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Welcome & Introduction to EFPIA MQEG 
Biomanufacturing Satellite Session
Markus Goese, F. Hoffmann-La Roche Ltd, on behalf of                                                   
EFPIA MQEG Biomanufacturing subteam

CASSS CMC Strategy Forum EU

Virtual Session – Oct. 18, 2021
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Presentation Outline

1. Welcome & a few facts about EFPIA
2. Highlights of EFPIA MQEG Biomanufacturing team’s 

achievements & Outlook
3. Agenda of this year’s Biomanufacturing Satellite 

Session at CASSS
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#WeWontRest

REPOSITIONING INDUSTRY AS A PARTNER IN HEALTHCARE
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About EFPIA

50 38 36

3518
SMEs

14
Members
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leadership

1 of 6 founding 
members

Hosted 1st 
meeting in 

Brussels

2 
Management 

Committee 
seats

70+ experts 
on working 

groups

EFPIA integral to ICH successes
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Our mission

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.
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EFPIA Board

Cross-
Functional
Working 
Groups,
Task Forces, 
and
Committees 

Reporting 
to the 
Board

Innovation Board 
Sponsored 
Committee

Functional
Expert Groups
or Networks

Simplified EFPIA Governance & MQEG strategic set-up

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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Members of Biomanufacturing subteam closely involved in important output
of EFPIA MQEG: White Paper on CMC development, manufacture and supply 
of pandemic COVID-19 therapies and vaccines

A joint effort: EFPIA MQEG COVID-19 CMC white paper

SOME HIGHLIGHTS – JUNE 2020

https://www.efpia.eu/media/554681/cmc-development-manufacture-and-supply-of-covid-19-therapies-and-vaccines.pdf
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ATMP CMC/GMP Team within MQEG Biomanufacturing 
delivered EFPIA ICH Q-topic proposal to ICH QDG

SOME HIGHLIGHTS – SEPT. 2020
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MQEG Biomanufacturing team representatives act as
integral part of EFPIA response to the Nitrosamines issue

SOME HIGHLIGHTS – NOV. 2020

Timely publication of N-
Nitrosamine Impurities in 
Biological Medicinal
Products paper and 
associated workflows

https://www.efpia.eu/media/580595/n-nitrosamine-impurities-in-biological-medicinal-products.pdf
https://www.efpia.eu/media/580594/workflows-for-quality-risk-management-of-nitrosamine-risks-in-medicines.pdf
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Continued Publication activities of MQEG Drug-Device 
CMC team: «Platform-device» reflection paper

SOME HIGHLIGHTS – APRIL 2021

Full
version: 
see link

https://efpia.eu/media/589835/efpia-rp-platform-devices_final16-april-2021.pdf
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ICH Q5A(R2) Quality of biotechnological products: viral safety

Support development of Step 1 consensus guideline

Pharmacopoeial Monograph Strategy for complex Biologics

Continue to explore performance-based monographs concept

Antibody-drug conjugates (ADCs)

Finalize industry concept paper

Clonality, characterisation & viral safety of cell lines (NGS & other new technologies)

Develop industry concept paper 

Polysorbates (link to particle issues, ChP etc.)

Develop/ finalize two reflection papers (control strategy & best-practice)

MAM as a QC tool (new topic)

Develop industry reflection paper

Collaborate with EFPIA MQEG Mobile (autonomous/portable) manufacturing team

Further complement existing first reflection paper

Selected MQEG-Biomanufacturing Strategic Topics

OUTLOOK 2021/22

To be discussed later in this session

https://www.efpia.eu/media/602579/mqeg-rp-mobile-manufacturing_final23mar2021.pdf
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Agenda 1/3

EFPIA MQEG BIOMANUFACTURING SATELLITE SESSION 2021
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Agenda 2/3

EFPIA MQEG BIOMANUFACTURING SATELLITE SESSION 2021
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Agenda 3/3

EFPIA MQEG BIOMANUFACTURING SATELLITE SESSION 2021
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Our mission

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.
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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 – any questions?


