head of International Recognition, MHRA
Cornelia Bigler – Deputy Head Unit 4, Regulatory Assessment, Swissmedic
Sergio Cavalheiro Filho – Manager, Regulatory Affairs, IFPMA


	10:30 - 11:00
	Workshop Refreshment Break


	11:00 – 13:00


	Session block 2: 
Dynamic and interactive World Café session. Small, rotating groups of participants from industry and regulators will discuss specific questions related to international collaborative initiatives. Participants share insights and practical impacts of the various initiatives and explore new ideas and solutions for effective collaborative procedures.

Moderators:
Mercè Caturla Goñi – Director, Global Regulatory Affairs 
Beate Schmidt – Benefits Regulatory Consulting
Alexandra Eckhoff – Sanofi


	13:00 – 14:00
	Workshop Lunch


	14:00 – 16:00 
	Session block 3:
· Presentation of outcomes from World Café (15 min per group)
· Joint discussion of ‘Blue Sky Scenario’
· Conclusion and outlook


	16:00
	Adjourn

	16:00 – 16:20
	Coffee Break 
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