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5.	Brief analysis/assessment of the resolution and requests made in it: 
The Parliament’s resolution recognises the objectives of the Pharmaceutical Strategy for Europe to foster patient access to innovative, safe, effective and affordable medicines, to support competitiveness and innovative capacity of the EU pharmaceutical industry, to develop the EU open strategic autonomy, to ensure robust supply chains and ensure a strong EU voice on the global stage.
The resolution is structured according to 23 points: putting patients at the centre of all health policies (paragraphs 1-10 and 46), pharmaceuticals and antimicrobial resistance (paragraphs 11-15), research in pharmaceuticals (paragraph 16-32), pricing and costs of pharmaceuticals (paragraphs 33-42), role of generic and biosimilar medicines (paragraphs 43-49), delayed arrival of medicines on the market (paragraphs 50-52), public-private partnerships and innovation (paragraphs 53-55), European Health Emergency Preparedness and Response Authority (HERA) (paragraphs 56-60), procurement practices (paragraphs 61-67), access to medicines in the EU (paragraphs 68-74), supporting a transparent, competitive and innovative EU pharmaceutical industry to respond to public health needs (paragraphs 75-91), supplementary protection certificates (paragraphs 92-95), innovative and new medicines (paragraphs 96-102), clinical trials (paragraphs 103-106), health and technology assessment (paragraphs 107-108), current framework for authorisation (paragraphs 109-115), small and medium-sized enterprises (SMEs) and pharmaceuticals (paragraphs 116-119), increasing resilience: prevention of medicine shortages, secure supply chains, sustainable medicines, crisis preparedness and response mechanisms (paragraphs 120-125), European Health Data Space, health data and the General Data Protection Regulation (GDPR) (paragraphs 136-144), structured dialogue with stakeholders (paragraphs 145-149), sustainable and environmentally friendly medicines (paragraphs 150-159), the EU is leading the world in healthcare (paragraphs 160-162), patents and the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS) (paragraph 163).
The resolution calls on the Commission to take a series of actions, both legally binding and not, to address the entire lifecycle of medicines from research (paragraphs 6, 16-32, 37, 41, 46, 60, 79 and 158), health data (paragraphs 136-144), clinical trials (paragraphs 41, 103-106 and 137), to a more efficient, patient-centred regulatory framework (paragraphs 1-10, 23 and 103) for authorisation of medicines to cater for innovative medicines (paragraphs 73 and 96-102), access to medicines (paragraphs 38, 68-74 and 87), including the role of generic and biosimilar medicines to increase access (paragraphs 38, 43-49 and 94), to pricing and costs of medicines (paragraphs 18, 42, 69, 73 and 160), procurement (paragraphs 35 and 61-67), as well as the increased resilience of the supply chain and prevention of medicines shortages (paragraphs 33, 114, 120-135 and 161). Calls for action from the Commission also concern antimicrobial resistance (paragraphs 11-15), the conditions for SMEs (paragraphs 116-119 and 160), intellectual property rights (paragraphs 44, 79, 118 and 163) and pharmaceuticals in the environment (paragraphs 33, 82 and 150-159).
6.	Response to requests and overview of action taken, or intended to be taken, by the Commission:
Putting patients at the centre of all health policies 
With regard to paragraph 6, one of the Pharmaceutical Strategy’s key objectives is to achieve a Union approach that provides greater potential for research and development in areas of unmet medical needs. Reaching a common understanding on the concept of ‘unmet medical need’ is key to better foster research and regulatory support (priority authorisation tracks and regulatory incentives) in priority areas. The Commission is coordinating this work in the framework of the Human Pharmaceutical Committee, which held dedicated workshops on the matter in spring 2021. Discussions in this context included representatives of Member State competent authorities, the European Medicines Agency (EMA), national authorities responsible for pricing and reimbursement and public health payers as well as health technology assessment authorities in an effort to reach a common understanding. The work is ongoing and it is also in the focus of the study supporting the revision of the general pharmaceutical legislation. The Human Pharmaceutical Committee will continue discussions in 2022 and this process will give input to the revision of the pharmaceutical legislation as well as the revision of the legislation on medicines for rare diseases and for children.
