
Update on planning, priorities and engagement 

activities

ISG meeting, 29.06.2026

New pharma legislation



Industry priorities (ISG)

❖ Environmental Risk Assessment

❖ Centralised Procedure

❖ Annex II

❖ Definitions / Legal basis

❖ ePI, Labelling
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❖ Scientific Advice, PRIME

❖ Paediatric

❖ Orphans

❖ Inspectorate

❖ Variations

Why have these topics emerged as 
priorities for industry stakeholders?



Trade association specific priorities 
(aside from the top 10)

❖ Access provisions under NPL

❖ Active Substance Master File (ASMF) / Active Quality Master File (AQMF) certification

❖ Decentralised manufacturing

❖ Duplicate marketing authorisations

❖ Electronic Product Information (ePI) and e-leaflets

❖ Export restriction notifications

❖ Generics, biosimilars and hybrid medicines

❖ Incentives

❖ Orphan medicines 

❖ Paediatric clinical trial reporting timelines

❖ Platform Technology Master Files (PTMFs)

❖ Post-authorisation treatment optimisation studies

❖ Prescription criteria

❖ Pre-submission interactions

❖ Radiopharmaceuticals

❖ Regulatory Data Protection (RDP) and Marketing Exclusivity implementation

❖ Regulatory simplifications

❖ Treatment optimisation studies post-authorisation (Reg Art 20(d)) 

❖ Unmet Medical Need (UMN)

3



1. CENTRALISED PROCEDURE & COMMITTEES

Timeframe

DELIVERY STREAMS

EMA reform and experts

2. DEVELOPMENT SUPPORT

3. NON-CLINICAL

Centralised procedure

Sandbox

ERA

3Rs

ERA-monographs

Orphans
Paediatrics

ATMPs, hospital exemptions

Classification reg. status

Scientific advice

Compassionate use

Non-clinical

One Substance One Assessment

Public portal information

Pharmacovigilance

Post-authorisation

ERA for genetically modified organisms

ERA register

Real world evidence

Real world data

Not-for-profits

Q1 - 2026 Q2 - 2026 Q3 - 2026 Q4 - 2026 S1 - 2027 S2 - 2027 S1 - 2028 S2 - 2028

PRIME

Industry priority

NPL 2026 – 2028 Roadmap (1/2)
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DELIVERY STREAMS:

4. QUALITY & MANUFACTURING

5. SHORTAGES

6. OTHER REGULATORY AND LEGAL

Decentralised manufacturing

EMA Inspectorate

ASMF/AQMF

Platform Technology Master Files

Voucher

Fees, budget incl grants

Conditional marketing authorisation 

Unmet medical need

Governance incl. international

Product information

Referrals

TEMA

Reg data protection

Inspector Working Groups

Joint Audit Programme

Risk based inspections

Transfer of MA in case of withdrawal

Activities under MSSG

Annex II

Adapted frameworks (advice on bacteriophages) 

Q1 - 2026 Q2 - 2026 Q3 - 2026 Q4 - 2026 S1 - 2027 S2 - 2027 S1 - 2028 S2 - 2028

Miscellaneous

Exceptional circumstances

NPL 2026 – 2028 Roadmap (2/2)

Timeframe Industry priority
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NPL industry engagement model

INDUSTRY STANDING GROUP (ISG)
Main reference forum for industry

INDUSTRY PLATFORMS / MEETINGS

INDUSTRY STANDING GROUP (ISG)
Main reference forum for industry

INDUSTRY PLATFORMS / MEETINGS
Topic-specific engagement 

Quarterly planning, updates and escalation Focused discussion on specific delivery 
streams’ topics (i.e., Annex II)

Feedback on implementation approaches

Discussion on practical challenges and solutions

Alignment on cross-cutting topics

CENTRALISED 
PROCEDURE

RESEARCH & 
DEVELOPMENT

PHARMACOVIGILANCE QUALITY & 
MANIFACTURING

Mostly topics under:

- Centralised Procedure & 
Committees, including procedural 
aspects of orphans & paediatric

- Other regulatory & Legal (i.e., 

Annex II, product information)

Mostly topics under:

- Development Support (i.e., 

Scientific Advice, PRIME, 

Paediatric, Orphans)

- ERA & 3Rs

Mostly topics under:

- Pharmacovigilance 

Topics covered in existing Industry 

interactions with IWG / QWP *

- Quality : ASMFs, AQMFs, PTMFs

- Inspections : DCM, Inspectorate, 

GMP Surveillance System, JAP, EMA 

Inspectorate

Early visibility of cross-cutting topics

Exchange on upcoming platform topics

Overview of engagement activities 
(i.e., workshops, impact & readiness activities

(*) Inspection Working Groups / Quality Working Parties



Upcoming engagement activities

Research & Development Industry Platform

- 2 July 2026 (Initial discussion on R&D-related implementation topics)

Regulatory Sandbox Workshop 

- 21 September 2026 (EU Regulatory Sandboxes – Accelerating Innovation with Confidence)

Biological Working Party and Quality Working Party Interested Parties meeting

- October 2026

SME Info-Day

- 6 November 2026 SME (Navigating EMA support: From development to market authorisation)

 Multi-Stakeholder Workshop by European Commission 

- Q4 2026 (Open to: EMA, NCAs, Industry, Patients, HCPs; Objective: Overview of foreseen changes and early 

reflections to support implementation planning) 



Thank you

Follow us

LinkedIn 
icon

YouTube 
icon

Instagram 
icon

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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