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Brief analysis/ assessment of the resolution and requests made in it:

This resolution follows up on the Commission's communication of 3 March 2010 entitled "Europe 2020: A strategy for smart, sustainable and inclusive growth" (COM(2010) 2020), the Clinical Trial Directive 2001/20/EC and the Regulation on clinical trials on medicinal products for human use (EU) No 536/2014, the Green Paper "Improving the mental health of the population – Towards a strategy on mental health for the European Union" (COM(2005) 484), as well as the EU-Compass for Action on Mental Health and Well-being. In the resolution, the European Parliament calls for specific actions regarding gender equality in mental health, and gender equality in clinical trials.

With regard to gender equality in mental health, the resolution calls on the Commission to promote healthcare by ensuring easy access to services regardless of gender, and the provision of adequate information tailored to men's and women's specific needs, in addition to ensuring the integration of a gender perspective in health policies, programmes and research. Moreover, the European Parliament calls on the Commission to ensure that mental health strategies address the challenges that could be faced by LGBTI people, as well as to promote information and prevention campaigns to raise public awareness of mental health problems and to overcome stigma. The Commission is also required to develop specific tailored policies in order to provide mental health services to groups of vulnerable women in marginalized communities such as refugee and migrant women, ethnic minority women, women with disabilities and women living in poverty. In addition, the European Parliament calls on the Commission to work together with trade unions, employers and health professionals in order to develop a holistic and gender-sensitive approach to mental wellbeing at work. The resolution requests the Commission to incentivise programmes that address the specific needs of women concerning illnesses such as osteoporosis, musculoskeletal problems, Alzheimer's and/ or dementia, and to pay extra attention to the special needs of women diagnosed with chronic fatigue syndrome or fibromyalgia. The European Parliament calls on the Commission to recognize gender-based violence as a public health issue, as stated in WHO Resolution WHA49.25 of 25 May 1996, which directly impacts women's mental health and wellbeing.
With regard to gender equality in clinical trials, the Parliament expresses its deep concern about the fact that the failure to improve women's representation in clinical trials and biomedical research results is putting women's health and lives at risk, and demands that the labels on pharmaceutical products clearly indicate whether trials on women took place or not, and whether men and women may expect different side effects. The resolution calls on the Commission to invest in awareness-raising campaigns to encourage women to participate in clinical trials, as well as asking the Commission to support projects at EU level focused on how women are treated in clinical research. The Parliament notes with concern that gender discrimination and inequality occur in research in developing countries, thereby affecting the development of appropriate and targeted treatments, and underlines that urgent action is required to correct the gender gaps in clinical trials in areas of health where such gaps are particularly harmful, such as in medication for Alzheimer's, cancer, treatment of strokes, anti-depressants, and cardiovascular disease. The resolution underlines the fact that clinical trials of pharmaceutical products on both men and women are necessary and that these should be inclusive, non-discriminatory and performed under conditions of equality, inclusion and non-marginalisation, as well as being reasonably reflective of the population that would use the products.

7.
Responses to the EP requests and overview of actions taken, or intended to be taken, by the Commission

EU-Compass for Action on Mental Health and Well-being (paragraphs 1, 8, 13, 21 and 22)

The cooperation with Member States in mental health through the Joint Action on Mental Health and Wellbeing – funded under the Health Programme – has resulted in the "European Framework of Action for Mental Health and Well-being". This Framework for Action provides a comprehensive and holistic approach to mental health, and delivers policy recommendations and highlights examples of good practices. It also addresses gender differences and takes into consideration high risk groups. Reports from this Joint Action highlighted the differences in prevalence of depression between men and women. The EU Compass for Action on Mental Health and Wellbeing was created to encourage the implementation of the recommendations from the European Framework and to monitor progress.
Access to health care, specifically mental health services (paragraph 3)

The gender approach in access to healthcare was addressed in a recent call for proposals for pilot projects to be implemented by the Commission on behalf of the European Parliament. It will look at differences in terms of diagnosis, treatment and access to care for women and men. The call asked for proposals to test a framework for adequate access to mental healthcare and to improve mental health literacy.
Mental health challenges faced by LGBTI people (paragraphs 5)

A pilot project on behalf of the European Parliament is exploring the health needs and challenges faced by LGBTI people and analysing the key barriers faced by health professionals when providing care for LGBTI people.