Regarding paragraphs 7 and 10, in order to foster competitive and innovative European pharmaceutical value chains, the Commission has taken a holistic approach coordinating its actions across strategies and initiatives encompassing health, industrial, digital, environmental and trade aspects. In this respect, the initiatives on the revision of the pharmaceutical legislation in conjunction with the new health technology assessment rules, as well as the creation of the European Health Data Space along with the other Health Union initiatives and actions under the intellectual property action plan, together with ongoing negotiations in the World Trade Organization (WTO) regarding the Trade and Health Initiative, would contribute to European competitiveness and global outreach in the sector.  Equally the revision of the pharmaceutical legislation in complementarity with the revision of the legislation on medicines for rare diseases and children will aim to stimulate the development of and access to safe, effective and affordable medicines in areas of unmet needs. These include rare and chronic diseases, rare adult and paediatric cancers, and neurodegenerative diseases, and novel antimicrobials to tackle antimicrobial resistance (AMR).
Pharmaceuticals and antimicrobial resistance 
With respect to paragraph 15, the Commission will – as part of the revision of the pharmaceutical legislation – consider measures to stimulate the development of new antimicrobials as well as measures to restrict and optimise their use. The preparatory work has started and includes an evaluation of the current rules.
With respect to paragraph 11, on the environmental aspects related to AMR, the Commission is assessing the extent to which AMR can be addressed through the good manufacturing practices, reduction of and prudent use of antimicrobials and the Working Group on pharmaceuticals in the environment is bringing their technical support in addressing this issue under the revision of the pharmaceutical legislation.
With regard to paragraph 12, on the serious threat AMR constitutes to public health, the Commission co-financed with EUR 4 million a Joint Action on Antimicrobial Resistance and Healthcare-Associated Infections (JAMRAI), where one of the actions was focused on appropriate use of antimicrobials and resulted in policy briefs and dedicated activities. The EU also financed the Happy Patient project with the main aim to support the take up and implementation of the EU Guidelines on prudent use of antimicrobials by educating healthcare professionals and empowering patients. Through the EU4Health programme the Commission published under the work programme 2021[footnoteRef:1] an open call of EUR 7 million to enhance primary and secondary healthcare services, by providing training and addressing patients safety in hospitals through the support of good practices. [1:  	https://ec.europa.eu/health/system/files/2021-06/wp2021_annex_en_0.pdf ] 

Additionally, every year the Commission and the European Centre for Disease Prevention and Control (ECDC) organise the European Antibiotic Awareness Day with a variety of different communication and awareness raising activities, including those addressed to health professionals. These are some of the actions developed under the 2017 European One Health Action Plan against AMR. The Commission publishes twice a year a progress report of the Action Plan.
The Commission also funds research projects to develop new diagnostics and new antimicrobials i.e. via the Innovative Medicines Initiative (IMI). The aim of the Value DX project is to generate evidence on the medical, economic, and public health value of diagnostics in treating AMR. The aim of the IMI AMR Accelerator projects is to progress with the development of new medicines to treat or even prevent resistant bacterial infections in Europe and worldwide. The IMI AMR Accelerator contributes to the European action plan on AMR.
The Commission published a Horizon Europe call for a coordination and action that aims to design a feasible option for a pull incentive that combines EU support for late stage development of antimicrobials with procurement by Member States and Associated Countries.
Research in pharmaceuticals 
With regard to paragraphs 16, 18, and 19, the Commission will in the announced reform of the EU pharmaceutical legislation, including the legislation on medicines for rare diseases and for children, consider how to adapt the incentives to stimulate research to develop innovative medicines needed by patients and health systems and a special pathway for so-called value added medicines and repurposed off-patent medicines.
Research actions that contribute to the Pharmaceutical Strategy are considered with respect to: access to affordable medicines by developing new value-based pricing and reimbursement models to ensure equitable access to effective, affordable, and sustainable health technologies, including medicines, while supporting innovation and industrial competitiveness; competitiveness, innovation and sustainability of industry in new areas such as for example integrating various stakeholders to facilitate market access of innovative health technologies; supporting safe, effective and greener medicines by producing pharmaceuticals that are either greener by design, intrinsically less harmful for the environment, and/ or use greener and economically more sustainable manufacturing processes for their production; and building a European innovation platform for the repurposing of medicinal products.
