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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:

1. Stresses the necessity and importance of introducing a new EU pharmaceutical strategy 
which is consistent with the EU’s competences under the Treaties and the principles of 
proportionality and subsidiarity, as a means of stimulating the development of EU 
enterprises and making them competitive at global level, driving scientific progress, and 
guaranteeing better prevention and preparedness and a more efficient and rapid response 
to future health emergencies; calls for decisions and policies to provide solutions that 
enable an industrial ecosystem to be developed in the pharmaceutical sector in which 
the balance between the various interests at stake is duly taken into account; calls on the 
Commission to carefully analyse what lessons should be learned from the challenges 
posed by the COVID-19 pandemic for the purposes of the pharmaceutical strategy;

2. Recalls that the European Union is aiming to ensure the well-being of EU citizens by 
promoting healthy lifestyles, fair and equitable access to healthcare and the marketing 
of safe, effective and affordable medicines in the single market; stresses the need to 
draw up future EU framework provisions for regulatory approval of medicines, access 
to them and incentives for innovation, accompanied by vigorous industrial policies, with 
attractiveness and predictable rules being regarded as key to innovation, and to facilitate 
patient access to medicines; welcomes the Commission’s intention to assess and review 
the existing incentive framework; believes that the EU pharmaceutical strategy and 
legislative measures should support EU developers and manufacturers in driving 
scientific progress and remaining globally competitive; recalls the need to develop intra-
EU production chains through the development of a rational and compatible regulatory 
framework between Member States, with the aim of creating a medicine supply system 
that encompasses the whole production chain; calls on the Commission to stimulate 
competition by creating an appropriate regulatory framework;

3. Stresses that the EU pharmaceutical industry has been severely affected by the COVID-
19 pandemic; underlines its strong dependence on supplies; calls for long-term 
measures to consolidate the EU’s industrial sovereignty, making it stronger, more 
integrated, more locally based and more robust, so as to avoid any disruptions in supply 
chains;

4. Stresses that in order to reduce the EU’s dependence on external suppliers, ensure 
medicines are safe and make production in the EU competitive, it seems necessary to 
create appropriate conditions and financial incentives for the industry, which will be a 
key argument in the context of decisions to invest in the production of active 
pharmaceutical ingredients, intermediates and ready-made drugs;

5. Points out that in its resolution of 10 July 2020 on the EU’s public health strategy post-
COVID-191, Parliament called on the Commission ‘to assess the impact of IP 
[intellectual property] incentives on biomedical innovation’ and ‘to explore credible and 

1 Texts adopted, P9_TA(2020)0205.
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effective alternatives to exclusive protections for the financing of medical R&D, such as 
the numerous tools based on delinkage mechanisms’;

6. Underlines the important role played by public investments in R&D, and calls on the 
Commission and the Member States to ensure that the results of publicly financed R&D 
are fully transparent so that patenting and licencing conditions guarantee a public health 
return on public investments;

7. Stresses that support for the competitiveness and innovative capacity of the EU 
pharmaceutical industry is crucial; calls, in this regard, on the Commission and the 
Member States to introduce fiscal and financial incentives in order to encourage 
manufacturers to relocate the production of active ingredients and medicines of strategic 
importance for healthcare to the EU;

8. Considers that in order to prepare for next global health crisis, decisions and policies are 
urgently needed that result in solutions creating long-term resilience in society, and in 
particular the design of an industrial ecosystem in the pharmaceutical sector where the 
balance between the different interests at stake is taken into due consideration in the 
light of the circumstances; believes that the strategic autonomy of the EU has to be a 
key objective when addressing the shortage of medicines to ensure patients have better 
access to them; recalls the Commission’s communication of 5 May 2021 entitled 
‘Updating the 2020 New Industrial Strategy: Building a stronger Single Market for 
Europe’s recovery’ (COM(2021)0350), which states that the EU is strategically 
dependent on non-EU countries for pharmaceutical ingredients and other health-related 
products, which could make it vulnerable and affect its core interests, and that the 
pharmaceutical strategy will address these issues;

9. Emphasises the key importance of IP protection in the EU, as essential to ensuring the 
EU is not dependent on non-EU countries and to enhancing its strategic autonomy in the 
field of medicines; stresses that IP rights promote accessibility, innovation and 
competitiveness in the sector and improve the safety of medicines and safety for 
patients; notes that a balance should be struck between IP protection, encouraging 
innovation, ensuring access to medicines and protecting public health; calls for the role 
of the Member States to be enhanced by improving communication and cooperation 
between the EU institutions, national authorities, health professionals, industry and 
stakeholders, with a view to identifying shared approaches, particularly to the 
challenges posed by the COVID-19 pandemic;

10. Stresses that the revision of the system of legal incentives and obligations that supports 
innovation, access and affordability of medicines across the EU has recognised the 
relationship with IP rights;

11. Encourages the strengthening of the role of the Member States through collaboration 
and the development of best practices with a view to identifying and addressing the root 
causes of the shortfall in medicines in EU markets and thereby tackle the remaining 
obstacles to timely and effective access to medicines for patients; points out that 
affordability of medicines remains a challenge for national healthcare systems; recalls 
that in health crises or emergency situations, making changes to the IP regime is 
insufficient to address short-term needs and that compulsory licencing should only be 
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possible in exceptional cases where no other solution can be found and where a 
compulsory licence appears to be justified and necessary to effectively increase 
production capacity;

