Follow-up to the European Parliament non-legislative resolution on Lyme disease (Borreliosis)
1. Resolution tabled pursuant to Rule 128(5) of the European Parliament's Rules of Procedure
2. Reference numbers: 2018/2774 (RSP) / B8-0514/2018 / P8_TA-PROV(2018)0465
3. Date of adoption of the resolution: 15 November 2018
4. Competent Parliamentary Committee: Committee on the Environment, Public Health and Food Safety (ENVI)
5. Brief analysis/ assessment of the resolution and requests made in it:
This European Parliament non-legislative resolution addresses the issue of Lyme disease (Borreliosis) in the European Union. It acknowledges that Lyme disease is a leading zoonotic disease in Europe, with certain regions (central Europe) and occupations (farmer, forest workers, field researchers) subject to a higher risk of infection. It further recalls that all Member States, to varying degrees, are experiencing an upsurge in Lyme disease. It notes that there is a lack of reliable diagnostic tools leading to underdiagnoses/ reporting which affects treatment management. Furthermore, it states that there is no consensus on the treatment, diagnosis and screening in Europe and that no vaccine exists. The resolution calls for action from key players including the Commission (implicitly including the European Centre for Disease Prevention and Control – established by Regulation (EC) No 851/2004[footnoteRef:1]), the Member States and the international research community to make dedicated efforts to improve diagnostic and treatment options, expand and integrate reporting and surveillance as well as develop and inform the public on preventative measures, particularly for regions and groups at risk. [1:  	Regulation (EC) No 851/2004 of the European Parliament and of the Council of 21 April 2004 establishing a European Centre for disease prevention and control] 

Specifically, under paragraph 4 the resolution encourages research efforts on exchange of epidemiological data on the distribution and prevalence of pathogenic and non-pathogenic genospecies of Lyme borreliosis agents. The resolution encourages the Commission under paragraph 6 to collect as much information as possible on screening methods and treatments administered in the Member States and under paragraph 7 calls for mandatory reporting of Lyme disease in all affected Member States. It calls on the Commission under paragraph 8 to facilitate the exchange of best practices among Member States in terms of monitoring, diagnosis, and treatment. Paragraph 10 calls on the Commission to establish uniform surveillance and to help Member States on facilitating the standardization of diagnostic tests and treatments as well as recognise borreliosis as an occupational disease for certain workers. Under paragraph 11 the resolution calls for individual tick prevention and control measures in the Member States and under paragraph 12 calls for the development of evidence-based guidance and laboratory diagnosis of Lyme borreliosis with separate ICD (International Statistical Classification of Diseases and Related Health Problems) codes for acute and chronic manifestations of the disease.
The resolution requests the Commission under paragraph 13 to publish guidelines based on best practices within the European Union for training general practitioners to facilitate the diagnosis and screening of Lyme disease. The resolution calls on the Commission under paragraph 15 to assess the magnitude of the issue of patient diagnosis and treatment taking a long time and at times requiring expensive cross-border consultations. Paragraph 16 calls for innovative projects to improve data-gathering and improved education and awareness raising. The resolution calls on the Commission under paragraph 20 to draw up an appropriate European plan to combat Lyme disease and encourages establishing a European network on Lyme disease that includes relevant stakeholders. Paragraph 21 calls on the Commission and Member States to publish common prevention guidelines for those at high risk of contracting Lyme disease as well as standardised diagnostic and treatment guidelines. Under paragraph 22, the resolution calls on the Commission to introduce preventative tests and a method for rapidly treating and monitoring the course of Lyme disease infections among agroforestry professionals and field scientists.
6.	Response to requests and overview of action taken, or intended to be taken, by the Commission:
According to Article 168 of the Treaty on the Functioning of the European Union the European Union is required to respect the responsibilities of each Member State to define their own health policy and to organise, deliver and manage health services, as well as to allocate resources to their health systems. However, it is clear that under the Treaty, the Member States, in liaison with the Commission, should coordinate their policies on combatting serious cross-border health threats and the Commission may take any useful initiative to promote such coordination. In particular, Decision 1082/2013 sets out the role of the Commission and of the Member States in addressing serious cross-border threats to health such as Lyme disease[footnoteRef:2]. The European Centre for Disease Prevention and Control (ECDC), in line with its obligation under Decision 1082/2013, monitors developments of Lyme disease in the framework of the epidemiologic surveillance network and is active on many of the points where the Commission is called upon to take action. [2:  	Decision No 1082/2013 of the European Parliament and of the Council of 22 October 2013, on serious cross-border threats to health and repealing Decision No 2119/98/EC] 

