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A step forward for the secure supply of
medicines and manufacturing and for
public health

Brussels, 24 October 2023

The off-patent medicines industry provides 70% of medicines dispensed to patientsin Europe, covering
over 80% of therapy areas. Medicines for Europe is committed to working with the EU to secure the
supply of essential and critical medicines for public health.

The Commission communication “addressing medicine shortages in the EU” is an important step to
tackle the root causes of shortages and work towards a Critical Medicines Act. Building on this
communication, it must include:
e Legal guidance on medicines public procurement and security of supply.
o A strategic EU reserve of essential medicines.
e EU funds and State aid projects to incentivise investments in greener and more secure
manufacturing processes for essential medicines and active pharmaceutical ingredients (APIs).
o Digitalisation of the regulatory system and more use of data to increase the visibility and
solidarity of medicines allocation in a shortage. This should include the use of European
Medicines Verification System (EMVS) data.
o Regulatory flexibility to harmonise pack sizes and presentations which will reduce unnecessary
complexities in the supply chain.

Commenting on the release of the Communication, Medicines for Europe President, Elisabeth Stampa,
said “In response to Member State and Parliament calls for a Critical Medicines Act, this communication
is a positive first step for the security of supply of medicines. Medicines for Europe will partner with the
EU to implement these important reforms. With the right market, regulatory and state aid policies, we
can leverage private sector investment and manufacturing know-how to restore strategic autonomy in
this vital sector for public health.”

Resource hub

Medicines for Europe proposal for a Medicines Security Act, below and at
https://www.medicinesforeurope.com/wp-content/uploads/2023/05/Medicines-Security-Act-Draft -
final v2.pdf
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European Medicines Security Act

The EU's off-patent medicines manufacturers are committed
to providing equitable access to essential medicines in Europe.
For that, they need a favourable and sustainable policy
framework in place.
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INVEST IN BUILDING ROBUST & RESILIENT SUPPLY CHAINS

® EU funds & State Aid rules for essential medicines and API
production

(5)

ENSURE OPEN TRADE

® Extend the scope of the EU sovereignty fund to essential
medicines and API production

® Open trade & muitilateral cooperation
with non EU countries should be
supported to create a level playing field e
ENCOURAGING A WELL FUNCTIONING IP SYSTEM FOR
TIMELY COMPETITION

Medicines
Security
Act

® (Clarification of the Bolar provision to allow Day 1 generic
& biosimilar medicines launch after IP expiry (this should
include all regulatory and administrative procedures)
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REFORM OFF-PATENT MEDICINES MARKET ‘e

ACHIEVE EFFICIENCY AND DIGITALISATION OF THE
MEDICINES REGULATORY NETWORK / HARNESS THE
DIGITAL REVOLUTION FOR MEDICINES SUPPLY AND

\ DEMAND PREDICTABILITY

® European guidance on medicines public
procurement to integrate security of supply,
multi-winner tenders, MEAT criteria

@ Digitalisation & harmonisation of data
requirements, building on existing IT systems

® Fastimplementation of regulatory flexibilities
(ePl, pack sizes, labelling, etc)
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Medicines for Europe

Medicines for Europe represents the generic, biosimilar and value-added medicines industries across
Europe. Its vision is to provide sustainable access to high quality medicines, based on 5 important
pillars: patients, quality, value, sustainability and partnership. Its members directly employ 190,000
people at over 400 manufacturing and 126 R&D sites in Europe and invest up to 17% of their turnover
in R&D investment. Medicines for Europe member companies across Europe are both increasing
access to medicines and driving improved health outcomes. They play a key role in creating
sustainable European healthcare systems by continuing to provide high quality, effective generic
medicines, whilst also innovating to create new biosimilar medicines and bringing to market value
added medicines, which deliver better health outcomes, greater efficiency and/or improved safety in
the hospital setting for patients. For more information please follow us at
www.medicinesforeurope.com and on Twitter @medicinesforEU.
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