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Dr. Lieselotte Verbeke
Associate Director, Regulatory Affairs Europe, Scheldewind Therapeutics NV
Key data
	Location
	Ghent, Belgium
	
	Regulatory experience
	13 years in regulatory affairs

	Regions covered
	EU, UK, Switzerland
	
	Highest responsibility
	EU regulatory lead for two centrally authorised oncology products

	Notice period
	3 months
	
	Availability
	From April 2027

	Salary expectation
	EUR 150,000 base plus car and bonus
	
	Right to work
	Belgian citizen


Profile
Lieselotte Verbeke has led EU regulatory strategy for oncology and immunology biologics since 2018. She was EU regulatory lead on one initial centralised MAA through CHMP opinion, on a paediatric investigation plan and on Type II variations for new indications, and has run scientific advice with EMA and national agencies. She manages a team of six across Ghent and Basel.
Regulatory scope
Therapeutic areas	Oncology  ·  Immunology  ·  Haematology
Product types	Monoclonal antibodies  ·  Antibody-drug conjugates  ·  Small molecules
Procedures	Centralised procedure  ·  Decentralised procedure  ·  Mutual recognition procedure  ·  National procedures  ·  Clinical Trials Regulation (CTIS)
Lifecycle	Type IA, IB and II variations  ·  Renewals  ·  PIP and paediatric compliance  ·  Labelling and QRD  ·  Orphan designation
Systems and formats	eCTD 3.2  ·  IRIS  ·  CTIS  ·  Veeva Vault RIM
Procedures and submissions
	YEAR
	PROCEDURE
	SUBMISSION AND PRODUCT
	ROLE
	OUTCOME

	2025
	Centralised
	Initial MAA, ADC in second-line breast cancer
	EU lead
	Positive CHMP opinion, EC decision

	2024
	Centralised
	Type II variation, new indication for a PD-1 antibody
	EU lead
	Approved

	2023
	PIP
	Paediatric investigation plan, oncology ADC
	EU lead
	PDCO agreement

	2022
	CTR
	Multinational phase III CTA via CTIS, 9 member states
	Regulatory lead
	Authorised


Agencies and committees
	AGENCY
	INTERACTION

	EMA (CHMP, PDCO, SAWP)
	Rapporteur meetings, oral explanation preparation, two scientific advice procedures

	FAMHP (Belgium)
	National scientific advice, clinical trial applications

	Paul-Ehrlich-Institut
	Scientific advice on a biologic, CMC questions

	Swissmedic
	Marketing authorisation under Article 13 TPA


Career
	2018 - present
	Associate Director, Regulatory Affairs Europe
Scheldewind Therapeutics NV, Ghent
–	EU lead for one initial MAA to EC approval in 2025
–	Built a team of six regulatory managers

	2013 - 2018
	Regulatory Affairs Manager
Ardenne & Meuse Pharma SA, Brussels
–	Led 14 DCP and MRP generic submissions with Belgium as RMS


Education
	2005 - 2010
	MSc Pharmaceutical Sciences, Universiteit Gent

	2010 - 2013
	PhD Pharmaceutical Sciences, Universiteit Gent


Languages
	Dutch
	Native

	English
	Fluent

	French
	Fluent

	German
	B1
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Inès Moreau
Regulatory Affairs Specialist, CMC, Rhône & Saône Biopharma SAS
Key data
	Location
	Lyon, France
	
	Regulatory experience
	6 years in regulatory CMC

	Regions covered
	EU, US
	
	Highest responsibility
	Module 3 author for vaccines and biologics

	Notice period
	3 months
	
	Availability
	–

	Salary expectation
	–
	
	Right to work
	French citizen


Profile
Inès Moreau writes and maintains Module 3 for vaccines and recombinant proteins and manages CMC variations across the EU and the US. She has answered ANSM and EMA quality questions on two procedures.
Regulatory scope
Therapeutic areas	Vaccines  ·  Infectious diseases
Product types	Vaccines  ·  Recombinant proteins
Procedures	Centralised procedure  ·  National procedures
Lifecycle	CMC variations  ·  Annual reports (US)
Systems and formats	eCTD  ·  Veeva Vault RIM
Procedures and submissions
	YEAR
	PROCEDURE
	SUBMISSION AND PRODUCT
	ROLE
	OUTCOME

	2024
	Centralised
	Type II CMC variation, new drug substance site
	CMC author
	Approved


Agencies and committees
	AGENCY
	INTERACTION

	ANSM
	Quality questions during a national variation


Career
	2020 - present
	Regulatory Affairs Specialist, CMC
Rhône & Saône Biopharma SAS, Lyon


Education
	2014 - 2020
	Diplôme d'État de docteur en pharmacie, Université Claude Bernard Lyon 1


Languages
	French
	Native

	English
	C1
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Sander de Groot
Regulatory Affairs Officer, Lekdal Generics B.V.
Key data
	Location
	Utrecht, Netherlands
	
	Regulatory experience
	–

	Regions covered
	–
	
	Highest responsibility
	–

	Notice period
	–
	
	Availability
	–

	Salary expectation
	–
	
	Right to work
	–


Profile
Sander de Groot prepares national and decentralised generic submissions and maintains product information for a generics company in Utrecht.
Regulatory scope
Product types	Generics
Procedures	Decentralised procedure  ·  National procedures
Lifecycle	Variations  ·  SmPC and PIL updates
Agencies and committees
	AGENCY
	INTERACTION

	CBG-MEB
	National submissions


Career
	2022 - present
	Regulatory Affairs Officer
Lekdal Generics B.V., Utrecht


Education
	2017 - 2022
	MSc Drug Innovation, Universiteit Utrecht


Languages
	Dutch
	Native

	English
	Fluent
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