[bookmark: COVID]Follow-up to the European Parliament non-legislative resolution on EU transparency in the development, purchase and distribution of COVID-19 vaccines
1.	Resolution tabled pursuant to Rules 136(5) of the European Parliament's Rules of procedure
[bookmark: _GoBack]2.	Reference number: 2021/2678 (RSP)/ B9-0519/2021 / P9_TA PROV(2021)0435
3.	Date of adoption of the resolution: 21 October 2021
4.	Competent Parliamentary Committee: Committee on Petitions (PETI)
5.	Brief analysis/assessment of the resolution and requests made in it:
The European Parliament urges the Commission to ensure transparency in the development, purchase and distribution of COVID-19 vaccines (paragraph 2). The resolution calls on the Commission to make a legislative proposal on future joint vaccine procurement with clear provisions on transparency and competence distribution, disclose the COVID-19 vaccines prices, disclose the negotiating team members and clarify the selection criteria, as well as include the COVID-19 contact group between the Commission and Parliament in the decision-making process for the approval of future contracts and keep it weekly informed (across the resolution).
The resolution criticises the Commission’s decision to refrain from creating the new European Health Emergency Preparedness and Response Authority (HERA) as a fully-fledged independent agency (paragraph 11).
The resolution calls on the Commission to conduct and publish an assessment of the EU strategy for COVID-19 vaccines (paragraph 17).
On COVAX, the resolution calls on the Commission to support the global effort towards global vaccination coverage targets and equitable access to COVID-19 vaccines, and increase transparency and predictability of dose-sharing donations (paragraphs 18, 19 and 21-23).
6.	Response to requests and overview of action taken, or intended to be taken, by the Commission:
Paragraphs 1-4: Through its EU Strategy for COVID-19 vaccines[footnoteRef:1], the Commission has secured access for such vaccines to Member States, at the same time and as soon as they became available. In line with the Strategy, the Commission pursues the objective of diversification of the portfolio and closely follows the scientific discussions. [1:  	https://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1597339415327&uri=CELEX%3A52020DC0245] 

The Commission has been providing first-hand information to the European Parliament at the plenary debates, Committees, in the 21 meetings of the Vaccines Contact Group, and in writing (parliamentary questions, follow-up questions and letters). Moreover, the Commission regularly communicates about the latest updates on COVID-19 vaccines and vaccination[footnoteRef:2] to the public (see also reply to paragraph 8). The European Medicines Agency (EMA) is also implementing strong measures to maximise the transparency of its regulatory activities on treatments and vaccines for COVID-19 that are approved or are under evaluation, including regular press briefings[footnoteRef:3]. [2:  	European Vaccination Information Portal / Home page | European Vaccination Information Portal (vaccination-info.eu)]  [3:  	COVID-19: latest updates | European Medicines Agency (europa.eu)] 