Research
Regarding paragraphs 3 and 4, results from research projects funded by the Commission, have led to tangible results. Examples include the Horizon 2020-funded ID-LYME and LYMEDIADEX projects. ID-LYME has led to the design and development of innovative diagnostic approaches based on cellular immunity testing. The LYMEDIADEX project produced a diagnostic kit that distinguishes between patients with and without Borrelia infection, and those with past cleared infection. Additionally, in 2018, a comprehensive literature search on tick-borne diseases, including the presence of Borrelia burgdorferi in different hosts and vectors in Europe was funded by the ECDC. The results of recent genetic studies, also carried out by the ECDC and currently being analysed, could be used to constitute a basis to improve estimates on the distribution and prevalence of the disease-causing agents.
As noted in the resolution, there is currently no vaccine available against Lyme disease. The Commission (through the Seventh Framework Program for Research (FP7)) is contributing to the development of vaccines for Lyme borreliosis, through the ANTIDotE project – involving a consortium of seven institutes across the European Union. The knowledge gained will be used to develop and evaluate anti-tick vaccines with a view to preventing multiple human tick-borne diseases. Additionally, the European Union's Finance for Innovators programme (under the MidCap Growth Finance Instrument of the European Investment Bank) is supporting the development of a vaccine specifically against Lyme diseases – the VLA15 vaccine.
Data Gathering and Surveillance
Considerable efforts have been made at European Union-level concerning the gathering and maintaining of up-to-date data on Lyme disease, as well as on its surveillance.
Considering paragraps 6, 10 (first part) and 16, the ECDC recently surveyed all the Member States on their surveillance/ reporting systems, laboratory capacity and case definitions, and data on presence of Lyme borreliosis clinical cases. The information gathered has provided a comprehensive overview of relevant activity at European Union level.
Regarding paragraph 7, the Commission has acted to introduce uniform surveillance by establishing a European case definition for Lyme neuroborreliosis and by including Lyme neuroborreliosis in the communicable disease list[footnoteRef:3]. The ECDC analysis of the Lyme disease surveillance indicated that this was the optimal approach as neuroborreliosis is the most serious clinical manifestation of the disease and it has the most unambiguous diagnosis. Collection of surveillance data will start in January 2019 and based on the experiences obtained through the Lyme neuroborreliosis surveillance, the possibility of extending mandatory reporting to other clinical manifestations of Lyme disease will be evaluated. [3:  	Commission Implementing Decision (EU) 2018/945 of 22 June 2018 on the communicable diseases and related special health issues to be covered by epidemiological surveillance as well as relevant case definitions] 

Regarding the second part of paragraph 10, Borrelia burgdorferi, the causative agent of Lyme disease is mentioned specifically in Annex III of Directive 2000/54/EC[footnoteRef:4] on the protection of workers from risks related to exposure to biological agents at work. This requires employers to perform appropriate risk assessment and management. Additionally, Lyme disease is covered by the non-exhaustive list of occupational diseases in Commission Recommendation of 19 September 2003 concerning the European schedule of occupational diseases[footnoteRef:5]. However, the recognition and compensation of occupational diseases falls within the remit of the Member States. [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]  [5:  	Commission Recommendation of 19 September 2003 concerning the European schedule of occupational diseases - under point 401 in Annex III] 

Regarding paragraph 15, the 2019 surveillance data of Lyme neuroborreliosis at ECDC, when collated, should provide a clearer picture on the prevalence and geographical distribution of patients with Lyme disease in the European Union.
Paragraph 16 calls for the creation of innovative projects contributing to data gathering activities. In this context, there is at present an open prize (EUR 5 million) launched by the Commission (Directorate General for Research and Innovation - DG RTD) on “Early Warning for Epidemics[footnoteRef:6]” that aims at forecasting and monitoring vector-borne diseases based on Earth Observation data (space-borne, air-borne, in-situ and citizens' observatories). It has the potential to improve the monitoring of spread of vector-borne diseases including those spread by ticks. [6:  	https://ec.europa.eu/research/eic/index.cfm?pg=prizes_epidemics] 

