PERSPECTIVES INDUSTRIELLES

WHAT DOES
THE FUTURE
HOLD FOR
EUROPE’S
PHARMACEU-
TICAL
INDUSTRY?

By Olivier Bogillot,
President of Sanofi France

Since his speech at the Sorbonne

in September 2017, during which
President Macron voiced his clear
position on European sovereignty,
France has played the card of
European health over the long term,
drawing on some of its own success
stories including its national plans
for rare diseases and cancer.

And given the current health and
economic crisis, affirming a policy
of sovereignty and investment

at European level will help

to consolidate the progress

of the National Recovery and
Innovation 2030 plans.

Thisis a determining momentforthe health
industries in general, and for Europe’s com-
petitiveness and attractiveness in a context of
global competition. The pharmaceutical indus-
try has become a strategic sector for Europe
and for European sovereignty, as reconfirmed
in the speech given by the President of the
French Republic on 10 December. For the EU’s
health industries, which generate 260,000 jobs
and over 35 billion eurosin R&D investment, this
will translate into growth and innovation.

THe FPEU'IS BeGINNING aT a
uniQue momenT, aFTER ALMOST
TWO YeaRS OF COVID CRISIS

Freed, due to the crisis, of a binding frame-
work, the Member States have engaged in
cooperationsand practical approachesthat must
continue. ltwas France thatled the four-country
alliance between France, Germany, ltaly and
the Netherlands to initiate the EU-wide vaccine
procurement strategy from June 2020, before
DG Healthtook up the reins. The Union has also
stepped up itstransformation, with forexample
the EU4Health programme, an ambitious »
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» EU response to Covid-19 aimed at making
strategic investments to complement the poli-
cies of EU countries. Finally, the course of the
crisis has shown the importance of relations
between politicians and industry forincreasing
the long-term resilience of health systems.

In this respect, and as we have seen during
the crisis, France has resolutely pushed ahead
with and for Europe, as a frame of reference for
structural decisions and with a certain pragma-
tism. From anindustrial perspective, the French
recovery has helpedincrease production capac-
ity for health products, and even encouraged
relocation to Europe, with for example the
symbolic case of paracetamol.

This pragmatism and sense of rapid action
must continue under the FPEU. A lot will boil
down to rapid execution. As Europe builds its
Health Union, in a context of increasing global
competition, whatcan France doto align health
policies with those of technological, industrial
and health sovereignty?

The action taken by France is a step in
the right direction, it is helping to strengthen
European cooperationinterms of preparing for
and managing cross-border health crises. The
ambitious and pragmatic American BARDA?
must serve as a model to be transposed into
European values, a benchmark for developing
simple tools. HERA? should be able to set clear
prioritiesfor guiding research programmes and
investments, while envisaging how pharmaceu-
tical companies and public authorities might
co-finance and anticipate the discovery and
manufacture of treatments and vaccines. The
EU FAB initiative, which is the “industrial arm” of
HERA, will mobilise investment for emergency
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and backup production capacity. This will work
if the amounts set aside are ambitious and the
investment conditions clearly defined.

Still from an industrial perspective, IPCEI
Health (Important Project of Common European
Interest in the field of health) will be decisive in
creating possible incentives in each Member
State. France, through its Ministry of Industry,
was able to move quickly with its launch of an
IPCEl Health. And it was at the instigation of
France that Ursula von der Leyen as President of
the European Commission, Chancellor A. Merkel
and President Macron announced this IPCEIl in
May 2021. The mobilisation of the other Member
States will prove essential for rapid reporting
in the first weeks of the FPEU given the interna-
tional competition, and a European model will
quickly become necessary to attract and boost
investment in the research and development of
medical technologies, such as mRNA, biopro-
duction and digital technologies, and to encour-
age their development in Europe.

Health sovereignty will go hand in hand
with that of data and digital solutions, crucial
for tomorrow’s medical challenges and tech-
nologies. Faced with the temptation to turn to
the USA or Chinafor solutions, Europe must give
research teams - including clinical teams, start-
ups and manufacturers, professionals and health
systems - the means to safely deploy and use
health data. Real World Evidence (RWE) studies
will provide new knowledge on the use of
treatments beyond evaluation periods.

The main challenges involve storage on
European servers, interoperability and the har-
monisation of legislation within Europe. The
European market must be less fragmented »



when it comes to using data - the work under-
taken bythe European Commission onthefuture
European Health Data Space (EHDS) will prove
crucial in this respect. France can develop a
digital sovereignty strategy, building on the
experience of its Health Data Hub (HDH), which
supports the development of Real World Data
(RWD) by providing centralised accessto public
health data.

In addition, the Pharmaceutical Strategy for
Europe, currently under review, addresses the
issues ofinnovation and access with the revision
of the legislation on orphan and paediatric
medicines, the issue of availability of medicines
and health products “for all patients in the
European Union”, and that of better European
coordination.

HOW Can we meeT THesSe
ReEQUIREMENTS WHILE
aCCelLeRaTING THE DISCOVERY
aND PRODUCTION OF TReAaTMenTs
WITHIN THE INTeRNAL MAaRKET?

To cope with the challenge oftackling drug
shortages, Europe mustintroduce several mea-
sures, including the introduction of EU packag-
ing, a digital leaflet and better mapping of raw
material producers. This will require effective
coordination between Member Statesto secure
the essential drugs needed today and for treat-
ing patients tomorrow.

Interms of managing rare diseases, incen-
tives for innovation and support for paediatric
research, France has pushed to reopen the
legislation buthas lacked clarity onits objectives,
even though the regulation has had the ex-
pected effects: pooling of knowledge, more
targeted public research funding, and setting
up of innovative policies and systems such as
registries and incentives for investment for de-
veloping cutting-edge therapies. France has a
legitimate interest in pushing courageously for
a revision that will safeguard the effectiveness
of this regulation. Europe must accelerate and
harmonise assessments to increase access to
innovative medicines for all patients in the EU,
ratherthan rely onrestrictive criteriaand launch
obligations which, in any case, go against the
different public health needs and medical prac-
tices of the Member States.

The health of European citizens holds a
central place in the construction of Europe and
in the EU’s response to the crisis, which has
demonstrated thatdramaticand rapid progress
is possible if there is political momentum and
ambition. Similar ambition is now expected
fromthe FPEU, to continue, among otherthings,
the construction of the Health Union. Rapid
reporting under the IPCEl and speedier action
to create an ambitious and rapidly operational
HERA will fuel the movement already underway
in favour of greater health and industrial sover-
eignty, and will further increase EU competitiv-
ity allowing it to rapidly develop the most
promising technologies and the treatments of
tomorrow. ®

(1) FPEU: French Presidency of the European Union

(2) The Biomedical Advanced Research and Development
Authority (BARDA) provides an integrated, systematic approach
to the development of the necessary vaccines, drugs, therapies
and diagnostic tools for public health medical emergencies such
as chemical, biological, radiological and nuclear (CBRN)
accidents, incidents and attacks, pandemic influenza (PI)

and emerging infectious diseases (EID).

(3) European Health Emergency Preparedness and Response
Authority.
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