In cooperation with the Member States, there has been a campaign on Safe COVID-19 vaccines for Europeans, including significant outreach on social media. In parallel, the Commission is working together with the other EU institutions and agencies on community listening and behavioural insights in order to be able to respond in a coordinated manner to citizens’ questions and concerns. However, it should also be underlined that vaccine policies and campaigns are the competence of the Member States. Whilst all of the available COVID-19 vaccines have proven to be safe and effective at protecting against severe illness and death, the decision on the rollout of specific vaccines is a decision for each individual Member State.
The Commission is implementing the EU budget in full compliance with all applicable rules regarding financial management, including the procurement rules of the Financial Regulation. The implementation of the EU budget is subject to annual audits by the European Court of Auditors (ECA), which is currently carrying out a performance audit on the procurement of COVID-19 vaccines by the EU (see also reply to paragraph 17).
Moreover, at the time the contracts for the purchase of vaccines were signed, the Commission had to act quickly given the urgency situation at EU level and globally and the procurement procedure was based on the Emergency Support Instrument (ESI) Regulation and the Financial Regulation. The activation of the ESI was based on Article 122(1) of the Treaty on the Functioning of the European Union (TFEU). This article provides the legal basis for the Council, on a proposal from the Commission, to enact extraordinary measures under “exceptional occurrences” and to take measures appropriate to the economic situation “in the spirit of solidarity”. Furthermore, the ESI was activated because no other instrument available to Member States and to the Union was sufficient to tackle the COVID-19 emergency, as per Article 1 of the Council Regulation (EU) 2016/369. As the ESI is financed by the general budget of the Union, the Parliament is involved by exercising its powers as, together with the Council, the budgetary authority.
The European Parliament was informed of the launch of the ESI and possible actions to be financed by the ESI through a letter sent by Commissioner Hahn on 2 June 2020 to the Chairs of the Committee on Environment, Public Health and Food Safety (ENVI) and the committee on Budgets (BUDG). The Commissioner provided a further update on the selection of actions for funding in his letter of 3 August 2020, in which he reiterated the Commission’s availability to engage with Parliament on the priorities for implementation of ESI. The Parliament did not follow up on this suggestion. However, further to the meeting of the BUDG Committee on 1 February 2021, the Chairs of the BUDG Committee and of the Committee on Budgetary Control (CONT) wrote to Commissioners Hahn and Kyriakides requesting inter alia further provision of information on the funding provided under the ESI, questioning the use of the possibility for the Member States to contribute to the ESI as concerns vaccines, and suggesting the need to mobilise further emergency funding from the EU budget in 2021. The Commissioners responded to that letter on 17 February, with a detailed annex.
Paragraph 5: The EU Strategy for COVID-19 vaccines has allowed the Commission and the participating Member States to secure up to 4.2 billion doses of vaccines. On 18 June 2020, the Commission Decision on “approving the agreement with Member States on procuring Covid-19 vaccines on behalf of the Member States and related procedures” was adopted[footnoteRef:4]. This decision, which is publicly available, served as basis for the Commission’s procurement, on behalf of the Member States, of COVID-19 vaccines. The Commission will, through its newly established Health Emergency Preparedness and Response Authority (HERA), reinforce the preparedness of the Union for possible future crises and will work towards ensuring the provision of critical medical countermeasures by promoting a wider use of joint EU-level procurement. While the Commission agrees on ensuring a high level of transparency of contracts, it has the obligation to respect confidentiality clauses agreed in the contracts, as addressed in a speech by Commissioner Kyriakides given during the European Parliament plenary session on 12 November 2020[footnoteRef:5]. [4:   	C(2020) 9309 final]  [5:  	Statement by Commissioner Kyriakides to the Plenary of the European Parliament on the Transparency of the Purchase as well as the Access to COVID-19 vaccinations | European Commission (europa.eu)] 

Moreover, joint procurements are already allowed under the current Financial Regulation. The possibility to launch procurement procedures on behalf of Member States as for the purchase of vaccines based on the Emergency Support Instrument Regulation is indicated in the proposal for a Council regulation on the framework of measures for ensuring the supply of crisis-relevant medical measures in the event of a public health emergency at Union level[footnoteRef:6]. [6:  	COM(2021) 577 final] 

Paragraph 6: The Commission has been working closely with the Member States in the context of the COVID-19 Vaccines Steering Board and the Joint Negotiation Team. The members of the Joint Negotiation Team – representing seven Member States: France, Germany, Italy, Poland, Spain, Sweden and The Netherlands – have been appointed by their respective governments and have signed a declaration of absence of conflict of interests, which among others, requires the members to comply with provision of Article 61 of the Financial Regulation[footnoteRef:7] and provided this to the Commission. [7:  	Regulation (EU, Euratom) 2018/1046 of the European Parliament and of the Council of 18 July 2018 on the financial rules applicable to the general budget of the Union] 

The Commission decided not to disclose the names of the members of the team in order to ensure that the joint negotiation team carries out its tasks independently and without being subject to undue external influence or pressure and to protect their personal data. Such pressure could negatively influence or jeopardise the ongoing negotiation process and its objective of ensuring access to safe and affordable COVID-19 vaccines.
The Commission disclosed the names of the Member States which are represented in the Joint Negotiation Team and published this list on its website[footnoteRef:8] (see also reply to paragraph 8). As regards the Commission, the chief negotiator was Sandra Gallina, Director General for Health and Food Safety and is now Pierre Delsaux, Director General for the European Health Preparedness and Emergency Authority. [8:  	https://ec.europa.eu/info/live-work-travel-eu/coronavirus-response/safe-covid-19-vaccines-europeans/questions-and-answers-covid-19-vaccination-eu_en] 

