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IntrOduction g Association of tissues & cells and medical devices

: S : . I ; External association
Medical applications of tissues & cells, whether from human or animal origin, can be various. The

legal classification of health technologies based on the association between Medical Devices (MD) IVMD / companion VEBEs o etk

or In Vitro Medical Devices (IVMD) and tissues & cells is poorly explored and known. Yet, from their diagnostics Regmfion _oransplants y
collection to the patient administration, they must go through the appropriate regulatory pathways Integrative Regulation (EU) 2017/746 (EU) 1394/2007  SoHO regulation
according to their legal classification. Knowing the applicable regulatory pathways is crucial for associgtion

complying with legal and regulatory requirements and adapting development strategies. This

poster clarifies and discusses the regulatory pathways applicable to the associations between MD Two main distinct regulatory pathways

and tissues & cells, be they of human or animal origin, from the collection of the biological starting BUT

. T : . NB shall consult EMA regarding the associated ATMP or the NCAs
materials to the commercialisation of the final health technologies. regarding transplants or exempted ATMP
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*"The application for a
marketing authorisation g
for a combined advanced
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shall include, where
available, the results of the
assessment by a notified
body [...] of the medical
device part or active
implantalble medical
device part.”

‘ ultation of NCAS for Article 9(%)957351(’;1“"0” (EC)

Regulatory pathways to market

** Transmissible spongiform
encephalopathy (TSE) animal origin:
“animal tissues, as well as their derivatives,

originating from bovine, ovine and caprine FUuro pea Nn Commission
species, deer, elk, mink and cats”

Art. 1 Regulation (EU) 722/2012

CE Ma rklng \ , *** Medicinal Substance (MS): “a
substance which, if used separately, may
lbe considered to be a medicinal product”
Annex IX 5.2 Regulation (EU) 2017/745
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Yo el = Cormmercidlisation and post-market surveillance & vigilance Conclusion

Significantly different from one another, the regulatory pathways to commercialisation of health products combining medical devices and tissues & cells also appear
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European Consortium for Communicating

Gene & Cell Therapy Information Providing the research community and beyond . . . L. . . . . . .
with an information source on the practical steps to be complex, involving several cross-references between distinct regulations and cross-linked interventions of their respective actors.
needed for cell and gene therapy development. If such complexity reflects the EU objective to guarantee health safety for patients to access (new) biomedical technologies, it is also challenging for appropriate
Content feedback Join the actors and Promoting information exchange within and regulatory compliance in their development. Nevertheless, three tools have been developed to address this challenge:
£ ks d b between stakeholder communities. . . . . o i
orm Networks database https://www.eurogct.org/research-pathways Dialog and support mechanisms for developers to interact with regulators at each phase of product development: e.g, possibility to seek advice from NCAs, NBs
and/or the EMA.
[=] [=} se'es"t‘edd"eze;*": ':9‘“‘/:““:\5 *f*s‘:,‘"‘::s:th Strengthened Coordination between Member States’ and the European Commission: e.g., Medical Device Coordination Group and SoHO Coordination Board.

° anadr arketing Authorisation Fatnway: o . . . e . . . .
- Centralised Procedure for ATMPs Guidance documents are regularly issued and updated on technical, scientific and regulatory aspects: e.g, EMA, Q&A for applicants, marketing authorisation

[ - L + Conditional Marketing Authorisation of ATMPs . . ope . . . . . . . . . . . .
i pac ML . Manufacturing Authorisation of ATMPs holders of medicinal products and notified bodies with respect to the implementation of the Regulations on medical devices and in vitro diagnostic medical
[m] LT [R]EX o * Good Manufacturing Practice for ATMPs devices (Regulations (EU) 2017/745 and (EU) 2017/746), EMA/37991/2019 Rev. 5, 30 January 2025 and EMA, Guideline on quality documentation for medicinal

' E;GCT 32nd ANNUAL CONGRESS - Sevilla - 7-10 Oct 2025 products when used with a medical device, EMA/CHMP/QWP/BWP/259165/2019, 22 July 202I.



