


[bookmark: humanitarian][bookmark: Cancer]Follow-up to the European Parliament non-legislative resolution on strengthening Europe in the fight against cancer – towards a comprehensive and coordinated strategy
1.	Rapporteur: Véronique TRILLET-LENOIR (Renew / FR)
2.	Reference number: 2020/2267 (INI) / A9-0001/2022 / P9_TA PROV(2022)0038
3.	Date of adoption of the resolution: 16 February 2022
4.	Competent Parliamentary Committee: Special Committee on Beating Cancer (BECA)
5.	Brief analysis/assessment of the resolution and requests made in it:
[bookmark: _GoBack]The resolution welcomes the Commission’s intention to tackle the presence of carcinogenic contaminants in food (paragraph 21). It supports the planned update of the 2003 Council Recommendation on cancer screening including its potential extension to other cancer types (paragraph 56). As regards access to cross-border health care and clinical trials for cancer patients, the resolution notes EU patients facing challenges in accessing healthcare services and clinical trials in other Member States and insufficient awareness of patient’s cross-border rights to care under the Cross-Border Healthcare Directive and the Social Security Regulation, suggesting a revision of the Directive (paragraph 62). The resolution welcomes a Commission initiative regarding the creation of an EU network linking recognised national comprehensive cancer centres in every Member State to facilitate the uptake of quality-assured diagnosis and treatments (paragraph 77). The Parliament also calls for the prevention and management of shortages of (cancer) medicines (paragraphs 79, 80 and 82); the extension- of the EU joint procurement procedures (paragraph 87) and for the revision of the legislation on transparency of measures regulating the prices of medicinal products, as well as ensuring that medicines are available at fair and affordable price (paragraphs 86 and 89). It furthermore includes calls for the revision of regulations on paediatric and orphan medicinal products to ensure the development of and affordable access to innovative cancer drugs (paragraph 136). In addition, the resolution welcomes that cancer medicines will be one of the first medicinal product groups to be jointly assessed under the Health Technology Assessment Regulation (paragraph 85). As well, it approves the Commission’s intention to develop a code of conduct to ensure that improvements in cancer treatments are reflected in the practices of financial service providers (paragraph 125) and the childhood cancer initiatives (paragraph 128). The resolution welcomes the creation of the Knowledge Centre on Cancer and in addition, it advocates for an extension of the Centre’s mandate (paragraph 44). Finally, the resolution emphasises that Europe’s Beating Cancer Plan should not only be seen as a political commitment but as a set of concrete and ambitious initiatives, which should provide Member States with guidance and overview of the dedicated EU resources, as well as on possible synergies and complementarities between EU programmes (paragraph 194).
6.	Response to requests and overview of action taken, or intended to be taken, by the Commission:
Paragraph 1: Europe's Beating Cancer Plan[footnoteRef:1] is a key pillar of a stronger European Health Union[footnoteRef:2] and a more secure, better-prepared and more resilient EU. It sets out a new EU comprehensive multidisciplinary approach, tackling the entire disease pathway, focusing on actions where the EU can add the most value. The Cancer Plan is closely linked to other Commission priorities, notably the Pharmaceutical Strategy for Europe[footnoteRef:3] and the EU Farm to Fork Strategy[footnoteRef:4], the New Strategic Framework on Health and Safety at Work 2021-2027[footnoteRef:5], as well as the planned European Health Data Space. Cancer is one of the proposed European research and innovation missions[footnoteRef:6] and part of the Horizon Europe[footnoteRef:7] framework. Cross-cutting themes include research and innovation, digital and personalised medicine, and actions to reduce cancer inequalities across the EU, for instance setting up the Knowledge Centre on Cancer[footnoteRef:8] or launching the HealthyLifestyle4All initiative[footnoteRef:9]. Work is also progressing in a number of areas, including the revision of the Council Recommendation on cancer screening[footnoteRef:10] and a new Cancer Inequalities Register[footnoteRef:11]. [1:  	https://ec.europa.eu/health/sites/health/files/non_communicable_diseases/docs/eu_cancer-plan_en.pdf]  [2:  	https://ec.europa.eu/commission/presscorner/detail/en/ip_20_2041]  [3:  	https://ec.europa.eu/health/medicinal-products/pharmaceutical-strategy-europe_en]  [4:  	https://ec.europa.eu/food/horizontal-topics/farm-fork-strategy_en]  [5:  	EUR-Lex - 52021DC0323 - EN - EUR-Lex (europa.eu)]  [6:  	https://ec.europa.eu/info/research-and-innovation/funding/funding-opportunities/funding-programmes-and-	open-calls/horizon-europe/eu-missions-horizon-europe_en]  [7:  	https://ec.europa.eu/info/research-and-innovation/funding/funding-opportunities/funding-programmes-and-	open-calls/horizon-europe_en]  [8:  	https://knowledge4policy.ec.europa.eu/cancer_en]  [9:  	https://sport.ec.europa.eu/healthylifestyle4all]  [10: 	https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13155-Cancer-Screening-	Recommendation-update_en]  [11:  	https://cancer-inequalities.jrc.ec.europa.eu/] 

