Follow-up to the European Parliament non-legislative resolution of 19 April 2018 on vaccine hesitancy and drop in vaccination rates in Europe
2017/2951 (RSP)
1.	Resolution tabled pursuant to Rule 128(5) of the European Parliament's Rules of procedure by the Committee on the Environment, Public Health and Food Safety (ENVI)
2.	EP reference number: B8-0188/2018 / P8_TA -PROV(2018)0188
3.	Date of adoption of the resolution: 19 April 2018
4.	Subject: Vaccine hesitancy and drop in vaccination rates in Europe
5.	Competent Parliamentary Committee: Committee on the Environment, Public Health and Food Safety (ENVI)
6.	Brief analysis/assessment of the resolution and requests made in it:
This European Parliament resolution addresses the declining vaccination rates in Europe and focuses primarily on vaccine hesitancy. It recognises the need for a holistic approach and coordinated action to address common vaccination challenges on this cross sectoral issue. The resolution calls for action from all key players, including the Commission, Member States, regional and local authorities, healthcare professionals and other relevant stakeholders. It calls for strengthened political commitment, infrastructure and capacities to improve supply and stockpiling, facilitate access to vaccines and reduce inequalities, and foster education, communication and dialogue with stakeholders in order to boost trust and confidence in vaccination programmes. 
The resolution emphasises the important role that vaccination plays in tackling Anti-Microbial Resistance (AMR) and recalls that the European One Health Action Plan against Antimicrobial Resistance[footnoteRef:1] states that vaccination is a cost effective public health intervention to combat anti-microbial resistance.  [1:  https://ec.europa.eu/health/amr/sites/amr/files/amr_action_plan_2017_en.pdf] 

Specifically, the resolution calls on the Commission: under paragraph 15 with the European  Medicines Agency to implement the Clinical Trials Regulation without further delay; under paragraph 16 to address the vaccination rates of healthcare workers in its proposal for a Council recommendation on strengthened cooperation against vaccine-preventable diseases; under paragraph 19 to continue to reinforce its support for national vaccination efforts aimed at increasing coverage; under paragraph 33 to facilitate a more harmonised and better aligned schedule for vaccination across the EU, to explore, together with Member States, options for establishing an EU platform for the monitoring of the safety and effectiveness of vaccines, and to establish targeted vaccination initiatives, such as a ‘European influenza vaccination day’.
The resolution also calls on the Commission and the Member States: under paragraph 11 to reinforce the legal basis for immunisation coverage; under paragraph 21 to strengthen the infrastructure for data collection for purposes of tracking infectious disease patterns and the real-life impact of vaccines, so as to support the delivery of immunisation programmes; under paragraph 23 to  take effective steps against the spread of misinformation, to  further develop awareness and information campaigns aimed at restoring confidence in vaccines, and to enhance education and dialogue, especially for parents, including the creation of a European platform aimed at increasing vaccination coverage and preventing misleading information from proving effective; under paragraph 24 to facilitate dialogue with stakeholders from civil society, grassroots movements, academia, the media and national health authorities in order to combat unreliable, misleading and unscientific information on vaccination; under paragraph 26 to take measures to help facilitate access to vaccines in the countries concerned;  under paragraph 28 to map the concrete vaccination activities which are being implemented for migrants and refugees entering EU countries, and to work energetically to address the gaps identified; under paragraph 29 to develop solutions to increase vaccine supply and availability, including arrangements for stockpiling vaccines; and under paragraph 30 to promote awareness-raising campaigns among healthcare professionals who provide vaccinations; under paragraph 32 to elaborate a fully comprehensive EU Action Plan raising the social problem of vaccine hesitancy, strengthening Member States’ commitments to immunisation as a priority public health measure, including priority and region-specific actions, and taking into account the varying circumstances and specific challenges faced by the Member States.
The Commission welcomes the resolution and its concerted efforts to raise political awareness on the declining vaccination rates in Europe and the calls to the Commission and to Member States to address these challenges.  
7.	Responses to the European Parliament requests and overview of actions by the Commission:
The objectives of this resolution are very much in line with the Commission´s Communication and proposal for a Council Recommendation on strengthened cooperation against vaccine-preventable diseases, adopted on 26 April 2018.
As regards paragraph 11 – the proposal for a Council Recommendation on strengthened cooperation against vaccine preventable diseases[footnoteRef:2] is the second Council Recommendation in the area of vaccination[footnoteRef:3].  Recalling Article 168 of the Treaty on the Functioning of the European Union (TFEU), the organisation of health systems are the competence of Member States. Nonetheless, the Union can encourage cooperation between Member States in the area of health.  [2: 	https://eur-lex.europa.eu/legal-content/DA/TXT/?uri=COM:2018:244:FIN]  [3: 	Council Recommendation of 22 December 2009 on seasonal influenza vaccination (2009/1019/EU), available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32009H1019] 

