
Cell and gene therapy
related medicinal

intervention

Licensed
ATMP route

ATMP
Regulation

and
Medicines
Directive

EMA ANSM National phase

Manufacturer

Multi-HTA
early advice

Market
authorisation

CT

CEESP

Clinical
assessment

Economic
assessment

Opinion

CEPS

UNCAM

Pricing and managed
entry agreement

Reimbursement
level decision

Clinicians

Hospital funding
list inclusion

COMEDIMS

Hospital
formulary

listing

Medical
procedure

French
social

security
code

Scientific
Society,

UNCAM, MoH

HAS early
advice

HAS
College

Inclusion
in annual
working

programme
SEAP Evaluation

report

Hospital

CEESP

CNEDIMTS
Review of

report

Final validation of
evaluation report Opinion UNCAM

Reimbursement and
pricing decision MoH

Final
decision

Medical
device*

EU
Medical
Devices

Directive
Manufacturer

Competent
authorities

and notified
bodies

CE
mark

CNEDIMTS

CEESP

Medical
technology
assessment

Economic
assessment

Opinion

MoH

Non-
medicinal cell

and gene
therapy

ATMP
non-licensed

route

Tissue and
Cells

Directive

ATMP
Regulation

and
Medicines
Directive

ANSM Authorisation

ARS

DRG funding

MIGAC funding

Annual lump
sum funding 

MoH
(DGS, DGOS,

DSS)

Physician

Authorised
centre

Early access (ATU)

Clinical investigation

* Can be associated with drugs/medical procedure. In this case, drug/medical procedure processes apply.
** Funding framework for medical devices and non-medicinal cell and gene therapies (used both for ambulatory care and inpatient DRG top-up payments).
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