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MARKET LAUNCH INCENTIVE MECHANISM

Member states and company engagement in good faith for patients access
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Agreement between the
company and each
Member State
on the actual supply, as defined
by wach MS, within 2 years from
MA.

Supply can mean anything from
targeted supply for a well
defined patient population 6 S
making it available to all
healthcare providers.

Supply needs to be continwous
and ensure that the relevant
quantities and representations
are provided
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Contributes to
+67 million patients
in the EU receiving

access to innovative

medicines
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Negotiation with MS under national
rules:filing>Health Technology
Assessment>Pricing and

reimbursement

Early engagement in good faith between companies and Member States for

Companies and MS
engage in good faith

negotiations for the supply
of a medicine according to
the needs of that MS

AMS maydecide
during the negotiation
process notto ask for
the supply yet for
differentreasons e.g.:

years (3 years for SMEs)

ACTUAL SUPPLY* within 2

- No infrastructure to
deliver the medicine
- No patient population
for that medicine in the
MS
- MS has alternative
therapies
- MS prefers to wait
- Other reason

MS may not react to
the request=tacit
waiver to the
conditions for
prolongati

In case actual supply is not

In the end of year 3 after MA

(year 4 for SMEs) the

Company applies for a
variation to the MA

One of the
following is
needed from
each MS:

\— waiverto the

conditions for the
prolongation

confirmationof

" supply

- positive
pricing &
reimbursement
decisionunder
Transp. Directive

achieved even though the MS is

interested in the medicine, a

reasoned statement of non
compliance may be issued
within the 60 days—> incentive
is notgiven

*Each MS defines what supply is needed (quantities and representations needeF

by patients)

Member State has 60
days to provide

document if not > tacit
waiver

National
competent
authority centrally

nationally approved gpnroved
medicines

medicines
(decentralised
prochure)
Contributes to +67

million patients in the EU
receiving access to
innovative medicines