12. Stresses that compulsory licencing schemes need to be part of wider EU action to 
address the issue of access to medicines; 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 in the EU;

13. Is concerned that access to medicines remains a question of price; urges the 
Commission to oblige the Member States to ensure more transparency on price 
information and to tackle the issue of strategic pricing, which has the sole purpose of 
economic gain and disadvantages patients;

14. Stresses that R&D is crucial for the development of innovative medicines, therapies and 
diagnostics; stresses the importance of investment in and facilitated support for research 
in the EU in creating a thriving EU pharmaceutical sector and making the EU a world 
market leader in improving existing medicines and developing new ones, which could 
consequently lead to an increase in the number of patents filed in the Member States; 
stresses that one of the priorities should be to develop medicines in areas where needs 
have been inefficiently met or not met at all or where commercial interest is low; points 
out that public research should focus in particular on areas of low commercial interest, 
such as orphan and paediatric medicines and medicines to treat antimicrobial resistance 
(AMR); recalls, in this respect, the key role played by AI and its potential as a driver of 
research and development in the health and pharmaceutical sector;

15. Highlights the key role of EU scientific research in developing new pharmaceutical 
products and treatments, and the importance of removing all unnecessary barriers, 
especially in the event of a health crisis, to enable researchers to find scientific solutions 
under exceptional time and efficiency constraints; supports all legal incentives to 
develop innovative R&D projects, such as ‘VACCELERATE’, and to make them 
sustainable in the long-term; encourages the Commission to assess the outcome of the 
World Health Organization’s COVID-19 Technology Access Pool (C-TAP), in terms of 
allowing maximum sharing of COVID-19 health-technology-related knowledge, IP and 
data;

16. Prompts the Commission to proceed with an early evaluation of Regulation (EU) 
2019/933 concerning the supplementary protection certificate (SPC) for medicinal 
products, so that the effectiveness of the SPC waiver can be reviewed in the light of the 
recent exceptional circumstances and the aim to restore a global-level playing field for 
makers of generics and biosimilars in the EU; believes that this evaluation should also 
study the impact of the exception to SPC protection on research into and production of 
innovative medicines in the EU by certificate holders and consider the balance between 
the different interests at stake, in particular as regards public health, public expenditure 
and, in this context, access to medicines within the EU;

17. Emphasises that full enjoyment of the potential of new innovative technologies also 
depends on proper exploitation of and access to health data, which can help to speed up 
the identification of potential active substances and support the development of new 
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medicines or therapies; notes that the current COVID-19 crisis has already 
demonstrated that data sharing is useful in accelerating research and strengthening 
public health surveillance systems across the EU with the aim of saving lives;

18. Believes that secure and open access to interoperable health data must be increased 
while fully respecting EU data protection rules, and encourages the development of 
platforms to monitor and provide information on the safety and efficacy of vaccines 
after the authorisation procedure;

19. Fully supports the Commission’s IP action plan proposal to upgrade a series of existing 
IP tools and make them fit for the digital age, including by improving the SPCs for 
patented medicinal products, among others;

20. Draws attention to differences in the validity of patents and SPCs in the various 
Member States; stresses, in this context, the importance of launching the unitary patent 
without delay, in order to create a one-stop shop for patent protection and enforcement 
across the EU and to put an end to the fragmentation of the patent market and the 
obstacles it may pose to research and innovation;

21. Stresses the importance of timely and healthy competition to deliver equitable access to 
medicines; calls on the Commission to carefully evaluate the actual impacts that any 
proposal for a unitary or unified SPC would have on generic and biosimilar medicines 
and on equitable patient access to treatments;

22. Calls on the Commission to ensure a uniform and efficient application of the conditions 
for granting preliminary injunctions, including proportionality; recommends that the IP 
Enforcement Directive is applied consistently in the EU with regard to damages 
awarded to competitor companies in cases of delayed off-patent competition;

23. Emphasises that IP plays a pivotal role in the expansion and growth of small and 
medium-sized enterprises (SMEs), which are penalised by a lack of knowledge of 
procedures and by the lack of or inadequate publicity about opportunities for them; calls 
for the IP system to be made more effective for SMEs through measures to simplify IP 
registration procedures (e.g. a reform of EU legislation on industrial designs), to 
improve access to strategic IP advice and to facilitate the use of IP as a lever to access 
funding; highlights the need to allocate more resources at EU level to the fight against 
unfair and abusive practices in the market for medicines; stresses, in this regard, the 
need to create new funding lines to support the efforts of new start-ups and SMEs in the 
field of medical biotechnology;

24. Welcomes the initiative to launch a pilot project seeking to test the framework 
provisions on new indications for off-patent medicines and the basis for possible 
regulatory action; stresses, in this regard, the necessity and importance of input from 
industry and academia and their involvement;