Pricing and costs of pharmaceuticals 
With regard to paragraphs 33, 34, 35, 37, 41 and 42, in the context of the Pharmaceutical Strategy for Europe, the Commission has relaunched the group of National Competent Authorities of Pricing and Reimbursement authorities and healthcare payers (NCAPR) to improve co-operation with and among Member States on the affordability and cost-effectiveness of medicines. Through information and best-practice exchange, the Commission is supporting mutual learning in various national policy areas, including public procurement, the coverage of costs of pharmaceuticals by reimbursement authorities, price-increase criteria as well as principles and methods to calculate costs of medicines. Furthermore, the Commission cooperates with the Organisation for Economic Development and Co-operation (OECD) in relation to the OECD's work on pharmaceuticals, and is involved in the EURIPID[footnoteRef:2] collaboration regarding a voluntary price database and has commissioned studies in the area of procurement and cost methods and pricing transparency. The activities on the EURIPID database will also be funded under the 2022 EU4Health work programme[footnoteRef:3]. The overall aim of all this Commission's work is to enhance accessibility, affordability and availability of medicines, as well as to encourage greener pharmaceutical design and manufacturing and resilient supply. [2:  	EURIPID – The European Integrated Price Information Database]  [3:  	https://ec.europa.eu/health/system/files/2022-01/c_2022_317_impldecision_en.pdf] 

With regard to paragraphs 36, 38 and 39, the work with the NCAPR, including through joint sessions with the Human Pharmaceutical Committee, will also inform the revision of the pharmaceutical legislation in relation to aspects that impede the competitive functioning of markets affecting affordability and cost-effectiveness of medicines.
Role of generic and biosimilar medicines 
With respect to paragraphs 44, 45 and 46, the Commission will, through the revision of the pharmaceutical legislation, address market competition considerations and in that way improve access to generic and biosimilar medicines. Revision of the so-called “Bolar provision”, introduction of EU advice on interchangeability of biological medicines and documentation requirements for generic and biosimilar medicines will be considered in that process. In addition, a single assessment process across Member States for active substances used for different generic medicines will be considered to facilitate their authorisation and life-cycle management.
Delayed arrival of medicines on the market 
Regarding paragraph 50, the Commission recognises that the root causes of delayed or staggered market launches of centrally authorised medicines are multifactorial and can also relate to national pricing and reimbursement decisions. However, timely access to medicines across the EU is a key objective of the Strategy and the Commission is engaging with private and public actors in the context of the pilot project on market launch and in the Human Pharmaceutical Committee to analyse the root causes of the problem and propose solutions. Possible legislative options have been outlined in the public consultation and will also be covered in the study supporting the revision of the pharmaceutical legislation.
Public-private partnerships and innovation 
Regarding paragraph 55, the Joint Undertaking mechanism of previous framework programmes continues under Horizon Europe. One such example is the Innovative Health Initiative (IHI), the largest public private collaboration ever, that brings together for the first time four industrial sectors: pharmaceuticals and vaccines, Medical imaging, Medical Devices and Biotechnology with the Commission. In this context, large industrial concerns join forces with SMEs and academia not just to develop safe, effective and cost-effective innovations for unmet public health needs but create a new scientific ecosystem. This will translate scientific knowledge originating in each of these separate sectors into new individual and patient centred products.
Another Joint Undertaking is the European and Developing Countries Clinical Trials Partnership (EDCTP3). It supports global health and will strengthen local and global epidemic preparedness. With the EU, it joins 16 African and 14 European countries to develop and promote different health technologies and consolidate health research and innovation capacity in sub-Saharan Africa.
European Health Emergency Preparedness and Response Authority (HERA)
Regarding paragraphs 56 and 57, the Health Emergency Preparedness and Response Authority (HERA) builds on the foundations laid by the HERA Incubator and aims to prevent, detect, and rapidly respond to health emergencies. HERA will anticipate threats and potential health crises, through intelligence gathering and by building the necessary response capacities, in particular by supporting the development, production and distribution of medical countermeasures. HERA is a key pillar of the European Health Union and will fill a gap in the EU's health emergency response and preparedness.
With respect to paragraph 58, the Commission considers the budget allocated to HERA sufficiently ambitious to broadly address cross-borders threats to health that the EU could face in the medium to long term and beyond the COVID-19 pandemic. HERA will mainly rely on a budget of EUR 6 billion from the current Multiannual Financial Framework for the period 2021-2027.
