


[bookmark: TRIPS]Follow up to the European Parliament non-legislative resolution on meeting the global COVID-19 challenge: effects of the waiver of the WTO TRIPS Agreement on COVID-19 vaccines, treatment, equipment and increasing production and manufacturing capacity in developing countries
1. Resolution tabled pursuant to Rules 132(2) and (4) of the European Parliament's Rules of procedure 
2. [bookmark: _GoBack]Reference numbers: 2021/2692(RSP) / B9-0306/2021/ P9_TA(2021)0283
3. Date of adoption of the resolution: 10 June 2021
4. Competent Parliamentary Committee: Committee on International Trade (INTA)
5. Brief analysis/ assessment of the resolution and requests made in it: 
The resolution expresses the concerns of the European Parliament about the COVID-19 pandemic and the challenges that it poses to public health and the economy, in particular for low- and middle-income countries. It calls for a global, holistic and fact-based approach to address those challenges. It emphasises the role of international trade policy, including intellectual property, to ensure equitable global access to vaccines, diagnostics, therapeutics and other medical supplies solutions, by ramping up production and ensuring the correct functioning of supply chains.
The resolution recognises the contribution of the EU to the COVAX Facility and calls for an increase thereof. It identifies the bottlenecks across vaccine value chains related to lack of critical vaccine inputs and export barriers. It also underlines the need to expand global production of vaccines and ensure the required technology transfer, including through the World Health Organization (WHO) COVID-19 C-TAP initiative and the mRNA vaccine technology transfer hub. The resolution stresses that intellectual property is a key incentive for innovation and research and an enabler of vaccine availability. It also underlines the threat that an indefinite waiver of the World Trade Organization (WTO) Agreement on Trade-Related Aspects of Intellectual Property (‘the TRIPS Agreement’) would pose to research and finance. It also calls on the Commission to support text-based negotiations for a temporary waiver of the TRIPS Agreement, aiming to enhance global access to affordable COVID-19-related medical products and to address global production constraints and supply shortages. The resolution welcomes the Commission’s assessment that cooperation and voluntary licensing are the most effective tools to facilitate the expansion of production. It recognises that the facilitation of the TRIPS Agreement flexibilities relating to compulsory licences plays a role in increasing global vaccination, together with other measures such as trade facilitation and disciplines on export restrictions, as well as the expansion of production, including through pledges by vaccine producers and developers. Therefore, it calls on the Commission to explore if and how it will provide legal support for the use of compulsory licensing in least developed countries to ensure swift global access to vaccine production, and to increase its engagement to conclude the WTO Trade and Health initiative by the 12th WTO Ministerial Conference in November 2021.
6. Response to the requests in the resolution and overview of the action taken, or intended to be taken, by the Commission: 
The Commission welcomes the input provided by the European Parliament on the challenges that the COVID-19 pandemic poses to public health and the economy. The Commission agrees with the European Parliament on the need to have a global, holistic and fact-based response to those challenges. It also agrees that international trade policy, including intellectual property, plays an important role in ensuring equitable global access to vaccines and medicines against COVID-19. As to the specific points raised in the European Parliament’s resolution, the Commission would like to make the following remarks.
Paragraph 1: The Commission shares the European Parliament’s view that a holistic approach is required to respond to the current pandemic effectively. On 4 June 2021, the EU submitted to the WTO General Council a Communication on “Urgent trade policy responses to the COVID-19 crisis” (WTO doc. WT/GC/231). In this Communication, the EU proposed that WTO Members agree on a multilateral declaration on urgent trade policy response to the COVID-19 pandemic. This declaration would encompass the following: supporting the expansion of vaccine production, in particular in developing countries; ensuring fair and equitable distribution of vaccines; a commitment of WTO Members to tighten the disciplines and transparency regarding the use of export restrictions; incorporating the best practices on the use of customs and trade facilitation measures; and facilitating the use of compulsory licensing as provided by the TRIPS Agreement.
The EU also proposed to develop further the so-called Trade and Health Initiative (WTO doc. WT/GC/223), a proposal presented by 13 like-minded WTO Members in December 2020. The overarching objective of this initiative is to increase the resilience of the supply chains in health products by improving the predictability of the trading environment and enhance Members’ preparedness for a health crisis. The initiative promotes cooperation of the WTO with other international organisations, in particular the WHO. The initiative would also contribute to the global distribution of COVID-19 vaccines in a fair and equitable manner. The draft ‘Declaration on Trade and Health’ has already obtained the support of 23 additional co-sponsors. The EU and those co-sponsors are intensifying their efforts to reach out to other WTO Members.