Paragraph 7: The Commission is working to ensure the utmost transparency and inclusion in stepping up preparedness and availability of medical countermeasures in the EU. The decision-making process for future vaccine contracts needs to be defined in line with the current arrangements among the Member States and the Commission. The Commission regularly reports on such contracts as well as other relevant parameters concerning in particular production and export.
Paragraph 8: The Commission is committed to ensure transparency and accountability and consequently facilitated examination of redacted versions of the Advanced Purchase Agreements (APAs) by Members of the European Parliament, in a reading room. Subsequently, the redacted versions of the APAs with CureVac AG, Sanofi Pasteur SA & GlaxoSmithKline Biologicals SA, AstraZeneca AB, Pfizer Inc. and BioNTech Manufacturing GmbH, Moderna Switzerland GmbH, Janssen Pharmaceutica NV and Novavax, as well as the Purchase Agreement with Moderna Switzerland GmbH and the two Purchase Agreements with BioNTech Manufacturing GmbH and Pfizer Inc were published. They are available on the Commission’s websites[footnoteRef:9]. [9:  	EU Vaccines Strategy | European Commission (europa.eu)] 

Nevertheless, contracts cannot be fully disclosed to the public because they contain information whose disclosure would undermine the legitimate commercial interests of market actors developing these products. The confidentiality from a business perspective of this information, taking into account the highly competitive nature of this global market, is also reflected in the  contractual obligations (see also reply to paragraphs 10 and 13) contained in the contracts.
The Commission redacted the contracts in full compliance with Regulation 1049/2001 on public access to documents. In accordance with this regulation the following information was made public: the total amount of the budget attributed for the implementation of a contract; specifications included in a published call for tender; the names of the tenderer awarded by the Commission every year, their location; and the purpose of the expenditure and its amount. Other information could not be disclosed because that would have undermined the protection of commercial interests of natural or legal persons, including those relating to intellectual property. This exception to the general principle of transparency in Regulation 1049/2001, is an expression of the Commission’s obligation of professional secrecy, which flows from Article 339 TFEU. The Commission is under the obligation of taking all necessary precautions for the protection of information about contractors covered by professional secrecy and other confidential information not to be undermined. The Commission will analyse recent case law, to assess if further information could be disclosed in the future[footnoteRef:10]. [10:  	As confirmed by case-law, the passing of time, in general, has the effect of gradually reducing the need for protection of information on grounds of commercial interests, see judgment of the General Court of 22 May 2012, T-344/08, EnBW Energie Baden-Württemberg AG v Commission, paragraph 146 and the judgment of 23 September 2020, T-727/19, Basaglia v European Commission according to which, information falling with the ambit of commercial secrecy, which is five or more years old, should in principle be treated as historic. Therefore it should not be protected further, unless, by way of exception it is proven that such information still constitutes an essential element of the commercial position of the undertaking to which it relates.] 

