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mental health and clinical research (2016/2096(IN1))

The European Parliament,

having regard to the Treaty on the Functioning of the European Union, and in particular
its Article 19 and its Article 168, which lists ensuring ‘a high level of human health
protection’ among the objectives of all EU policies,

having regard to the Charter of Fundamental Rights of the European Union, and in
particular Articles 21, 23 and 35 thereof,

having regard to Regulation (EU) No 536/2014 of the European Parliament and of the
Council of 16 April 2014 on clinical trials on medicinal products for human use and
repealing Directive 2001/20/EC,

having regard to Directive 2001/20/EC of the European Parliament and of the Council
of 4 April 2001 on the approximation of the laws, regulations and administrative
provisions of the Member States relating to the implementation of good clinical practice
in the conduct of clinical trials on medicinal products for human use (‘the Clinical Trial
Directive’),

having regard to the Commission communication of 3 March 2010 entitled ‘Europe
2020: A strategy for smart, sustainable and inclusive growth’ (COM(2010)2020),

having regard to the Commission Green Paper entitled ‘Improving the mental health of
the population — Towards a strategy on mental health for the European Union’
(COM(2005)0484),

having regard to the EU-Compass for Action on Mental Health and Well-being,

having regard to the Comprehensive Mental Health Action Plan 2013-2020 of the
World Health Organisation (WHO),

having regard to the WHO’s Global Strategy for Women’s, Children’s and Adolescents’
Health 2016-2030,



having regard to the Mental Health Declaration for Europe of 2005, signed by the
WHO, the Commission and the Council of Europe,

having regard to the WHO’s European Mental Health Action Plan 2013-2020,
having regard to the European Pact for Mental Health and Well-Being of 2008,

having regard to the Commission’s Joint Action on Mental Health and Well-Being
(2013-2016),

having regard to General Comment No 14 of the UN Committee on Economic, Social
and Cultural Rights on ‘The right to the highest attainable standard of health’ (UN Doc.
E/C.12/2000/4) and to General Comment No 20 on ‘Non-discrimination in economic,
social and cultural rights” (UN Doc. E/C.12/GC/2009),

having regard to Recommendation CM/Rec(2010)5 of the Committee of Ministers of
the Council of Europe to member states on measures to combat discrimination on
grounds of sexual orientation or gender identity,

having regard to Rule 52 of its Rules of Procedure,

having regard to the report of the Committee on Women’s Rights and Gender Equality
and the opinion of the Committee on Development (A8-0380/2016),

whereas the right to the highest attainable standard of physical and mental health is a
fundamental human right and includes an obligation of non-discrimination; whereas
everyone should have access to healthcare; whereas access to mental healthcare is an
issue of crucial importance with a view to improving the quality of life of European
citizens, fostering social inclusion and ensuring economic and cultural development in
the Union;

whereas in a global context marked by an ongoing economic crisis and a sharp rise in
unemployment, in particular among young people and women, the incidence of mental
health problems such as depression, bipolar disorders, schizophrenia, anxiety and
dementia is steadily increasing;

whereas the WHO defines mental health as physical, mental, and social wellbeing, and
not just the absence of disease or infirmity; whereas according to the WHO, ‘mental
disorders’ denotes a range of mental and behavioural disorders, such as depression,
bipolar affective disorder, schizophrenia, anxiety disorders, dementia and autism;
whereas the WHO defines mental health as a state of emotional and psychological
wellbeing in which an individual is able to use his or her cognitive and emotional
capabilities, function in society, meet the ordinary demands of everyday life, establish
satisfactory and mature relationships with others, make a constructive contribution to
social change and adapt to external conditions and internal conflicts;

whereas mental health must be seen and addressed holistically, by taking account of
social, economic, and environmental factors, requiring a psychosocial all-of-society
approach to attaining the highest possible level of mental well-being for all citizens;

whereas a holistic strategy on mental health and wellbeing must include a life-cycle
perspective, taking into account different factors that affect individuals of different



ages; whereas the specific vulnerabilities of teenage girls and older women must be
taken into account;