The Commission notes the European Parliament’s support for text-based negotiations for a temporary waiver of the TRIPS Agreement. The Commission also notes that the European Parliament considers that those negotiations should aim to enhance global access to affordable COVID-19-related medical products and to address global production constraints and supply shortages. The Commission agrees that this objective must inform the ongoing discussions in the WTO and has consequently expressed its concerns as to whether the proposed waiver (i.e. the waiver from certain provisions of the TRIPS Agreement for the prevention, containment and treatment of COVID-19 – as proposed in WTO doc. IP/C/W/669/Rev.1) would contribute to achieving it. In order to achieve that objective and constructively support the ongoing text-based process in the WTO Council for TRIPS, the EU submitted on 4 June 2021 a dedicated Communication on “Urgent trade policy responses to the COVID-19 crisis: intellectual property” (WTO doc. IP/C/W/680). This Communication sets out the Commission’s views on the role of intellectual property in enhancing access to affordable COVID-19 vaccines and therapeutics.
Further to that Communication, the EU contributed to the text-based process in the WTO by submitting on 21 June 2021 a new Communication with a draft ‘Declaration on the TRIPS Agreement and Public Health in the circumstances of a pandemic’ (WTO doc. IP/C/W/681). The draft declaration aims to clarify a number of issues related to the compulsory licensing system provided for in the TRIPS Agreement, in order to make it work as efficiently as possible. This draft declaration proposed by the Commission emerges from the discussions held during the last months at the WTO, where some WTO Members identified a number of uncertainties related to the compulsory licensing system that should not discourage them from using the system when necessary. The Commission believes that clarifying the identified issues would ensure that the intellectual property system plays an enabling role in the context of deploying existing capacity or creating new capacity for the production of COVID-19 vaccines and medicines. At the same time, any solution should maintain the necessary incentives that the intellectual property system provides to researchers of new vaccines and medicines to fight against the current and future variants of the virus that causes COVID-19. Moreover, the approach proposed by the EU contributes to our global efforts to ensure equitable access to COVID-19 vaccines and medicines in low- and middle-income countries thorough the COVAX Facility. Finally, it addresses not only the ongoing COVID-19 crisis but also other potential pandemics, as the clarifications on the compulsory licensing system will be applicable also if a similar crisis arises in the future. The Commission remains convinced that the answer to this crisis needs to be multilateral. It will therefore continue to engage in discussions with WTO Members, so that the WTO General Council can agree on the content of this declaration as swiftly as possible.
Paragraph 2: The Doha Declaration on the TRIPS Agreement and Public Health recalls the flexibilities that the TRIPS Agreement provides to WTO Members taking measures to protect public health. Therefore, the Commission agrees with the European Parliament on the need to reaffirm the principles of the Doha Declaration in the ongoing debate on the role of intellectual property in the COVID-19 pandemic. The draft declaration proposed by the Commission, as mentioned above, builds upon existing flexibilities under the TRIPS Agreement and reaffirms the content of the Doha Declaration.
Paragraph 3: Team Europe is a lead contributor to the COVAX Facility, with over EUR 3 billion provided to date, to help secure at least 1.8 billion doses for 92 low- and lower middle-income countries. COVAX has already delivered almost 80 million doses to 129 countries. This is a great collective achievement but more needs to be done. The Commission believes that it is crucial to keep increasing the production of vaccines and to speed up the vaccination campaigns everywhere to win the battle against this pandemic: “No one will be safe until everyone is safe.” To complement the efforts of COVAX, Team Europe pledged to donate at least 100 million doses of vaccines secured under the EU’s advance purchase agreements to low- and middle-income countries until the end of the year, in particular through COVAX, as part of the EU’s sharing efforts. Concerning predicted vaccine deliveries, the Commission remains cautious as supply problems, booster requirements and younger population vaccination decisions need to be taken into account.
Paragraph 4: The scale-up of vaccines production globally requires a parallel scale-up of supplies of raw materials and other inputs that are used in the production of vaccines. The Commission is actively engaging with EU vaccine developers and raw materials’ manufacturers by helping them match the demand with the adequate supply.
The Commission is also supporting efforts of global organisations, including initiatives run by WHO, CEPI (Coalition for Epidemic Preparedness Innovations), GAVI (Global Vaccine Alliance) or COVAX Manufacturing Task Force, to increase transparency and streamline supplies across the whole value chain. The Commission is also discussing a potential contribution of the WTO to such actions with WTO Members under the above-mentioned Trade and Health Initiative.
As regards the EU export authorisation scheme, the Commission is committed to ensuring the greatest level of transparency regarding the operation of the scheme and export transactions. The Commission considers that in a situation of global scarce supplies of vaccines and the incomplete vaccination campaign in the EU, the scheme is necessary to ensure that vaccines are distributed in the EU and the world in a fair and equitable manner. The operation of the scheme has not prevented the EU from being the leading vaccine supplier in the world.