Moreover, if the Commission discloses at this stage commercial sensitive information or any other information under the contracts without the contactors’ agreement, it would be exposed to legal pursuits in front of the Court of Justice of the European Union (CJEU) for breach of contract. 
Paragraph 9: the Commission cannot indicate at this stage the specific pricing per dose, in view of the commercially confidential nature of such information and the contractual obligations (see also reply to paragraphs 10 and 13) set out in the contracts. Over EUR 2,5 billion from the ESI funding was allocated to fund APAs. The prices of the vaccines are the same for all the Member States.
Paragraphs 10 and 13: The focus for the Commission is the protection of public health and securing the best possible agreements with companies so that vaccines or any other COVID-19 related technology, which need to be affordable, safe and effective, are brought to the EU citizens as quickly as possible. Some contractual provisions may not be disclosed to the public because of contractual obligations, also considering the competitive nature of this global market. This is to protect sensitive business related information, such as financial information and development and production plans.
Throughout the negotiation and tendering process, the manufacturers had to present to the Commission and the Member States a clear outline of the usage of the up-front payments. In addition, during the implementation of the contract, the manufacturers are required to provide to the Commission and the Member States regular reports on the usage of the up-front payments, in particular in the event of termination. Finally, the contractor is still bound to checks and audits’ requirements after the implementation of the contract. This information is however confidential and cannot be revealed without disclosing business sensitive information.
Disclosing sensitive information to the public would mean that the potential competitors could also get access either to commercial information or to any other possible information which could allow them to obtain a competitive advantage.
In particular, during the procurement process, this would distort the fair competition, favouring one bidder against other and favouring collusion between bidders. Procurement rules must be strictly respected throughout the whole bidding process.
The Commission is acting in full compliance with all applicable rules regarding financial management and procurement, which can be subject to audit checks (see also reply to paragraphs 1-4).
Paragraph 11: As per Article 6 TFEU, Union’s competences in the area of protection and improvement of human health are limited, as the EU can only support, coordinate or supplement the actions of the Member States. Nevertheless, it is a shared priority to create a robust health security framework enabling the Union and the Member States to protect the health of Union citizens and collectively respond to cross-border health crises. The Commission has proposed to strengthen the legislation in respect of serious cross border health threats, complemented by the activities of the European Medicines Agency and the European Centre for Disease prevention and Control, whose mandates have also being reinforced.
The Commission’s decision to set up HERA as an internal Commission service was driven, among other considerations, by the urgency of the situation and by financial constraints. Establishing a new agency would have required lengthy negotiations, while an operational response to the current crisis is needed now. On the contrary, by establishing HERA 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 budgetary authority, including the European Parliament. A representative of the European Parliament may participate in the meetings of the HERA Board. In addition, the Commission will conduct an in-depth review on HERA in 2024, including on its structure and governance, and issue a report to the European Parliament and the Council.
Paragraph 12:
The Commission has successfully taken legal action against a manufacturer for failure to timely deliver the COVID 19 vaccines to the Member States[footnoteRef:11]. Later on, the parties managed to reach an amicable settlement, whereby the vaccine manufacturer accepted to undertake the firm commitment of providing the Member States with the still missing doses.[footnoteRef:12] [11:  	Belgian Court orders AstraZeneca to deliver vaccines to EU (europa.eu)]  [12:  	The EU and AstraZeneca (europa.eu)] 

It follows that the contracts concluded so far are judicially enforceable and that if necessary the Commission could use as appropriate all legal instruments at its disposal in order to ensure that the contractual commitments undertaken by the pharmaceutical companies are respected. Still, making public a breach of contract could undermine any potential legal proceedings the Commission could envisage, and therefore, there are circumstances in which information about breaches of contract should remain confidential.
Paragraphs 14 and 15: Safety is a fundamental requirement for any vaccine to reach EU markets. Before being made available for purchase and use, any COVID-19 vaccine candidate needs to meet the requirements and evidence thresholds of the EMA’s scientific assessment to receive market authorisation.
The EMA has put in place strong transparency measures for treatments and vaccines for COVID-19[footnoteRef:13] that are approved or are under evaluation, including publication of clinical data.[footnoteRef:14] In order to ensure transparency of this process, the clinical data submitted by the vaccine developer in the marketing authorisation application or any subsequent regulatory procedure are to be published after marketing authorisation is granted or those subsequent regulatory procedures are finalised and once any commercially confidential information has been redacted and protected personal data anonymised, in accordance with EU legislation. This includes the clinical trial reports, whether they were conducted in EU or in third countries. [13: .	https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/transparency-exceptional-measures-covid-19-medicines]  [14: .	Clinical data for medicinal products can be accessed here following registration: https://clinicaldata.ema.europa.eu/web/cdp/home] 