In accordance with Art. 153(2) TFEU the Union may take measures for the protection of workers' health, including as regards work-related threats[footnoteRef:4]. In this regard, the prevention and protection of workers’ health from risks resulting from work involving or potentially involving exposure to biological agents, including their immunisation, Directive 2000/54/EC[footnoteRef:5]  on biological agents lays down minimum requirements to ensure workers’ protection, including the need to offer vaccines for those not previously immunised. In addition, as hospital and healthcare sector, Directive 2010/32/EU, implementing the Framework Agreement on prevention from sharp injuries in that sector, foresees that if the risk assessment reveals that there is a risk to the safety and health of workers due to their exposure to biological agents for which effective vaccines exist, workers shall be offered vaccination. [4: 	Directive 2000/54/EC of the European Parliament and of the Council of 18 September 2000 on the protection of workers from risks related to exposure to biological agents at work, available at: http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32000L0054]  [5: 	Directive 2000/54/EC of the European Parliament and of the Council of 18 September 2000 on the protection of workers from risks related to exposure to biological agents at work, available at: http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32000L0054] 

As regards paragraph 15 – the Commission will continue to encourage the European Medicines Agency (EMA) to accelerate the establishment of the clinical trials portal and database (EUPD) to ensure the Clinical Trials Regulation (CTR) is implemented as soon as possible. The application of the Clinical Trials Regulation will be very important in facilitating the conduct of clinical trials to benefit patients and to stimulate innovation in Europe. While our desire is to have the Clinical Trials Regulation in operation as soon as practicable, the development of the establishment of the clinical trials portal and database (EUPD) is currently the most ambitious IT project so far required by the EU pharmaceutical legislation. The European Medicines Agency is working, in collaboration with Member States, stakeholders, the European Commission and the developers to deliver a good, functional system to support the needs of EU clinical research. The development of the establishment of the clinical trials portal and database (EUPD) is moving forward and will soon be presented for user acceptance and technical testing before being independently audited as required by the Clinical Trials Regulation (Article 82). In the meantime, European Medicines Agency already provides information on clinical trials which is publicly available[footnoteRef:6]. [6: 	https://www.clinicaltrialsregister.eu and https://clinicaldata.ema.europa.eu/home] 

As regards paragraph 16 - the proposed Recommendation highlights the importance of working with healthcare workers to strengthen their training on vaccination and to increase coverage. Measures to improve the practical application of the provisions related to the information and training of workers, laid down in Directives 2000/54/EC (biological agents) and 2010/32/EU (sharp injuries), should be put in place by Member States. At EU level, the Commission provided guidance and good practices to tackle occupational health and safety risks in the healthcare sector by publishing a non-binding guide. Moreover, the European Agency for Safety and Health at Work (OSHA) recently launched an EU wide campaign on managing hazardous substances at workplace 2018-2019. The Commission will support Member States to strengthen engagement with healthcare workers, and intends to convene a Coalition for Vaccination to bring together European associations of healthcare workers to commit to delivering accurate information to the public, combating myths and exchanging best practice. 
As regards paragraph 18 - the Recommendation proposes to support Member States to introduce routine checks of vaccination status and regular opportunities to vaccinate across different stages of life, through routine visits within the primary care system and through additional measures such as at (pre) school entry, in the workplace or in care facilities.
As regards paragraph 19 - the proposed Recommendation aims to accelerate the development and implementation of national vaccine action plans to meet the goals and targets of the World Health Organization’s (WHO) European vaccine action plan[footnoteRef:7]. In addition, the proposed Recommendation and the Communication highlight the need to (i) identify the barriers to access and support interventions to increase access to vaccination for disadvantaged and socially excluded groups; and (ii) foster behavioural research to better understand context-specific determinants of hesitancy from the end-user perspective. To address this need, under the research and innovation programme Horizon 2020 the Commission is currently planning to support research on social and behavioural studies to increase understanding of the determinants of low vaccine uptake in specific contexts situated in the WHO Europe Region, develop strategies to increase vaccination rates and develop a series of recommendations that national and regional public health authorities in Europe could implement in order to increase vaccine coverage. This will also complement the work planned under the joint action on vaccine hesitancy described below under paragraph 32. [7: 26	http://www.euro.who.int/en/health-topics/disease-prevention/vaccines-and-immunization/publications/2014/european-vaccine-action-plan-20152020-2014] 

