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PHARMACEUTICAL & HEALTH CARE POLITICS

Economic costs of COVID-19 putting
pressure on national health systems

Healthcare costs in Europe over 2020 are
a mixed bag. On the one hand, spending
has stayed at 2019 levels or slightly
decreased, as people postponed elective
procedures or skipped preventive medical
checks. However, Intensive Care Unit
(ICV) beds being occupied by COVID-19
patients most likely eliminate the “savings”
from skipped procedures. Therefore, the
actual healthcare costs of 2020 may not
be much lower than 2019 and long-term
costs are still to be understood.

Healthcare systems facing hidden
costs

There are also additional hidden and indi-
rect costs that the healthcare system will
have to bear. Due to the pandemic and
across Europe, tens of thousands of elec-
tive procedures and outpatient appoint-
ments have been cancelled or postponed.
This has relieved the immediate burden on
healthcare and postponed costs, but not
eliminated either. Healthcare systems will
struggle to catch up with these proce-
dures and make capacity available.
Experts also predict that more care will be
needed as patients have cancelled or
postponed doctor visits, possibly leading
to a more severe course of their illness.
The activity of general practitioners in
France, for instance, reportedly has
dropped by 44 %, and that of outpatient
medical specialists by 71 % between Jan-
uary and April 2020. It is still unknown
what the implications for mental health will
be. The lockdown is putting additional
stress on individuals and families, implicat-

ing the need for additional care further
down the road and once again leading to
rising costs.

Mitigating rising healthcare costs

The EU is trying to mitigate this with the
EU4Health program. With a total volume of
€ 5.1 billion, it is the largest health pro-
gramme ever in monetary terms. The goal
is to provide funding to EU countries and
health organisations with the aim to boost
the EU’s preparedness for major cross
pborder health threats and strengthen
health systems so that they can face epi-
demics and long-term challenges.

Today, the dilemma is clear: rising health-
care costs stand opposite of dramatic
economic losses. In this environment, it
becomes ever more important that all
cost factors in healthcare are scrutinized.
This is where parallel trade can make a
difference. Through parallel trade, many
patented medicines can be provided
to patients at a significantly lower price
than the same medicine sold by the pat-
ent holder. In Poland, for instance, paral-
lel trade of pharmaceuticals and thus
savings generated by it have steadily
increased in the last years, amounting to
€ 124 million of savings in 2018. Never-
theless, regulatory barriers in the Polish
market hinder a greater growth of savings
from parallel trade, hence increasing
national healthcare spending. In Poland,
Germany, Sweden and Denmark alone,
parallel trade generated savings of € 3.2
billion in 2018. ]

EDITORIAL

Dear Readers,

Rising healthcare costs and dramatic economic
losses due to the COVID-19 crisis determine cur-
rent debates on health policy. The pandemic re-
vealed the importance of a strong and functioning
cooperation and even interaction between EU and
national officials responsible for policymaking in
the field of health.

The special relationship between national level
and European community is similarly reflected
in the pharmaceutical parallel trade sector. For
21 years, VAD - as the national association of one
of the biggest and most important markets for
parallel trade of medicines — is a partner in dia-
logue at European level, engaging with policyma-
kers and actively contributing to health debates.

For this reason, VAD is pleased to announce a
cooperation with Affordable Medicines Europe
(the European association of parallel importers) for
the Pharmaceutical Dialogue. Founded in 1998
and under a new name since once year, Afforda-
ble Medicines Europe brings together the Euro-
pean pharmaceutical parallel trade industry.

Together, we will continue to bring you news from
the pharmaceutical industry at EU-level. May you
discover many informative insights as you read
this 73 edition of our Pharmaceutical Dialogue.

s

Sincerely,

Prof. Edwin Kohl Jorg Geller
Chairman President of AFFORDABLE
of VAD MEDICINES EUROPE
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European cooperation on pharmaceutical
purchasing and pricing policy — an exception

to the rule

In the global competition over access to
the new developed COVID-19 vaccine,
the European Commission has relied on a
joint purchasing policy to secure enough
COVID-19 vaccine doses for all European
member states, inevitably leading to a joint
pricing approach.

