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Pre-Conference Workshop: Building Global CDx Studies: Strategic Planning Tools for IVD and Pharma Partners
Room: 3A, ground floor

Presenter:  Natalie Batty, MPH – Senior Regulatory Affairs Specialist, Immatics
Presenter:  Marina Belonogova, PhD – Associate Director, Global Regulatory Affairs, GRA Diagnostics and Digital Health, Johnson & Johnson
Presenter:  Carlos Galamba, MSc – CEO, MDx CRO
Presenter:  Kristiane Schmidt, PhD – Prinicipal Consultant & IVD Lead, Qserve Consultancy

	08:00 - 08:30
	Workshop registration & Welcome Coffee

	08:30 – 10:30
	CPS Process Overview and Latest Regulatory Updates  (Project Combine) + Developing a Submission Strategy 


	10:30 – 11:00
	Coffee Break

	11:00 – 13:00


	Focusing on Country Specific CPS Submissions 


	13:00 - 14:00
	Lunch

	14:00 – 16:00 
	Country Specific CPS Submissions Continued + Managing notifications on substantial modifications + Case Study 

	16:00
	Adjourn


	16:00 – 16:20
	Coffee Break
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