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Marketing

No 

reimbursement

request
Free price

Not reimbursed

and OTC

Medicine

EMA

MA

ANSM

Regulatory

• EMA:       European Medicines Agency
• MA:         Marketing Authorisation
• HAS:        French National Authority for Health 
• CT:          Transparency Commission

UNCAM

Pricing & Reimbursement

Official 
Journal

CEPS Price
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rate

Ministry Coverage scope

French HTA Authority (HAS)

CEESP

CT

Economic assessment:
-if ASMR I, II, III requested
-if ≥ 20 M€ 2nd year
-si impact organisationnel impact
-Budget impact if > 50M€

Reimbursement

request

Clinical assessment:
-SMR and ASMR
-Comparators
-Target population
-Use conditions

Assessment

Report

Report

• SMR:        Medical value
• ASMR:     Added medical value
• CEESP:     Economic assessment and public health Commission 
• UNCAM: Sickness funds union 
• CEPS:       Healthcare products Pricing Committee

• ANSM:    French Health Products Safety Agency 
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Pricing Criteria
set by law (Art. L162-16-4 Social Security Code)

- Added medical value (ASMR)

- Economic assessment 

- Comparators prices

- Sales forecast

- Use conditions
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Jonathan Rodrigues
jonathan.rodrigues@sante.gouv.fr