Regarding paragraph 59, the Commission is committed to ensure that HERA will be an end-to-end solution against cross-border emergencies, starting with early and proper identification of a threat, up to ensuring availability and affordability of safe and effective medical countermeasures to all European citizens.
With regards to paragraph 60, the Commission confirms that HERA will look at the US Biomedical Advanced Research and Development Authority (BARDA) to develop its activities and regular contacts between the two authorities are already underway. Moreover, the Commission reiterates that the decision to create HERA as an internal service was driven, among other considerations, by the urgency of the situation and by financial constraints. Establishing a new agency would have taken several years, while an operational response to the current crisis is needed now. Also, by establishing HERA[footnoteRef:4] as an internal Commission service, existing programmes such as EU4Health, Horizon Europe and the Union Civil Protection Mechanism could be mobilised. Being part of the Commission, HERA’s budget will be subject to the scrutiny of the co-legislator as the budgetary authority, including the European Parliament. In addition, an in-depth review on HERA will be conducted in 2024, including on its structure and governance. [4:  	COM(2021) 577 final] 

Procurement practices
Regarding paragraph 65, the Commission has recently launched a study to identify best practices to optimise public procurement of medicines as a policy tool to enhance accessibility, affordability and availability of medicines, as well as to encourage greener pharmaceutical design and manufacturing and support crisis preparedness. The study will be published, and the results will be discussed with the Member States.
Regarding paragraph 61, the Commission recognises that the efforts to secure enough vaccine doses for everyone in the EU under the EU Vaccines Strategy[footnoteRef:5] were successful and may provide valuable lessons for future procurement procedures on behalf of Member States or for joint procurements, notably for COVID-19 therapeutics. In particular, HERA will promote wider use of joint EU-level procurement to ensure supply of critical medical countermeasures in case of crises. [5:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52020DC0245&from=EN] 

Regarding paragraph 62, there are provisions under the Financial Regulation setting out the rules for joint procurement procedures. Practical arrangements must be agreed in advance with rights and obligations defined for all parties involved (i.e. evaluation of the requests to participate or the tenders, award of the contract, the law applicable to the contract and the competent court for hearing disputes) in a Joint Procurement Agreement signed by the parties before launching the procedure.
Regarding paragraph 67, the Commission recalls that joint tenders are already possible under the provisions of the Financial Regulation.
Access to medicines in the EU 
Regarding paragraphs 69 and 73, the improved availability of centrally authorised medicines across the Union is a key objective of the revision of the pharmaceutical legislation. Policy options will build on evidence deriving from the study supporting the revision and will indeed include elements that promote the swift launch of such medicines across EU Member States and not only in those that are commercially appealing. The review of the system of regulatory incentives and the possibility for conditions relating to the availability of medicines may be one of the tools applied to this respect. The final selection of the tools used will depend on the assessment of their impacts. Access to medicines equally concerns medicines for cancer and rare diseases. The Commission is using its consultative committees and ad hoc meetings to engage with actors across the pharmaceuticals life cycle to develop holistic solutions to ensure access and availability of innovative medicines to treat cancer and rare diseases.
Regarding paragraph 72, the Commission acknowledges repurposing, as a key tool to bring more treatments to the patient; however contrary to the European Parliament’s resolution it would support measures reducing off-label use instead of increasing it. Bringing more indications on-label would be to patient’s interest in terms of evidence generation and pharmacovigilance. The expert group on Safe and Timely Access to Medicinal Products has considered the issue of repurposing and made a proposal for a framework to support not-for-profit organisations and academia in repurposing which is organised by several national competent authorities, the EMA and representatives of civil society groups. On 28 October 2021, a pilot was launched to test the framework to gather or generate sufficient evidence on the use of an established medicine in a new indication and to have this new use included in a marketing authorisation. This is a way of making affordable new treatment options available to patients. The revision of the pharmaceuticals legislation will build on the pilot’s results.
Structured dialogue with stakeholders and supporting a transparent, competitive and innovative EU pharmaceutical industry to respond to public health needs
Regarding paragraph 147, the Commission launched the structured dialogue initiative, to strengthen the resilience of pharmaceutical supply chains and ensure the security of supply of medicines, without compromising the affordability of medicines. The first phase was launched in February 2021, with stakeholders working to improve the understanding of the functioning of global pharmaceutical supply chains and identify the causes and drivers of different potential vulnerabilities. The second phase will continue in 2022 where evidence gathered in phase 1 will be further discussed in view of proposing policy options enabling long-term security of supply.