Mental health of women (e.g. paragraphs 4 and 14)

The perspective of gender specificities of diseases and its causes is an important aspect of EU-funded health research. This includes gender representation in clinical trials and clinical research. Mental health research is an important issue for the EU Framework Programmes. One important initiative is the Global Alliance for Chronic Diseases which aims to establish innovative research collaborations between low- and middle-income and high-income countries in the fight against chronic diseases (including mental diseases), where 80% of the deaths occur. It also fills the gap between providing the evidence base for policies and the actual implementation of policies in real-life settings. The Commission will further reflect on mental health issues for future research programmes.
Challenges of disabled women (paragraphs 7)

As regards challenges of disabled women, the Commission has discussed the possibility of improving analysis and providing good practices with the European Institute for Gender Equality.

The European Commission is the focal point for the implementation of the UN Convention on the Rights of Persons with Disabilities (UNCRPD) by the EU, and implements it in the areas of EU competence. In line with the recommendations from the UN Committee on the Rights of Persons with Disabilities from September 2015, the Commission seeks to mainstream gender-disability perspective into its work. The Commission is monitoring the situation within the European Semester, especially via the Country Reports published annually at the beginning of the year. It supports mutual learning in the gender area through the High Level Group on Disability.
As concerns funding, the European Structural and Investment Funds pay attention to gender equality and to the needs of disadvantaged people such as persons with disabilities. Within the monitoring of European Social Fund (ESF) activities, Member States collect data on participants, and they include a category of persons with disabilities broken down by gender. At the beginning of the implementation in the years 2014 and 2015, the ESF already supported over 100,000 women with disabilities.

Data collection (paragraphs 9)
Following Commission Regulation No 141/2013, Member States conducted the second wave of the European Health Interview Survey between 2013 and 2015 putting forward questions on self-reported depression and well-being by sex, age and several of them by socio-economic status.
Feminisation of poverty (paragraphs 11 and 20)

The Commission requested the European Institute for Gender Equality to work on the topic of poverty. Within the review of the Beijing Platform for Action, the Institute delivered the report on women in poverty in 2016 which gave a basis to Council Conclusions on this topic. The Conclusions call for reinforced efforts to address the issue of poverty, taking into account the intersectoral nature of risk for social exclusion and poverty.
Impact of media, in particular internet and social media (paragraph 14)

Under the Connecting Europe Facility (CEF), the Commission co-funds Safer Internet Centres in 27 EU Member States. They share and exchange resources and good practices on online matters and risks such as cyberbullying. The national Safer Internet Centres run helplines for young people, parents, and teachers. They also hold regular presentations in schools, libraries and youth organisations about children’s use of internet, and provide parents and teachers with information and educational advice.

The recent self-regulatory initiative, the "Alliance to better protect minors online", launched and facilitated by the Commission, brings together 22 leading ICT and media companies, NGOs and UNICEF. The aim of the Alliance is to improve the online environment for children and young people, specifically by curbing harmful online content and behaviour including cyberbullying.

Rights of refugee women (paragraph 17)

The Gender Equality Advisory Committee adopted an Opinion on challenges faced by refugee women, including access to healthcare services, in December 2016. The Commission co-ordinated the work on the Opinion, which provides good practices of gender mainstreaming in both reception and integration measures and calls for the Commission’s and Member States’ actions to address challenges, including in access to healthcare and prevention and combatting violence. The Commission is assessing how issues raised in the Opinion can be further addressed in its initiatives and migration policies. Members of the Advisory Committee were also encouraged to put issues raised in the Opinion in the spotlight of discussions at national level. Concerted actions are necessary to address existing gaps in protection of refugee women and their successful integration in societies. In 2016, the Commission also proposed to strengthen reception conditions to respond to the needs of women in the revision of the Reception Conditions Directive, which is now subject of negotiations in the Council.
Work life balance and mental health (paragraphs 18, 19 and 23)
The Commission’s actions in the field of prevention of violence against women (described below) will contribute to the prevention of mental health concerns due to violence. The Commission further plans to contribute to the well-being of women in its upcoming work-life balance initiative. The initiative is due to promote equality between men and women with regard to labour market opportunities and treatment at work, addressing low female participation in the labour market and supporting the equal use of occupational rights. The initiative aims to express that better work-life balance is a matter for society as a whole.
Equality in clinical trials and biomedical research (paragraphs 26-38)

