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Pre-Conference Workshop: Global Regulatory Pathways - US, China and South Korea
Room: 5C, 1st floor

Workshop Leader:  Florian Tolkmitt – Managing Director, PRO-LIANCE GLOBAL SOLUTIONS GmbH
Speaker:  Sarah Haake-Schäfer – Head of Global Regulatory Strategic Innovation, Carl Zeiss Vision International GmbH
Speaker:  Erika Schuettfort, PhD – Self-employed Consultant, Vorsa
Speaker:  Frank Pétavy, MSc – Senior methodology expert , European Medicines Agency
Speaker:  Emilie Santos, BSc. MSc. PhD – Clinical Evidence Team Lead, Philips Healthcare
Speaker:  Julia Friedrich, PhD – Associate Director Post-Market Surveillance, Miltenyi Biotec B.V. & Co. KG
Speaker:  Jean-Pierre Doan, MSc. MBA – Associate Director Digital Innovation, Regulatory Affairs, Merck KGaA
Speaker:  Paul Bolot, PharmD – Regulatory Policy & Science, Bayer
Speaker:  Yun-Hsuan Chang, MD MSc – Internal Clinician , Scarlet

	
	TOPICS

	8:00 - 8:30
	Workshop registration & Welcome Coffee

	08:30 – 09:00
	Interactive Opening 
Florian Tolkmitt
1. Reflect on your Digitalization/AI implementation project 
1. What is an unwanted result for your implementation project?
1. What are you currently doing?


	09:00 – 10:30
	Creating the Case for Change
Erika Schuettfort / Sarah Haake-Schäfer
Why digital transformation in regulatory affairs is so much more than technology
1. Insights from the recent industry whitepaper: urgency, guiding coalitions, and culture
1. Interactive discussion: What resonates most in your organization?
Barriers and enablers to adoption (group activity: mapping challenges & success factors)


	10:30 – 11:00
	Coffee Break

	11:00 – 11:55
	Change Management for Sustainable Transformation 
Erika Schuettfort / Sarah Haake-Schäfer

1. Beyond pilots: embedding tools in daily operations
1. Applying change management frameworks to regulatory affairs
1. AI literacy, trust, and acceptance: what is “good enough”?
1. Group exercise: Identifying enablers, barriers, and stakeholders in your own organization
1. Developing practical strategies for engagement across functions

	12:00 – 13:00
	Cross-pollination Workshop Part I – Break out sessions 

Focus topics
1. Pre-Market: Technical Writing/Medical Writing 
Emilie Santos / Paul Bolot
1. Conformity Assessment/Authority Approval 
Frank Pétavy / Yun-Hsuan Chang
1. Vigilance/PMS/Lifecycle Management (Julia, Jean-Pierre)
Julia Friedrich / Jean-Pierre Doan


	13:00 - 14:00
	Lunch

	14:00 – 15:00
	Cross-pollination Workshop Part I – Break out sessions 

Deep dive in tracks:
1. Pre-Market: Technical Writing/Medical Writing 
Emilie Santos / Paul Bolot
1. Conformity Assessment/Authority Approval 
Frank Pétavy / Yun-Hsuan Chang
1. Vigilance/PMS/Lifecycle Management (Julia, Jean-Pierre)
Julia Friedrich / Jean-Pierre Doan


	15:45 – 16:00
	Wrap-Up & Key Takeaways 
Florian Tolkmitt/ Erika Schuettfort / Sarah Haake-Schäfer
1. Consolidation of lessons learned
1. Structured framework for initiating transformation projects
1. Call to action: next steps for participants in their organizations including homework from TRIZ


	16:00
	Adjourn


	16:00 – 16:20
	Coffee Break
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