Each medicinal product in the EU, including COVID-19 vaccines, is subject to a post-marketing surveillance, so called pharmacovigilance, for which obligations on marketing authorisation holders and competent authorities are set by the legislation. In addition, an enhanced pharmacovigilance system is in place for COVID-19 vaccines. It allows a close monitoring of their safety when used in the field, providing additional re-assurances for their safety.
Paragraph 16: Vaccine hesitancy in Europe and beyond pre-exists the COVID-19 pandemic, and it is complex and often context specific. As misinformation and disinformation can be barriers to the uptake of vaccination, the Commission is working with EU Member States to understand the causes of hesitancy and to develop and propose appropriate responses. A Flash Eurobarometer survey conducted at the end of May 2021 shows that around 70% of respondents think that the EU is playing a key role in ensuring access to COVID-19 vaccines in their country, and a majority expressed satisfaction with the way the EU has handled the EU vaccination strategy. The Commission, through its internal Network against Disinformation, continuously monitors disinformation narratives related to the vaccines, and proposes counter-narratives to its services. The Commission also works with representatives of health care professionals through the Coalition on Vaccination and the European Centre for Disease Prevention and Control to organise information webinars for health care professionals, in particular in countries with low vaccination rates.
Paragraph 17: The EU Vaccine Strategy is still being implemented, with the last contract signed on 23 November 2021. It is crucial for the Commission to understand both the positive and negative lessons learned from the EU Vaccine Strategy, and to be able to apply and propose recommendations to future procurement frameworks. To this end, the Commission supports the ongoing audit of the ECA on the EU’s procurement of COVID-19 vaccines. The ECA is looking into the identification of vaccine candidates, the negotiation of the APAs with manufacturers and the follow-up on the implementation of the vaccine purchase agreements. The ECA plans to publish its audit report in the third quarter of 2022. The Commission is in regular contact with its institutional partners to share information and communication material.
Paragraphs 18, 19, 21 and 23: From the beginning of the COVID-19 pandemic, the EU has been at the forefront of the global common response, in cooperation with the World Health Organization (WHO) and other key partners, and remains fully committed to this endeavour.
The EU is one of the strongest and most committed supporters of equitable access to vaccines. So far (as of mid-January 2022), the Member States have in total shared more than 383 million doses for donation to countries around the world. The large majority, 332 million doses, have been shared via COVAX. The remaining doses, over 51 million doses, have been delivered by the Member States through bilateral donations.
President von der Leyen announced on 29 November that Team Europe aims at sharing 700 million doses of vaccines by mid-2022 directly or through COVAX.
As of 25 January 2022, 52.1% of the world population is vaccinated[footnoteRef:15] and a large part of the doses necessary for these vaccinations were exported or shared by the EU. In 2021, the EU has exported around 1,7 billion doses to over 150 countries, including more than 255 million finished doses to Africa, in addition to another 100 million doses of vaccines in bulk (active ingredient). As a result, 50% of vaccines used in Africa are made in the EU. [15:  	Coronavirus (COVID-19) Vaccinations - Our World in Data] 