With respect to gender equality in clinical trials, guidelines by the European Medicines Agency on gender considerations in the conduct of clinical trials (EMEA/CHMP/3916/2005-ICH) require that patients entering clinical trials should reasonably well represent the population which will later be treated by the medicinal product, as subpopulations may respond differently to a given treatment. These guidelines reflect the agreements within the International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use.
With respect to paragraph 28, the Clinical Trials Regulation (EU) No 536/2014, which will become applicable by October 2018, provides provisions to sponsors to ensure that the subjects participating in clinical trials represent the population groups, for example gender, age group and, where relevant, subjects with specific needs, that will likely be treated with the medicinal product investigated in the clinical trials. If a specific gender or age group is excluded from or underrepresented in the clinical trials, the sponsor needs to provide an explanation of the reasons and justification for these exclusions. Furthermore, sponsors should submit a summary of the results of the clinical trial together with a summary that is understandable to a layperson within one year from the end of the clinical trial, unless a justification is provided That summary should include information on population of subjects, including age group breakdown and gender breakdown
With respect to paragraphs 30 and 37, the Commission would like to mention that it is already a well-established practice and requirement to highlight in the Summary of Product Characteristics (SmPC) and package leaflet of medicinal products if there are differences in adverse drug reactions between men and women. Recent studies show that even if there is gender imbalance in some indications that does not necessarily mean women were not studied at all. An article published by the European Medicines Agency (EMA) in 2007
 concluded that overall there was no, or negligible, evidence of gender bias when considering trials conducted on medicinal products across all its indications. Therefore EMA believes that it is much more relevant to provide information to the physician and users on whether there are available data from use in pregnancy, which is usually already stated in the SmPC and in the leaflet. In addition, it should be noted that the EU Pharmacovigilance legislation requires a series of tasks for the proactive monitoring and minimisation of risks from marketing authorisation holders, e.g. all newly authorised medicines or existing products with a new major safety concern must have a Risk Management Plan. The effectiveness of the risk-minimisation measures, such as specific warnings or contra-indications in women where relevant, will be monitored in Periodic Safety Update Reports (PSURs) and/ or by means of Post-Authorisation Safety Studies, and will be assessed by EMA and its scientific committee for pharmacovigilance (PRAC).

Regarding paragraph 32, the Commission considers it valuable to educate the public about the value of participation in clinical trials and encourages both women and men to participate. The Clinical Trials Regulation provides increased transparency and information through the Clinical trials portal and database, currently being developed by EMA.

With respect to paragraph 33, EMA does not currently foresee a separate guideline for women as a special population in clinical trials. It is agreed that the needs of women should be carefully addressed where needed. It should be noted that the clinical reports that EMA receives and assesses contain clear representations of the clinical trial population demographics, including sex distribution. In addition, the assessment report of the Committee of Medicinal Products for Human Use (CHMP) has a specific "special population" section in the Pharmacokinetics chapter that includes an analysis of the sex distribution of the studied population, including a critical discussion of any differences emerging from the clinical data and of the (scientific and ethical) criteria for excluding vulnerable groups from the studied population. EMA is addressing the needs of women in various other ways. For instance, through the pharmacovigilance legislation, it collects new and additional evidence, such as via pregnancy registers. In addition, EMA immediately undertakes appropriate activities where there is a gap in knowledge or the need for regulatory guidance. For example, the pharmacovigilance Module "Pregnancy and breast-feeding" is currently under revision and will be released for public consultation in 2017, and an EMA stakeholder meeting on this topic is foreseen in 2017. This module aims at defining standards for post-marketing measures to collect meaningful safety information on medicine use in pregnancy and lactation which is not feasible before registration. This should lead to improved knowledge which will be reflected in the product information to ensure safe and effective use of medicines.