A. Areas of action
I.	Cancer prevention in all European policies
Paragraphs 2 and 3: The Commission has launched two calls for proposals[footnoteRef:12] linked to health literacy in 2021, namely boosting cancer prevention through the use of the European Code against Cancer[footnoteRef:13] and developing and sharing best practice to strengthen health literacy in cancer prevention and care programmes, and the HealthyLifestyle4All initiative[footnoteRef:14]. Under the EU4Health programme[footnoteRef:15], an action grant was launched to update the European Code against Cancer, and to boost its awareness with the aim that at least 80% of the population is aware of the Code by 2025. The coverage of this Code will be further extended by an EU Mobile App for Cancer Prevention. [12:  	https://ec.europa.eu/health/system/files/2021-06/wp2021_annex_en_0.pdf]  [13:  	https://cancer-code-europe.iarc.fr/index.php/en/]  [14:  	https://sport.ec.europa.eu/healthylifestyle4all]  [15:  	https://ec.europa.eu/health/funding/eu4health-2021-2027-vision-healthier-european-union_en] 



Paragraph 8: Europe’s Beating Cancer Plan includes an interim goal to reach the World Health Organisation (WHO) target of a 30% relative reduction in tobacco use by 2025 as compared to 2010, corresponding to a smoking prevalence of around 20% in the EU. This is monitored on the basis of Sustainable Development Goals indicator 3.a.1[footnoteRef:16]. The EU4Health Programme may provide support for actions promoting smoking cessation. A joint Action on strengthening cooperation on tobacco control between interested Member States and the European Commission has been launched recently and will be operational until 2024. [16:  	Prevalence of Current Tobacco Use: Europe Sustainable Development Report 2021 (sdgindex.org)] 

Paragraph 12: The health effects of e-cigarette use have been recently assessed by the European Commission’s Scientific Committee on Health, Environmental and Emerging Risks (SCHEER), which in its scientific opinion[footnoteRef:17] underlined their health consequences and their important role in smoking initiation, which supports the careful and precautionary approach taken so far. Concerning the role of e-cigarettes in smoking cessation, the SCHEER opinion concluded that there is weak evidence for the support of electronic cigarettes' effectiveness in helping smokers to quit. Insofar as emerging evidence supports the use of e-cigarettes in smoking cessation and their effectiveness is established, ‘their regulation should follow the pharmaceutical legislation’, as stated in the report on the application of Directive 2014/40/EU[footnoteRef:18] concerning the manufacture, presentation and sale of tobacco and related products, which was issued on 20 May 2021. [17:  	https://ec.europa.eu/health/system/files/2021-04/scheer_o_017_0.pdf]  [18:  	https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=COM%3A2021%3A249%3AFIN] 

Paragraph 16: Europe’s Beating Cancer Plan includes a clear target to achieve a relative reduction of at least 10% of the harmful use of alcohol by 2025, which is in line with the WHO target. The implementation roadmap includes a number of initiatives to support this goal, such as a review of EU legislation on taxation of alcohol and on cross-border purchases of alcohol by private individuals. In addition, in the context of the revision of the food information to consumers’ regulation, which is planned for adoption at the end of 2022, the Commission will propose mandatory labelling of the list of ingredients and nutrition declaration on alcoholic beverage products and will be assessing different options and launch a broad public consultation with Member States and stakeholders on the way forward on additional health information in the context of a future proposal on health warnings on alcoholic beverage products. Moreover, support will be provided to Member States to implement evidence-based brief interventions on alcohol in primary healthcare, the workplace and social services and to reduce young people’s exposure to online marketing of alcoholic beverages by implementation of the Audiovisual Media Service Directive[footnoteRef:19]. [19:  	https://eur-lex.europa.eu/eli/dir/2018/1808/oj?msclkid=21e7c87aaffb11eca15b3db8782596e0] 

Paragraph 19: Improving consumer information and encouraging healthy diets are objectives at the core of the Farm to Fork Strategy[footnoteRef:20]and Europe’s Beating Cancer Plan. The Commission has announced a proposal for harmonised mandatory front-of-pack nutrition labelling at EU level by the end of 2022, by revising Regulation (EU) No 1169/2011[footnoteRef:21] on the provision of food information to consumers, taking into account the results of an impact assessment, the consultation of Member States and stakeholders, and scientific input. [20:  	COM(2020) 381 final.]  [21:  	https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX%3a32011R1169&msclkid=3d187e57affb11ecba3a578
	d635cef10] 

Paragraph 21: The Commission is currently working to set strict maximum levels for acrylamide in different food categories, with particular attention to foods for infants and young children. In addition, the current benchmark levels for acrylamide are reviewed to reflect the continuous reduction of the presence of acrylamide in food. Furthermore, additional benchmark levels are discussed for foods, such as vegetable crisps, for which no benchmark level has been set yet. Technical discussions with Member States and stakeholders are ongoing and it is expected that draft Commission regulations setting maximum levels of acrylamide in certain foods will be submitted to European Parliament and the Council by end of 2022.
Furthermore, discussions are ongoing to strengthen the legislation for other carcinogenic contaminants, such as dioxins and dioxin-like polychlorinated biphenyls (PCBs), inorganic arsenic, glycidyl esters and 3-Monochloropropane-1,2-diol (3-MCPD) esters by establishing stricter maximum levels for certain foods and setting maximum levels for foods for which no maximum level has been set yet.
Paragraph 22: The work aiming at improving the Union’s authorisation procedure for pesticides is in progress. The Commission has prepared a package of four regulations[footnoteRef:22], endorsed by the Member States on 8 February 2022, which intend to facilitate access to the market of microorganism-active substances used in pesticides. In addition, the Commission has adopted in 2021 a list of unacceptable co-formulants, which may no longer be used in plant protection products. The list includes a number of substances that have been identified as causing cancer or being endocrine disruptors. Furthermore, an implementing regulation setting out procedures to identify additional unacceptable co-formulants is in preparation and a review programme for safeners and synergists is also in preparation. Finally, progress with regards to transparency and process of the authorisation system has also been made via Implementing Regulations (EU) 2020/1740 and (EU) 2021/428, which set out new rules implementing the provisions of Regulation (EU) 2019/1381 (the Transparency Regulation), applicable since March 2021. [22:  	https://ec.europa.eu/food/plants/pesticides/micro-organisms_en] 