Specifically, regarding paragraphs 75, 77, 82, 86, 90, and 91, and taking into account the information gathered in the first phase of the structured dialogue, the Commission will consider a number of aspects to strengthen the EU security of supply of medicines, which will be taken up also in the revision of the pharmaceutical legislation. This includes deepening the knowledge of supply chains and their vulnerabilities; cooperating with global partners, including with respect to environmental standards; ensuring availability and diversification of suppliers, also in light of an EU open strategic autonomy; identifying regulatory improvements; ensuring availability of appropriate skills and supporting innovation. In its second phase, the Commission will identify possible measures to be further considered to enhance security of supply.
Regarding paragraph 82, the Commission is working on a concept paper within a subgroup of the Human Pharmaceutical Committee that is dealing with environmental aspects of medicines. This concept paper will outline potential proposals to support the revision of the pharmaceutical legislation regarding environmental risk assessment requirements and conditions of use for medicines and environmental aspects relevant to manufacturing of active pharmaceutical ingredients and finished medicinal products and good manufacturing and distribution practices. In addition, it will take stock of the results of research under the Innovative Medicines Initiative.
Regarding paragraphs 85 and 88, the Commission will, in the revision of the pharmaceutical legislation, consider adaptations to the regulatory framework to allow for cutting-edge products, including medicine-device combination products, as well as to build in regulatory flexibility to be able to respond timely to scientific and technological developments, including the use of digital technologies and Artificial Intelligence, without compromising the quality, safety and efficacy of authorised medicines.
Supplementary Protection Certificates
As regards paragraph 92, the Commission wishes to recall that an evaluation of the Supplementary Protection Certificates (SPC) framework was already conducted in 2020[footnoteRef:6], in addition to several previous studies[footnoteRef:7]. [6:  	https://ec.europa.eu/docsroom/documents/43847]  [7:  https://ec.europa.eu/growth/industry/strategy/intellectual-property/patent-protection-eu/supplementary-protection-certificates-pharmaceutical-and-plant-protection-products_en] 

This evaluation highlighted detrimental consequences of the fragmentation (linked to the national application) of the current framework. Addressing it is clearly a central objective of the initiatives that the Commission is currently exploring (cf. in particular ‘The Commission is assessing ways to address these pitfalls, including the possibility to introduce a unified SPC grant mechanism and/or create a unitary SPC title’, as mentioned in the Commission’s IP Action Plan of November 2020[footnoteRef:8]). [8:  	https://ec.europa.eu/commission/presscorner/detail/en/ip_20_2187] 

More concretely, the Work Programme of the Commission for 2022 announces a ‘Revision of the legislation on supplementary protection certificates’ (Annex II, # 16). In this context the Commission has started assessing the impact of these possible initiatives, both on innovative pharmaceutical companies and on generics manufacturers.
It may be noted that a unitary SPC (if proposed and adopted) would adequately complement the unitary patent system, which is expected to be launched in late 2022. The unitary patent system and the new centralised mechanism(s) for the granting of SPCs will be particularly beneficial for Small and Medium Enterprises (SMEs), as they would reduce protection/ litigation costs and increase legal certainty.
As to paragraph 95, it may be noted that, on average, SPCs are granted annually for a number of products that does not exceed 100.
Innovative and new medicines 
With respect to paragraph 97, 98 and 101, the Commission is considering action to further build expertise in the EMA and the national competent authorities and is also preparing a health partnership under the ´Pact for Skills’.
The Commission acknowledges the importance of adapting the regulatory framework to the specificities of innovative medicinal products, such as nanomedicines, personalised treatments and advanced therapy medicinal products (ATMPs). In addition to steps already taken, such as the initiatives in the Action Plan on ATMPs, the revision of the pharmaceutical legislation will provide an opportunity to consider further adaptations that can support the development of these innovative medicines, while continuing to ensure high standards for quality, safety and efficacy.