25. Recalls that it is essential to continue to develop, improve and update EU frameworks 
for IP to ensure that ideas and inventions can be developed effectively and brought to 
market, particularly by and for SMEs; emphasises the importance of a robust, efficient 
and balanced system of IP and trade secrets protection, as well as the need for a 
coherent overall strategy ensuring both protection of innovation and fair access to it; 
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calls on the Commission to use all the means at its disposal to prevent counterfeit 
products from entering the market in order to protect IP rights holders and EU citizens, 
since such products are often of low quality and dangerous to health, and have a major 
economic impact, estimated at a loss of at least EUR 10 billion to the EU 
pharmaceutical industry and 37 000 jobs; notes that technical assistance to the Member 
States is necessary for the proper implementation of the European Medicines 
Verification System; stresses the need to ensure a smart use of IP and to better combat 
IP theft, as smart policies in this area are essential to help companies grow, create jobs 
and protect and develop what makes them unique and competitive;

26. Regrets that the Member States are less attractive than other countries in terms of 
research and development in the pharmaceutical sector; emphasises that the EU should 
focus on the development of adequate production capacities for active substances, raw 
materials and medicinal products, thus making it possible to reduce dependence on 
external sources; recalls the need to bring the production of the most essential medicines 
back to the EU; calls, therefore, on the Commission to prioritise pharmaceutical 
production of vaccines within the EU and for Member States to be able to conclude 
public contracts with the various EU pharmaceutical laboratories producing vaccines in 
order to avoid shortages of doses and ensure the safety of people in the EU during a 
crisis; encourages the simplification of procedures and the reduction of burdens in order 
to foster the development of new products for the market; calls for measures to improve 
the interactions between operations along the entire value chain and to generate strategic 
investment in research, development, manufacturing and distribution of medicines and 
medical devices within the EU;

27. Stresses that investing in research and development is a costly, high-risk endeavour; 
underlines that patents are intended to offer some guarantee of a return on investment, 
but that the patent system is also designed to balance the interests of inventors with 
those of the public; repeats therefore that pharmaceutical companies need IP rights and 
thus patents to achieve profits and keep innovating, also in the interests of consumers 
and patients;

28. Stresses that R&D clinical drug trials are very rarely successfully completed and that 
the R&D therefore does not result in final drug approval;

29. Underlines that the patent systems all over the world are designed in a way that for a 
specific period of time, only for the duration of the patent, the inventor is allowed to 
commercially exploit its patent, and that thereafter, the invention can be freely exploited 
by anyone;

30. Notes that most of the time, radical innovations in the pharmaceutical sector are driven 
by SMEs; stresses the importance of creating appropriate legal and operational 
frameworks that allow industry agility and flexibility so that stocks can be replenished 
promptly based on the needs of patients in each country and using regional supply 
strategies, and stresses the need to establish regulatory solutions to facilitate flexible and 
scalable production and distribution strategies; highlights the need to launch a dialogue 
with the industry in order to find viable solutions that increase their joint capacity to 
prevent shortages; calls on the Commission to develop, at the lowest possible cost, a 
digital platform as a contact point between Member States that provides information and 
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ensures communication and the provision of advice for Member States so they can 
participate in innovation projects at national and EU level; calls, in this regard, on the 
Member States to share their practices to promote innovation;

31. Emphasises, lastly, the importance, for EU companies in strategic sectors such as 
pharmaceuticals, of contractual freedom in the areas of licencing and the protection and 
effective and balanced enforcement of IP rights, including in the non-EU countries 
where they operate; calls on the Commission to develop and implement new measures 
and tools for this purpose and to improve existing ones, such as the Intellectual Property 
Helpdesk for SMEs; calls on the Commission to make the conditions governing the 
patent and licencing system easily accessible to the public and provide information on 
clinical and pre-clinical trials and public and private contributions;

32. Suggests that the Commission carefully observe the pharmaceutical market and the 
protection of pharmaceutical data, in particular with a view to improving access to 
generic and biosimilar medicines, offering affordable treatments to a large number of 
patients and achieving savings on healthcare expenditure through the positive price 
effect of competition; points out that producers of generic medicines are often regional 
companies with less resilience to supply problems and market turbulence; urges the 
Commission to promote legal solutions that foster competitiveness in the field of 
generic medicine production, while maintaining an appropriate legal balance between 
generic and innovative medicines; supports greater generic and biosimilar competition 
combined with an appropriate market protection mechanism; stresses that a possible 
revision of the so-called Bolar exemption, which allows trials on patented products to be 
conducted to support generic and biosimilar marketing authorisation applications 
without being regarded as infringements of patent rights or SPCs for medicinal 
products, can only take place after a comprehensive impact assessment;

33. Reminds the Commission that the Member States are empowered to set their own 
priorities regarding innovative processes for the manufacture of new antibiotics; notes 
the need to facilitate access to new antibiotics while maintaining access to old ones;

34. Notes that innovation is far outstripping legislation; calls on the Commission to 
introduce a degree of regulatory flexibility in order to be able to respond more rapidly 
and effectively to new market requirements and demand for products;

35. Highlights, finally, that it is of utmost importance to speak with ‘a strong EU voice’ on 
the global stage.
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