Paragraph 25: The new EU strategic framework on health and safety at work 2021-2027 ‘Occupational safety and health (OSH) in a changing world of work’ highlights already the need to further analyse the exposure of workers to optical radiation. The strategic framework 2021-2027 also commits to lower the occupational exposure limit values for asbestos in the Asbestos at Work Directive in 2022; and to propose a limit value for cobalt in the Carcinogens, Mutagens and Reprotoxic substances Directive in the first quarter of 2024. In addition, the OSH Framework Directive 89/391/EEC lays down general principles concerning the prevention and protection of workers, including the risks related to artificial radiation and more specifically sunlight. Other legislation like the Directive 92/57/EEC on the implementation of minimum safety and health requirements at temporary or mobile constructions also addresses these risks related to UV radiation for outdoor workers.
Paragraph 27: The Commission has recently launched a call for proposals to support research activities on the exposure to, and potential health effects of electromagnetic fields (EMF), with an indicative budget of EUR 30 million under the new Horizon Europe programme. Furthermore, the Commission has mandated the SCHEER to review its Opinion from 2015 in light of the latest scientific evidence, including the guidelines of the International Commission on Non-Ionizing Radiation Protection (ICNIRP), updated in 2020.
Paragraph 30: The existing requirements for mutagenicity testing as described in Annex VII of the Regulation concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH)[footnoteRef:23] and applicable to the lowest tonnage chemicals, as well as the requirements in Annexes VIII to X are being clarified with a Commission amending Regulation that has been adopted on 24 March 2022[footnoteRef:24], already before the revision of REACH following the Chemicals Strategy for Sustainability (CSS). This amending regulation implements the joint Commission-ECHA (European Chemicals Agency) Evaluation Action plan from 2019[footnoteRef:25]. The clarifications will ensure that any substance that gives rise to concern will be thoroughly evaluated in vitro to identify the exact mechanism of mutagenicity and will be tested in vivo such as to allow classification for mutagenicity. This will increase the identification of carcinogenic substances, as most carcinogenic substances are also mutagenic. The EU Research and Innovation Programme Horizon Europe will also co-fund the European Partnership on the Assessment of Risks from Chemicals (PARC). In its task 5.2, PARC is planning the development of innovative methods and tools for toxicity testing and modelling that will aid chemical hazard identification, risk assessment and regulation. [23:  	EUR-Lex - 02006R1907-20140410 - EN - EUR-Lex (europa.eu)]  [24:  	EUR-Lex - 32022R0477 - EN - EUR-Lex (europa.eu)]  [25: 	https://echa.europa.eu/documents/10162/21877836/final_echa_com_reach_evaluation_action_plan_
	en/0003c9fc-652e-5f0b-90f9-dff9d5371d17] 

The Commission is working on a proposal for the revision of the annexes (Annex I and Annexes VII to X) to REACH to include information requirements for endocrine disruption. This will allow the identification of more endocrine disrupting chemicals (EDCs) and their subsequent risk management through the adequate REACH procedures after the provision of information in the Registration dossier. Hand in hand with the increased information requirements under REACH, the Commission will also update the CLP-Regulation[footnoteRef:26] with classification criteria for EDCs. These will be based on the WHO ICPS (International Classification for Patient Safety) definition[footnoteRef:27]. [26:  	Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on 	classification, labelling and packaging of substances and mixtures, OJ L 353/1 31/12/2008]  [27:  	International Programme on Chemical Safety. (2002). Global assessment on the state of the science of 	endocrine disruptors. World Health Organization. https://apps.who.int/iris/handle/10665/67357] 

