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Welcome to BASEL!

Source: https://www.basel.com/de/sehenswuerdigkeiten
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Presentation Outline

1. Welcome & some facts about EFPIA

2. Highlights of the EFPIA MQEG Biomanufacturing team’s 
work 2025 & outlook

3. Agenda of this year’s MQEG Biomanufacturing Satellite 
Session at CASSS
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About EFPIA

4

Through its direct membership of 36 national 
associations, 40 leading pharmaceutical 
companies, and a growing number of small 
and medium-sized enterprises (SMEs), EFPIA’s 
mission is to create a collaborative environment 
that enables our members to innovate, discover, 
develop and deliver new therapies and 
vaccines for people across Europe, as well 
as contribute to the European economy.

The European Federation of Pharmaceutical Industries 

and Associations (EFPIA) represents the 

biopharmaceutical industry operating in Europe.

More information is available on EFPIA website.

https://efpia.eu/
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About EFPIA

60
staff members

40
member 
companies

36
member 
associations

41
partners 
in research

16
members 

13
SMEs

About EFPIA
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Our vision

EFPIA’s vision is for a 

healthier future for Europe. 

A future based on 

prevention, innovation, 

access to new treatments 

and better outcomes for 

patients

About EFPIA
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Repositioning industry as a partner in healthcare

#WeWontRest
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leadership

1 of 6 founding 

members

Hosted 1st 

meeting in 

Brussels

2 

Management 

Committee 

seats

60 experts on 
ICH working 

groups

EFPIA - integral to ICH success

EFPIA MQEG and its subteams support all nominated EFPIA experts in 

all active ICH Q & M (where relevant) working & discussion groups 
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EFPIA Board

Cross-
Functional
Working 
Groups,
Task Forces, 
and
Committees 

Reporting 
to the 
Board

Innovation Board 
Sponsored 

Committee (IBSC)

Functional
Expert Groups
or Networks

Simplified EFPIA Governance & MQEG group

Cross-Functional Working 
Groups, Task Forces,

Committees 

Regulatory 
Strategy 

Committee (RSC)

Manufacturing & 
Quality Expert 
Group (MQEG)

CMC (chemical) 
subteam

BioManufacturing 
subteam

GMP subteam

Stakeholders, 
e.g. EMA - BWPQWP GMDP-IWG / + QIG
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Recap: Example for EFPIA Input into EU Pharma Leg. revision
Further expand the Masterfile concept to fully enable manufacturing 
innovation – now in the EU Council discussion, see update later

• EFPIA/ VE / CEPI position 
paper “Expanding Master 
Files for human medicinal 
products in the EU/EEA“ 
describing the status quo 
and necessary 
enhancements to the 
Masterfile system in the EU 
proofed to be very helpful in 
our advocacy work, eg. with 
the EU parliament on the 
new concept of platform 
technology masterfiles.

EFPIA Position: A further expansion of the master file concept to include 
platform technology master files would enable a world-leading regulatory 
framework for new pharmaceutical manufacturing technologies in Europe.  

https://www.efpia.eu/media/t22f5yoz/efpia-ngs-virus-detection-paper_finaljun2024.pdf
https://www.efpia.eu/media/t22f5yoz/efpia-ngs-virus-detection-paper_finaljun2024.pdf
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EMA-BWP IP Meeting Oct 8, 2025 - Final agenda extract
EFPIA MQEG Biomanufacturing subteam contributions

See updates later



HOT TOPIC: Green Deal/ 

Sustainability:

EFPIA Cumulative Impact 

assessment



EFPIA and its members recognise the urgent need to address climate change given 
the profound impact on both human health and nature and are committed to taking 
decisive actions to reduce environmental impacts across the value chain and 
contribute to building resilient and sustainable health system.

A thematic analysis of the cumulative impacts 
of the recent legislative changes (driven by the Green Deal)

EU Legislative 
Landscape

The EU is undergoing
substantial legislative 
change driven by the 
Green Deal, whilst also 
prioritising
competitiveness as part 
of the EU Strategic 
Agenda 2024-2029.

Legislation Intent

Many of the new/proposed 
legislations are targeted at 
chemicals, food or the 
environment, but will also 
impact medicines, with 
some updated legislations 
bringing medicinal products 
into scope for the first time.

Cumulative Impacts

The cumulative impacts of these 
legislative changes will be felt by 
patients, healthcare systems and 
the pharmaceutical industry. 
Potential impacts include those 
to patients’ access to medicines, 
and to the EU’s innovation and 
its competitiveness as a global 
pharmaceutical development 
and manufacturing hub.

https://www.efpia.eu/media/i0ihfkys/efpia-cumulative-legislative-impacts.pdf
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Recent Revisions of EU Variations Guideline

Simplified some aspects and improved lifecycle management

Further simplification for ATMPs could foster innovation, continuous improvement, and 
increase patient access.

Future Revision Possibilities

Key opportunity to further adapt legislation for the lifecycle of ATMPs, e.g., integration 
of ICH Q12 concepts for post-approval changes.  

Promote international alignment of regulatory requirements consistent with ongoing 
EMA efforts to foster global convergence, harmonisation, and Reliance. 

Opportunity to enhance EU competitiveness with other regulatory regimes. 

EFPIA Position Paper: Science and Risk-Based Approaches

Highlights a framework that could support innovation for advanced therapies through 
use of ICH Q12 tools.

Case studies illustrate how ICH Q12 tools and scientific and risk-based approaches can 
simplify post-approval regulatory submissions. 

New Position Paper (in preparation): Science and Risk-based 
Approaches for the Classification of Post-approval Changes for 
ATMPs in the EU
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EFPIA Biomanufacturing Satellite Session at CASSS 
European Strategy Forum 2025

Karoline Bechtold-Peters (Novartis), Stuart Finnie (Gilead), 
and Helen Newton (MSD)
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Agenda – EFPIA Satellite Session 2025 (1/2)
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Agenda – EFPIA Satellite Session 2025 (2/2)
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EFPIA Brussels Office

Rue Montoyer 51, 1000 Bruxelles, Belgium

Tel: + 32 (0)2 626 25 55

www.efpia.eu * communications@efpia.eu

Thank you & Enjoy the session!
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