Paragraph 5: The Commission agrees that broad public-private cooperation based on voluntary solutions is the most effective way to ramp up the global production of safe and effective COVID-19 vaccines and treatments and to tackle the emerging variants of the virus. Encouraging and incentivising voluntary licensing agreements and technology transfers to developing countries is the core element of the proposal for the multilateral trade action plan that the EU submitted to the WTO.
The Commission recalls the contribution of EU manufacturing facilities to a fast ramping up of global production, which is expected to be above 10 billion doses by the end of 2021, with at least 2.5 billion doses expected to be manufactured in the EU. By the end of June 2021, EU manufacturers will have produced more than 800 million doses of COVID-19 vaccines, while current production capacity in the EU of about 50 million doses per week continues to increase. On top of producing finished vaccines, EU manufacturers are also active in producing substantial volumes of COVID-19 vaccines active substances for exportation and further processing and finishing in other countries.
The Commission notes that vaccine manufacturing is highly concentrated while the developing countries have limited manufacturing capacities. The Commission also recognises that African countries, who are in 99% reliant on imports of medicines, require investment to enhance the resilience of the health sector and boost local manufacturing. In this spirit, the Commission is working with the Member States and other international partners to increase investment in Africa in order to develop manufacturing of vaccines, medicines and health technologies. In particular, the EU and its Member States (Team Europe) are launching an initiative to develop vaccine production in the African continent. The initiative entails investment in infrastructure and production capacities as well as skills development, supply chains management and the necessary regulatory framework in a number of regional hubs across the continent. EUR 1 billion has already been allocated from EU budget and EU finance institutions to deliver on this goal.
The Commission’s Task Force for Industrial Scale-up of COVID-19 Vaccine Production continues to be in close contact with US authorities to ensure smooth global supply chains for vaccine production, including by addressing bottlenecks on either side of the Atlantic. The EU and the US created in June a joint EU-US COVID Manufacturing and Supply Chain Taskforce. It aims to deepen cooperation to identify and resolve issues around expanding vaccine and therapeutics production capacity, including by building new production facilities, maintaining open and secure supply chains, avoiding any unnecessary export restrictions and encouraging voluntary sharing of know-how and technology on mutually-agreed terms including through the ACT-Accelerator.
Paragraphs 6 and 7: The Commission fully agrees that intellectual property protection is “an enabler of rather than a barrier to vaccine availability”. The Commission also agrees with the European Parliament’s concerns about the threat that an indefinite TRIPS Agreement waiver, like the one proposed in WTO doc. IP/C/W/669/Rev.1, would pose to research finance. The Commission welcomes the European Parliament’s agreement with the Commission’s assessment that cooperation and voluntary licensing are the most effective tools to facilitate the expansion of production of vaccines and medicines against COVID-19. The Commission also notes the European Parliament’s request to provide objective criteria and legal support on the use of compulsory licensing. The Commission recalls that the EU communications to the WTO mentioned above, which aim to clarify and remove legal uncertainty on the use of compulsory licensing under the TRIPS Agreement, are fully consistent with the requests of the European Parliament.
Paragraph 8: The EU medicines framework provides the possibility of international cooperation with third countries in the context of the WHO for the evaluation of certain medicines intended exclusively for markets outside the Union. The EU is actively engaging with other regions and countries, including low- and middle-income countries, on how to make the procedure for issuing opinions on medicines intended exclusively for markets outside the EU more appealing as a means of cooperating with other countries and facilitating access to medicines outside the EU.
Ensuring a strong EU voice globally is a pillar of the Communication for a Pharmaceutical Strategy for Europe. Africa has been identified as a region of interest in the Pharmaceutical Strategy as being an important partner with whom to explore cooperation on innovation, production and technology transfer. The Commission will focus on international cooperation, strengthening global governance and alliances with partner countries, including through a WTO-based initiative or action to facilitate trade in healthcare products.
The Team Europe initiative is an integrated and comprehensive support package that will tackle barriers to manufacturing and access to health products and technologies in Africa from all angles, and will place the continent’s own actors and institutions at its heart. It encompasses three dimensions: supply side, demand side and enabling environment (pharmaceutical/ health system). On the supply side, the initiative will incentivise and de-risk investment into local pharmaceutical and biotech companies. The Team Europe initiative will support technology transfer and develop a number of regional manufacturing hubs in alignment with the African Union and the Africa Centres for Disease Control and Prevention (Africa CDC) which recently launched the Partnerships for African Vaccine Manufacturing. On the demand side, the initiative will work with African leaders and communities to tackle the fragmentation of local markets and help consolidate demand, facilitate market integration and the use of locally produced goods. The initiative will greatly strengthen pharmaceutical and health systems, thus creating an enabling environment for sustainability. It will contribute to developing human resources by investing in skills and education, increasing African research capacities and enhancing scientific cooperation between the two continents. The initiative will also address the problem of falsified products and boost confidence in local goods by strengthening regulatory frameworks. In this context, the future African Medicines Agency (AMA) can count on the European Medicines Agency. The European Commission is also willing to support digital solutions, for example to trace vaccines and medicines across the supply chain.