Under REACH, carcinogens, mutagens and reprotoxins (CMRs) are already banned from a large group of products for consumer use (namely mixtures; for example, paint or glue). Other legislation, such as the cosmetics regulation, bans the use of carcinogens in personal care products. Also under REACH, we already restricted the use of some CMRs in textiles for consumer use, and we are planning to restrict CMRs in childcare articles.
In the CSS the Commission plans to extend this generic risk approach that already applies to CMRs to endocrine disruptors and to substances that are persistent and bioaccumulative.
Complementing these activities, the EU Action Plan ‘Towards Zero Pollution for Air, Water and Soil’[footnoteRef:28] has set out a number of actions on reducing pollution of carcinogenic and endocrine-disrupting substances to air, water, marine and soil, which will also reduce exposure through these routes, e.g. the revision of the list of water pollutants and the corresponding regulatory standards in the Environmental Quality Standards[footnoteRef:29] Groundwater[footnoteRef:30] and Water Framework Directive[footnoteRef:31], the revision of the Ambient Air Quality Directives[footnoteRef:32],the revision of the Industrial Emissions Directive[footnoteRef:33] and the Urban Wastewater Treatment Directive[footnoteRef:34] or the implementation of the new Drinking Water Directive[footnoteRef:35].  [28:  	https://ec.europa.eu/environment/strategy/zero-pollution-action-plan_en]  [29:  	Directive 2008/105/EC of the European Parliament and of the Council of 16 December 2008 on 	environmental quality standards in the field of water policy OJ L 348, 24/12/2008]  [30:  	Directive 2006/118/EC of the European Parliament and of the Council of 12 December 2006 on the 	protection of groundwater against pollution and deterioration, OJ L 372, 27/12/2006]  [31:  	Directive 2000/60/EC of the European Parliament and of the Council of 23 October 2000 establishing a 	framework for Community action in the field of water policy, OJ L 327, 22/12/2000]  [32:  	Directive 2008/50/EC of the European Parliament and of the Council of 21 May 2008 on ambient air quality 	and cleaner air for Europe, OJ L 152, 11/6/2008]  [33:  	Directive 2010/75/EU of the European Parliament and of the Council of 24 November 2010 on industrial 	emissions OJ L334/17]  [34:  	Council Directive 91/271/EEC of 21 May 1991 concerning urban waste-water treatment OJ L 135, 	30/05/1991]  [35:  	DIRECTIVE (EU) 2020/2184 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 16 	December 2020 on the quality of water intended for human consumption, OJ L435/1] 

The commitment in the CSS to protect consumers, vulnerable groups and workers from the most harmful chemicals will be realised through some new and some revised hazard classes under the Classification, Labelling and Packaging (CLP) Regulation as well as through an extension of the generic approach to risk management, in order to ensure that the most harmful substances are not used for consumer and professional products.
In addition, the Commission has just launched the Cancer Inequalities Register[footnoteRef:36]. The aim is to gradually include data on environmental determinants and by 2024 an Inequalities Register that allows identifying trends, disparities and inequalities across EU regions to help target interventions at EU, national and local level. [36:  	European Cancer Inequalities Registry | European Cancer Inequalities Registry (europa.eu)] 

The CSS calls for the development of a framework of indicators to monitor the drivers and impacts of chemical pollution and to measure the effectiveness of chemicals legislation. The Commission has requested the European Chemicals Agency and the European Environmental Agency (EEA) to carry out this work, which should be finalised in 2024. Looking beyond 2024, the indicators may be refined by increasing their reliability or scope, and new indicators may be added.
As part of the mentioned work, the EEA is also looking into the environmental determinants for cancer. This will feed into the ‘European Environment and Health Atlas’ developed by the EEA for 2023.
Paragraph 33: In line with the zero pollution ambition for a toxic-free environment that will be realised via the actions under the CSS, the Commission called out clean circularity of raw materials and non-toxic material cycles the core objectives. To this end, the most harmful substances will be banned for consumer products and professional uses, unless their use is proven essential to society. Substances of concern (having a chronic effect on human health or the environment) will be minimised. Provision in the Ecodesign for Sustainabel Products Regulation proposal (revision of the Eco-Design Directive[footnoteRef:37]) will help track the presence of substances of concern throughout the life cycle of materials and products. Furthermore, the Commission is working on criteria on Safe and sustainable by design chemicals and materials, in order to promote innovation which does not harm health and environment, with a lifecycle perspective. [37:  	Directive 2009/125/EC of the European Parliament and of the Council of 21 October 2009 establishing a 	framework for the setting of ecodesign requirements for energy-related products, OJ L 285, 31 October 2009] 