Under Horizon 2020 Societal challenge 1 Health, Demographic Change and Well-being (SC1), the Commission provides updated guidelines as well as a template for information on clinical trials which includes the following specific request to applicants: "Please discuss appropriate inclusion of woman and special populations, especially children and elderly (with defined age groups). If these populations are excluded, please justify". The Commission intends to strengthen this point further in future guidelines.
With respect to paragraph 35, there are scientifically and ethically sound reasons not to expose more vulnerable subjects (potentially pregnant women, very old people) to a substance posing uncertain risk. As mentioned above, gender factors and exclusion criteria are analysed and described in the CHMP assessment report "special population" section under Pharmacokinetics. It should also be noted that in terms of scientific evaluation it is more important to ascertain that sex distribution is scientifically meaningful rather than equal in quantitative terms.
Health and social care research and clinical trials in developing countries (paragraphs 38 and 39)
Gender intersects with other determinants which affect women, men and transgender persons differently in different contexts worldwide. Gender inequalities relative to risk exposure, morbidity and access to healthcare including appropriate medicines, shall depend on the interaction of mental health and other social and environmental determinants, at the population level, together with individual and biological or genetic factors. Research has therefore developed the concept of intersectionality to better study how gender implies differences in research and in health needs, to better document inequalities in access to health friendly environments and care services, in different settings, including developing countries. In the latter, more research is needed to disentangle the effect of socio-economic and human rights deprivation on enrolment in and benefits from clinical trials.

Integration of a gender perspective in health policies, programmes and research (paragraphs 41 a and b)

The Health Theme of the Seventh Framework Programme for Research has funded projects taking into account and studying sex and gender difference in research, which can serve as good examples, such as ATPBone, which studies the effects of treatments for osteoporosis in both sexes and performs association studies of genetic polymorphisms in cohorts comprising of both men and women.

Addressing the gender dimension has been mainstreamed in the Horizon 2020 work programmes and the health-related calls for proposals. Applications for EU funding to health research projects, including pre-clinical and clinical studies, require that sex and gender differences are taken into account. Furthermore, under Societal Challenge 1, at least 50% of the topics in 2014-2017 Work Programmes make explicit reference to including/ respecting sex and gender differences in the proposed research.
Violence against women (paragraphs 41 d, 41 e, 58 and 59)

Violence against women is a wide-spread phenomenon in the EU and has very negative effects on women’s health. This year the Commission is stepping up its efforts to combat violence against women through a number of focused actions which aim to mobilise, connect and support all relevant stakeholders. The Commission will support 12 national Member State projects that are aimed at developing and implementing practical and targeted information, awareness-raising and educational activities. Many projects will train professionals including doctors, nurses and social security professionals. The Commission also funds projects which prevent violence, for example, by teaching young people about stereotypes or by implementing campaigns with messages that will help women and men alike to recognise various forms of violence and challenge victim blaming attitudes. The Commission will also fund civil society organisations that have a lasting impact. In 2017, through calls for proposals, the Commission will award grants to educate and raise awareness among girls and boys about gender-based violence, promote access to justice, and support to victims. Later in 2017, the Commission will organise several Mutual Learning Seminars for Member States, where countries share their most successful policies to tackle violence against women or help victims.
In addition, the Commission will strengthen efforts to mainstream the issue of violence against women across different policy areas, thereby reaching a variety of groups of stakeholders. Importantly, our commitment also includes enforcing and reinforcing the EU legislative frameworks to combat and prevent violence against women and to support its victims. The Commission is putting all efforts behind the EU accession to the Istanbul Convention as this Convention provides the EU and the Member States with an overarching framework for action to combat violence against women. Finally, the Commission plans to carry out a survey on the prevalence of violence against women.
Women-specific diseases, especially endometriosis (paragraph 41 i)

The Commission has funded and is funding many research projects specifically addressing women's diseases, such as breast cancer, osteoporosis and endometriosis and will continue to do so. Research topics under Horizon 2020 are very broadly defined and therefore cover the whole range of diseases, even though these may not be mentioned explicitly in the topic text.
The Commission is also organising – on behalf of the European Parliament – the implementation of a pilot project aiming to improve the understanding of sex and gender differences in chronic diseases, using coronary heart disease as an example. The final conference on 11 October 2017 will present knowledge from the civil society regarding gender and cardiovascular disease. Two factsheets with all this information will be translated into all European official languages to raise awareness.

