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To reduce the burden of cancer, improve outcomes and 
the quality of care for cancer patients, through 
multidisciplinarity and multiprofessionalism

Working together to build consensus 
and achieve improvement 

in cancer care 

42 21Member 
Societies

Patient Advocacy 
Groups
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Our Members
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Our Patient Advisory 
Committee

Patient Advocates are at the heart of the European Cancer Organisation, 
with 21 patient advocacy groups 

The Patient Advisory Committee is involved in all policy-making and activities, 
including the Focused Topic Networks
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Our strategic pillars of activity
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Background: A growing political will 
for legislation change
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The Commission sets out its vision

November 2020
The Commission publishes its 
intention to pursue a comprehensive 
update of EU pharmaceutical 
regulation including:
• Examination of changes to 

market exclusivity rules
• Further regulatory intervention 

to ameliorate medicines 
shortages

• Use of pharmaceutical 
legislation to help combat 
antimicrobial resistance
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What the proposals do

The proposed legislation will replace the following 
legislation:
• Directive 2001/83/EC, which is the primary EU law for 

human medicines.
• Regulation 726/2004, which establishes the EMA and 

governs the centralised procedure.
• Regulation 1901/2006 “Paediatric Regulation”.
• Regulation 141/2000/EC “Orphan Regulation”; and
• Regulation on advanced therapy medicinal products No 

1394/2007 “ATMP Regulation”
Both the Paediatric and Orphan Regulation will be 
incorporated into the new Regulation and Directive.
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Key features: Market exclusivity changes

Image credit: Simmons & Simmons



Key features: Continuous supply 
prolongation



Key features: Unmet Medical need 
prolongation



Key features: Repurposing facilitation

Amendments introduced in the proposed Regulation



Key features: Transferable exclusivity 
voucher for new antimicrobials
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Current scenario: with the Parliament and 
Council

Following the Commission proposal, the 
legislative proposals are now in the hands of the 
co-legislators (the European Parliament and the 
Council).

The lead Committee in the European Parliament 
for scrutinising the proposal is the ENVI 
(Environment and Public Health) Committee.

Pernille Weiss (EPP, Denmark) is the rapporteur 
on the Directive proposal, Tiemo Wölken (S&D, 
Germany) for Regulation proposal 
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Current scenario: Parliament deliberations 
to date

Pernille Weiss’s draft report on the proposed Directive:
• Challenged the Commission’s proposal to reduce the length of 

protection for clinical trial data from eight to six years, 
suggesting extending exclusivity to nine years without 
conditions, to provide certainty and incentives to drug 
developers.

Tiemo Wolken’s draft report on the proposed Regulation:
• Deletes the inclusion of the transferable market exclusivity 

vouchers on the basis it is a non-transparent form of pricing
• Recommended  the introduction of a new EU authority 

'European Medicines Facility' (EMF) to drive research in areas 
less addressed by the private sector
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Current scenario: Parliament deliberations 
to date

An ENVI vote on its positions is expected to take place on 11 
March 2024, followed by a full plenary vote in April.

Ahead of 11 March meetings between political groups in the 
Parliament to achieve more alignment are ongoing

Should the file not be completed (i.e. agreed with the EU 
Council of Ministers) before the European Parliament 
elections in June 2024, the matter will return to the next 
Parliament as unfinished business from the previous 
Parliament, in a similar manner to the HTA regulation in 2019. 
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Current scenario: In the Council

Member State governments were unable to begin official 
scrutiny and deliberations on the Commission proposals 
until all relevant documents were translated into all 
languages.

This delay has meant serious consideration by 
Governments has only really commenced under the 
current Belgian Presidency of the EU Council of Ministers. 

Alignment of countries on all matters considered to be 
unlikely before the European Parliament elections, but 
Belgian Health Minister hopeful some aspects may be 
agreed, including on medicine shortages. 
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ECO’s perspective

The application of a narrow a definition of 'unmet medical 
need' in EU pharmaceutical legislation could have 
unintended consequences, such as disincentivising 
development of certain medicines. 

Unmet medical needs in respect of cancer patients and 
survivors includes achieving safer treatments with reduced 
side effects of treatment. This can include acute and late 
toxicity and other side effects such as nausea, cognitive 
impairment and dysfunction, fatigue, pain and cachexia, as 
well endocrine, cardiac, metabolic and fertility issues.

As a core principle, any application of 'unmet medical need' 
requires the confidence of patient communities and 
needs to reflect what is most important to them.



www.europeancancer.org/manifesto
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