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Dear Mr Chair,

The Committee on Legal Affairs has been authorised on 7 May 2020 to submit an opinion to 
your committee under the above-mentioned procedure. Mr Gilles Lebreton was appointed 
rapporteur for the opinion. Given the regrettably short period of time given to opinion giving 
committees to adopt their opinions in the timeframe set by your committee, the Committee on 
Legal Affairs eventually decided to send the opinion in the form of a letter. Following 
exchanges between the coordinators via written procedure, the opinion below was adopted at 
the committee meeting on 15 June 2020.

At that meeting1, the Committee on Legal Affairs decided to call on the Committee on 
Environment, Public Health and Food Safety, as the committee responsible, to incorporate the 
following suggestions into its motion for a resolution.

I trust that this will make a useful contribution into the report drafted by your Committee.

Yours sincerely,

1 The following were present for the final vote: Adrián Vázquez Lázara (Chair), Sergey Lagodinsky (Vice-
Chair), Marion Walsmann (Vice-Chair), Raffaele Stancanelli (Vice-Chair), Gunnar Beck, Patrick Breyer, 
Caterina Chinnici, Geoffroy Didier, Pascal Durand, Evelyne Gebhardt, Mislav Kolakušić, Gilles Lebreton, 
Antonius Manders, Emmanuel Maurel, Karen Melchior, Angelika Niebler, Jiří Pospíšil, Marcos Ros Sempere, 
Liesje Schreinemacher, József Szájer, Nacho Sánchez Amor, Stéphane Séjourné, Marie Toussaint, Axel Voss, 
Lara Wolters, Tiemo Wölken, Javier Zarzalejos.
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SUGGESTIONS

The Committee on Legal Affairs calls on the Committee on the Environment, Public Health 
and Food Safety, as the committee responsible, to incorporate the following suggestions in its 
motion for a resolution:

A. Whereas exponential increase in global demand triggered by the Covid-19 crisis has  
demonstrated  the recurring problem of shortage of medicines and medical equipment, which 
endangers the health of patients; whereas  the EU Member States’ public budgets, in 
particular for the sectors covering health expenditure, are under significant constraints; 
whereas legal rules such as limitations on state aid or patent protection should not be factors 
limiting access to life-saving medicines;

B. Whereas patent protection creates a legal framework, which is important for 
pharmaceutical innovation, as it provides companies with financial incentives to cover 
research and development costs of new medicines;

C. Whereas the TRIPS agreement provides for certain flexibility as regards patent protection 
at national level and allows for compulsory licenses under certain conditions, such as the 
limitation in purpose and time, targeting mainly the domestic market, no exclusivity right for 
the licensee and the right to remuneration of the patent holder; 

D. Whereas Member States are free to determine further grounds for granting compulsory 
licences, and to determine what constitutes a national emergency;

E. Whereas the current Covid-19 crisis has shown the lack of EU competences in the health 
sector, and the need for more European cooperation; 

F. Whereas the Covid-19 pandemic has stressed that coordination among EU Institutions, 
regulators and pharmaceutical supply chain experts is vital to respond to health crisis and to 
supply disruption such as shortages of medicines; whereas it has also demonstrated the 
importance of coordination between EU policies and department to promptly and efficiently 
react to emergencies as well as to prevent medicines shortages, and to mitigate them in case 
they occur;

1. Calls on the Commission to address in its upcoming pharmaceutical strategy the need to 
reduce the Union’s dependence on third countries for the provision of key medicines and 
medical material; 

2. Calls on the Commission and the Member States to introduce tax and financial incentives, 
to authorise State aid and to supervise public funding as incentives for manufacturers to 
relocate to Europe the manufacture of the active ingredients and medicinal products of 
strategic importance for health care, including basic medicines needed in intensive care units, 
so that the EU would be self-sufficient in times of crises with stronger manufacturing 
capacity; 

3. Stresses that a strong manufacturing sector is necessary to spur creativity, innovation and 
investment; calls on the Commission to assess the impact of intellectual property-related 
incentives on biomedical innovation, to explore credible and effective alternatives to 
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exclusive protections for the financing of medical R&D such as the numerous tools based on 
delinkage mechanisms;

4. Underlines the important role played by public investments in R&D, and calls on the 
Commission and the Member States to establish full transparency on the results of publicly 
financed R&D so that patenting and licensing conditions guarantee a public health return on 
public investments and reflect the structure of R&D funding; 

5. Notes that patent protection is a key incentive for companies to invest in innovation and 
produce new medicines; notes at the same time that the exclusionary effect of patents may 
lead to limited market supply and reduced access to medicines as well as pharmaceutical 
products ; notes that a balance should be struck between encouraging innovation through the 
exclusionary effect of patent and ensuring access to medicines and protecting public health; is 
of the opinion that the flexibilities provided in the TRIPS agreement, such as compulsory 
licences, can have the potential to remedy  the shortage of medicines and pharmaceutical 
products if applied under certain conditions laid down in the TRIPS agreement; underlines 
that voluntary licenses should be encouraged;

6. Notes that the TRIPS Agreement lays down the rules applicable to compulsory licences, in 
particular the grounds on which they are granted, the requirements for limited scope and 
duration and for the payment of adequate remuneration to the rights-holder; notes that the 
legislation of most Member States provides for compulsory licences, but not under the same 
conditions; notes, however, that compulsory licences for patents are not frequently used; notes 
that some Member States have already made use of compulsory licensing, in order to tackle 
the Covid-19 pandemic;  calls on the Commission to encourage Member States to make use 
of compulsory license schemes to this effect ; 

7. Recalls that compulsory licensing systems shall aim at addressing public health problems 
and be used in good faith, whereby such systems should not be used by Member States to 
pursue industrial or commercial policy objectives; stresses that the issuing of compulsory 
licences impose clear conditions upon the licensee as regards the acts covered by the licence, 
the identification of the pharmaceutical products manufactured under the licence and the 
addressees of such products;

8. Recalls that Regulation (EC) No 816/2006 harmonises the procedure for granting 
compulsory licences in relation to patents and supplementary protection certificates 
concerning the manufacture and sale of pharmaceutical products, when such products are 
intended for export to eligible importing countries in need of such products in order to address 
public health problems; calls on the Commission to examine the legal and economic 
implications of voluntary and compulsory licences and their potential to address the shortage 
of medicines on the in the EU; calls on the Commission to consider, in the context of its 
upcoming Pharmaceutical Strategy for Europe, the possibility for harmonised rules on 
granting compulsory licensing of medicinal products, such as vaccines, which would allow 
Member States to respond faster and more effectively to future European public health crisis; 

9. Stresses that compulsory licensing schemes need to be part of wider EU action to address 
the issue of access to medicines; calls on the Commission to propose a European Action Plan 
in this regard.


