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Finding out the regulatory requirements for the development of Gene and Cell therapy products with the EuroGCT research pathways
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BACKGROUND

Translating discoveries from basic research

Medicines: ATMPs

EU Medicinal products legislation + ATMPs specific regulation

Human body elements for therapy

Proposal for an EU Regulation on Substances of human origin repealing Blood and cells/tissues Directives Gene Therapy

Cell Therapy

The EuroGCT Research Pathway resources facilitates better decision-making at key points in development of new therapies and thus enable improved product development, by providing the research community, regulatory and healthcare authorities with an information source on the practical steps needed for cell and gene therapy development.

Creating and documenting this process adds value to the community as a whole as we navigate bringing novel treatments responsibly from the lab to the clinic. 

CONCLUSION

CONTRIBUTE

Combined ATMPs

Medical devices containing tissues & cells EU Medical devices Regulation

Other Data (e.g., medical)

Collecting legal data

Selecting relevant information

Peer-reviewed content Building the database

Communicating information on GCT with an online tool

Research & Innovation | Therapy Classification | Manufacturing | Commercialisation | Public Involvement & Data

Organise the information to make it accessible (general overviews, practical steps…)

CHALLENGES

Addressing the challenges in finding information with EuroGCT Research Pathways 

Legal Classification of Gene & Cell Therapy
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