The Commission will step up its effort to support Africa (see also reply to paragraph 22) where vaccination is lower than in other parts of the world. The aim is to contribute to global efforts to ensure that 70% of the world's population is vaccinated by the middle of 2022.
On 23 September 2021, the President announced the EU-US Partnership to help vaccinate the world. Thanks to the partnership the EU and the US will jointly lead the way for better global health security. They will expand vaccine supplies, boost vaccine production, invest in regional manufacturing sites, support the deployment of vaccines, and support the setting up of a new Financial Intermediary Fund to raise resources needed for global health security.
Within this framework, the Joint EU–US COVID Manufacturing and Supply Chain Taskforce was established in September 2021, formalising the dialogue between the Commission’s Taskforce for the industrial scale-up of COVID-19 vaccines and therapeutics and the White House US COVID-19 response team. Its objective is to deepen cooperation and identify and resolve issues around expanding vaccine and therapeutics production capacity, including by building new production facilities, maintaining open and secure supply chains and avoiding any unnecessary export restrictions.
Furthermore, the EU supports the Access to COVID-19 Tools (ACT) Accelerator, which is a ground-breaking global collaboration to accelerate development, production, and equitable access to COVID-19 tests, treatments, and vaccines.
The Commission has also worked with industrial partners, which are manufacturing vaccines in Europe, to quickly make available vaccine doses for low and middle-income countries. At the Global Health Summit, our industrial partners committed to make available 1.5 billion doses of vaccines to low-income countries at no profit, and to middle-income countries at lower prices by the end of 2021, many of which will go via COVAX. They have also committed 1.5 billion doses for 2022.
Paragraphs 19, 20 and 23: The Commission agrees that equitable access to COVID-19 vaccines around the globe is essential for effectively combating the spread of COVID-19. In respect of intellectual property (IP) rights and the sharing of knowledge, the Commission considers that the way forward is to encourage, facilitate and support voluntary agreements, including voluntary licensing of IP rights. IP is a key incentive for innovation and part of the regulatory framework required to achieve investments and technology transfer, including in developing countries. Stable and sound IP framework is therefore an enabler, rather than an obstacle to, the successful roll out of the vaccine production sites in Africa and elsewhere that seek to increase and diversify the production of vaccines and other health technologies.
The EU seeks to address the real bottlenecks in the global vaccines delivery. Therefore, in the discussions at the World Trade Organisation (WTO), the EU is advocating a comprehensive approach in the WTO's response to the pandemic, which includes commitments on trade facilitating measures, improved transparency, restraint from export restrictions, as well as expanding production capacity. Intellectual property is also part of the broader solution. The EU has shown flexibility to consider a solution that, by clarifying or waiving certain obligations in the TRIPS Agreement related to government authorisations, would allow WTO Members to authorise a company to manufacture and export COVID-19 pharmaceutical products in a fast and simplified manner without the consent of the patent owner. It would also ensure that countries with no or insufficient manufacturing capacity do not face any obstacles or legal uncertainty when importing these products.
Paragraphs 22 and 24: The Commission supported the Member States in the conclusion of agreements between a Member State, acting as facilitator for the Member States and COVAX and the manufacturers (France/COVAX/Pfizer; Sweden/COVAX/AstraZeneca; Belgium/COVAX/Janssen; Sweden/COVAX/Moderna), through which donations by the Member States would be facilitated. These agreements address complexities such as (1) liability protection, (2) coverage of costs, (3) transport logistics, and (4) applicable law.
The Commission continues to offer the Member States a comprehensive support package – guidance, legal assistance, interface with COVAX, policy coordination, and strategies to increase EU visibility. The EU is also helping with transport and logistical support, including through the Union Civil Protection Mechanism to facilitate delivery of doses to our partners worldwide.
The pandemic has revealed the wide discrepancy in medical manufacturing capabilities around the world and in structural weaknesses in health systems worldwide and led to disruption of health services in developing countries, in particular in Africa. President von der Leyen announced in May 2021 a Team Europe Initiative to support Manufacturing and Access to Vaccines, Medicines and Health Technology (MAV+) mobilising funding of EUR 1 billion, through the new Multiannual Financial Framework. The initiative will ensure access to quality, efficacious, safe medical technologies to strengthen regional and national efforts of the African Union and its member states, including the new African Union Partnership for African Vaccine Manufacturing launched in April 2021. It is being implemented in coordination with the WHO, the EU, and international, financing institutions and partner countries. The Commission is also assisting its African partners to roll out vaccines through EUR 100 million dedicated support.
The Commission is closely engaging in a dialogue with industry to develop vaccine production capacities in low and medium income countries, with particular attention to Africa. For example, the joint EU–US COVID Manufacturing and Supply Chain Taskforce has already engaged with key vaccine manufacturers on their plans in Africa to understand challenges in setting up local vaccine production as well as ways of how the EU and the US may support their efforts. In addition, the Joint EU-US Taskforce agreed on the need for joint action as to global shortages in auto-disable syringes, mainly used in low and medium income countries, and organised exchanges with COVAX/ACT-A and CEPI, to identify opportunities of collaboration so as to foster COVID-19 vaccine production and the vaccination campaign.
As part of the upcoming EU-Africa Business Forum (EABF) of 16-17 February 2022, back to back with the African Union – European Union Summit of 17-18 February 2022, the Commission further reinforced the dialogue with key actors in the EU and in Africa, including the business community.
