® EMA

EUROPEAN MEDICINES AGENCY

New pharma legislation

Implementation & Stakeholder engagement

Joint PCWP/HCPWP meeting, 04.02.2026




Key elements of the new pharma legislation (NPL)
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Proposed NPL governance structure
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Delivery streams requiring patient and HCP input
Detiveries

Centralised procedure
Centralised procedure,

committees Committees, experts/Col

Paediatrics

Orphans

Development support

Compassionate use

Non-clinical

Quality & Manufacturing

Regulatory and legal Labelling

Strategic enablers

Digital and transformation Data (e-sub, Art 138) Transparency, EMWP

Classified as public by the European Medicines Agency



Multi-stakeholder workshop

What: High-level workshop with all
stakeholder groups (EMA, EC, NCAs,
industry, patients, HCPs).

When: Organised as soon as practicable
after the publication of the final
legislative text in the Official Journal.

Purpose: Provide an overview of the
foreseen changes and gather early
reflections to guide implementation
planning.

PCWP & HCPWP

What: Main reference forum for patients
and healthcare professionals during NPL
implementation.

When: In line with the regular
PCWP/HCPWP meeting cycle (topics
brought as needed).

Purpose: Share overarching progress
and upcoming milestones, clarify
questions, gather high-level input, and
keep alignment with patient/HCP
representatives as implementation
evolves.

Engaging patients and HCP representatives during
NPL implementation

Topic-specific consultations

What: Targeted consultations with
patients and/or HCP representatives for
specific implementation topics.

When: On a needed basis, triggered by
concrete implementation questions and
timelines.

Purpose: Work through practical
implications, validate approaches, and
collect operational input to inform
implementation deliverables (e.g.,
guidance, communications, user needs,
roll-out plans).
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NPL WEBPAGE

Visit the new EMA NPL
webpage to stay informed
on updates, key activities
and implementation
progress.
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PUBLIC CONSULTATION

Provide input on scientific
guidelines as part of the
standard EMA consultation
process.

Continuous engagement
throughout implementation

Keeping stakeholders informed and involved
throughout implementation
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PCWP/HCPWP

Rely on the PCWP/HCPWP
for regular updates on NPL
implementation, including

feedback from representatives

involved in topic-specific
consultations.
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TOPIC-SPECIFIC
WEBINARS

Join targeted sessions on
specific implementation
topics when additional

clarification or guidance is
required.
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New EMA NPL web page: just published!
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Reform of the EU pharmaceutical legislation

Information on the upcoming changes introduced by the European Union's (EU) comprehensive overhaul of its pharmaceutical legislation.

artners & networks v

The European Parliament and the Council of the European Union have reached political agreement on the reform of the
EU pharmaceutical legislation on 11 December 2025.

The text of the new pharmaceutical legislation and the changes it introduces will be fully detailed in 2026.

The new pharmaceutical legislation represents the most significant overhaul of the regulatory framework in over two
decades. It will modernise how medicines are developed, authorised and made available to patients across the EU.

It covers medicines for human use throughout their lifecycle, from development support to safety monitoring. Key
areas include support to innovation, the evaluation of medicines and structure of EMA’s scientific committees,

The new pharmaceutical legislation is designed to:
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paediatric and rare disease medicines, medicine shortages, and environmental sustainability.

« Adapt the EU regulatory framework to support and foster innovation
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of this website.

Legislation

* Improve patient access to medicines
* Address major public health challenges, including antimicrobial resistance (AMR)

EMA will provide regular updates regarding its implementation activities. Details will be available in the relevant areas

Reform of the EU

pharmaceutical legislation

| European Medicines

Agency (EMA) webpage
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https://www.ema.europa.eu/en/about-us/what-we-do/reform-eu-pharmaceutical-legislation
https://www.ema.europa.eu/en/about-us/what-we-do/reform-eu-pharmaceutical-legislation
https://www.ema.europa.eu/en/about-us/what-we-do/reform-eu-pharmaceutical-legislation
https://www.ema.europa.eu/en/about-us/what-we-do/reform-eu-pharmaceutical-legislation
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Thank you
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https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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