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request and OTC — e
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French HTA Authority (HAS)

Reimbursement
rate

Clinical assessment:
-SMR and ASMR

-Comparators

-Target population
-Use conditions R Journal

Official

Economic assessment:
Sif ASMR 1, II, Ill requested \
-if 2 20 M€ 2" year
-si impact organisationnel impact
-Budget impact if > 50M€

Reimbursement
Regulatory request

Coverage scope

Pricing & Reimbursement
Assessment

SMR: Medical value

ASMR: Added medical value

CEESP:  Economic assessment and public health Commission
UNCAM: Sickness funds union

CEPS: Healthcare products Pricing Committee

e ANSM: French Health Products Safety Agency
EMA: European Medicines Agency

MA: Marketing Authorisation

HAS: French National Authority for Health
CT: Transparency Commission
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Reimbursement

Regulatory request

* ANSM: French Health Products Safety Agency * SMR: Medical value

* EMA:  European Medicines Agency * ASMR: Added medical value

* MA: Marketing Authorisation * CEESP: Economic assessment and public health Commission

* HAS: French National Authority for Health * UNCAM: Sickness funds union

* CT: Transparency Commission * CEPS: Healthcare products Pricing Committee
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No
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Marketing

request

Reimbursement

Regulatory request
EARLY ACCESS SCHEMES
Scheme name | Regulatory status
Temporary use authorisation (ATU) Coverage before a Marketing
Temporary use recommandation (RTU) authorisation (MA)
* ANSM:
ATU for new indication (post-ATU direct) ‘ Coverage after a MA © EMA:
ATU for new indication (ATU EIT) * MA:
* HAS:
* CT:

French Health Products Safety Agency
European Medicines Agency
Marketing Authorisation

French National Authority for Health
Transparency Commission

SMR:
ASMR:
CEESP:

Y

Not reimbursed Brem [aiiae
and OTC —> =

Medical value
Added medical value
Economic assessment and public health Commission

UNCAM: Sickness funds union

CEPS:

Healthcare products Pricing Committee
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Reimbursement

request

ANSM:
EMA:
MA:
HAS:
CT:

French HTA Authority (HAS)

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

Economic assessment:
-if ASMR I, I, lll requested
-if 2 20 M€ 2 year

-Budget impact if > 50M€

-si impact organisationnel impact

Assessment

French Health Products Safety Agency
European Medicines Agency
Marketing Authorisation

French National Authority for Health
Transparency Commission

Y

and OTC

 —

K.
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* SMR:
* ASMR:
¢ CEESP:

¢ CEPS:

Medical value
Added medical value

Economic assessment and public health Commission
* UNCAM: Sickness funds union

Healthcare products Pricing Committee

Free price
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Reimbursement
request

Reimbursement criteria

Reimbursement rates are driven by SMR

SMR important o 65 %
SMR moderate } 35 9%
SMR weak - 15 %
SMR insufficient J 0%

Drugs treating severe and chronic disease (ALD) and
in-patient drugs are covered 100 %

ANSM:
EMA:
MA:
HAS:
CT:

Not reimbursed
and OTC

French HTA Authority (HAS)
Clinical assessment:
-SMR and ASMR
-Comparators *
-Target population
get pop —» CEPS

-Use conditions

Economic assessment:
-if ASMR I, I, lll requested
-if 2 20 M€ 2 year

-Budget impact if > 50M€

-si impact organisationnel impact

Assessment

French Health Products Safety Agency
European Medicines Agency
Marketing Authorisation

French National Authority for Health
Transparency Commission
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Reimbursement
rate
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Pricing & Reimbursement

SMR: Medical value
ASMR: Added medical value

CEESP:  Economic assessment and public health Commission

UNCAM: Sickness funds union

CEPS: Healthcare products Pricing Committee
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Official
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Regulatory request

Pricing Criteria
set by law (Art. L162-16-4 Social Security Code)
- Added medical value (ASMR)
- Economic assessment
- Comparators prices
- Sales forecast
- Use conditions

* ANSM:
* EMA:
* MA:

* HAS:
* CT:

French HTA Authority (HAS)

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

Economic assessment:
-if ASMR I, I, lll requested
-if 2 20 M€ 2 year

-Budget impact if > 50M€

=

-si impact organisationnel impact

Assessment

French Health Products Safety Agency
European Medicines Agency
Marketing Authorisation

French National Authority for Health
Transparency Commission

and OTC

_>

Reimbursement
rate

Official

—» CEPS
Journal

Coverage scope

Pricing & Reimbursement

* SMR: Medical value

* ASMR: Added medical value

* CEESP: Economic assessment and public health Commission
* UNCAM: Sickness funds union

* CEPS: Healthcare products Pricing Committee
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French HTA Authority (HAS)

Reimbursement
rate

Clinical assessment:
-SMR and ASMR

-Comparators *

-Target population
-Use conditions R Journal

Official

Economic assessment:

-if ASMR 1, II, Ill requested \

Reimbursement

- nd
Regulatory request |f2 20 ME€2 year _ Coverage scope
-si impact organisationnel impact
-Budget impact if > 50M€
Pricing criteria Pricing & Reimbursement
Pricing decisions are mostly driven by ASMR Assessment
ASMR | major added alue ) price > comparators
ASMR Il important added value price > comparators

SMR: Medical value

ASMR: Added medical value

CEESP:  Economic assessment and public health Commission
UNCAM: Sickness funds union

CEPS: Healthcare products Pricing Committee

ASMR IV minor added value price = comparators * ANSM:  French Health Products Safety Agency

ASMR V no added value EMA: Europejan Medlcmgs Agency
MA: Marketing Authorisation

HAS: French National Authority for Health
CT: Transparency Commission

ASMR Il significant added value Jr price > comparators

price < comparators
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