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ATMP Cluster TCs

Started in 2008, before CAT

- EMA + FDA staff

- Since mid of 2009: CAT members/experts + FDA colleagues

- Extended participation by Health Canada (2012) and PMDA (2016)

5-6 ATMP cluster TCs/year

Scope of discussions:

- Regulatory issues, guidance documents, products under development (SA, IND), 
products under evaluation, issues with authorised products 

- Already in Dec 2008: product discussion – cell products for cartilage repair 

CAT international collaboration3



Classified as public by the European Medicines Agency 

International Pharmaceutical Regulators Forum

- Main goal: information sharing & convergence/harmonisation activities

- Two working groups established

- Cell therapy WG (2011)

- Gene therapy WG (2012)

- Recently merged to one group: Cell and Gene therapy WG

- International TCs: 2-3 / year & F2F mtgs (Auckland (2013), New Orleans (2015), 
London (2017), Vancouver (2024))

- Very broad participation: ICH members & observers, Authorities from Asia & South 
America, WHO
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International Pharmaceutical Regulators Forum - outcomes
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ICH

- Gene therapy discussion group 

- Established in Sept 2002  involvement of GT experts from EU / gene therapy expert 
group

- CAT-GTWP involvement since 2009

- Discontinued in Sept 2011

- Key document developed by ICH GTDG

1. General Principles to Address Virus and Vector Shedding (June 2009)

2. ICH considerations on Oncolytic Viruses (September 2009)

3. General Principles to Address the Risk of Inadvertent Germline Integration of Gene Therapy 
Vectors (October 2006)
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ICH

Support of CAT members
to recent/ongoing 
ICH activities:

- ICH S12 guideline 

- Cell and Gene Therapy discussion group 
(May 2023)
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WHO

CAT members/experts also 
contributed to the recent WHO 
initiatives to support the 
development of legal/regulatory 
framework in low/medium income 
countries

- WHO considerations (2023)

- Training session (Oman, 2023)
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annex-3---hcts-atmps-regulatory-considerations---clean-for-posting---12-
may-2023.pdf (who.int)
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https://cdn.who.int/media/docs/default-source/biologicals/annex-3---hcts-atmps-regulatory-considerations---clean-for-posting---12-may-2023.pdf?sfvrsn=cc1f9a8a_1&download=true
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Bilateral interactions and collaborative initiatives

- Ad-hoc bilateral TC with international regulators (mainly with FDA)

- Products under development (SA, IND)

- Products under evaluation (MAA, BLA) & authorised ATMPs

- Exchange of documents such as SA reports, IND meeting minutes, LoQ …

- CoGenT pilot for ultra-rare GTMPs

- Feasibility pilot to scope out possibilities for even closer interactions of EMA & FDA during 
BLA/MAA evaluation

- (Very) limited number of products 
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Concluding remarks 

- Need for harmonisation of requirements for ATMPs recognised by CAT

- international dimension of ATMP development recognised by CAT from the very beginning

- CAT is playing an important role in harmonisation

- at EU level: CAT meetings act also as safe-harbour for members to discuss national ATMP 
issues outside of CAT’s remit (e.g. clinical trials, HE)

- involvement in international harmonisation activities

- bilateral interactions with other regulators

- CAT ambassadors: role of CAT members & experts in contributing and giving talks 
at international meetings 
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Thanks for your attention!

Patrick.celis@ema.europa.eu

Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands
Telephone +31 (0)88 781 6000
Send us a question  Go to www.ema.europa.eu/contact

Further information

Follow us on @EMA_News
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