Eliminating the health inequalities affecting disadvantaged socio-economic groups (paragraph 42)

Improving population health and reducing health inequalities, including through providing support to the health needs of disadvantaged socio-economic groups and other people in vulnerable situations is an overall objective of EU health policy, in collaboration with other policies. A specific Joint Action on Health Inequalities between Member States under the Health Programme will be launched in 2017.
Cancer screening (paragraph 48)

The Council Recommendation on cancer screening (2003/878/EC) sets out principles of best practice in the early detection of cancer and invites Member States to take common action to implement national population-based screening programs for breast, cervical and colorectal cancer. To support Member States, the Commission has produced European guidelines for quality assurance in cervical cancer
, breast cancer
 and colorectal cancer screening
. The Commission's Joint Research Centre is currently developing the European Commission Breast Cancer Initiative – a new edition of the breast cancer screening guidelines as well as a European pilot accreditation scheme for breast cancer services, based on the European Quality Assurance guidelines with support from the EU Health Programme.
UN Sustainable Development Goal 5 (paragraph 49)

Around the world, hundreds of thousands of mothers and babies die on the day of birth, and millions more are left with serious illness. As one of many activities to address this goal, the Commission launched the Birth Day prize in 2016. The challenge of the prize is to identify and bring innovative solutions to the markets which prevent death and complications during pregnancy and childbirth. This Prize will be awarded to a solution that best demonstrates a reduction in maternal and/ or newborn morbidity and mortality and/ or stillbirths during facility-based deliveries.

Access to healthcare for refugees, asylum seekers, migrants (paragraph 52)

The Asylum, Migration and Integration Fund (AMIF) supports the provision of health and psychological care to female and other asylum seekers and supports the provision of advice and assistance in the area of health and psychological care to third country nationals legally residing in the Member State (including to refugees) as part of integration measures.

In addition, the Health Programme has supported several projects in more than 20 countries in Europe to strengthen countries' health systems, support hotspots' health management, improve migrant's access to healthcare and reduce health inequalities by providing training for health professionals, law enforcement officials and social workers working with migrants and refugees. A specific training package for mental health is foreseen in a recent contract.

Achievement of the right to health for all prevails over the protection of intellectual property rights and depends on investment in European health research, including health technologies and drugs for poverty-related and neglected diseases (PRNDs) (paragraph 56)

The EU set up the European and Developing Countries Clinical Trials Partnership (EDCTP), between European and sub-Saharan African countries (http://www.edctp.org) in 2003. The EDCTP aims to accelerate the development of new or improved medicines against poverty-related and neglected infectious diseases prevalent in sub-Saharan Africa by supporting clinical studies and related capacity building in sub-Saharan Africa (e.g. strengthening the ethic review and medicines regulatory capacities in sub-Saharan African countries). Currently, the EDCTP involves 14 African and 14 European countries as members of the EDCTP Association based in The Hague (with a liaison office in Cape Town). The EU supports the second EDCTP programme (2014-2024) under Horizon 2020 with nearly EUR 700 million. Under the first EDCTP programme (2003-2015), supported by the EU with EUR 200 million, the focus was on population groups that were particularly vulnerable to poverty-related infectious diseases, including pregnant women and breast-feeding mothers, while ensuring that the trials funded complied with international standards of ethical, regulatory and scientific conduct. EU funding under EDCTP2 follows the Horizon 2020 Rules of Participation and contributes to access to medicines and de-linking the price of medicines from the costs of corresponding R&D. Open access to publications, and where appropriate open access to research data, is essential for maximising impact and promoting the health benefits from the results of publicly funded health research and innovation. Grant agreements under Horizon 2020, including EDCTP2, involve binding provisions on the dissemination and exploitation of results and on open access to publications.
Female Genital Mutilation (paragraph 61)

In Communication COM(2013) 833 of 25 November 2013, the Commission reaffirmed its commitment to eliminate Female Genital Mutilation both within and outside the EU, acknowledging that the linkage between the communities affected in EU and their countries of origin needs to be taken into account. In the follow-up to this Communication, the Commission undertook many activities, including exchanges of good practices, awareness raising, providing funds to NGOs working with victims. The European Institute for Gender Equality is improving the evidence on Female Genital Mutilation, and the on-going year of focused actions to fight violence against women includes Female Genital Mutilation.
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