As regards paragraph 21 - the Recommendation proposes to support Member States to develop the capacity of healthcare institutions to have up-to-date electronic information on the vaccination status of citizens, based on information systems providing reminder functionalities, capturing vaccination coverage data in real-time across all age groups, and allowing data linkages and exchanges across the healthcare systems. More generally, under the current Horizon 2020 support will be provided for big data mining to enable early detection of infectious diseases threats and resistance pathogens.
As regards paragraph 23 and 24 – addressing vaccine hesitancy is one of the pillars of the Recommendation and the Communication. The Recommendation foresees the establishment of a European Vaccination Information Sharing system and a European vaccination information portal, coordinated by the European Centre for Disease Prevention and Control. In this context it proposes to monitor online vaccine disinformation and develop evidence-based information tools and guidance to support Member States in countering vaccine hesitancy in line with the Commission Communication on fake news and disinformation. In addition, it is recommended to share scientific evidence and tools with the support of national immunisation technical advisory groups to strengthen the consistency, transparency, and methodologies in the assessment of national and regional vaccination plans. The Commission intends to publish a report on the State of Confidence in vaccines in the EU. 
As regards paragraph 26 - the Recommendation foresees to strengthen partnerships and collaboration with international actors and initiatives, such as the World Health Organisation, the Global Health Security Initiative and Agenda, UNICEF and financing and research initiatives like GAVI the Vaccine Alliance, the Coalition for epidemic preparedness innovations (CEPI), and the Global Research Collaboration for Infectious Disease Preparedness (GloPID-R).
As regards paragraph 28 - the Recommendation proposes to support Member States to facilitate access to national and/or regional vaccination services by targeted outreach to the most vulnerable groups including the socially excluded and minorities, to bridge inequalities and gaps in vaccination coverage. 
[bookmark: _GoBack]As regards point 29 - the Recommendation proposes to strengthen vaccines supply and mitigate risks of shortage, through developing a virtual European data warehouse on vaccine needs and stocks, developing a mechanism for exchanging vaccines supplies among Member States, working with industry to improve manufacturing capacity and exploiting possibilities of the Joint procurement mechanism (under the Decision 1082/2013/EU on serious cross-border threats to health). 
Furthermore, the recommendation envisages identifying options for physical stockpiling and engaging in a dialogue with vaccine producing companies on a mechanism to facilitate the stockpiling and availability of vaccines in case of outbreaks taking into account global shortages of essential vaccines, and, in cooperation with stakeholders and industry, improving EU manufacturing capacity and ensuring continuity of supply.
As regards paragraph 30 - Member States have a better appreciation of how to best structure and target national campaigns to generate public health impact. However, the Recommendation proposes a number of measures to engage with healthcare workers (see also point 16) which includes also actions related to awareness raising on benefits of vaccination. To support Member States, healthcare professionals and other intermediaries in their efforts to inform patients about vaccines, the Recommendation mentions the establishment of a European vaccination information portal, to provide online objective, transparent and updated evidence on vaccines, their benefit and safety, and the pharmacovigilance process (see point 23). 
As regards paragraph 32 - The Commission Communication and proposal for Council Recommendation already provide a comprehensive list of recommended actions, to tackle vaccine hesitancy and improve vaccination coverage. The actions are to be informed by the work of a project or joint action on vaccination co-funded by the EU Health Programme, starting in the autumn of 2018. This will also include activities focusing on the sustainability and integration of actions into national policies. The Commission intends to report on a regular basis on progress in implementing the Council Recommendation based on data made available by the Member States and other relevant sources. In this regard, no additional action plan is deemed necessary.   
As regards paragraph 33 – the Recommendation proposes to examine the options of establishing, by 2020, guidelines for a core EU vaccination schedule, aiming to facilitate the compatibility of national schedules, and to design EU methodologies and guidance on data requirements for better monitoring of vaccination coverage rates across all age groups and health care workers, in cooperation with the World Health Organisation to collect such data and share them at EU level. As already mentioned under point 23 and 24, as part of this European Vaccination Information Sharing system it is proposed to establish, by 2019, a European vaccination information portal, with the support of the European Medicines Agency, to provide online objective, transparent and updated evidence on vaccines, their benefits and safety, and the pharmacovigilance process. Post-authorisation passive and active monitoring and specifically designed studies are also needed to provide further real-life robust evidence on the safety, effectiveness, and impact of vaccines after use, and overcome current fragmented efforts at EU level. With this in mind, the Recommendation proposes to continuously monitor benefits and risks of vaccines at EU level with support of the European Medicines Agency. The Recommendation also foresees the reinforcement of the EU and national research programmes for vaccine research, by establishing partnerships and research infrastructures, including for clinical trials. and new technological platforms and  the optimisation of existing platforms. 
On the call to establish targeted vaccination initiatives, such as a “European influenza vaccination day”, Member States are better placed to set-up national campaigns with a public health impact, as mentioned under point 30. However, as part of the Commission’s work on the annual European Immunisation Week, it will support Member States´ activities in this area.
In conclusion, the actions outlined in this document underline the holistic approach of the Commission to tackle vaccine hesitancy, strengthen sustainability of national vaccination programmes and enhance cooperation and communication with a broad range of stakeholders at EU level. These actions collectively address the current challenges related to declining vaccine coverage, supply shortages and growing vaccine hesitancy. This is fully in line with the resolution of the European Parliament.