Together with the European Investment Bank and Member States, the EU is supporting African partners in strengthening the regulatory framework and attracting investment in the pharmaceutical sector. Team Europe’s support and funding for vaccine production is also under way in a number of countries in Africa.
Paragraph 9: The Commission supports voluntary pooling and licensing of intellectual property related to COVID-19 treatments, vaccines and diagnostics, to promote equitable global access as well as a fair return on investments. While all ideas and proposals that contribute to achieving these goals deserve consideration, the Commission believes that global efforts should focus on existing effective initiatives which can deliver results and gather wide support among all the relevant public and private players concerned. The Commission has strengthened its cooperation with the Medicines Patent Pool, which is one of the main players mentioned in the C-TAP initiative and is the best-known, experienced and effective public health organisation delivering medicines to low- and middle-income countries through IP licensing.
On 17 February 2021 the Commission adopted an European bio-defence preparedness plan against COVID-19 variants called ‘HERA (European Health Emergency Preparedness and Response Authority) Incubator’ to detect new variants, provide incentives to develop new and adapted vaccines, speed up the approval process for these vaccines, and ensure scaling up of manufacturing capacities. 
The Commission is acting to ensure access to vaccines for the years to come. Learning from the lessons of the pandemic so far, the Commission is taking steps in securing access to vaccines, taking due consideration of the threat that new variants represent as well as the need for boosters.
The Commission notes the suggestion that vaccine purchase contracts could be used to promote the important objective of transfer of technology for vaccine production to developing countries. However, the Commission considers that such a provision would not be appropriate for a legally-binding contract as it may not be enforceable if the potential recipients of the technology transfer are not party to the advance purchase agreements.
The Commission recognises the need to exploit fully any suitable untapped global production capacities for COVID-19 vaccines. The Commission’s Task Force for Industrial Scale-up of COVID-19 Vaccine Production has conducted an extensive mapping of vaccine production sites in the EU, including plants already producing vaccines, those that will start producing soon and potential plants that have not been used for COVID-19 vaccines production so far. The Commission has shared the results of this exercise with the dedicated contact group set up by the European Parliament and the Commission. The Task Force also organised a dedicated online matchmaking event, which brought together 346 participants from 298 companies with facilities in 26 EU Member States. The event aimed to speed up connections between vaccine producers and service companies such as contract development and manufacturing organisations, fill and finish, equipment producers and others, to improve planning for the current and future vaccine production in Europe. The Commission will organise an additional matchmaking event on COVID-19 therapeutics on 12-13 July 2021.
Paragraph 10: The Commission is working intensely to ensure a robust and transparent process on purchase agreements. Member States are fully involved through the Steering Board of Member States on Vaccines. Confidentiality clauses are a standard feature of the agreements that pharmaceutical companies have concluded with the EU and with several other countries. The Commission is aware that this is necessary to protect sensitive negotiations and business-related information, such as financial information and development and production plans.
The Commission also abides by existing rules that protect tendering processes, not only for reasons linked to contractors’ commercial interests, but also because disclosing sensitive business information would weaken the position of the Commission in the negotiations with other companies for the purchase of COVID-19 vaccines, thus nullifying the beneficial effects of fair competition.
On 15 July 2021, EU exports of COVID-19 vaccines to third countries amounted to about 530 million doses to over 130 countries and territories in all continents, representing half of EU production. EU manufacturers are also active on importation and exportation of active drug substance and components, notably to and from the United States and Switzerland. By mid-July, EU manufacturers will have produced more than one billion doses of COVID-19 vaccines, and current production capacity in the EU of about 50 million doses per week continues to increase.
Paragraph 11: The Commission agrees with the European Parliament that a comprehensive approach that includes trade facilitation and disciplines on export restrictions, the expansion of production, including through pledges by vaccine producers and developers, and the facilitation of TRIPS Agreement flexibilities relating to compulsory licences is necessary to increase global vaccination. Such a holistic approach is reflected in the EU’s Communication on “Urgent trade policy responses to the COVID-19 crisis”.
The Commission is also intensifying its efforts to promote support for the WTO Trade and Health Initiative amongst all WTO Members. To this end, the Commission has proposed to revise the text of the current draft ‘Declaration on Trade and Health’ in light of its call to take a holistic approach to the fight against the current crisis. The Commission has also proposed that Members should work together on enhancing their crisis preparedness, building on the lessons learnt during the current crisis. The Commission considers that the 12th WTO Ministerial Conference should result in a meaningful outcome on trade and health issues, which would include an agreement to carry on working on trade policy responses to the challenges posed by the ongoing international health crisis.
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