Paragraphs 37 and 40: The EU Cancer Mission will address research into causes of adult, paediatric, adolescent and young adult cancers under its objective ‘understanding cancer’. The Horizon Europe Work Programme 2021-2022 includes a Coordination and Support Action to set up a platform called UNCAN.eu, which will support a better understanding of the causes of cancer, and a Research and Innovation Action to address mechanisms underpinning those cancers. This includes research on cancer genetics.
Paragraph 43: The Strategy for the Rights of Persons with Disabilities 2021-2030 recognises that persons with invisible disabilities (such as those related to impairments associated to chronic pain or intellectual disabilities), with rare diseases or with cancer, that often lead to impairments, do not always receive the tailored support needed, nor do women or refugees with disabilities. The Commission intends thus to address this through specific actions identified through the inequalities registry in the Europe’s beating cancer plan.
II.	Inclusive screening and detection of cancer
Paragraphs 48, 50, 52 and 57: The new EU-supported Cancer Screening Scheme will help Member States to fully implement the existing Council Recommendations on Cancer Screening covering breast, colorectal and cervical cancer, ensuring that 90% of the EU target population is offered screening by 2025. The Commission is working on a new proposal for a Council Recommendation on Cancer Screening taking into account new evidence and screening technologies that have been developed since 2003. As part of the work on the recommendation, the Commission will assess scientific evidence for extending screenings to other cancer types not previously covered, such as prostate, lung and gastric cancers. In light of the new EU Screening Scheme, screening actions of the Knowledge Centre on Cancer, and the establishment of Comprehensive Cancer Infrastructures in EU Member States, the establishment of a separate platform focusing only on screening would be of limited value, with a risk of duplication of resources and efforts.
Paragraph 56: The Commission’s Group of Chief Scientific Advisors, as part of the Scientific Advice Mechanism, has recently provided clear, evidence-based recommendations (guidelines) that support lung and prostate cancer screening. This scientific, peer-reviewed and published evidence showed the potential to reduce mortality when targeting smokers and former smokers in lung cancer screening.
Paragraph 58: A communication EU-wide campaign, which underlines the importance of screening, will be launched in September 2022. See also replies to paragraphs 2 and 3.
IIIa.	Equal access to cancer care: towards best quality care
Paragraph 62: The Commission’s report on the operation of the Directive 2011/24/EU on the application of patients’ rights in cross-border healthcare and its evaluation is planned for adoption in May 2022. Evidence gathered so far confirms important issues raised in the Parliament’s report such as raising awareness on patients’ rights to cross-border healthcare, improvement of patient information, the need for greater clarity over the two different routes to cross-border healthcare, either under Directive 2011/24/EU or under Regulation 883/2004 on the coordination of social security systems. With regard to clinical trials, while Directive 2011/24/EU aims to facilitate access to cross-border healthcare in accordance with the Court of Justice jurisprudence, the organisation of healthcare and the allocation of resources (including reimbursement and continuity of care) remain Member State competence in accordance with Article 168(7) of the Treaty on the Functioning of the European Union.
Paragraph 77: The Cohesion policy funds are programmed and implemented under shared management. This means that Member States and their national and regional authorities are responsible for setting priorities on the basis of existing needs and recommendations issued in the framework of the European Semester exercise and for implementation of corresponding implementation measures. Consequently, Member States can decide to support investments related to Europe’s Beating Cancer Plan, including related to specialised health centres for cancer treatment, as part of national and regional cohesion programmes if this corresponds to the diagnosis and priorities established in the national/regional and European Semester context. The Commission is committed to continue the support of the European Reference 



Networks (ERNs) in the area of rare and low prevalence complex diseases, including rare and paediatric cancers. New direct grants for those networks are included in the 2022 Work Programme under the EU4Health Programme with an overall budget of EUR 26 million.
IIIb.	Equal access to cancer care and medicines in the EU
Paragraphs 79 and 81: As a flagship action of the Pharmaceutical Strategy for Europe, the Commission is revising the pharmaceutical legislation, Directive 2001/83/EC and Regulation (EC) No 726/2004, also set out in the 2022 Commission Work Programme[footnoteRef:38], to ensure a future-proof and crisis-resistant medicines regulatory system while reducing inequality of access and improving affordability notably of medicinal products for rare diseases, including cancer. Work is ongoing to evaluate the existing legislation and assess the probable impacts of various policy options. [38:  	https://ec.europa.eu/info/publications/2022-commission-work-programme-key-documents_en] 

Paragraph 82: Shortages of medicines have been a serious concern in the EU for several years and have increased during the COVID-19 pandemic. Shortages compromise patient health and severely burden healthcare systems and healthcare professionals. To this end, the Pharmaceutical Strategy for Europe proposes a number of actions to secure the supply of medicines across the EU and avoid shortages, and in particular to revise the pharmaceutical legislation to enhance security of supply and address shortages through specific measures including stronger obligations for supply and transparency, earlier notification of shortages and withdrawals, enhanced transparency of stocks and stronger EU coordination and mechanisms to monitor, manage and avoid shortages.
Paragraph 83: In order to develop procurement that has an impact on securing the supply chains in the health sector, the Commission actively promotes and encourages the use of existing instruments that the Public Procurement Directive 2014/24/EU provides for, such as preliminary market consultation, the competitive dialogue for public procurement and the use of the most economically advantageous tender criterion. The Commission supports the professionalization of public buyers that is the best way to ensure better implementation of purchasing practices leading to reinforcement and diversification of the supply chains. To assist public buyers, the Commission has developed a European Competency Framework for public procurement professionals that Member States can use to improve the organisation of their procurement function[footnoteRef:39]. [39:  	https://ec.europa.eu/info/policies/public-procurement/support-tools-public-buyers/professionalisation-public-	buyers/procurcompeu-european-competency-framework-public-procurement-professionals_en] 

Paragraph 84: In the past years, nearly half of newly authorised medicines are cancer medicines, and they are often high-priced. Despite the surge of innovative products, the large number of well-established, off-patent medicines play a fundamental role in cancer treatment. With time, more and more novel biological and chemical products become subject to completion by generic products, driving down treatment costs. The Commission will consider targeted policies that support greater generic and biosimilar competition, based on the sound functioning of the single market, appropriate market protection mechanisms, the removal of barriers that delay their timely entry to market and increased uptake by health systems. The aforementioned policies will be accompanied by enforcement of the EU competition rules. The Pharmaceutical Strategy for Europe explicitly sets out that the review the pharmaceutical legislation will address market competition considerations and thus improve access to generic and biosimilar cancer medicines.