whereas physical and mental health are interlinked, and are both central to general
wellbeing; whereas it is recognised that poor mental health can lead to chronic physical
conditions and that those with chronic physical conditions are more likely to develop
mental health conditions; whereas despite the known links between the two, research on
physical health is often prioritised over that on mental health;

whereas women’s and girls’ mental health is adversely affected by a variety of factors,
including prevalent gender stereotypes and discrimination, objectification, gender-based
violence and harassment, workplace environment, work-life balance, socio-economic
conditions, absence or poor quality of mental health education, and limited access to
mental healthcare;

whereas almost 9 out of 10 people suffering from mental health problems say they have
been affected by stigma and discrimination, and more than 7 out of 10 report that stigma
and discrimination reduce their quality of life;

whereas attention must be paid to geographic factors of mental health and wellbeing and
to differences between urban and rural environments, inter alia in terms of
demographics, access to care and service provision;

whereas the hormonal changes during perimenopause, and the time after menopause,
may affect a woman’s emotional health and lead to mental health problems, including
depression and anxiety; whereas hypersensitivity to symptoms may hinder timely
detection and appropriate treatment;

whereas determinant factors of mental health and wellbeing vary between men and
women and age groups; whereas factors including gender inequality, income disparities,
women’s greater exposure to poverty and overwork, socio-economic discrimination,
gender-based violence, malnutrition and hunger expose women further to mental health
problems; whereas according to the WHO, there is no significant gender difference in
the case of severe mental disorders but women have higher rates of depression, anxiety,
stress, somatisation and eating disorders, while men have higher rates of substance
abuse and antisocial disorders; whereas depression is the most common
neuropsychiatric disorder and is more likely to affect women than men; whereas it is
also the most common illness among women in the 15 to 44 age group;

whereas mental health conditions and mental wellbeing are often overlooked, ignored,
or suppressed, due to stigma, prejudice or lack of awareness or resources; whereas this
leads many of those with mental health conditions not to seek care, and for doctors to
fail to diagnose patients, or at times diagnose wrongly; whereas the diagnosis of mental
health conditions is heavily gendered, with women more likely to be diagnosed with
certain conditions than men;

whereas in particular lesbian and bisexual women, as well as transgender and intersex
persons, face specific mental health issues arising from minority stress, defined as the
high levels of anxiety and stress caused by prejudice, stigmatisation and experience of
discrimination, as well as medicalisation and pathologisation; whereas LGBTI people
may face specific mental health and wellbeing challenges which must be taken into



account in any mental health strategy;

whereas the forms of somatisation occurring most frequently in women and more likely
to be diagnosed in women than in men include fibromyalgia and chronic fatigue, the
main symptoms being pain and exhaustion, although women have many other
symptoms that are common to other diseases;

whereas transgender identities are not pathological, but are deplorably still considered
mental health disorders, and most Member States request such diagnoses for access to
legal gender recognition or transgender-related healthcare, even though research has
shown that the ‘gender identity disorder’ diagnosis is a source of significant distress for
transgender persons;

whereas depressive disorders account for 41,9 % of all cases of disability resulting from
neuropsychiatric disorders among women, as compared to 29,3 % among men;

whereas the WHO has estimated that depression affects 350 million people; whereas by
2020 this illness will be the second leading cause of inability to work;

whereas gender-variant prepubescent children are still subjected to unnecessary and
harmful diagnostic practices, while every child should be able to safely explore their
gender identity and expression;

whereas, because of a variety of factors, primarily concerning different gender roles and
gender inequalities and discrimination, depression is approximately twice as prevalent
among women as it is among men, and transgender people show significantly elevated
levels of suicide ideation and attempts; whereas studies show that imposed traditional
gender roles negatively affect women’s mental health and wellbeing;

whereas not enough attention is paid to mental health and wellbeing in education
systems across Member States, or in the workplace, given that mental health is often
highly stigmatised or a taboo subject; whereas education on mental health fights the
stigma surrounding the subject, and it should address gender-specific vulnerabilities,
gender stereotypes and discrimination facing women and girls;