Clinical trials
With regards to paragraph 103, the Clinical Trials Regulation (CTR)[footnoteRef:9] will become applicable on 31 January 2022. The CTR aims to support cooperation in safety assessment among Member States, and improve the generation of high‑quality safety data in clinical trials, thus ultimately making Europe more attractive to run large multinational trials. In addition, the CTR introduces more transparency as a large proportion of the documents in the European database will be publicly available, from the time of decision to authorise a trial up to finalisation of those trials and inclusion of their results in the database. On 7 January 2022, the Commission  adopted the Implementing Regulation (EU) 2022/20[footnoteRef:10] setting up the rules and procedures for the cooperation of the Member States in safety assessment of clinical trials, which will become applicable at the same time as the CTR. It will assist Member States in improved decision making for patients in clinical trials and, in the end, authorised medicinal products. The Commission's legal obligations in the context of the CTR, namely the Commission Delegated Regulation (EU) 2017/1569[footnoteRef:11], Commission Implementing Regulation (EU) 2017/556[footnoteRef:12] and Detailed Commission guidelines on good manufacturing practice for investigational medicinal products for human use[footnoteRef:13], were adopted in 2017 and will also become applicable at the same time as the CTR. The Commission will continue to work closely with Member States and stakeholders to ensure full implementation of the CTR. [9:  	OJ L 158, 27.5.2014, p. 1]  [10:  	OJ L 5, 10.1.2022, p. 14–25]  [11:  	OJ L 238, 16.9.2017, p. 12–21]  [12:  	OJ L 80, 25.3.2017, p. 7–13]  [13:  	C(2017) 8179 final] 

Current framework for authorisation
Regarding paragraphs 109, 114 and 115, the COVID-19 pandemic has challenged regulators around the world. The past year has shown that flexibilities of the regulatory system, such as rolling reviews, have been used and allowed for the accelerated assessment and authorisation process of medicines, while maintaining a high level of quality, safety and efficacy. The EU regulatory system includes mechanisms for the continuous monitoring of the safety of medicines. The proposal for the reinforced role of the EMA[footnoteRef:14] brings additional mechanisms during emergency situations, i.e. for the monitoring of shortages of critical medicines. The Commission is assessing how the experience gained during the pandemic and existing flexibilities can be used in the future and whether regulatory changes are required. [14:  	COM/2020/725 final] 

Regarding paragraph 112, five COVID-19 vaccines have been granted conditional marketing authorisations. These marketing authorisations are granted for one year. This system provides a regular review of the marketing authorisation and whether the conditions are being complied with. If the outcome of the EMA’s benefit-risk assessment remains favourable and the specific obligations are being fulfilled, then the conditional marketing authorisation can be renewed. In cases where this is not the case, it is possible for regulatory action to be taken. It should also be added that, for all COVID-19 vaccines, EMA has taken steps to use real-world data from clinical practice to monitor their safety and effectiveness to ensure a good monitoring of the benefit-risk balance.
Regarding paragraph 113, the Commission will consider the experience gained in the five years of the operation of the EMA Priority Medicines (PRIME) scheme and review whether the legislation should be adapted to include specific reference to the scheme.
SMEs and pharmaceuticals
Regarding paragraphs 116 to 119, the SME Strategy for a sustainable and digital Europe supports SMEs in the recovery’s priorities, i.e. the twin transition to sustainability and digitalisation, and aims to increase their resilience. It caters to all kinds of SMEs, thus also to SMEs from the pharmaceutical ecosystem. The SME Strategy is being implemented in line with the updated Industrial Strategy and the Recovery and Resilience Facility, which look at the specific needs of key industrial ‘ecosystems’. In addition, SMEs interests are mainstreamed in most EU policies i.e. in the Green Deal, the European Data Strategy, the updated Industrial Strategy and the Single Market Action Plan.
Cutting burdens and simplifying legislation for SMEs is a priority and the Commission is working to ensure that its proposals adequately take into account the impact on SMEs by applying the “Think Small First” principle. The Commission is already deploying a number of various tools, which aim at reducing disproportionate burden for SMEs, including the REFIT programme, the SME test, and the Single Digital Gateway. The Commission will also take into account the experience gained during the COVID-19 pandemic and revisit existing regulatory tools, such as priority review and scientific advice by EMA to support companies, especially SMEs, in the development of innovative products for unmet medical needs.
