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What’s the problem? Unequal availability and speed of access to medicines
across Europe

The total availability by approval year is the number of medicines available to patients in European
countries as of 5 January 2023 (for most countries this is the point at which the product gains access to the
reimbursement list?), split by the year the product received marketing authorisation in Europe.
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European Union average: 76 products available (45%) "In most countries availability equates to granting of access to the reimbursement list, except in DK, FI, LU, NO, SE where some hospital products are not covered by the general reimbursement scheme.
Country-specific nuances are listed in the appendix. *Countries with asterisks did not complete a full dataset and therefore availability may be unrepresentative. **In Spain, the WAIT analysis does not identify those medicinal products being accessible earlier in L ' V | /\
conformity with Spain's Royal Decree 1015/2009 relating to Medicines in Special Situations —— Q -




Similar picture for orphan medicines (but with some countries changing
place)

The total availability by approval year is the number of medicines available to patients in European
countries as of 5t January 2023 (for most countries this is the point at which the product gains access to the
reimbursement listt), split by the year the product received marketing authorisation in Europe.
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European Union average: 24 products available (39%) In most countries availability equates to granting of access to the reimbursement list, except in DK, FI, LU, NO, SE where some hospital products are not covered by the general reimbursement scheme.
*Countries with asterisks did not complete a full dataset and therefore availability may be unrepresentative. **In Spain, the WAIT analysis does not identify those medicinal products being accessible earlier in conformity with Spain's Royal Decree 1015/2009
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Why? Higher prices for some segments (e.g. orphans, cell and gene therapies) but total
pharmaceutical expenditure has remained ~15% of healthcare expenditure since 2000

Countries’ net pharmaceutical spending has been converging over the past 20 years

Net pharmaceutical expenditure as a
percentage of healthcare, 2000-2018
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Source: World Health Organization (WHO), 2018 (extracted on 18 November 2021), WHO SHE 1.0 data (extracted on 18 November 2021); OECD, 2019 (extracted on 18 November 2021).
Notes: Drug spending includes medicines dispensed in both retail and non-retail sectors. Methods for estimating total drug spending on a net basis are detailed in the methodology appendix. Health spending from WHO database. Both the drug and
health spend data were adjusted for population, Purchasing Power Parity (PPP) and GDP growth to represent in 2020 values. e I Q \/ I /_\



Category

Potential root causes

So what are the root causes of unavailability or access delays in Europe?

Time prior to marketing

authorisation

The price and
reimbursement

process

The value
assessment
process

Health system
EEGIESS

Delays from
national to
regional approval

1. The speed of the
regulatory process

3. Initiation of the
process

5. Misalignment on
evidence requirement

8. Insufficient budget to
implement decisions

10. Multiple layers of
decision making
processes

2. Accessibility of
medicines prior to
marketing authorisation

4. The speed of the
national timelines and
adherence

6. Misalignment on
value and price

9. Diagnosis supporting
infrastructure and
relevance to patients

7. The value assigned
to product differentiation
and choice

Several tools needed to address different barriers to patient access!

Source: CRA analysis
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Strong commitment from industry to improve patient access to treatment

m Equity Based Tiered Pricing EFPIA’s Access Portal

Tiering framework Price negotiations EBTP implications The Portal tracks patient access to newly launched medicines
across European markets and highlights root causes behind access
delays

¥ .p Companies comply with EBTP and set The final net prices and value- Y
LY Upper . . .
tier list prices for markets based on their based agreements are
R 3 own value-based pricing principles determined at MS level
ef 7a Targetting European Access Hurdels
Price negotiations with Member States Companies self-identify “best p Transparency Portal
Agreement on a without factoring ERP price”
tiered pricing
framework:
Companies comply with EBTP and set
Member States list prices for markets based on their The “best price” from th
are placed in an own value-based pricing principles € "est price” from the
. upper tier stipulates the
upper tier and —> : .
. o . maximum price level for the © Input on the following products has already been received
lower tier Price negotiations with Member States lower tier
under application of non- -
LOWer . o A G wowy et g 18002 Lo e ok 5t mer .
tier extraterritoriality

%%® Commitment to File

Industry commits to filing of P&R applications post EU authorisation in all EU-27 Member States as soon as possible and no later than two years, provided that local
systems allow it



Novel pricing and payment models can solve challenges to provide early access to
innovative therapies — but require the right legal and data collection framework

NEW AND INCOMING TECHNOLOGIES POSE CHALLENGES TO
HEALTHCARE SYSTEMS

UNCERTAINTY AROUND THE
CLINICAL BENEFIT MEDICINE USE ACROSS

ONE-OFF COST TO INDICATIONS & COMBINATIONS

THE SYSTEMQ AFFORDABILITY

Patient Access

Combination Indication Outcomes ' I
Based Based Based Over-Time Subscription o -
. . Payments Payments Traditional Pricing and
Pricing Pricing Payments Reimbursement

Approaches

Novel Pricing and Payment Approaches -
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Can information about and data from Novel Payment Models be made
more available? - EFPIA principles

Timeline of a Novel Pricing and Payment Model
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Transparency of the Transparency of the
nature of and the 9 evidence resulting
research plan for the from the novel
novel pricing and pricing and payment
payment model model
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We are on the right path, but further progress is needed —

industry stands ready to partner with the stakeholder community

___________________________________

Vision

Every patient in
need should have
access to our
medicines

Journey

We need to
work together
to address
existing
challenges —
it’s a journey
not a sprint

___________________________________

i 000 |
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Collaboration

Industry is
working with
healthcare
systems to find
new flexible
approaches to
patient access

______________________________________________________________________

Framework

We need to find
bespoke solutions
tailored to
countries’ need —
top-down regional
policy will not
address individual
challenges

Need to develop a
framework of core
principles that
recognises the
individual needs of
countries and offers
tailored solutions

___________________________________

Solidarity

Need for further
solidarity and :
collaboration between |
countries to work to
avoid duplicationand |
enable joined learning |
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