Joint EU purchasing and pricing
policy in times of crisis

In the EU, decisions on the pricing and
reimbursement of medicines fall under the
competence of European member states.
As a result, prices of medical products
vary widely within the European Union.
However, in the framework of the EU
pharmaceutical strategy, the Ctommission
proposed actions to develop cooperation
on pricing, payment and procurement pol-
icies between European member states.
Moreover, in the case of the newly devel-
oped COVID-19 vaccine, the European
Commission presented an EU vaccines
strategy to accelerate and secure the
development, production and finally
deployment of COVID-19 vaccines. Euro-
pean Commissioner for Health and Food
Safety Stella Kyriakides underlined that
“working together will increase our
chances of securing access to a safe and
effective vaccine at the scale we need and
as quickly as possible.” In fact, the joint
purchase strategy of the EU led to a
stronger negotiation position than individ-
ual EU member states would have had
and resulted in fair access to the vaccine
for all citizens across the EU. By conclud-
ing Advance Purchase Agreements with

European pharmaceutical companies pro-
ducing the vaccines, the Commission
aimed to secure the manufacturing of
COVID-19 vaccines and ensure sufficient
supplies for all member states. The joint
purchasing of vaccines in the EU inevitably
led to a common pricing policy.

An exception to the rule rather than
the rule itself

Although joint forces at EU level, showing
European solidarity and ensuring a greater
bargaining power, secured more COVID-
19 vaccines for European citizens, a Euro-
pean purchasing and pricing policy
generally does not have the same effect
when applied to other pharmaceutical
products. In fact, considering that phar-
maceutical innovation is strongly driven by
economic incentives, a joint EU pricing
policy may undermine such incentives
due to harmonised pricing decisions and
hence, insufficient competition. Such a
lack of competition within the EU can
potentially lead to the fact that pharma-
ceutical companies delay the availability of
their innovative medicines to European
patients. Moreover, a joint purchasing pol-
icy could exacerbate shortages of medi-
cines due to applied supply quotas.
Shortages may be further aggravated by
issues linked to a joint pricing policy, such
as cost-cutting measures causing manu-
facturers of generic medicines to withdraw
from the market.

Member states’ autonomy in pharmaceu-
tical pricing decisions however is subject
to EU transparency laws. The Transpar-
ency Directive aims to guarantee the trans-
parency of medicines prices, prevent any
distortions of the EU internal market
caused by, inter alia, secret price agree-
ments and foster competition in the EU
pharmaceutical markets. While the direc-
tive lays down high-level controls such as
time limits and an appeal mechanism, it
does not address the merits of pricing
decisions. Based on this, we encourage
EU policy makers to focus first on trans-
parency, which is an important and much-
needed step, before attempting to
overhaul the national competence of price
setting — which is unlikely to happen. =

NEWS IN BRIEF

Commission calls for
preserving the internal
market and free
movement of goods

On 19 January, the European Commission
presented several measures to combat the
COVID-19 pandemic. In particular, the Com-
mission urged European member states to
maintain the single European market and the
free movement of goods, stressing that ex-
port restrictions on medicines and medical
products, as imposed by some member
states at the beginning of the pandemic in
March last year, significantly weaken the in-
ternal market. Furthermore, the Commission
underlined the importance of maintaining the
system of “Green Lanes” to keep transport
flows moving and avoid any supply chain
disruptions in the EU. [ ]

Commission implements
EU authorisation
mechanism for exports of
COVID-19 vaccines

On 29 January, the European Commission
introduced a transparency and authorisa-
tion mechanism for the export of COVID-19
vaccines outside the EU. With the mecha-
nism, the Commission aims to ensure time-
ly access to the vaccines for all European
citizens and increase transparency of vac-
cine exports. The mechanism, which is in
place until the end of March, requires phar-
maceutical companies to notify the respec-
tive authorities of the Member States about
its intention to export COVID-19 vaccines
produced in the EU to third countries. [ ]

Commission launches
structured dialogue
initiative on security of
medicines supply