SMEs play a critical role in the innovation process. SMEs’ high level of participation in innovation research programmes such as Horizon Europe is a major objective for the Commission. European SMEs are invited to participate in various innovation instruments such as the European Innovation Council’s (EIC) Pathfinder, Transition activities and Accelerator as well as the Knowledge and Innovation Communities of the European Institute of Technology. In addition to financial support, the EIC is providing Business Acceleration Services (BAS) to start-ups and SMEs that have the potential to scale up. The Enterprise Europe Network will continue to support SMEs, in close cooperation with National Contact Points, including with advice on access to finance and partnering services. The Commission has also taken a number of initiatives to strengthen the presence of SMEs in innovation procurement in its calls for proposals under the COSME and Horizon 2020 programmes.
To support innovative SMEs managing and protecting their intangible assets, the Commission adopted the Intellectual Property (IP) Action Plan and deployed IP vouchers, which cover partial reimbursements for trademark and design registration as well as for an IP Scan. The new SME IP Fund with an increased budget and higher reimbursement rates as of 2022 will also include partial reimbursement of national patent registration costs, which will be a big support for innovative EU SMEs to scale up and become more competitive on the global market as well as to invest in new green and sustainable technologies.
The Pact for Skills promotes joint action to maximise the impact of investing in improving existing skills (upskilling) and training in new skills (reskilling).
Increasing resilience: prevention of medicines shortages, secure supply chains, sustainable medicines, crisis preparedness and response mechanisms
Regarding paragraph 121, the enhanced resilience of the EU as regards pharmaceutical supplies is one of the key objectives of the Pharmaceutical Strategy. The Commission will propose to revise the EU legislation to improve access and availability of medicines and to enhance security of supply through measures such as obligations to supply, earlier notification of shortages, enhanced transparency of stocks and stronger EU coordination and mechanisms to monitor, manage and avoid shortages.
Regarding paragraph 122, the right skills are key to improve the resilience of health systems. The Commission is working with stakeholders to develop a partnership for health under the Pact for Skills, which mobilises efforts in various sectors to provide for skills necessary for a sustainable, social and resilient recovery from the coronavirus pandemic. The forthcoming partnership in the health area will focus on skills of health professionals so they are better prepared for crises and take full benefit from the digital transformation of health systems.
Regarding paragraph 128, the Commission's study on shortages analyses reported root causes of shortages in national shortage notifications. The analysis will feed into the Commission's revision of the pharmaceutical legislation with the aim to address the real reasons for shortages in the EU.
Regarding paragraphs 125 and 126, the enforcement of the pharmaceutical legislation with regard to the supply of medicines is the responsibility of the EU Member States. The study on shortages evaluates the adequacy of the current legal framework to mitigate and avoid shortages, including the Member State transposition of Articles 23a and 81 of Directive 2001/83/EC on the Community code relating to medicinal products for human use[footnoteRef:15]. These articles are currently also reviewed as part of the revision of the pharmaceutical legislation. [15:  	OJ L 311, 28.11.2001, p. 67] 

Under the 2021 EU4Health work programme, the Commission is funding (EUR 10 million) a direct grant to Member States from 2022 till 2025 to enhance their appropriate cooperation in tackling the causes of shortages, and mitigating shortages of medicines by also improving the security of their supply.
Regarding paragraphs 120 and 124, the new regulation to reinforce the mandate of the EMA includes an agreed definition of “a shortage” and a mechanism for reporting information, including supply and demand data, relating to shortages of medicines that are deemed to be critical in the context of a major event or public health emergency. This will allow the Agency to closely monitor and mitigate shortages of those medicines. To facilitate this reporting by marketing authorisation holders and Member States, the proposal predicts the development of an IT database, the European Shortages Monitoring Platform (ESMP). It will allow Member States and marketing authorisation holders to share and access information on shortages of relevance to them, during major events and public health emergencies and to a lesser extent, in preparation for crisis. There is also a provision within this new regulation that requires future review of the functioning of that platform.
Beyond the crisis preparedness and management, the Commission will also consider improving and harmonising certain reporting for medicines when reviewing the EU pharmaceutical legislation.
With regard to paragraph 130, the Commission continues to closely monitor the implementation of the Falsified Medicines Directive to counter falsification of medicines, and continues to work closely with Member States and stakeholders to ensure full implementation of the EU medicines authentication system.
