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The Value of Non-Prescription Medicines 
in a Changing Regulatory Landscape 



This conference will explore the future of self-care and non-prescription
medicines (NPM) in Europe in the context of the ongoing revision of EU
pharmaceutical legislation and a rapidly evolving healthcare landscape. Bringing
together regulators, industry representatives, healthcare professionals, patients,
economists, and policymakers, it will focus on the role of Rx-to-NPM switch in
improving patient access, supporting innovation in self-care, and contributing to
more sustainable healthcare systems. 

As the main form of innovation in the non-prescription medicines sector, switch
expands access to safe and effective treatments, empowers citizens to manage
common health conditions, and helps optimise healthcare resources. With new
EU legislative proposals under discussion, including revised criteria for non-
prescription medicines, the conference provides a timely opportunity to reflect
on how future regulatory frameworks can support both public health and
innovation.  

The programme will examine the regulatory, social, and economic dimensions of
switch, including national experiences, implementation challenges, as well as
the growing recognition of the economic and societal value of self-care across
Member States. It will also explore how digital technologies, real-world data
(RWD/RWE), regulatory science, and the evolving environment are shaping the
future of non-prescription medicines and patient access. 

By focusing specifically on switch within the broader non-prescription medicines
framework, the conference will offer a dedicated forum for practical, forward-
looking exchange, enabling stakeholders to share experiences, discuss emerging
trends, and consider how regulation can remain responsive while ensuring high
standards of safety, efficacy, and accessibility across Europe. 
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Clarify current regulatory expectations and practical requirements for a
successful Rx-to-non-prescription medicines switch.  

Examine scientific and data requirements, including the role of real-world
evidence, behavioural evidence, and pharmacovigilance.  

Explore how regulatory frameworks and national practices shape access to
self-care products across Europe.  

Share lessons from recent European and international switch experiences.  

Position switch within the broader self-care, innovation, and healthcare
sustainability agenda. 

About this event

Objectives 



2

09:15 - 10:15
SESSION 1
The value of switch: access,  innovation  and sustainability  
SESSION 1SESSION 1

This session will explore the value of switch within the broader self-care
landscape. It will examine how switch can improve access to treatment, support
citizen empowerment, strengthen healthcare-system resilience and contribute
to a more innovation-friendly framework for non-prescription medicines.  

Moderator: Klavdija Kmetič, Regulatory & Policy Associate Director, AESGP
Professor Dr Uwe May, May & Bauer
Jolanta Bilinska, Director and Treasurer, World Patients Alliance
Jorge Batista, Senior Professional Affairs Advisor, PGEU

10:15 - 10:45Coffee Break

OPENING | WelcomeOPENING | WelcomeOPENING | Welcome

08:30 - 09:00Registration & Welcome coffee

Programme

09:00 - 09:15

Oliver Hartmann, Acting Director General, AESGP
Olivér Várhelyi, Commissioner for Health and Animal Welfare (video
address) 
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SESSION 3
National experiences in advancing switch: initiatives, 
programmes and lessons learned

SESSION 3SESSION 3
13:00 - 14:15

This session will highlight national initiatives and programmes that are helping to
advance switch across Europe. It will focus on the concrete work undertaken at
national level to support a more enabling environment for switch, including
policy engagement, awareness-raising, stakeholder dialogue, and practical
efforts to promote better understanding of the value and potential of non-
prescription medicines. 

Michelle Riddalls OBE, CEO, PAGB (United Kingdom)
Lutz Boden, Managing Director OTC Market, Pharma Deutschland (Germany)
Luc Besançon, Director General, NèreS (France)
Thomas Dokios, General Director, EFEX (Greece)

14:15 - 14:45Coffee Break

12:00 - 13:00Networking Lunch

SESSION 2 
Building a proportionate evidence and benefit-risk 
framework for switch  

SESSION 2 SESSION 2 
10:45 - 12:00

This session will explore how benefit-risk assessment for switch may need to
evolve in light of current public health needs, growing expectations around
access and healthcare-system sustainability, and the increasing availability of
real-world data and evidence. It will examine how switch should be assessed not
only from a pharmacological perspective, but within a broader framework that
also reflects timely access, public health impact and wider benefits linked to
responsible self-care. 

Moderator: Christelle Anquez-Traxler, Senior Regulatory Science and
Strategy Lead, AESGP
Professor Eric P. Brass, M.D., Ph.D., UCLA 
Dr Sachin Silva, Principal, Global Advisory, IQVIA 
Dr Martin Huber, Bfarm and Chair of the CMDh Non-Prescription Taskforce
Joshua Smith, Senior Manager Regulatory Affairs and Safety Strategy, Reckitt



SESSION 5
Panel discussion: the future of switch in Europe
SESSION 5SESSION 5

The closing panel will bring together key stakeholder groups to reflect on what is
needed to create a more enabling environment for switch in Europe. The
discussion should look ahead and focus on the role of dialogue, regulatory
clarity, evidence, national implementation and future policy priorities.  

Moderator: Christine Eising, Chair of the AESGP Regulatory Affairs
Committee; Head Regulatory, Medical, Safety, Quality, Compliance EMEA,
Bayer Consumer Care 
Spyros Sapounas, President of the National Organization for Medicines
(EOF), Greece
Sandra Monteiro, Infarmed and Chair of the EDQM Committee of Experts on
the Classification of Medicines as Regards their Supply (CD-P-PH/PHO)
Serenella Cascio, Senior Director Regulatory Affairs Northern Europe, Skin &
Essential Health Head, Kenvue
Jaume Pey, Director General, ANEFP (Spain)

15:45 - 17:00
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Closing | From Discussion to ActionClosing | From Discussion to ActionClosing | From Discussion to Action
17:00 - 17:15

Christine Eising, Chair of the AESGP Regulatory Affairs Committee; Head
Regulatory, Medical, Safety, Quality, Compliance EMEA, Bayer Consumer
Care 

SESSION 4
Making switch happen: practical pathways, case  studies 
 and enablers

SESSION 4SESSION 4
14:45 - 15:45

This session will move from policy and principles to practice. It will look at what
makes switch possible in real-world settings, the conditions that support
successful implementation, and lessons from national and product-level
experience in Europe and beyond. 

Moderator: Christelle Anquez-Traxler, Senior Regulatory Science and
Strategy Lead, AESGP
Kristie Sourial, Global Switch Science Lead, and Zeineb Lassoued, Global
Regulatory Policy & Intelligence Lead, Opella  
André Ulmann, President, Cemag Care
Sabrina Pradeau, Category RA Lead - Women's Health & Global Switch,
Perrigo
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