Follow-up to the European Parliament non-legislative resolution on policy challenges and strategies against women’s cancers and related comorbidities
1. Resolution tabled pursuant to Rule 128(5) of the European Parliament’s Rules of Procedure
2. [bookmark: _GoBack]Reference numbers: 2018/2782 (RSP) / B8-0097/2019 / P8_TA-PROV(2019)0112
3. Date of adoption of the resolution: 13 February 2019
4. Competent Parliamentary Committee: Committee on Women’s Rights and Gender Equality (FEMM)
5. Brief analysis/ assessment of the resolution and requests made in it:
This European Parliament non-legislative resolution addresses the issue of the policy challenges and strategies related to the women’s cancers in the European Union. It acknowledges that the main forms of cancer affecting women are breast, uterine and cervical cancers and that breast cancer is the most common cancer with fatal consequences among the female population, not only within the EU (16 %), but also globally. It further recalls that up to half of all cancer deaths could be prevented, with a survival rate reaching 80 % in cases of early diagnosis and timely treatment. Therefore, it is of the utmost importance to improve access to preventive measures and that every person suffering from cancer and related comorbidities must have equal access to screening, treatment, and affordable and high-quality post-therapy. The resolution calls for action from key players including the Commission and the Member States to continue to prioritise the fight against cancer by developing and putting in place a number of specific and targeted actions.
Specifically, under paragraph 3 the resolution invites the Commission and the Member States to develop an EU strategy on cancer control. This should include collecting accurate cancer incidence/ survival data disaggregated by sex, and to undertake research, to initiate preventive action against specific types of cancer. The resolution encourages the Commission under paragraph 4 to serve as a platform for the exchange of best practices among the Member States and under paragraph 5 to step up its efforts to improve EU-wide coordination within the field of women’s cancer research, and to make better use of the Joint Action 'Innovative Partnership for Action Against Cancer'. The resolution (paragraph 6) invites the Commission to collect as much information as possible on breast and cervical screening methods and treatments administered in the Member States. Under paragraph 9 it calls on the Commission and the Member States to take action to minimise the exposure of women and men to carcinogens, substances that are toxic to reproduction and endocrine disruptors. Under paragraph 11 the resolution reiterates the need to tailor information campaigns to different types of cancer and different groups of patients. Under paragraph 12 the resolution calls on the Commission and the Member States to step up their efforts to develop cancer registries and under paragraph 13 invites to link the data collection on cancer-screening activities with Eurostat’s European Health Interview Survey and National Health Interview Surveys.
Furthermore, the resolution invites the Commission to initiate information campaigns at secondary schools on human papillomavirus (paragraph 14). Under paragraph 17 asserts that the European Quality Assurance Scheme for Breast Cancer Services should provide guidance on rehabilitation, survivorship and palliative care. Under paragraph 20 the Commission is invited to support the Member States to draw on various EU funding possibilities to provide support to families of cancer patients and (paragraph 21) to take action to support the World Health Organisation (WHO) strategy on eliminating cervical cancer.
The resolution (paragraph 22 and 23) calls on the Commission to further develop measures to guarantee the safety of breast implants, and to carry on an urgent in-depth risk assessment of such implants. Under paragraphs 24 and 25 the resolution asks to dedicate greater attention and resources to ovarian cancer and urges the Commission to prioritise action to close the gap between Central and Eastern Europe regarding the incidence and mortality of ovarian and cervical cancers. Finally under paragraph 27 the resolution welcomes the Commission’s proposal for a directive on work-life balance for workers and carers and stresses that this should include specific measures designed to reduce the risk of cancer for women working night shifts.
6. Response to requests and overview of action taken, or intended to be taken, by the Commission:
Overview of EU action
The Commission assists the Member States through supporting actions to promote ways to reduce cancer risks, to strengthen early identification of cancer through population based cancer screenings, to improve the quality in comprehensive cancer control, to support cancer research and to provide indicators to monitor cancer burden.
In addition, as cancer is one of the main work-related health problem, the Commission took steps to address these issues adopting legislative proposals updating the Directive 2004/37/EC on the protection of workers from the risks related to the exposure to carcinogens or mutagens at work. Co-legislators reached a provisional agreement on amending the directive on 29 January 2019. The Parliament approved the text on 27 March 2019.
The resolution invites the Commission and the Member States in paragraph 3 to put in place an EU strategy against cancer. The Commission supports the implementation of the United Nations Sustainable Development Goals, in particular Goal 3 to “ensure healthy lives and promote well-being for all”. The Commission addresses non-communicable diseases in a holistic manner rather than on a disease-specific basis. It works with the Member States to identify and implement best practices, including in the area of cancer control.
Prevention and comprehensive cancer control
Regarding paragraphs 3, 5 and 11 the Commission supports under the EU Health Programme the Joint Action “Innovative Partnership for Actions against Cancer”[footnoteRef:1] that is expected to foster the implementation of the 'European Guide on Comprehensive Cancer Control' during the next years, from 2018 to 2020.[footnoteRef:2] The guide, developed by the previous Joint Action on “Cancer Control”[footnoteRef:3], aims to help reduce not only the cancer burden throughout the EU but also the inequalities in cancer control and care that exist between the Member States. The guide is meant for governments, parliamentarians, health care providers and funders, and cancer care professionals at every level. The four core chapters of the guide focus on cancer screening, integrated cancer control, community level cancer care, and survivorship. [1:  	https://www.ipaac.eu/]  [2:  	https://cancercontrol.eu/archived/guide-landing-page.html]  [3:  	https://cancercontrol.eu/archived/who-we-are/index.html] 