At the end of February, the European Com-
mission launched a structured dialogue on
the security of medicines supply with actors
in the pharmaceuticals manufacturing value
chain, public authorities, research communi-
ty, health professionals and patient organi-
sations. The objective of the dialogue is to
enhance the resilience of pharmaceutical
supply chains and ensure the security of
supply of affordable medicines in Europe.
The structured dialogue initiative, which is
part of the EU Pharmaceutical Strategy pub-
lished by the Commission in November of
last year, aims to achieve results by the end
of this year. [ ]
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European solidarity in action during the

COVID-19 health crisis

Soon after the global outbreak of the
COVID-19 crisis, the World Health Organi-
sation (WHO) declared Europe the active
centre of the pandemic with several mem-
ber states being among the most affected
countries in the world. While the crisis
revealed a general lack of preparedness for
such major cross border health threats and
severe shortcomings in national health sys-
tems, it also showed new opportunities for
cooperation and solidarity across Europe.

European solidarity in action

While the principle of solidarity is central to
the EU’s values and widely embedded
within the legal framework of the EU, there
was hardly any other time when solidarity
in action counted more. With the outbreak
of the COVID-19 crisis, the principle in the-
ory had to be confronted with the reality of
the EU’s reaction to the health threat.
While, in line with EU treaties, the primary
responsibility for health protection and
thus COVID-19 response measures lies
with the member states, countries and
regions across the EU increasingly showed
solidarity in facing the pandemic.

At the outbreak of the health crisis and in
the time thereafter, European member
states have supported each other in offer-
ing medical services and equipment and
specialised personnel. With Italy being hit
hard at the beginning of the pandemic,
Germany, Poland and Romania, for
instance, have sent teams of doctors to
support the treatment of patients in the
North and South of Italy. In the same vein,

medical masks, ventilators and other hos-
pital equipment have been delivered to
those countries and regions in need. More-
over, member states have come together
in providing consular support and repatri-
ating European citizens from countries
outside of the EU.

A functioning EU Single Market as
strong crisis response

In the context of the European Single Mar-
ket, the corona pandemic, nevertheless,
constituted a severe test for European sol-
idarity. At the onset of the crisis, some EU
member states initially reacted to the pan-
demic by restricting the free movement of
medical products through export bans.
While some export restrictions affected
pharmaceuticals being essential and short
for the treatment of COVID-19, several
member states imposed bans on medical
products neither related to the treatment
of the virus, nor at risk of shortages in the
exporting member state.

These protectionist national measures
affect the global pharmaceutical supply
chain and thus, may result in a lack of
pharmaceutical supply and medicine
shortages in the EU and worldwide. Export
restrictions on medical products are not
only detrimental to those member states
hit hardest by the COVID-19 crisis, but
also for the countries imposing them,
since they are just as dependent on med-
ical supplies and pharmaceuticals from
other countries. The European Commis-
sion quickly condemned these measures,
urging member states to “preserve the free
circulation of all goods and guarantee the
supply chain of essential products such as
medicines and medical equipment”.

Solidarity shown in the framework of the
Single Market is crucial for a strong Euro-
pean response to the COVID-19 crisis.
The sound functioning of the Single Mar-
ket is not only inevitable for ensuring the
supply and availability of medicines, but
also for increasing the affordability of med-
ical products. The Single Market and the
free movements of goods guarantee the
parallel trade of pharmaceuticals, which, in
turn, generates significant savings for
national health systems. ]

GLOSSARY

A
-

Public health policy in the
European Union

Pharmaceutical policy in the European Un-
ion is governed by a unique combination of
the EU’s horizontal objectives as well as the
policies and objectives of member states’
healthcare systems. In fact, according to
Article 168 of the Treaty on the Functioning
of the European Union, national govern-
ments are responsible for the organisation
and delivery of health services and medical
care, including pharmaceutical pricing and
purchasing policies. The role of the Europe-
an Union is therefore to complement na-
tional healthcare policies and help them
achieving shared objectives, such as the
protection of EU citizens’ health, the mod-
ernisation of health infrastructure and the
improvement of the efficiency of European
health systems. ]

