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Abstract

Great advances have been made in the knowledge of development and regulatory approval of medicinal product containing

genetically Modified cells. Although a guideline has been available in the EU since 2012, the current updated version provides

a useful guide to developers and professionals involved in the regulatory process of these medicines. This article presents the

main issues communicated in that guidance, the regulators’ insights and a commentary from the academic developers’ point of

view.
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Approved ATMPs (2009-2023)
Gene therapy medicinal product

Cell therapy medicinal product

Tissue engineered productTEP

GTMP

CTMP

Withdrawn / MA not renewed 

Chondrocelect MACI

Glybera

Imlygic

Tecartus Upstaza

Roctavian

Libmeldy Carvykti

Yescarta

Zolgensma Breyanzi

Kymriah

Strimvelis Luxturna

Abecma

Zynteglo

Skysona

Holoclar Spherox

Provenge Zalmoxis Alofisel Ebvallo

Hemgenix

Casgevy *

* Positive opinion, marketing autorisation awaited
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