The Commission will continue to support the promotion and implementation of the European Code against Cancer[footnoteRef:4] across the EU working closely with the International Agency for Research on Cancer and the Organisation of European Cancer Leagues. [4:  	https://cancer-code-europe.iarc.fr/index.php/en/] 

EU funded research to improve cancer prevention has brought significant results for many years through a number of projects covering multiple areas such as human papillomavirus screening[footnoteRef:5], population-based screening programmes for breast, cervical, and colorectal cancer[footnoteRef:6], and the development of tools to allow risk-based prevention of breast, cervical and ovarian cancer[footnoteRef:7]. In addition the Commission started this year seven projects on translational collaborative cancer research between Europe and the Community of Latin American and Caribbean States, several of them addressing women cancers: the ELEVATE project will improve cervical cancer screening by concentrating on finding technical and societal solutions for hard-to-reach populations. [5:  	PREHDICT project]  [6:  	EU-TOPIA and MyPeBS projects]  [7:  	B-CAST, BRIDGES, FORECEE and MYPeBS projects] 

Best practice transfer
Considering paragraph 4 the Commission has made a priority to identify, disseminate and transfer best practices in order to make progress in health promotion and non-communicable disease prevention in Europe. In April 2018 the Commission launched its “Best Practice Portal” that is a 'one-stop shop' for consulting best practices collected in actions co-funded under the Health Programmes and stakeholders are also invited to submit practices for assessment[footnoteRef:8]. [8:  	https://webgate.ec.europa.eu/dyna/bp-portal/] 

Research coordination
Concerning paragraph 5 the European landscape of cancer research is complex, due to the large variety of models and mechanisms through which research in the Member States is organised. Following a request in 2004 by the Parliament, the Commission launched a feasibility study on strengthening the coordination of Member States' cancer research efforts, (EUROCAN+PLUS[footnoteRef:9], Framework Programme 6). This project confirmed fragmentation and duplication of cancer research in Europe. [9:  	https://cordis.europa.eu/project/rcn/97701/factsheet/en] 

With a view to improve the coordination among research centres across the EU, the Commission set up the following projects: (1) a collaborative research effort between European cancer institutes (EUROCANPLATFORM[footnoteRef:10], Framework Programme 7), which led to Cancer Core Europe and the Cancer Prevention Europe research initiatives; (2) a collaborative research effort bringing together all major paediatric oncology research networks (ENCCA[footnoteRef:11], Framework Programme 7), which structured both translational, industrial and clinical research and produced a strategic research and care plan for childhood cancer; (3) a scheme bringing together major national cancer registries and programme owners to align population-based cancer registration efforts (EUROCOURSE[footnoteRef:12], Framework Programme 7), which ultimately led the Commission to starting the European Cancer Information System; and (4) a scheme bringing together national cancer research funders, charities and program owners to support transnational research calls for proposals on a long-term basis (TRANSCAN[footnoteRef:13], Framework Programme 7; TRANSCAN-2[footnoteRef:14], Horizon 2020). [10:  	https://cordis.europa.eu/project/rcn/97701/factsheet/en]  [11:  	https://cordis.europa.eu/project/rcn/98250/factsheet/en]  [12:  	https://cordis.europa.eu/project/rcn/89690/factsheet/en]  [13:  	https://cordis.europa.eu/project/rcn/97674/factsheet/en]  [14: 	https://www.transcanfp7.eu/] 