EU4Health: the EU’s € 5.1
billion health programme

The EU’s health programme “EU4Health”
is a funding programme within the frame-
work of the EU’s next multiannual financial
framework for 2021-2027. With a dedicat-
ed budget of €5.1 billion, the EU aims to
address shortages exposed during the
COVID-19 crisis, strengthen the resilience
of national health systems and promote in-
novation in the health sector. In particular,
the new programme will increase the EU’s
preparedness for future cross border health
threats, support member states in develop-
ing quality health standards, improve ac-
cessibility, efficiency and resilience of health
systems and promote the digital transfor-
mation of health systems. 20% of the dedi-
cated budget are reserved for disease pre-
vention and health promotion in an ageing
population. EU4Health constitutes the
fourth and largest of the EU Health Pro-
grammes since their adoption in 2003. =
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EXPERT PORTRAIT

Proven cost-containment instruments

With Erwin Riiddel, Member of the German Bundestag (CDU) and Chairperson of the
health committee

We have been very
fortunate to have
had a degree of
financial leeway in
the healthcare sys-
tem in recent years

thanks to the eco-
nomically strong years of the past. Never-
theless, it was of course always necessary
to remember that financial resources are
limited, with the situation being height-
ened by demographic changes and the
rising costs resulting from technological
advances.

The current coronavirus pandemic has
now significantly exacerbated this situa-
tion, as costs have risen significantly due
to the pandemic and, at the same time,
revenues have decreased due to the
economic slump. As a result, structural
reforms that were at any rate already in the
pipeline must now be tackled urgently in
order to use the available funds efficiently.
In my opinion, we primarily need hospital
reform that includes better cross-sector
care. In the pharmaceutical sector, we
face the problem that costs for new drugs
— especially for personalised medicines —
can really explode and thereby ruin smaller
health insurance companies. We have to
urgently develop new financing models to
accommodate this.

At the same time, however, we are already
using several proven cost-containment
instruments, especially in the pharmaceu-
tical sector. These are, of course, primarily
the German Pharmaceuticals Market
Reorganisation Act (AMNOG) and the dis-
count agreements, but we also save
money in the healthcare sector as a result
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of parallel imports, which allow us to ben-
efit from differing international prices for
the same products.

After the scandal over parallel imports a
few years ago, it is important for me to
stress that we must be able to trust that
imported medicines are safe and effective.
And we must also be able to trust that
there will be no supply bottlenecks in the
countries from which the pharmaceuticals
are exported. That is an integral part of
good European cooperation in the health-
care sector. The black sheep in the indus-
try have done parallel imports — a process
that | consider to be an important tool for
controlling costs — a disservice by reignit-
ing the discussion about their possible
abolition.

That is why it is very important that there
are serious and reliable companies that
provide parallel imports. So far, the paral-
lel traders have always proven to be trust-
worthy partners. ]
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Portuguese Council
Presidency present

priorities in the area
of health

At the beginning of February, Portugal pre-
sented the priorities of its EU Council Presi-
dency in the area of health. According to
Portuguese Minister of Health Marta Temi-
do, Portugal will focus on strengthening the
EU’s capacity to respond to public health
crises and moving forward with building a
European Health Union. Moreover, the Por-
tuguese Presidency aims to increase sus-
tainable and universal access to medicines
and medical devices as well as to promote
digital health.

In the framework of the EU vaccination
strategy, Portugal will focus on the imple-
mentation of the EU export licensing
scheme for COVID-19 vaccines, which has
entered into force until end of March. In the
context of the EU Pharmaceutical Strategy
published by the European Commission in
November 2020, the Portuguese Presiden-
cy will also address issues such as Europe‘s
pharmaceutical production capacity and
the availability of critical raw materials. The
next EU summit takes place at the end of
March. ]

Commiission publishes
action plan on European
pillar of social rights

At the beginning of March, the European
Commission published the European Pillar
of Social Rights action plan, outlining con-
crete actions and measures to achieve a fair,
inclusive and resilient socio-economic re-
covery from the COVID-19 crisis. In the area
of health, the Commission aims to propose
new tools to better measure barriers and
gaps in access to healthcare as well as the
European Health Data Space, aiming to en-
sure better healthcare, research and policy-
making. ]
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