whereas men and boys experience gendered mental health conditions; whereas in
Europe, men are almost 5 times more likely to commit suicide than women and suicide
Is the biggest cause of death for men under the age of 35; whereas men are 3 times more
likely than women to become alcohol-dependent and are more likely to use (and die
from) illegal drugs; whereas men are less likely to access psychological therapies than
women; whereas men and boys face gender stereotypes surrounding masculinity which
may encourage repression of emotions or resort to anger, and these have an impact on
men’s mental health, as well as on the phenomenon of gender-based violence;

whereas there are about 58 000 suicide cases a year in the EU and a quarter of those
who commit suicide are women, and whereas suicide continues to be a major cause of
death;

whereas the psychosocial all-of-society approach to mental health requires policy
coherence for wellbeing, coordinating healthcare, education, employment, economic
and social policies in order to attain higher overall levels of mental wellbeing;
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whereas eating disorders such as anorexia and bulimia are increasing among adolescent
and post-adolescent girls;

whereas the long-term physical and mental health effects of eating disorders such as
anorexia and bulimia have been well documented, as has the gender dimension of their
causes;

whereas at work women are more exposed to psychological and/or sexual harassment,
which causes psycho-physical problems among those subjected to it;

whereas social care models that address mental illness through sport, arts, or social
activities should be taken into account in public health programmes in respect of
prevention, treatment, and rehabilitation;

whereas people with disabilities risk suffering exacerbated mental health conditions;

whereas sex and relationship education is key for overcoming gender stereotypes,
tackling gender-based violence, and improving mental health and wellbeing for both
girls and boys and women and men;

whereas mental health conditions and illnesses are one of the main causes of incapacity,
adversely affecting health, education, the economy, the labour market and the EU’s
welfare systems, causing large-scale economic costs and a significant adverse impact on
the EU economy, giving further impetus to the need to tackle mental healthcare in a
holistic, comprehensive, and gender-sensitive manner; whereas, according to a study
conducted by the European Depression Association (EDA), one in 10 workers in the EU
has taken time off work for depression, costing society an estimated EUR 92 billion,
mainly as a result of lost productivity;

whereas above and beyond biological characteristics, women’s mental health depends
on factors such as the education that they have received, the extent to which they have
internalised social and cultural values, norms, and stereotypes, the way in which they
have lived through and assimilated their experiences, the attitudes that they have
towards themselves and others, the roles that they play, and the obstacles and pressures
facing them;

whereas taking account of women’s diversity and their physiological distinctness from
men, and incorporating these factors into both preventive and treatment-oriented health
policies addressed to women, with specific measures targeting vulnerable and
marginalised groups, would strengthen the effectiveness of those policies;

whereas for various reasons female subjects have been excluded from toxicology,
biomedical research and clinical trials, and whereas large gender gaps in research limit
how much we know about the difference between women’s health and men’s; whereas,
as a result, biomedical research has tended to reflect predominantly a male perspective,
mistakenly assuming women and men to be identical in areas where physiological
differences exist; whereas there is a lack of research on the specific needs of intersex
women;

whereas the exclusion and under-representation of women as subjects and of gender and
sex as factors in biomedical research and clinical trials put women’s lives and health at
risk;
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whereas Regulation (EU) No 536/2014 on clinical trials of medicinal products for
human use introduced requirements for taking account of gender in trials, but the
implementation of this regulation needs to be evaluated; whereas the regulation does not
specify any considerations regarding women other than for pregnant and breastfeeding
women;

whereas specific strategies to implement guidelines for the study and evaluation of
gender differences in the clinical evaluation of drugs have not been developed by the
European Medicines Agency (EMEA), despite the fact it has acknowledged that ‘some
of the factors that influence the effect of a medicine in the population may be important
when considering potential differences in response between men and women’ and that
‘gender-specific influences can also play a significant role in drug effect’?;

whereas the impacts of such drugs or medication as contraceptive devices,
antidepressants and tranquilisers have on women’s physical and mental health are still
poorly understood, and require further research with a view to eliminating harmful side-
effects and improving care delivery;

whereas the sex and gender dimensions of health imply that women face a number of
specific health risks over their lifetimes;

whereas there is a lack of comparable data on available, accessible and quality
transgender-specific healthcare, and products used in hormone replacement therapy are
not properly tested and licensed:;