Early detection and screening
Concerning paragraph 6, paragraph 11, and paragraph 17 the Commission published in May 2017 the Report on the implementation of the Council Recommendation on cancer screening[footnoteRef:15] showing that substantial progress has been made in further implementation of population-based breast and cervical cancer screening programmes in the EU. According to the report the nationwide rollout of population-based breast cancer screening is currently complete in 22 Member States with an approximate target population of 60 million women aged 50-69 years and in 2016 population-based screening for cervical cancer is provided or planned in 22 Member States targeting nearly three fourth of the 106 million target population. [15:     https://ec.europa.eu/health/sites/health/files/major_chronic_diseases/docs/2017_cancerscreening_2ndreportimplementation_en.pdf] 

In addition, the European Commission Initiative on Breast Cancer[footnoteRef:16] provides European Guidelines for Breast Cancer Screening and Diagnosis with a Quality Assurance Scheme for Breast Cancer Services. This aims to improve the quality of breast cancer care while also overcoming inequalities across Europe. The initiative is person-centred, thus covers the entire breast cancer pathway (from screening to palliative care) in an integrated manner. Each recommendation is tailored to the specific needs of health professionals, patients, and policy makers. The initiative’s recommendations are conceived with attention to the needs of vulnerable groups as well as to sensitive situations. This includes recommendations to use targeted communication strategies for such cases. The initiative also collaborates with European patients advocacy organisations to ensure that the information reaches as many women as possible. The initiative is expected to provide the overall set of recommendations by the end of 2019. [16:  	https://ecibc.jrc.ec.europa.eu/] 

The European Guidelines for Quality Assurance in Cervical Cancer Screening were updated in 2015 and take into account the potential of primary testing for human papillomavirus and vaccination against human papillomavirus infection to improve cervical cancer prevention and control[footnoteRef:17]. [17:  	https://www.gisci.it/documenti/news/EW0115451ENN_002.pdf] 

Early identification of cancer has benefited from research funding since the sixth Framework Programme. The first personalised medicine trial ever done[footnoteRef:18] demonstrated that 46 % of newly diagnosed, high-risk breast cancer patients could forego toxic chemotherapy after surgery and the project contributed to the clinical validation of the MammaPrint® breast cancer recurrence test, which is now in the final clinical utility testing before worldwide uptake. Several EU-funded projects[footnoteRef:19] focus on the use of circulating tumour cells or tumour DNA (Deoxyribonucleic acid) for the early diagnosis and prognosis of breast cancer to guide treatment decisions in women with metastatic breast cancer. [18:  	TRANSBIG project]  [19:  	CareMore and CTCTRAP projects] 

Exposure to substances at risk
Concerning the actions to minimise the exposure of women and men to carcinogens, substances that are toxic to reproduction and endocrine disruptors (paragraph 9) the Commission recognises the need to address the occupational exposure to dangerous substances and will continue to work to amend Directive 2004/37/EC by including and/ or revising occupational exposure limit values for a number of cancer- or mutation-causing substances. So far, three amendments of the directive have addressed 26 chemical agents, out of which some are also toxic to reproduction, and endocrine disruptors, and preparatory work for a fourth proposal is ongoing. Furthermore, the Commission funded a study this year to analyse occupational exposure to reprotoxic substances and how these would be addressed most effectively.
As regards endocrine disruptors, the Commission adopted in November 2018 a strategy aimed at protecting EU citizens and the environment from hazardous chemicals[footnoteRef:20] It sets out a strategic approach on endocrine disruptors for the years to come, based on the application of the precautionary principle, and aims at minimising overall exposure of humans and the environment to endocrine disruptors, paying particular attention to exposures during important periods of development of an organism, such as foetal development and puberty. It confirms that the matter of horizontal criteria for the identification of endocrine disruptors to be laid down in the legislation should be further considered. The strategy entails a commitment to launch a fitness check evaluation in order to assess whether relevant EU legislation on endocrine disruptors delivers its overall objective to protect human health and the environment by minimising exposure to these substances. [20:  	http://ec.europa.eu/transparency/regdoc/rep/1/2018/EN/COM-2018-734-F1-EN-MAIN-PART-1.PDF
] 

