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How to launch an innovative medical device on the European market?
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• 13,000 students
• 2,100 doctoral candidates
• 1,700 teaching researchers

15th

= Research Group in Health Law and Economics of the faculty 
of Pharmacy



Topics we work on!

Evaluation Methods for 
Non-Clinical Criteria

Market access and Health
technology assessment (HTA)
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MEDICAL DEVICES (MDs)

Unique evaluation aspects 
of disruptive MDs
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European market Regulatory

National market
Reimbursement/

coverage

Local/Hospital market Purchase

HTA

HBHTA

Market Access for innovative MDs: a multi-layered problem?
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Challenge

Bringing medical technology innovations to patients in the EU has 

become increasingly long and difficult.

Ever-stricter EU regulations. 

Lack of harmonised approaches 
in Member States for facilitating 
early evidence generations. 

Uncertainty for innovators.

Decline in attractiveness of 
Europe.



Opportunity

A limited clinical investigation of a 
device early in development

What is an early feasibility study (EFS)?

Before the device design has been finalized, for a 
specific indication

Information obtained from an EFS can guide 
device modifications = iterative process
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Harmonised approach to Early Feasibility Studies for medical 
devices in the European Union (HEU-EFS)

Funded by the European Union, the private members, and those contributing
partners of the IHI JU. Views and opinions expressed are however those of the
author(s) only and do not necessarily reflect those of the aforementioned
parties. Neither of the aforementioned parties can be held responsible for them.

Disclaimer



HEU-EFS aim & objectives

 To define a methodology for EFS, involving various stakeholders from different sectors

 To test, refine, and validate the framework based on pilot use-cases

 To develop a comprehensive database to track EFS submissions in Europe and assess the impact of the
initiative

22 public and private consortium partners
4-year project / €19 million grant from the Innovative Health Initiative 

Coordinated by Bocconi University - Industrially led by Edwards Lifesciences

Co-leading WP2 (with Trinity College Dublin)
Objective: to define the best possible alignment between the EU EFS program and current and future rules/standards.
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European Patients’ Academy on Therapeutic Innovation (EUPATI) https://toolbox.eupati.eu/resources/health-technology-assessment-process-fundamentals

Health technology assessment: Three-phase model



Hb-HTA and technology assessment
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GRETAH SURVEY

OrGanisation des Réseaux d’Evaluation des 

Technologies de sAnté en milieu 

Hospitalier

Martelli, N. Evaluation des dispositifs médicaux innovants dans les CHU en vue de leur acquisition: état des lieux et élaboration d’un outil d’aide à la décision. 2015. Thèse de doctorat. Université Paris Sud-Paris XI.
Piazza, L., et al. "What are the Most Important Decision-Making Criteria For Innovative Health Technology Integration? A National Survey from French Hospitals Decision-Makers." Value in Health 19.7 (2016): A489.
Martelli, N., Puc, C., Szwarcensztein, K., Beuscart, R., Coulonjou, H., Degrassat-Théas, A., ... & Lechat, P. (2017). Rôle et place de l’évaluation des technologies de santé à l’hôpital: schéma cible appliqué aux dispositifs médicaux. Thérapie, 72(1), 105-113.
Guerre, Pascale. L'évaluation médico-économique des innovations: qualité des études, place d'une nouvelle méthode d'évaluation (mini-HTA), et recommandations pour l'amélioration des pratiques. 2021. Thèse de doctorat. Université de Lyon.

Innovative
Medical Devices

Health technology assessment
(French HTA body) 

National

Hospital-based Health technology
assessment (HB-HTA)

Local
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« HOSPITAL-BASED HEALTH TECHNOLOGY ASSESSMENT OF INNOVATIVE MEDICAL DEVICES: 
INSIGHTS FROM A NATIONWIDE SURVEY IN FRANCE »*
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67 hospitals*:

 29 Teaching Hospitals (UH’s) 

 24 Local Hospitals 

 14 non-profit private hospitals

* 51,1% response rate

Main Objective: To study the current organization of the evaluation of 
innovative MDs in French hospitals.

Martin, T., Guercio, A., Besseau, H., Huot, L., Guerre, P., Atfeh, J., ... & Martelli, N. (2023). Hospital-based health technology assessment of innovative medical devices: insights from a 
nationwide survey in France. International Journal of Technology Assessment in Health Care, 39(1), e58.

Method: Quantitative survey among targeted Hospitals (2022)



Results overview– How Hb-HTA is currently implanted in France?*

18*67 responding hospitals

Most French Hospitals are doing Hb-HTA for the acquisition of innovative MDs

(61 Hospitals, 91%)*

Variety of organizations linked to the category of hospitals

Only 16 hospitals (24%) stated the existence of a dedicated unit* for MD assessment

(More common in hospitals > 500 beds : n= 15, p=0,0160 and in Teaching Hospitals n= 11, p=0,0158)

Lack of collaboration between French hospitals and national authorities

(0/67 hospitals stated a collaboration with the HAS)
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What are the assessment criteria for innovative MDs?
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Farah, L., Murris, J. M., Borget, I., Guilloux, A., Martelli, N. M., & Katsahian, S. I. (2023). Assessment of performance, interpretability, and explainability in artificial intelligence–based health technologies: what healthcare stakeholders need to know. 
Mayo Clinic Proceedings: Digital Health, 1(2), 120-138.
Farah, L., Davaze-Schneider, J., Martin, T., Nguyen, P., Borget, I., & Martelli, N. (2023). Are current clinical studies on artificial intelligence-based medical devices comprehensive enough to support a full health technology assessment? A systematic
review. Artificial Intelligence in Medicine, 102547.
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Market access for innovative MDs = 
a multi-layered problem!

AI and MDs = new criteria for the 
HTA process

Take home messages

EFS for MDs = a new hope for 
making the EU more attractive
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Thank you for your interest and attention!
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Farah, L., Murris, J. M., Borget, I., Guilloux, A., Martelli, N. M., & Katsahian, S. I. 
(2023). Assessment of performance, interpretability, and explainability in artificial
intelligence–based health technologies: what healthcare stakeholders need to 
know. Mayo Clinic Proceedings: Digital Health, 1(2), 120-138.



Market Access Process for Reimbursed Medical Devices in France
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Recommendations for national reimbursement 
decisions made by the public authorities

French National Authority for Health

Notified Bodies

Economic Committee of Healthcare Products

Ministry of Health

European Market Access

Health Technology Assessment

Rate and price setting

Final decision for registration on 
list for reimbursement

Published in the Official Journal

CE Marking

Pesqué, R., Percheron, R., Cordonnier, A. L., Steelandt, J., Paubel, P., Pineau, J., ... & Martelli, N. (2019, November). Health technology assessment of innovative 
medical devices: timing and decision at national and local level. In Annales Pharmaceutiques Francaises (Vol. 78, No. 2, pp. 189-197).


