-

View metadata, citation and similar papers at core.ac.uk brought to you byff CORE

provided by Maastricht University Research Portal

% Maastricht University

Op-Ed: The Commission presents the EU’s
Pharmaceutical Strategy: a paradigm shift?

Citation for published version (APA):

Rottger-Wirtz, S. (Author). (2020). Op-Ed: The Commission presents the EU’s Pharmaceutical Strategy: a
paradigm shift?. Web publication/site, EU Law Live Sociedad Limitada.

Document status and date:
Published: 30/11/2020

Document license:
Unspecified

Please check the document version of this publication:

« A submitted manuscript is the version of the article upon submission and before peer-review. There can
be important differences between the submitted version and the official published version of record.
People interested in the research are advised to contact the author for the final version of the publication,
or visit the DOI to the publisher's website.

* The final author version and the galley proof are versions of the publication after peer review.

« The final published version features the final layout of the paper including the volume, issue and page
numbers.

Link to publication

General rights

Copyright and moral rights for the publications made accessible in the public portal are retained by the authors and/or other copyright
owners and it is a condition of accessing publications that users recognise and abide by the legal requirements associated with these
rights.

« Users may download and print one copy of any publication from the public portal for the purpose of private study or research.
« You may not further distribute the material or use it for any profit-making activity or commercial gain
« You may freely distribute the URL identifying the publication in the public portal.

If the publication is distributed under the terms of Article 25fa of the Dutch Copyright Act, indicated by the “Taverne” license above,
please follow below link for the End User Agreement:
www.umlib.nl/taverne-license

Take down policy
If you believe that this document breaches copyright please contact us at:

repository@maastrichtuniversity.nl
providing details and we will investigate your claim.

Download date: 05 Jan. 2021


https://core.ac.uk/display/365580926?utm_source=pdf&utm_medium=banner&utm_campaign=pdf-decoration-v1
https://cris.maastrichtuniversity.nl/en/publications/096f87c9-5a7c-4fac-9f2c-5988edf89c1c

Sabrina Rottger-Wirtz

“The Commission presents the EU’s Pharmaceutical
Strategy: a paradigm shift?”

www.eulawlive.com

stay elert | keep smart

Suggested citation: Sabrina Rottger-Wirtz, “The Commission presents the EU’s Pharmaceutical Strategy: a paradigm
shift?”, EU Law Live, 30 November 2020






“The Commission presents the EU’s Pharmaceutical
Strategy: a paradigm shift?”

Sabrina Roéttger-Wirtz

Presenting a Pharmaceutical Strategy for Europe
in the middle of a pandemic has moved the
European Commission into the spotlight in an
area that otherwise is probably more of a niche
topic in the EU law and policy community. Still,
it should be clarified that the Pharmaceutical
Strategy is not a reaction to the COVID-19 crisis:
many of the action points contained in the
Strategy can be traced back to the mission letter
that President von der Leyen provided
Commissioner Kyriakides with in September
2019. However, while reforms of the regulatory
framework were to be expected, the COVID-19
pandemic has certainly been a catalyst for the
Commission initiatives in this area.

The key action points of the Pharmaceutical
Strategy are not surprising for those that have
followed the debates in EU pharmaceutical law
and policy in the recent years. To summarise the
areas of concern: accessibility of medicines;
antimicrobial resistance (AMR); pharmaceutical
industry  competitiveness and  innovation
facilitation; regulatory efficiency; supply chain

dependence; and environmental risks. These
topics were also raised in the 2017 European
Parliament Resolution on options for improving
access to medicines and the 2018 European
Parliament  Resolution on  Antimicrobial
Resistance.

The first challenge identified in the Strategy is
accessibility to medicine, and the Commission
has identified several aspects that require
improvement. First of all, the Commission made
clear that it sees the need to foster and steer
innovation in areas of currently unmet medical
need — this refers to the lack of medicines for
certain rare diseases as well as neglected patient
groups like children, senior citizens and pregnant
or breastfeeding women. This also became
evident in the evaluation of the respective legal
measures currently in place, as published in
August. Without regulatory interference there is
little economic incentive to develop these
products and the currently existing incentives
have been successful only in certain therapeutic
areas. An Inception Impact Assessment has
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already been published for the revision.
Additionally, a problem of the current regulatory
framework is that medicines, even though they
obtained EU-wide marketing authorisations, are
not accessible in all Member States because
companies may choose not to market their
product in certain countries. Here, the
Commission considers making incentives
conditional on improved accessibility.

Other accessibility problems concern the current
debate surrounding excessive pricing of
pharmaceuticals. The competence for
pharmaceutical pricing as an important
component of the organisation of national
healthcare systems lies with the Member States.
Therefore, the Commission in the Pharmaceutical
Strategy mostly focusses on strengthening
cooperation between the Member States and also
aims to make the cost of medicines development
more transparent. It also wants to use public
procurement practices and the enforcement of
competition law to address this issue. Finally, the
Strategy in this context refers to the already
proposed Health Technology Assessments
(HTA) Regulation, which first met resistance in
the Council of the European Union but now
seems to have been reinvigorated by the
pandemic, and aims to strengthen the cooperation
of the Member States in establishing the added
value of a new medicine.

