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Welcome to Rotterdam!

Source: https://www.netherlands-tourism.com/rotterdam
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Presentation Outline

1. Welcome & some facts about EFPIA

2. Highlights of EFPIA MQEG Biomanufacturing team’s 
achievements & outlook 2024-2025

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

4

Through its direct membership of 37 national 
associations, 38 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

58
staff members

38
member 
companies

37
member 
associations

38
partners 
in research

14
members 

15
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

Our vision
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Repositioning industry as a partner in healthcare

#WeWontRest
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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
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ICH support:

• ICH Q1/Q5C Stability revision

• ICH Q5A(R2) Viral safety – training material

• ICH Q6A/B Specifications revision

• ATMPs: ICH CGTDG

Interactions with EU regulators:

• BWP IP meeting, QIG Lessons Learned Focus Group (LLFG)

Work on industry position papers:

• Expansion of EU Masterfile Concept

• Antibody-drug conjugates (new team)

• Clonality, characterization & viral safety of cell lines (NGS & others) 

• Multi-Attribute Method (MAM) by MS in QC

• Risk-based setting of sterile filtration bioburden limits

• Polysorbate

Some key activities 2024-2025
EFPIA MQEG BIOMANUFACTURING subteam
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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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EMA-BWP IP Meeting Oct 9, 2024 - Final agenda extract
EFPIA MQEG Biomanufacturing subteam once more very active 
with significant contributions
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Example for EFPIA Input into EU Pharma Leg. revision
Further expand the Masterfile concept to fully enable 
manufacturing innovation – progress update

• 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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Biomanufacturing/ 
NGS team published 
position paper on the 
EFPIA website

EFPIA MANUFACTURING & QUALITY EXPERT GROUP (MQEG) – BioManufact. ST

• This article aims at 
complementing the recent 
revision of ICH Q5A by providing 
the position of the EFPIA 
Supportive Group “Clonality, 
Characterisation and Viral Safety 
of Cell Lines” on NGS 
implementation for adventitious 
virus detection. Envisaged as a 
practical guide, the paper 
addresses questions related to 
analytical method validation and 
corresponding pre-requisites 
originating from method 
development. It discusses the 
benefits and limitations of 
analytical comparability studies 
between NGS and conventional 
virus detection assays . 

https://www.efpia.eu/media/t22f5yoz/efpia-ngs-virus-detection-paper_finaljun2024.pdf
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EFPIA Biomanufacturing Satellite Session at CASSS 
European Strategy Forum 2024

Fionnuala O’Driscoll (Eli Lilly), Karoline Bechtold-Peters (Novartis) and Helen 
Newton (MSD)



15

The EFPIA Biomanufacturing Working Group is a cross-company industry team working to
aid the development of biological products for patients. Through areas of special
interests, the group supports and develops cutting edge science and technology
strategies.

In the first half of the session the working group will showcase some of the current concept
papers under development.

The second session will cover the topic of “Alternative Microbiological Methods”.

Monitoring the microbial condition of the manufacturing environment during aseptic
processes is key to ensuring the sterility of the product. This has been done for many
decades by means of laid out settling plates, which are then incubated. However, as only a
fraction of the germs are capable of culture, this technology will not provide a complete
picture of the microbial quality of the environment. Alternative microbial methods that use
the biofluorescence of microbes, for example, can measure microbes in the environment
with high sensitivity and enable real-time monitoring. The qualification of the method as a
sole environmental control requires a great deal of effort, as it is not described in
pharmacopoeias. In our session, we will explain the basic principle of environmental
monitoring using biofluorescence and provide case studies for implementation in aseptic
production. Ways to make the method acceptable and the assessment of how and whether
alternative microbial methods for environmental monitoring can increase aseptic safety will
be examined from a regulatory perspective.

A Q&A and lively panel discussion is intended.

EFPIA Satellite Session 2024 - Scope
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Agenda – EFPIA Satellite Session 2024 (1/2)
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Agenda – EFPIA Satellite Session 2024 (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!
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