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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 into 

its motion for a resolution: 

A. whereas protection of health is a fundamental right enshrined in the European Convention 

on Human Rights and recognised in Article 35 of the Charter of Fundamental Rights of 

the European Union, under which everyone is guaranteed the right to access preventive 

and curative healthcare under the conditions established by national laws and practices; 

whereas, in accordance with Articles 6 and 168 of the Treaty on the Functioning of the 

European Union, promotion and protection of a high level of human health should be 

guaranteed in the definition and implementation of all EU policies and activities; 

B. whereas patients who are EU citizens should have access to innovative medicines that are 

safe in quality terms and sold on the market at an accessible price; 

C. whereas there is a need for voluntary cooperation between Member States with a view to 

increasing the financial accessibility of medicinal products and ensuring EU citizens have 

suitable access to them; 

D. whereas, as a result inter alia of the economic crisis, EU Member States’ public budgets, 

in particular for the sectors covering health expenditure, are under significant constraints; 

E. whereas the WTO Doha Declaration on the TRIPS Agreement and Public Health 

recognises the important role of legal protection of intellectual property in the 

development of new medicines, while expressing concerns about its effects on prices; 

F. whereas competition is an important factor in the overall balance of the pharmaceutical 

market and can lower costs, reduce expenditure on medicines and improve timely access 

for patients to affordable medicines, with higher quality standards being observed in the 

research and development process; 

G. whereas the rationale of patent rights is to make investment in innovation possible and 

attractive and to ensure that the knowledge contained in patent applications is accessible; 

H. whereas there is a need to devise a system of high-quality patents, granted through 

accessible and efficient procedures, which afford all stakeholders the requisite level of 

legal certainty; 

I. having regard to the strong political commitment of the European Parliament, especially 

since the beginning of the current parliamentary term, in favour of a more open policy on 

access to medicines; 

J. whereas intellectual property protection is essential in the field of access to medicines and 

whereas there is a need to identify mechanisms that can help combat the phenomenon of 

counterfeit medicines; 

1. Notes the fact that the WTO TRIPS Agreement provides flexibilities to patent rights, such 

as compulsory licensing, which have effectively brought prices down; notes that these 
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flexibilities can be used as an effective tool in exceptional circumstances established by 

the law of each WTO member to address public health problems, and considers that, 

where duly justified,  the mechanism for granting and issuing compulsory licences should 

be freed from discretionary judgement and bureaucratic constraints in order to encourage 

those countries that possess suitable capacities to start production of medicines locally, 

thereby helping to avoid difficulties in accessing medicines to treat the most vulnerable 

sectors of the population; 

2. Considers that exclusive protection periods granted through patents are an important tool 

intended to promote innovation and the development of new medicines; acknowledges the 

importance of preventing cases of market abuse and disruption of drug trial periods, as 

well as the need to ensure access to necessary medicines at affordable prices and to 

guarantee the sustainability of national healthcare systems; observes, however, that when 

used abusively, the current EU biomedical R&D system based on exclusive protection 

periods granted to pharmaceuticals through patents or other mechanisms can hinder 

competition during those periods and lead to high prices; 

3. Notes that awareness and monitoring are important functions of the competent authorities, 

and believes that improved awareness campaigns can serve as a tool to bring about better 

understanding of complex drug development processes on the part of both businesses and 

consumers; 

4. Recalls that the Pharmaceutical Sector Inquiry Report carried out  by the Commission in 

2009 indicated that, among other factors, some companies’ abusive practices in 

connection with patent claims have contributed to delays in the market entry of generic 

medicines and should be avoided; 

5.  Emphasises the importance of stronger competition law enforcement; asks the 

Commission to introduce tougher checks on possible cases of infringement of internal 

market and competition rules; 

6.  Calls on the Member States to cooperate fully and exchange information, expertise and 

best practices among themselves in order to prevent over-pricing of medicines and to 

ensure market access for generic products; 

7. Calls on the Commission to assess the impact of intellectual-property-related incentives 

on biomedical innovation, to explore credible and effective alternatives to exclusive 

protections for the financing of medical R&D such as the numerous tools based on 

delinkage mechanisms; also calls on the Commission to assess the functioning of the 

applicable limitations to patent allocations and rights and to safeguard the right of 

countries to regulate and preserve policy space in order to guarantee universal access to 

medicines; 

8. Calls on the Commission to identify the most effective mechanisms to help combat the 

phenomenon of counterfeit medicines, in order to ensure intellectual property protection 

and guarantee a high level of health protection; 

9. Calls on the Commission and the Member States to strike a balance between stimulating 

innovation, protecting innovators and ensuring that innovations are of maximum benefit to 

society; 
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10. Recalls that the European Patent Office (EPO) and the Member States should only grant 

patents on health products that strictly fulfil the patentability requirements of novelty, 

inventive step and industrial applicability as enshrined in the European Patent Convention, 

and should pay particular attention to 'evergreening' – the practice whereby slight 

modifications to existing products are patented as new inventions in order to perpetuate 

the patent and the privileges arising therefrom; 

11. Calls on the Commission to ensure that all EU policies are consistent with, and beneficial 

for, access to affordable medicines in the EU and in low- and middle-income countries 

alike; asks the Commission, therefore, to encourage the Member States to fully implement 

existing patent limitations and flexibilities in duly justified cases, such as cases of national 

emergencies, other circumstances of extreme urgency and anti-competitive practices; 

12. 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; calls on the 

Commission to make a new proposal to amend Directive 89/105 in order to obtain more 

robust health systems based on transparent prices, to introduce best practices so as to 

encourage positive conditionality with the aim of promoting sharing and greater 

circulation of patents and, as provided by the law in force, to ensure public access to 

appropriate information on the safety and effectiveness of medicines; 

13. Calls on the Commission to launch discussions on devising a procedure for establishing 

(on the basis of age, type of chronic illness, income, etc.) the socially disadvantaged 

categories to which innovative medicines could be made available, on an exceptional 

basis, before the patent expires. 
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