Paragraph 85: The Commission considers that the provisions of the Regulation on Health Technology Assessment (HTA)[footnoteRef:40] will secure the uptake of joint clinical assessment reports, notably for cancer medicines, that will be assessed starting in January 2025. In accordance with Article 13 of Regulation (EU) 2021/2282[footnoteRef:41], Member States have the obligation to give due consideration to the published joint clinical assessment reports; they have to attach these reports, as well as the dossier submitted by industry at EU level, to their national HTA reports. Based on the information to be provided by the Member States on how the joint clinical assessment reports have been considered when carrying out a national HTA, the Commission shall summarise the uptake of the joint clinical assessment reports and publish a report at the end of each year. [40:  	https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX%3a32021R2282&msclkid=f3f00179b0ce11
	ec9c162724cfb34073]  [41:  	https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32021R2282] 

Paragraph 86: In relation to medicines benefiting from specific regulatory or market protection, such as medicines for rare or paediatric cancers, in 2000 and 2007 respectively, the Orphan and Paediatric Regulations[footnoteRef:42] came into force. One of the objectives for revision of the EU legislation for medicines for rare diseases and children (which includes rare and paediatric cancers) is to ensure availability and timely access of patients to orphan medicines. At the same time, sustainability and affordability issues and pricing policies cannot be solved alone by the Orphan Regulation (Regulation (EC) No 141/2000), as they relate to external factors influencing its outcomes[footnoteRef:43]. The Commission is committed to support Member States in improving the sustainability of their health systems and addressing affordability challenges. [42:  	https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12767-Medicines-for-children-&-	rare-diseases-updated-rules_en]  [43:  	For instance, the functioning of national health systems, commercial strategies employed by companies, 	Member States’ pricing and reimbursement decisions.] 

[bookmark: _Hlk99963725]Paragraph 87: The prerequisite for launching joint procurement between the Member States is collaboration between public buyers. The Commission encourages public buyers in the health sector to network to exchange information on their needs and collaborate on joint projects. The Commission supports the creation of these networks through various initiatives that it promotes (e.g. Big Buyers for Climate and Environment, the network on innovation procurement in the health sector)). Regarding efforts for EU joint procurements of cancer medicines, this may be a valuable tool to improve access to medicines for all EU patients and is an area to be further explored with those interested. The lessons learnt from the COVID-19 crisis can in particular provide a good starting point for further actions on a voluntary basis.
Paragraph 88: Treatments for rare cancers are eligible to orphan medicinal product designation, and in line with the provisions laid down in the Orphan Regulation they can benefit from certain incentives, including up to 10-year market exclusivity. The Orphan Regulation is subject to a revision in 2022 to foster innovation and development of medicines for rare diseases in line with the Pharmaceutical Strategy. 
Paragraph 89: Better understanding and greater clarity are fundamental as a basis for policy debates on the pricing of niche medicines and ‘fair return’ on research contributions. Changing business models (e.g. high value acquisitions of promising pipeline products) and novel payment approaches, such as risk-sharing arrangements and deferred payment schemes, may have long-term implications, and thus affect affordability of new medicines. The Commission will foster transparency of price information to help Member States take better pricing and reimbursement decisions, also considering possible knock-on effects for innovation. The Commission has no plans to review Directive 89/105/EEC relating to the transparency of measures regulating the prices of medicinal products for human use and their inclusion in the scope of national health insurance systems. The Commission supports the Organisation for Economic Co-operation and Development (OECD)’s work on transparency on pharmaceuticals and, as part of the Pharmaceutical Strategy. The Commission promotes exchanges of practices and cooperation between the pricing and reimbursement public authorities on the need to improve transparency.
Paragraph 91: Regulatory recommendations[footnoteRef:44] require that patients entering clinical trials should reasonably well represent the population that later will be treated by the drug, as subpopulations may respond differently to a given drug treatment. This clear statement is fully applicable to the representation of gender in clinical trials, and as such is widely reflected in a number of the European Medicines Agency (EMA)’s clinical guidelines. In the assessment of an application for a marketing authorisation, results based on gender (as for other subgroups) are scrutinized in order to detect the need for specific recommendations. It is recognized that gender specific evaluations to some extent are based on extrapolations between males and females. However, this approach is based on a long regulatory experience. [44:  	https://www.ema.europa.eu/en/documents/scientific-guideline/ich-gender-considerations-conduct-clinical-	trials-step-5_en.pdf] 

Paragraph 96: The Commission commissioned and published a study on off-label[footnoteRef:45] use of medicinal products in the EU in 2017, which provides a detailed analysis of the drivers of off-label use, the existing legal framework at national level, and also policy options. [45:  	https://op.europa.eu/en/publication-detail/-/publication/ecf85518-d376-11e9-b4bf-01aa75ed71a1] 

IIIc.	Equal access to multidisciplinary and quality cancer care: towards a better response to the impact of health crises on cancer patients
Paragraph 103: EMA and European Centre for Disease Prevention and Control (ECDC)[footnoteRef:46] are jointly coordinating independent vaccine effectiveness and safety multi-country studies across population groups. The enhanced pharmacovigilance system that is in place for COVID-19 allows the EMA and the national competent authorities in the EU Member States to closely monitor the safety of vaccines. [46:  	https://ec.europa.eu/info/live-work-travel-eu/coronavirus-response/public-health_en] 