One issue that was already recognised before the
pandemic, but which has been magnified by
COVID-19, is medicines shortages due to
interruptions in the supply chain. Europe is

currently highly dependent on the production of
medicines and their active ingredients in third-
countries and this has already led to shortages in

the past. The Commission in the Strategy
announced that a study to assess the causes of
shortages is underway and that the legislative
framework could potentially be reviewed in order
to place more responsibilities on the industry to
ensure stable supply. In this regard, the Strategy
is not as pronounced as some might have
expected in moving pharmaceutical production
back to Europe.

Along with these more patient-centred
accessibility issues, the Commission also wants
to support innovation and competitiveness of the
EU pharmaceutical industry. In this regard, the
vision of the Strategy is very focussed on
digitalisation and the creation of the European
Health Data Space to be established until 2025.
Furthermore, taking into account the Intellectual
Property Action Plan, the supplementary
protection certificate system will be streamlined.
Main areas of innovation like gene and cell
therapies, personalised medicines and medicines
containing or consisting of GMOs should be
supported through revising the regulatory
frameworks for innovative clinical trials and the
use of real-world data in the assessment process.
Overall, the strategy in terms of the regulatory
procedures in place does not propose radical
changes, but more the increasing of regulatory
flexibility in the face of technological and
scientific progress.

Finally, the strategy promises actions with regard
to the global threat of antimicrobial resistance,
environmental risks caused by pharmaceutical
production and disposal, as well as maintaining a
strong European position in global regulatory
cooperation. Thus overall, the Strategy contains
few surprises and it is also not the start of a
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revolutionary overhaul of the regulation of
pharmaceuticals in the EU. This is a testament to
the efficiency of the framework in place.
However, the Pharmaceutical Strategy does
address existing problems for patients by
promising to fine-tune incentive structures and
revise regulatory approaches to benefit from new
technologies. The Strategy has been welcomed by
the European Parliament, however, the
announced reassessment of the incentive schemes
has raised criticism in the industry.

From a more general EU law perspective the
Pharmaceutical Strategy is interesting, as it
indicates a shift from a pharmaceutical policy that
is driven by the facilitation of the free movement
of goods and strongly emphasised the regulation
of risks with regard to medicinal products, to
questions of accessibility of the products for
patients and the steering of innovation via
incentive schemes. This is not to say that the EU
was not active in these areas before, as the
Regulations for orphan medicinal products and
paediatrics or the proposed HTA Regulation
show. However, it is remarkable how little
internal market and risk regulation concerns
feature in the Strategy and how pronounced the
new patient-centred approach is presented.

The legal basis for the adoption of EU legislation
in the field of pharmaceuticals is to be found in
the internal market provision of Article 114
TFEU, sometimes in conjunction with Article
168(4) TFEU providing for the adoption of
‘(m)easures setting high standards of quality and
safety for medicinal products and devices for
medical use’. This is to be contrasted with the
organisation of health care systems which
remains the competence of the Member States, as

enshrined in Article 168(7) TFEU. The focus on
accessibility in the Strategy and the rethinking of
incentives to steer innovation is thus by no means
self-evident and the Commission is also careful to
emphasise that in many planned initiatives that
the EU action will be limited to supporting
Member State cooperation. Similar competence
questions are raised in the debate surrounding the
European Health Union. However, where the
Pharmaceutical Strategy is indeed seen as a first
step towards the reorientation of the focus of
pharmaceutical policy, it is a paradigm shift and
maybe even an indicator of a maturing of the
regulatory framework.

With regard to the Pharmaceutical Strategy a key
question will be whether and in how far this
reorientation will receive the support of the
Member States. Just to put the re-gained
enthusiasm for EU health competences into
context, in 2017 the European Commission in its
White Paper on the future of Europe in one
presented scenario had included public health as

an area where the EU ‘is perceived as having
more limited added value, or as being unable to
deliver on promises’. Looking at the history of
market integration for pharmaceuticals and also
the resistance that the HTA Regulation proposal
has met in the Council before the pandemic,
health law in general and pharmaceutical law in
particular are politically and economically
sensitive areas for the Member States. The
question where competences regarding medicines
accessibility and pricing should be allocated is
complex. However, it is clear that the issues that
the Commission raises in the Pharmaceutical

Strategy are far more connected to the
organisation of the healthcare systems of the
Member States than the traditional market and
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risk policy in the pharmaceutical sector. In the
State of the Union Address, President von der
Leyen has said that: ‘it is clearer than ever that we

must discuss the question of health competences.’
Therefore, the progress of the initiatives proposed
in the Pharmaceutical Strategy might provide
some insights into the prospect of the Unions
repositioning in health law in general.

Dr. Sabrina Rottger-Wirtz is an Assistant
Professor of EU Law at the Maastricht Centre for
European Law (Maastricht University), working
on EU risk regulation in the fields of
pharmaceuticals, foods and pesticides.
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