Cancer registries and data collection
Concerning paragraph 12 nearly all European population-based cancer registries are members of the European Network of Cancer Registries. The network was established in 1990 and since 2012, the Commission has been hosting and coordinating the network's actions. On the scientific side, the Commission has been supporting the European Network of Cancer Registries in promoting collaboration between cancer registries, defining data collection standards and providing training for cancer registry personnel. In parallel, the Commission has been working on the provision of comprehensive indicators to monitor cancer burden at European level, addressing quality-evaluation procedures regarding the registration, harmonisation, standardisation, and processing of cancer registry data through the development of the European Cancer Information System.
The European Cancer Information System (ECIS) reports on indicators computed from data submitted from some 150 European population-based cancer registries, residing in 25 EU Member States and 9 non-EU European countries. This data covers around 65 % of the EU Member States and of the population of the European Economic Area (EEA) and of the European Free Trade Association (EFTA) and makes it possible to: (1) assess and monitor the cancer burden (incidence, prevalence, mortality and survival); (2) detect geographical patterns and temporal trends; (3) provide information for both epidemiological research and political decision-making; and (4) promote citizens' awareness of the cancer burden. The web application of the European Cancer Information System was launched in its public version in February 2018. It provides information on the cancer burden indicators (incidence, mortality, survival) by cancer type, geographical area, sex, age, and year of diagnosis. The Commission will further develop the system to improve the current data coverage and to explore links between epidemiological parameters and socio-economic variables.
Concerning paragraph 13 the Commission will continue to provide every six years cancer screening data by socio-economic status through the Eurostat’s European Health Interview Survey, which is complemented by yearly administrative cancer screening statistics from health care data collection. The Commission will continue to work closely with the European Network on Cancer Registries also to monitor the implementation of the Council Recommendation on cancer screening.
Vaccination against human papillomavirus
Concerning paragraph 14 and paragraph 21 the Commission assists EU countries in coordinating their vaccination policies and programmes. In April 2018 the Commission adopted a Commission communication, followed by the adoption of a Council recommendation in December 2018 to strengthen the EU cooperation on vaccine-preventable diseases[footnoteRef:21] that aims to increase vaccine coverage, supports vaccine research and innovation, and strengthens EU cooperation on vaccine-preventable diseases. A coalition on vaccination has been created by the Commission with a view to uniting the efforts of the health care community to encourage and promote vaccination as a public health intervention. [21:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32018H1228(01)&from=GA] 

With regard to the WHO strategy on eliminating cervical cancer (paragraph 21) the vaccination against the human papillomavirus is implemented variably in the EU. At present, 23 EU/ EEA Member States recommend the vaccination, and the European Centre for Disease Prevention and Control is currently updating the guidance on human papillomavirus vaccines in order to cover particular research questions around the vaccines and to specify the recommendations on options for their use. This upcoming guidance will provide a comprehensive and systematic synthesis of the current knowledge and evidence around human papillomavirus vaccines, which can support national decision making. In addition, the Commission supports the Member States in maintaining or increasing rates of human papillomavirus vaccination having granted EU-wide marketing authorisation to four human papillomavirus vaccines and by authorising the use of two vaccines against cervical cancer.
Safety of breast implants
Concerning paragraph 22 and 23 related to further developing measures to guarantee the safety of breast implants, and to carry out a risk assessment of such implants, scientific advice of the Scientific Committee on Health, Environmental and Emerging Risks (SCHEER) has been published in 2017 on the “Evaluation of new scientific information on the safety of Poly Implant Prothèse-PIP breast implants”[footnoteRef:22] and “The state of scientific knowledge regarding a possible connection between breast implants and Anaplastic Large Cell Lymphoma”[footnoteRef:23] following requests from the Commission. [22:  	https://ec.europa.eu/health/sites/health/files/scientific_committees/scheer/docs/scheer_o_008.pdf]  [23:  	https://ec.europa.eu/health/sites/health/files/scientific_committees/scheer/docs/scheer_o_007.pdf] 

