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“We are CMC Statisticians, working in Europe for 
pharmaceutical companies and CROs active in 
R&D, and we seek to collaborate and exchange in 
any precompetitive topic of our field . “

CMC Statistics European Network
Preamble Charter as of 2023-11-21



This is what we want …

1 … facilitate technical exchange in 
any precompetitive topic of our 
field.

2 … be seen as point of contact for 
EMA etc. for CMC stats related 
guidelines, solicit and corroborate 
feedback from members.

3 … encourage discussion on current 
good practice for design, computing, 
evaluation, and reporting in the 
CMC space.

4 … create a platform for the
community of European CMC 
statisticians.



CMC Statistics Network Europe …so far
● Chair Kevin.R.Lief@gsk.com

● Affiliated to EFSPI as a special interest group

● 80+ members, from 25+ organisations 

● Still welcoming members: Do not have to be a member of EFSPI or PSI to join

● SIG website: https://www.psiweb.org/sigs-special-interest-groups/cmc-statistical-network-
europe

Kevin Lief, GSK; Beate Presser, Boehringer-Ingelheim; Martin Otava, J&J; Christian Schmid, Roche; Jens Lamerz, Roche
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CMC Statistics Network Europe



Since NCS2024

● Listen & learn focus group meeting of the EMA Quality Innovation Group

● EFSPI regulatory workshops (2025 oral presentation and 2026 poster) 

● Creating a CMC Stats Community of Practice

● Webinars

● Working groups



EMA Quality Innovation Group



Listen & learn focus group meeting of the EMA 
Quality Innovation Group



EFSPI regulatory workshops



EFSPI regulatory workshops (2025 oral 
presentation and 2026 poster) 



Poster 2026



Webinars



Time for Statistical (r)Evolution

● Stephen Karehu Karanja: Leveraging DoE in dissolution development and 
robustness evaluation 

● Thomas Hoffelder: Equivalence of Dissolution Profiles

● 71 participants



Stability Modelling: New Tools and 
Approaches
● Warren Roche (Sanofi): A universal tool for stability predictions of biotherapeutics, vaccines and in 

vitro diagnostic products

● Bernard Francq (GSK): Accelerated stability studies: a hybrid frequentist-Bayesian approach

● Thomas Zahel (Körber-Pharma): Advanced Hybrid Kinetic Modelling Using Physics-Informed AI for 
Stability Data

● Link
● 55 participants

https://psiweb.org/vod/item/cmc-webinar-stability-modelling-new-tools-and-approaches
https://psiweb.org/vod/item/cmc-webinar-stability-modelling-new-tools-and-approaches


AI and Statisticians

● Tina Lang (Bayer): The Importance of Being Human

● Christian Schmid (Roche): Statistical Frameworks for Computerized Validation of Generative AI

● Link

● 96 participants

https://psi.glueup.com/event/statisticians-in-the-age-of-ai-on-route-to-strategic-partnership-171265/
https://psi.glueup.com/event/statisticians-in-the-age-of-ai-on-route-to-strategic-partnership-171265/


Round table discussion



Round table discussions

● Panel discussion on Stability Modelling
● July 2025 Round table discussion on stability modelling and ICHQ1/Q5C​
● Pierre Lebrun - Cencora

● Panel discussion on ICH Q6b Specifications
● Dec 2025 Round table discussion on specification and ICHQ6
● Panel discussion on ICH Q6b Specifications | PSI on Glue Up
● Thomas Zahel - Körber

https://psi.glueup.com/event/panel-discussion-on-ich-q6b-specifications-156455/
https://psi.glueup.com/event/panel-discussion-on-ich-q6b-specifications-156455/


Position Paper on
´Expected f2´ method in 
Dissolution Testing



Expected f2 WG

● Listen & learn focus group meeting of the EMA Quality Innovation Group

● Concern on flawed methodology in EMA and South Korean MFDS

● White paper completed and published at ArXiv

● Presented to IQ Disso WG

● Publication in peer-reviewed journal planned

● Participants: Boehringer, J&J, Organon, Roche, GSK, Novo Nordisk; Observer: SwissMedic



Expected f2 WG
● https://arxiv.org/abs/2607.16759



ICHQ6 WG

● Participants: Roche, J&J, GSK, Körber, Ascendis Pharma, Boehringer​

● First draft under construction: White paper in construction and will be published at ArXiv

● Present structure/ content of the paper

○ Manufacturability: sources of variability, variability vs uncertainty, method variability, stability

○ Clinical experienced ranges: using of aging effects and clinical proxies

○ Clinical acceptable ranges: understanding CMC influence by PK modelling, clinical designs and further 
options



Outlook for 2026 - 2027



Outlook for 2026-2027

● Continue with webinars ( ≥1 in 2026, 2-3 in 2027)

● November 2026: NCS short talks 

● Pushing forward the white papers and seek to establish more WGs

● Generally striving for more interaction with regulatory agencies



Please reach out to us

Kevin.R.Lief@gsk.com
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