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Paving the way to a fast-track DMD access in France

PRIOR EXPERIMENTATIONS TO A NATIONAL TRANSITIONAL AND TEMPORARY ONE-YEAR REIMBURSEMENT
ACCESS SCHEME FOR DIGITAL MEDICAL DEVICES AND TELEMONITORING IN FRANCE

Innovation package Article 51 Transitional Reimbursement (« Prise
(« Forfait innovation ») Since 2018 en charge transitoire » - PECT)

Since 2015 Organisational impact Since 2019

Innovative MD with data experimentations Innovative MD for serious or rare disease
needed for HTA & compensation of handicaps

Anticipated Reimbursement (« Prise

ETAPES en Charge Anticipée » - PECAN)

2018 — June 2023 March 30, 2023 |

Remote monitoring for five Remote monitoring for other diseases
ic di ~—=— | Individual use of DTx

chronic diseases L

Remote monitoring « ETAPES »
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Paving the way to a fast-track DMD access in France

EXISTING NON DEROGATORY REIMBURSEMENT PROCESSES MEAN LONG DELAYS BETWEEN SUBMISSION
AND ACCESS TO NATIONAL REIMBURSEMENT

. Reimbursement of telemonitoring solutions (existing reimbursement process)

Allows reimbursement of telemonitoring activities by French National Health Insurance (common law)

® Requirements: Solutions applying for telemonitoring funding must be CE marked and comply with the
ANS interoperability and security guidelines.

® Process: Through registration on the List of telemonitoring activities (LATM)

‘ Reimbursement of medical devices (existing reimbursement process)
® Allows for reimbursement digital medical devices by the French National Health Insurance (common law)
o

Requirements : Any medical device distributed in towns or hospitals that can demonstrate
therapeutic, diagnostic or disability compensation value.

® Process: Through registration on the List of Reimbursable Products and Services (LPPR)
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Fast-track reimbursement in France for digital medical devices

« PECAN »
IMPLEMENTED AS PART OF THE “DEPLOYMENT AXIS” OF THE DIGITAL HEALTH ACCELERATION STRATEGY
. New: Launch of digital medical devices (DMD) reimbursement (“PECAN”)
® Objective: to accelerates reimbursement by the French National Health Insurance for innovative DMDs

® Provision for “PECAN" (Prise en charge anticipée numérique) by French 2022 Social Security Funding Law (Art. 58)

® Implementation through ministerial order of March 30, 2023 by means of service desks offered by the National
Digital Health Agency (ANS) and the national HTA agency (HAS)

® This fast-track enables the company to finalize the clinical trials while already being reimbursed.

Requirements : Only digital medical devices for therapeutic purposes or for medical telemonitoring that
are allegedly innovative can be reimbursed by the Assurance Maladie.

N
v::\‘|
wels,

More information on the application process on the G NIUS website G_NlUS':‘:::’

Rapid access of Now effective Remaining parallel procedures to access reimbursement
innovations for patients operational deployment through laws of general application
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https://www.legifrance.gouv.fr/download/pdf?id=wbSfyB0QarBmS_OXWPwKuQHzzERt1iX0PtobthCE6A0=
https://gnius.esante.gouv.fr/fr/financements/fiches-remboursement/prise-en-charge-anticipee-numerique-pecan

Which types of DMDs are in the scope of PECAN ?

':' Categories The solution is “mostly digital”

- Digital Therapeutics (DTx), before registration on the
List of Reimbursable Products and Services (LPPR)

« Telemonitoring solutions, before registration on the
List of Telemonitoring Activities (LATM)

Compliance with data

] interoperability and security
@ DMD with CE mark ﬂj standards requirements

B Existing preliminary clinical evidence*

*Completed clinical study or ongoing study with intermediate results
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PECAN, the new French DMD reimbursement process that accelerates

the deployment of digital health solutions

PECAN PROVIDES A ONE-YEAR, NON-RENEWABLE, LUMP-SUM REIMBURSEMENT THROUGH THE NATIONAL
HEALTH INSURANCE SYSTEM BEFORE GETTING REIMBURSEMENT ACCORDING TO THE LAW OF GENERAL
APPLICATION

An advanced reimbursement of several
months compared to the process set in
law of general application

/= Accelerate the deployment of
&7 presumed innovative solutions

® To enable derogatory DMD reimbursement by ® Simplified HAS admissibility requirements

National Health Insurance, innovations need to:
« have completed clinical studies (finalized or almost
finalized, with intermediate results from interim
analysis) and are in the process of finalizing the
demonstration of clinical and/or organizational

® An accelerated process to access reimbursement:

« The HTA application with HAS and the submission of
interoperability/ security requirements proof with ANS
are done simultaneously

benefits « The clinical evaluation (by the medical device
® Commission of the French HTA Agency HAS
Accepted shared risk: “CNEDIMTS"”) and ANS evaluations work at the same time

Funding is based on the potential of the DMD, not
existing evidence which is brought a year later
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What are the steps to access DMD reimbursement ?