Paragraph 104: Since 2014 Erasmus+ has funded 555 European projects cooperating on skills development in the health care sector[footnoteRef:47]. Following the Erasmus+ call for proposals 2021 the Commission has recently selected a proposal for an Alliance for sectoral cooperation on skills from major stakeholders in health care. The Alliance will build comprehensive curricula and training programmes for the health workforce, including health students, health professionals, but also for occupations newly emerging in the sector. [47:  	https://erasmus-plus.ec.europa.eu/projects#search/project/keyword=health%2520care&options[0]=
	completed&programmes[0]=31046216&actions[0]=31046221%3B43353410&matchAllCountries=false] 

Paragraph 109: Following on the Pharmaceutical Strategy the Commission provides support to the Member States to engage in close cooperation through funding provided by EU4Health to develop guidelines, measures and tools that could be used both at EU level and in national policy making to address structural shortages. Through the recently adopted regulation on the reinforced role for the EMA in crisis preparedness and management for medicinal products and medical devices[footnoteRef:48], the agency has now increased its capacity to anticipate, prevent, monitor and mitigate shortages in the EU. [48:  	EUR-Lex - 32022R0123 - EN - EUR-Lex (europa.eu)] 



IV.	Strong support to cancer patients, survivors and caregivers
Paragraph 111: In the context of the Steering Group on Health Promotion, Disease Prevention and Management of Non-Communicable Diseases, the Commission promotes exchange of information on policies and best practices. Proposals for best practices (including for cancer) can be submitted for assessment via an EU best practice portal[footnoteRef:49]. [49:  	https://webgate.ec.europa.eu/dyna/bp-portal/] 

Paragraph 112: The Commission Work Programme 2022 announced a European Care Strategy for the third quarter, which would address both carers and care receivers, from childcare to long-term care. The Strategy is expected to set a framework for policy reforms to guide the development of sustainable long-term care that ensures better and more affordable access to quality services for all and better working conditions in the sector.
Paragraph 118: The Commission fully acknowledges the central role of patients’ and carers’ associations for the benefit of European patients and health policies. The EU4Health programme[footnoteRef:50] aims to improve patient rights and safety, and access to quality, patient-centred healthcare and related care services. The 2021 and 2022 EU4Health work programmes reflect the consultations with stakeholders (including patients’ associations) cover actions accessible to civil society organisations, and have received a very broad support from the Member States. In particular, the EU4Health 2022 work programme[footnoteRef:51] provides a number of funding opportunities for civil society organisations that include operating and action grants. [50:  	https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.L_.2021.107.01.0001.01.ENG]  [51:  	2022 EU4Health Work Programme (europa.eu)] 

Paragraph 119: The Commission welcomes the call on Member States to fully implement Commission Recommendation 2003/670/EC of 19 September 2003 on occupational diseases, and to introduce compensation claim options for workers with recognised cases of occupational cancer. In doing so, the Commission also acknowledges the subsidiarity principle and national competence in all matters concerning the compensation of occupational diseases.
For most occupational diseases, different administrative and diagnostic criteria exist for the recognition of cases of occupational disease in Member States. The Commission has published the guidance document ‘Information notices on occupational diseases: a guide to diagnosis’ in 2009, which lists diagnostic criteria for the diseases included in Annex I of Recommendation 2003/670/EC[footnoteRef:52]. In addition, the Commission (Eurostat) has established, in the framework of the European Occupational Diseases Statistics (EODS) pilot project, a short list of 16 occupational diseases, at 3-character level, of the International Classification of Diseases (ICD-10). The selection criteria for the short list of occupational diseases were a significant number of cases at EU level and the possibility to recognise the disease in a majority of Member States. Pilot data have been collected and published since 2013 in form of an EU index of occupational diseases and country profiles for most Member States[footnoteRef:53]. However, even for this core list of occupational diseases, some administrative and diagnostic recognition criteria differ among Member States. [52:  	https://op.europa.eu/en/publication-detail/-/publication/5d549879-7f75-4e89-b737-e19f530d1236/language-	en]  [53:  	https://ec.europa.eu/eurostat/web/experimental-statistics/european-occupational-diseases-statistics] 

Paragraph 127: The Commission is aware of considerable disparities in care and prevention practices as well as clinical outcomes for cancer patients between and within Member States. To address this the Commission launched on 2 February 2022, the European Cancer Inequalities Registry. It will identify trends, disparities and inequalities between Member States and regions, as a means of informing investment and interventions at EU, national and regional level. The Registry includes a data tool allowing users to explore and compare data on cancer prevention, detection and care with respect to inequalities due to sex, education, income or urbanisation level. The Commission currently does not plan to adopt any specific European charter of the rights of cancer patients, but supports the work of Member States and other stakeholders to facilitate existing initiatives.
V.	Challenges in cancer among children, adolescents and young adults
Paragraphs 129 and 134: Europe’s Beating Cancer Plan aims to help Member States and stakeholders to improve cancer prevention, and care, including quality of life, well-being, and mental health for young cancer patients and survivors. For instance, under the EU4Health Programme, the EU Network of National Comprehensive Cancer Centres will enable cancer patients and survivors, including children and young patients, to benefit from better access to all steps of cancer care, including psychosocial support. The establishment of an inter-speciality cancer training programme will help Member States to train the cancer workforce to better cooperate cross-linking with different disciplines, including the appropriate well-being and psychological support to young cancer patients and survivors. In addition, the creation of the EU Network of Young Cancer Survivors and the development of a Cancer Survivor Smart Card will help to ensure social networking and improve communication and the links amongst patients, cancer survivors, and social and health professionals.
Paragraph 131: The Commission supports the functioning and activities of four ERNs in the area of rare cancers, including PaedCan-ERN dealing with rare paediatric cancers. As of 1 January 2022 the system of the ERNs was enlarged with new members and almost 1500 highly specialised healthcare units from all 27 Member States and Norway. This will help to improve equal and geographically balanced access to the available diagnosis and treatment.
Paragraph 136: With the ongoing revision of the Paediatric Regulation[footnoteRef:54] the Commission is considering a number of solutions to facilitate and support the development of products intended to address medical needs of children, to avoid unnecessary delays and to simplify procedures for clinical studies. [54:  	https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32006R1901] 