whereas maternal mortality is regarded as a major marker of health system efficiency,
quality and performance;

whereas lack of access to of sexual and reproductive rights, including safe and legal
abortion services, endangers the life and health of women and girls and of all persons
with reproductive capacity, increases maternal mortality and morbidity, and leads to the
denial of life-saving care and to an increased number of clandestine abortions;

whereas in all countries with available data, significant differences in health exist
between socio-economic groups and between women and men, in the sense that people
with lower levels of education, occupation and/or income tend to have systematically
higher morbidity and mortality rates; whereas these health inequalities are one of the
main challenges for public health policies today; whereas adverse socio-economic
conditions, poverty and social exclusion have a significant negative impact on mental
health and wellbeing;

whereas comprehensive, age-appropriate, evidence-based, scientifically accurate and
non-judgmental sexuality education, quality family planning services and access to
contraception help to prevent unintended and unwanted pregnancies, reduce the need
for abortion, and contribute to the prevention of HIV and STIs; whereas teaching young
people to take responsibility for their own sexual and reproductive health has long-term
positive effects, lasting throughout their lifetime and having positive impact on society;

EMEA/CHMP/3916/2005 — ICH
http://www.ema.europa.eu/docs/en GB/document library/Scientific guideline/2010/01/
WC500059887.pdf



http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2010/01/WC500059887.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2010/01/WC500059887.pdf
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whereas one in four births in the EU is now by caesarean section and, statistically,
attendant health problems for mothers and children are increasing;

whereas there are already dangerous gaps in provision in some Member States as a
result of closures of maternity hospitals and the considerable reduction in the number of
midwives and obstetricians;

whereas restrictions and budget cuts imposed by national governments in the area of
public health and education also make access to health and mental health services more
difficult and this impacts disproportionately on women, especially single mothers, and
on large families;

whereas female migrants, refugees and asylum seekers may additionally suffer from
sometimes very serious medical conditions as a result of a lack of proper treatment or
face specific problems related to reproductive health, such as complications with
pregnancy and childbirth and potential additional psychological trauma such as
antenatal and postnatal depression, as well as a risk of traumatic exposure to, or
consequences of, (sexual) violence and abuse, and specific risks to their mental health
and well-being; whereas there are several specific challenges to providing mental health
care to these categories, the extent of which varies depending on a range of factors,
including where the persons have come from and the amount of time they have spent in
the host country;

whereas women suffer from certain forms of cancer such as breast, uterus and cervical
cancers that exist predominantly among or are exclusive to women;

whereas women suffering from cancer who have been subjected to surgery and invasive
treatments such as radiotherapy and chemotherapy are in general more prone to
depression;

whereas 10 EU Member States have set the target of screening 100 % of the female
population for breast cancer, and whereas eight have such a target for cervical cancer
screening;

whereas illnesses such as osteoporosis, musculoskeletal problems and central nervous
system illnesses such as Alzheimer’s and/or dementia are linked to hormonal changes
that women experience at the time of menopause, or earlier because of hormonal
treatments; whereas, although it is known that women are affected by these illnesses
with a higher frequency than men, the gender dimension of research on such topics has
been weak;

whereas endometriosis is an incurable disease affecting about 1 in 10 women and girls
(i.e. roughly 180 million women worldwide and 15 million within the EU); whereas this
illness frequently leads to infertility and often causes high levels of pain and mental
health problems, thus making it highly incapacitating for various aspects of work and of
personal and social life;

whereas physical and psychological gender-based violence and violence against women
and their impact on victim’s health constitute a fundamental barrier to the achievement
of gender equality and women’s full enjoyment of the freedoms guaranteed by
fundamental human rights;
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whereas women and girls who are subjected to female genital mutilation are exposed to
serious short- and long-term effects on their physical, psychological, sexual and
reproductive health;

whereas intersex persons subject to genital mutilation also experience effects on their
physical, psychological and sexual and reproductive health;

whereas transgender people are still exposed to forced sterilisation in gender recognition
procedures in 13 Member States;

whereas systematic and adequate data collection on violence against women is crucial
in order to ensure effective policymaking in the field, both at central and at regional and
local levels, and monitor the implementation of legislation;