Regarding a possible connection between breast implants and Anaplastic Large Cell Lymphoma, it should be noted that the available information and methodological limitations, as well as the very low incidence of Anaplastic Large Cell Lymphoma do not currently allow for a robust risk assessment. Nevertheless, the Scientific Committee on Health, Environmental and Emerging Risks has recommended to conduct a more in-depth evaluation of the possible association of breast implants with the development of Anaplastic Large Cell Lymphoma which is in line with what is recalled in this resolution. The Commission is currently considering the possibility to submit to SCHEER a request for a scientific opinion on the safety of breast implants in relation to Anaplastic Large Cell Lymphoma.
The safety of breast implants when manufactured in accordance with the rules is well documented. The medical devices regulatory system requires that all breast implants placed on the EU market are checked for conformity with the safety and performance requirements by a specifically designated notified body. Furthermore, on 5 May 2017 a new Regulation (EU) 2017/745[footnoteRef:24] on medical devices was published which will enter into application on 26 May 2020. The new regulation contains a series of important improvements aimed at modernising the current medical devices system, amongst them: [24:  	http://ec.europa.eu/growth/sectors/medical-devices/new-regulations_en] 

· Stricter control for certain high-risk devices via a new “pre-market scrutiny” mechanism with the involvement of independent scientific experts at EU level. Breast implants will be covered in well-defined cases by this mechanism. 
· Reinforcement of the criteria for designation and oversight of notified bodies.
· Confirmation of breast implants as being in class III, the highest in terms of legal requirements and control.
· Introduction of the implant card containing patient information about the implanted medical device, including on risks.
· Introduction of a publicly available Summary of Safety and Clinical Performance for high-risk devices such as breast implants, clearly identifying, amongst others, the risks of these devices, and the clinical evidence available for them.
· Reinforcement of the rules on clinical evidence, including an EU-wide coordinated procedure for authorisation of multi-centre clinical investigations and a publicly available registry of all clinical trials for medical devices that will also contain their conclusions.
· Clear requirements regarding the information supplied with the device covering labelling and the instructions for use.
· Strengthening of post-market surveillance requirements for manufacturers.
· Improved coordination mechanisms between EU countries in the fields of vigilance and market surveillance.
Treatment
Concerning paragraph 24 and 25, the EU has funded a large portfolio of projects that are devising novel interventions for women with breast, cervical, ovarian, endometrial, and vulvar cancer using a personalised medicine approach to provide the best possible care based on characteristics of the cancer subtype. The new Joint Action on innovative partnership for action against cancer is expected to provide additional scientific evidence to support new cancer screening not addressed by the Council recommendation on cancer screening, including of ovarian and endometrial cancers. 
(1) The RATHER project established personalised diagnostic approaches for women with triple-negative and invasive lobular breast cancer, and it tests a novel drug for the treatment of hormone receptor-positive breast cancer patients. (2) The MERIT project is developing a novel immunotherapy approach to treat triple-negative breast cancer patients with personalised RNA vaccines that are immunogenic and unique to each patient. The therapeutic phase I/II trial in patients with triple negative breast cancer started in 2017. It represents one of the most expensive clinical trials in the oncology portfolio so far. (3) The GANNET53 project is developing a novel treatment for women with metastatic, platinum-resistant ovarian cancer, combining a novel drug with state-of-the-art chemotherapy. (4) The PROCROP project is developing a novel cell-based immunotherapy using an automated cell production platform to treat ovarian cancer patients after removal of the tumour by surgery.
The Commission proposal for a directive on work-life balance for workers and carers
In respect to paragraph 27, the Commission appreciates the support for the proposal expressed in the resolution. It should be recalled that the legal basis for the proposal is Article 153 (1)(i) of the Treaty on the Functioning of the European Union. This article, in conjunction with Article 153 (2)(b) allows the Union to adopt minimum requirements in the field of equality between men and women with regard to labour market opportunities and treatment at work. This does not extend to risk of cancer for women working night shifts as the proposal concentrates more on information regarding the contractual rights and obligations of the workers.
The Commission also recalls that the text of the directive, as agreed between the co-legislators in January this year recognises the challenges faced by workers with children or dependent relatives. It grants such workers the right to five days of carers’ leave per year in order to provide care or support to a relative or a person who lives in the same household and who is in need of care due to serious medical reasons. Workers with children and with other relatives in need of care will also be able to request flexible working arrangements that will help them to combine work with their caring responsibilities.