European Health Data Space, health data and GDPR
Regarding paragraphs 136, 138, 139 and 140, the planned European Health Data Space (EHDS) initiative will promote control of individuals over their health data, including access and portability, requiring interoperability of health data. It will also support the re-use of health data for research, innovation, regulatory and policy making purposes, with a trusted governance and in a secure way. It is envisaged to include re-using various types of health datasets from rare disease registries to large population based databases. The initiative’s aim is to provide legal, organisational and technical requirements in order to ensure full compliance with all the principles of the General Data Protection Regulation (GDPR) in relation to the processing of sensitive health data including strong security measures. Whenever possible, the use of aggregated data would be promoted in line of the recommendations of the GDPR on this aspect.
Regarding paragraphs 141 and 142, additional provisions and safeguards are envisaged for the use of health data by AI based research. Thus the EHDS would lower the barrier to access of health data for researchers but fully comply with the strong provisions of the GDPR, the Data Governance Act, the Data Act and the Artificial Intelligence Act.
Regarding paragraph 143, the Commission has identified the value of interconnected and interoperable computing infrastructures at the European level, especially for rare or paediatric health issues where reliable and relevant dataset can be difficult to collect at national level. The future EHDS initiative will contribute to the development of such infrastructure.
Sustainable and environmentally friendly medicines
With regard to paragraph 150, the Commission is implementing the Pharmaceutical Strategy, while it continues the implementation of the actions under the EU strategic approach to pharmaceuticals in the environment, including the environmentally safe disposal of medicines and reducing pack size and packaging.
With respect to paragraph 154, the Commission is working on the revision of the pharmaceutical legislation to strengthen the environmental risk assessment requirements and conditions of use for medicines, and take stock of the results of research under the Innovative Medicines Initiative. In this work, the scientific and technical input from the Working Group on pharmaceuticals in the environment on how to strengthen the environmental risk assessment will be included to effectively address the concerns identified under the Pharmaceutical Strategy.
With regard to paragraph 155, the Commission continues the implementation of the actions under the strategic approach to pharmaceuticals in the environment.
With regard to paragraphs 156 and 157, the Pharmaceutical Strategy already includes these aspects. It recognises that the European Green Deal zero-pollution ambition aims to protect both public health and ecosystems. These are further assessed in the framework of the evaluation and revision of the pharmaceutical legislation. Certain aspects are falling under the EU environmental legislation, i.e. revision of the Urban Waste Water Treatment Directive, Industrial Emission Directive and the Environmental Quality Standard Directive/Groundwater Directive. As a result fewer pharmaceuticals should reach the European water and soil.
The EU is leading the world in healthcare
Regarding paragraphs 160 and 161, the EU has a strong interest in working with its international partners towards an ambitious level of quality, efficacy and safety standards for pharmaceuticals, both in bilateral cooperation, and in international organisations that promote standardisation and regulatory convergence and reliance. To this end, the Commission is very active in most multilateral fora, and in particular, exercises a leadership role in the area of advancing international harmonisation and advancing adherence to international standards and guidelines, towards a level playing field. The Commission is also advocating for agreeing on a multilateral declaration of the World Trade Organization (WTO) on the response to the COVID-19 pandemic (the so-called Trade and Health Initiative). Such declaration could include commitments related to improved transparency, restraint from export restrictions and trade facilitating measures as well as an understanding on intellectual property. Negotiators are encouraged to continue the work in spite of the postponement of the WTO 12th Ministerial Conference from the beginning of December 2021 to a later date.
The Commission is supportive of so-called ‘ad-hoc confidentiality arrangements’ between EMA and certain non-EU regulatory agencies to enable exchanges of confidential/ non-public information during the Covid-19 pandemic whilst respecting EU standards on personal data protection.
Patents and the TRIPs agreement
With regard to paragraph 163, the Commission will in the revision of the pharmaceutical legislation consider the links between the regulatory protection periods provided in that legislation and the potential use of compulsory licensing in EU Member States. As regards the EU free trade agreements (FTAs), the Commission notes that the chapters on intellectual property in the bilateral and regional EU FTAs are adapted to the level of development and the public health concerns of the partner countries, including access to generic or biosimilar medicines. Intellectual property chapters of FTAs also include references to the Doha Declaration on the TRIPS Agreement and Public Health in order to clarify that the flexibilities in the TRIPS Agreement, including as regards access to medicines, remain available to the parties of an FTA.