Diagnosis and Prevention
As detailed above, considerable research is ongoing into developing improved methods of diagnosis of Lyme disease. With regards to paragraphs 12 and 13, the ECDC has also published information on Lyme disease specifically for healthcare professionals. This contains key information related to diagnosis (and treatment) of patients who present with symptoms. The relevant information is accessible at the ECDC website and is due to be updated in 2019. Additionally, consideration will be given by the Commission to encourage Member States to dedicate more attention to Lyme disease in their national post-graduate training programmes for general practitioners.
Furthermore, in 2016, ECDC produced a review on diagnostic tests used in the European Union.[footnoteRef:7] This review gathered information on the diagnostic accuracy of serological tests used for diagnosis of Lyme disease in the European Union. [7:  	“A systematic literature review on the diagnostic accuracy of serological tests for Lyme borreliosis”] 

Treatment
Concerning paragraph 21 and the call for standardised treatment guidelines, a research project was carried out in 1996 following collaboration between expert groups in the European Union (European Union Concerted Action on Lyme Borreliosis - EUCALB) and North America, which, led to the publication of recommendations for treatment of Lyme disease[footnoteRef:8]. These recommendations are periodically updated by the Study Group for Lyme Borreliosis (ESGBOR) of the European Society of Clinical Microbiology and Infectious Diseases (ESCMID). Additionally, although clinical treatment is not within the mandate of ECDC, it provides up-to-date information and guidance on the treatment of Lyme disease, aimed at both patients and health-care professionals. [8:  	Recommendations for diagnosis and treatment of Lyme borreliosis: guidelines and consensus papers from specialist societies and expert groups in Europe and North America] 

Public awareness
Paragraph 21 also calls for the publication of prevention guidelines. The ECDC has published a Communication toolkit on Tick-borne diseases[footnoteRef:9] to address key messages on tick-borne diseases and their prevention to specific at-risk groups: children, travellers, general public living in endemic areas and healthcare practitioners. The material is designed to inform the audience on how to avoid ticks bites, how to recognise the habitats where ticks can be found, how to recognise and correctly remove ticks. It also includes information on prevention and treatment of tick-borne diseases as well as how to recognise the diseases and their phases. The toolkit is available on the ECDC website and will be updated in 2019. [9:  	https://www.ecdc.europa.eu/sites/portal/files/media/en/healthtopics/emerging_and_vector-borne_diseases/tick_borne_diseases/public_health_measures/Documents/Guidance_highres.pdf] 

Cooperation at the level of the European Union
Paragraphs 8 and 20 call for Commission support for cooperation amongst the Member States. Commission collaboration with the ECDC through the Emerging and Vector-borne Diseases (EVD) Network is of particular relevance to Lyme disease. The EVD network will investigate the need for specific Lyme disease-related expertise (clinicians, microbiologists, laboratory experts) and will organise communication (including a session at the annual meeting of ECDC EVD network) to consider the formation of a working group within the network to facilitate cooperation and knowledge exchange amongst Member States.
The Commission will also consult with the EVD Network and organisations such as ESCMID Study Group for Lyme Borreliosis or other relevant stakeholders regarding the suggestion of further networking activities on Lyme disease and will consider the potential usefulness of additional European actions and plans to combat Lyme disease.
International Cooperation
Of relevance to paragraph 5, European Union bodies are involved in ongoing cooperation at international level on Lyme disease. A vaccine currently undergoing US Food and Drug Administration evaluation received funding of EUR 25 million from the European Investment Bank under the EU Finance for Innovators programme The European Union is also active in international bodies such as the World Health Organisation (WHO), where categorisation of diseases including Lyme disease is carried out. The International Statistical Classification of Diseases and Related Health Problems (ICD) codes, as referenced in paragraph 12 are developed by the WHO. WHO has already released a version of ICD-11, in which different manifestations of Lyme disease are listed with individual codes. The presentation of ICD-11 to the World Health Assembly for adoption by WHO member states is expected in May 2019.

