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Welcome & Introduction to the EFPIA Manufacturing 
and Quality Expert Group (MQEG) -
Biomanufacturing Satellite Session
Markus Goese, F. Hoffmann-La Roche Ltd, on behalf of                                    

EFPIA MQEG Biomanufacturing subteam

CASSS CMC Strategy Forum EU
Stockholm – Oct. 16, 2023
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Welcome to Stockholm!

Source: https://www.visitstockholm.com/
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Presentation Outline

1. Welcome & a few facts about EFPIA

2. Highlights of EFPIA MQEG Biomanufacturing team’s 
achievements & Outlook 2023-2024

3. Agenda of this year’s MQEG Biomanufacturing Satellite 
Session at CASSS
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#WeWontRest
REPOSITIONING INDUSTRY AS A PARTNER IN HEALTHCARE
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About EFPIA

56 38 37

3617
SMEs

15
Members
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EFPIA strongly involved in calling for revisions
New “EU Pharma package” published in April 2023 
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ICH support:
• ICH Q1/Q5C Stability revision
• ICH Q3E Extractables & Leachables
• ICH Q5A(R2) Viral safety
• ATMPs: CMC and GMP aspects (in new 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 2023-2024
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 successes

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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Example for EFPIA Input into EU Pharma Leg. revision
Further expand the Masterfile concept to fully enable manufacturing 
innovation

• EFPIA has published
together with Vaccines 
Europe and CEPI a position 
paper entitled “Expanding 
Master Files for human 
medicinal products in the 
EU/EEA“ which describes 
in detail the status quo 
and much needed 
enhancements to the 
Masterfile system in the 
EU.

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.  
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EMA-BWP IP Meeting Sept 6, 2023 - Final agenda extract
EFPIA MQEG Biomanufacturing subteam once more active with 
significant contributions
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Biomanufacturing/ 
QC by MAM team 
published two 
important papers in 
peer-reviewed 
journal

EFPIA MANUFACTURING & QUALITY EXPERT GROUP (MQEG) – BioManufact. ST
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EFPIA Biomanufacturing Satellite Session at CASSS 
European Strategy Forum 2023

Fionnuala O’Driscoll (Eli Lilly), Karoline Bechtold-Peters (Novartis) and Helen 
Newton (MSD)
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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 the session the working group will showcase some of the current concept papers
under development.

The second session will cover the topic of “Immunogenicity”.
Immunogenicity of biologic agents is a topic we have been dealing with for a long time. The
mechanisms of initiation are complex and the consequences clinically relevant. With novel modalities
we are approaching new fields beyond the classical antibodies. Several years of studies in the ABIRISK
IMI Consortium have yielded important insights that shed new light on the determinants of
immunogenicity, better understand its molecular origin, and improve tests to predict the likelihood
that a molecule will trigger an immune response.

The Satellite Symposium will present modern in silico and in vitro assays for characterizing
immunogenicity and the limitations of these methods. [...]

Overall, this session will also discuss how a Patient Centric Specification for higher molecular weight
species and aggregates can be defined by in vitro and in vivo models as well as scientific
understanding and simulations, without a mandatory and sole clinical qualification in human studies.
A Q&A and lively panel discussion is planned.

EFPIA Satellite Session - Scope
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Introduction and Concept Paper Updates 

8.30-8.40: Welcome & Introduction to the EFPIA MQEG Biomanufacturing Satellite Session - Markus 
Goese, Roche 
8.40-8.50: Clonality, Characterisation and Viral safety of cell lines - Elodie Charbaut Taland, Merck KGaA 
8.50-9.00: Antibody Drug Conjugates - Nienke Vriezen, Byondis 
9.10-9.20: Control site concept for agile & mobile manufacturing - Karoline Bechtold-Peters, Novartis
9.20-9.30: EFPIA survey output – Quality Strategies for Expedited Access – Markus Goese, Roche
9.30-10.00: Q&A Panel Discussion – with Klara Tiitso (EMA) and Seán Barry (HPRA) as panelists
10.00-10.30: Networking Break

Scientific Session - Immunogenicity 
10:30-10:45: Immunogenicity against biotherapeutics - overview of mechanisms - Yariv Wine, Tel Aviv 
University
10:45-11.00: Clinical perspectives on immunogenicity of biotherapeutics - Florian Deisenhammer, University 
Hospital of Innsbruck (Tirol Kliniken), Austria 
11:00-11:15: Non-clinical immunogenicity risk assessments including in-vitro assays - Hannah Morgan, 
Novartis
11:15-11.30: Outcomes and take homes of the ABIRISK Consortium - Sebastian Spindeldreher, Integrated 
Biologix
11:30-11.45: How to connect patient centric specifications with immunogenicity of biotherapeutics - A 
Regulator’s perspective - Mats Welin, MPA 
11:45-12:25: Panel Discussion – with Steffen Gross (PEI) as panelist
12:25-12:30: Concluding remarks

High Level Agenda – EFPIA Satellite Session
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EFPIA Brussels Office
Leopold Plaza Building * Rue du Trône 108 

B-1050 Brussels * Belgium
Tel: + 32 (0)2 626 25 55

www.efpia.eu * communications@efpia.eu

Thank you!