VI.	Challenges of rare adult cancers
Paragraph 150: Based on Article 12 of the Cross-border healthcare directive, the Commission supports the ERNs for rare and low prevalence diseases, including three ERNs dealing with rare adult cancers[footnoteRef:55]. The support provided by the Commission includes ERN activities in the areas of training for health professionals educational activities within the ERN’s respective areas of expertise. [55:  	ERN GENTURIS (ERN on genetic tumour risk syndromes), ERN EURACAN (ERN on adult cancers/solid 	tumours), ERN EuroBloodNet (ERN on haematological diseases).] 

B. Tools for action
I.	Holistic research and its implications
Paragraph 153 and 170: The EU Mission on Cancer will address the challenges of childhood cancer in a comprehensive manner through its four specific objectives of understanding cancer, prevention - including screening and early detection, diagnosis and treatment, as well as quality of life. The Mission on Cancer systematically addresses health inequality and inequity as well as social sciences and humanities as transversal priorities. To optimise the organisation of healthcare services, organisation of and access to cancer treatment, the Horizon Europe Work Programme 2021-2022 includes a Coordination and Support Action to support the creation of a network of comprehensive cancer infrastructures through research capacity building and training as well as a Research and Innovation Action to support public health-oriented, pragmatic clinical trials on poor prognosis cancers.
Paragraph 171: One of the objectives of the Clinical Trials Regulation[footnoteRef:56] (CTR) is to make Europe more attractive for clinical trials, in particular for larger, multicountry trials with broader geographic scope. Increased coordination between national regulatory bodies and between Member States in the case of multinational trials is ensured by the new Union legislation. The performance of the CTR, including comprehensive information on the different types of clinical trials authorised in Europe, will be monitored closely via a set of key performance indicators. Every 5 years an impact assessment will be conducted for the impact of the Regulation on the European clinical trial landscape.  [56:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32014R0536&from=EN] 

II.	Shared knowledge
Paragraph 179: The General Data Protection Regulation (EU) 2016/679[footnoteRef:57] (GDPR) provides rules for the protection of personal data and the free movement of such data within the EU. Its rules do not aim to restrict the provision of cross-border healthcare. [57:   	https://eur-lex.europa.eu/eli/reg/2016/679/oj] 

All controllers and processors subject to the GDPR need to ensure compliance with its rules. Monitoring compliance is in the first place a task for the national data protection supervisory authorities established pursuant to the GDPR and for the national courts.
The Commission has already called on the European Data Protection Board (EDPB) to address the issue of (health) research with guidelines in the 2020 GDPR evaluation report[footnoteRef:58]. The research guidelines are on the EDPB’s 2021-2022 work programme[footnoteRef:59]. To feed into the development of these guidelines, the Commission has sent a questionnaire to the EDPB and has received some answers[footnoteRef:60], which however indicated that the EDPB would deal with many of the questions raised in the upcoming guidelines on research. The Commission has the right to participate in the activities of the EDPB (Article 68(5) GDPR) and will actively follow the discussions on those guidelines. [58:  	COM/2020/264 final]  [59: 	EDPB Work Programme 2021/2022, https://edpb.europa.eu/our-work-tools/our-documents/strategy-work-programme/
edpb-work-programme-20212022_en]  [60:  	EDPB Document on response to the request from the European Commission for clarifications on the consistent application of the GDPR, focusing on health research, https://edpb.europa.eu/our-work-tools/our-documents/other-guidance/edpb-document-response-request-european-commission_en] 

Paragraph 181: Strengthening and scaling up networking through ERNs is included among the specific objectives of the EU4Health Programme adopted in 2021. The EU4Health Work Programme 2022 includes new direct grants for ERNs with the overall budget of EUR 26 million and a Joint Action on the integration of ERNs in the national healthcare systems.
Paragraph 191: The Commission promotes an open science policy by making open access to publications mandatory; open science principles are applied throughout Horizon Europe.



III. Financing Europe’s Beating Cancer Plan
Paragraph 194: On 17 November 2021, the Commission published an Implementation Roadmap for the Cancer Plan[footnoteRef:61], detailing the key milestones and timeline as regards the initiatives of the cancer plan, which is updated regularly. To ensure a smooth governance of the Cancer Plan, three groups (Member States, Commission services, stakeholders) have been set up and meeting regularly to discuss, among others, various EU funding programmes and their synergies. [61:  	https://ec.europa.eu/health/system/files/2022-01/2021-2025_cancer-roadmap1_en_0.pdf] 
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