FAST-TRACK DIGITAL MEDICAL DEVICES REIMBURSEMENT

Q Application Admissibility

—*e Evaluation Validation Further real-world data and evidence to be collected

%30 days) Clinical evaluation before the end of 1 year period
€ >
60 days e Advanced reimbursement
HAS C———
HAUTE AUTORITE DE SANTE 1 year, non-renewable
e >
REIMBURSEMENT:WITHIN LAW OF GENERAL APPLICATION

1

]

1

1

i

1

i ° Application

\:/ *Admissibility
e Evaluation

EX

MINISTERE _

DE LA SANTE

ET DE LA PREVENTION

Liberté

Egalité

v*\/alidation e

Comm s > e Generalized reimbursement
6 months LPP,

3 months LATM D
HAS Several years, renewable
A Y

HAUTE AUTORITE DE SANTE
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Different approaches for fast track access for DMDs in the EU

BOTH GERMAN AND FRENCH NATIONAL REGULATIONS SUPPORT BROADER AND FASTER ACCESS FOR PATIENTS
ACCESS TO INNOVATIVE DMDS, USING DIFFERENT SCOPES AND CATEGORIES OF DIGITAL HEALTH APPLICATIONS

- German Digital Healthcare Act I I Social Security Funding Law 2022 + March 2023 order
DiGA Fast Track: PECAN :
* DMD for therapeutic uses (DTx) - DMD for therapeutic uses (DTx) or telemonitoring
* DMDeclasslandlla - DMD class |, lla, llb and IlI
* BfArM gvaluatce.s DIGA applicants for their « DMD presumed to be innovative, especially in terms of
potential positive health effects . . . . e
clinical benefit or improvement for the organization of
« One year transitional rebate at care, as assessed by HAS (CNEDIMTS)
manufacturer's rate * Need to pursue data collection throughout deployment
. : .. - * One year transitional reimbursement period, predefined
* clinical study done during provisional listing :
price package

Other European countries are actively working on the implementation of similar procedures
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https://www.bfarm.de/EN/Medical-devices/Tasks/Digital-Health-Applications/_node.html
https://www.bfarm.de/EN/Medical-devices/Tasks/Digital-Health-Applications/_node.html
https://www.bfarm.de/EN/Medical-devices/Tasks/Digital-Health-Applications/_node.html

To go further

More information on PECAN
« PECAN ministerial order of March 30, 2023 Link

« PECAN information sheet on G_NIUS Link
PECAN Webinar Replay Link (in French only)

Guidelines by the National Health Technology Assessment Authority (HAS):

« Submission guidelines Link

« Evaluation principles by the CNEDIMTS of individual use medical device for their access to reimbursement_Link (In French)

* Medical device evaluation by the CNEDIMTS (Medical Device and Health Technology Evaluation Committee): Guide to the
specific features of clinical evaluation of a connected medical device (CMD) in view of its application for reimbursement Link

« Methodology for the clinical development of medical devices Link

* Analysis grid for the Al component in medical devices Link

« Real-world studies for the assessment of medicinal products and medical devices Link

« Guidelines for telemonitoring on 5 chronic diseases (as in ETAPES) Link (In French)

« Functional classification, according to their intended use, of digital solutions used in the context of medical and paramedical
care Link

* Organisational impact for map for health technology assessment Link

Guidelines by the National eHealth Agency (ANS):

* Repository of Interoperability and Security of Digital Medical Devices Link

* Interoperability and Security standards for Digital Medical Devices (DMDs) Link and requirements Link
« Compliance certification platform Link
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https://www.legifrance.gouv.fr/download/pdf?id=wbSfyB0QarBmS_OXWPwKuQHzzERt1iX0PtobthCE6A0=
https://gnius.esante.gouv.fr/en/financing/reimbursement-profiles/early-reimbursability
https://www.youtube.com/watch?v=9amv0PYwkno
https://www.has-sante.fr/jcms/c_464498/fr/deposer-un-dossier-d-evaluation-d-un-dispositif-medical
https://www.has-sante.fr/upload/docs/application/pdf/2017-11/principes_devaluation_de_la_cnedimts-v4-161117.pdf
https://www.has-sante.fr/upload/docs/application/pdf/2021-08/guide_to_the_specific_features_of_clinical_evaluation_of_cmd_in_view_of_its_application_for_reimbursement.pdf
https://www.has-sante.fr/upload/docs/application/pdf/2021-09/guide_methodology_for_the_clinical_development_of_md.pdf
https://www.has-sante.fr/upload/docs/application/pdf/2022-02/guide_fabricant_2016_01_11_cnedimts_annexe6.pdf
Real-world studies for the assessment of medicinal products and medical devices
https://www.has-sante.fr/jcms/p_3311071/fr/telesurveillance-medicale-referentiels-des-fonctions-et-organisations-des-soins
https://www.has-sante.fr/upload/docs/application/pdf/2021-03/dm_eval_270_proposition_classification.pdf
https://www.has-sante.fr/upload/docs/application/pdf/2021-04/organisational_impact_map_for_health_technology_assessment.pdf
https://esante.gouv.fr/sites/default/files/media_entity/documents/ref_is_dmn_v0.1.0.pdf
https://industriels.esante.gouv.fr/sites/default/files/media/document/REF_IS_DMN_EN_V1.2.2.pdf
https://industriels.esante.gouv.fr/sites/default/files/media/document/Requirements_reference_EN_DMDs_V1.2.2_0.xlsx
https://convergence.esante.gouv.fr/certification-des-dispositifs-medicaux-numeriques/