whereas women who have been subjected to gender-based violence suffer after-effects,
often for life, in their physical and mental health; whereas according to the WHO’s
World Report on Violence and Health?, the repercussions which gender-based violence
has on women can take a variety of forms: physical effects (bruising, fractures, chronic
pain syndromes, disability, fibromyalgia, digestive problems, etc.); psychological and
behavioural effects (alcohol and drug abuse, depression and anxiety, eating and sleep
disorders, feelings of shame and guilt, phobias and panic attacks, low self-esteem, post-
traumatic stress disorder, psychosomatic disorders, suicidal and self-harming behaviour,
insecurity in later relationships, etc.); sexual and reproductive effects: gynaecological
disorders, infertility, complications during pregnancy, miscarriages, sexual dysfunction,
sexually transmitted diseases, unwanted pregnancy, etc.); and fatal effects (murder,
suicide, death from a sexually transmitted disease, etc.);

Gender equality in mental health

Calls on the Commission and the Member States to follow up on the EU-Compass for
Action on Mental Health and Well-being with an ambitious new strategy on mental
health, promoting a holistic psychosocial all-of-society approach, which includes a
strong gender pillar and ensures policy coherence on mental health;

Notes that in the EU, 27 % of the adult population, including both men and women,
have experienced at least one episode of mental illness;

Calls on the Member States to take measures and allocate sufficient resources to ensure
access to healthcare and specifically to mental health services — including women’s
shelters — for all women, independently of their legal status, disability status, sexual
orientation, gender identity, sex characteristics, race or ethnic origin, age or religion;
calls on the Member States and the Commission to address the disparity in access to
mental health provision;

Notes that more research is needed on the mental health impact of gender-based
violence, including verbal and psychological violence, harassment and intimidation;

Calls on the Commission, the Member States, and local authorities to ensure that their
mental health strategies address the mental health challenges that could be faced by
LGBTI people; encourages Member States to implement the recommendations

Krug, Dahlberg, Mercy, Zwi and Lozano, 2002.
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contained in the Council of Europe’s document CM/Rec(2010)5, and to take account of
the specific needs of leshians and bisexual and transgender persons when developing
health policies, programmes and protocols;

Calls on the Member States to promote the setting-up of psychological support centres
for cancer patients in order to provide them with psychological support throughout their
treatment and rehabilitation process;

Draws attention to the serious situation faced by women with disabilities, who are more
often at risk of difficulties that are directly related not only to their disabilities, but also
to increased social isolation and involuntary inactivity; calls on the Member States to
systematically increase the accessibility of preventive psychological care for women
with disabilities, and to provide psychological support for women caring for a seriously
disabled child; highlights the need for a strategy and sharing of best practices on mental
health and wellbeing for women and girls with disabilities;

Calls on the Commission and the Member States to promote information and prevention
campaigns and other initiatives to raise public awareness of mental health problems and
to overcome stigma; urges the Member States and the Commission to invest in formal,
informal and non-formal education for mental health and wellbeing for all age groups,
with an emphasis on gender-sensitive mental health conditions such as depression,
anxiety or substance abuse; calls on the Member States to ensure that schools have the
appropriate frameworks in place to identify and support those suffering from mental
health problems, including gender aspects, and to ensure the accessibility of mental
health services; notes that 70 % of children and young people who experience a mental
health problem have not received appropriate intervention at a sufficiently early age;

Calls on the Commission, the Member States and the European Institute for Gender
Equality (EIGE) to increase the collection of regular data on mental health at EU and
national level, and in particular on the prevalence of depression, with the data collected
being disaggregated at least by sex, gender, age group and socio-economic status and
including sexual and reproductive health indicators;

Believes that the action taken at EU level on mental health and wellbeing should
involve leading figures in the political, health, educational and social spheres, together
with social partners and civil society organisations; considers it essential that mental
health should cease to be a taboo subject in certain social environments;

Insists that the link between socio-economic conditions, mental health and wellbeing is
crucial to policy coherence on mental health, since poverty and social exclusion lead to
greater mental health problems; notes that the feminisation of poverty and austerity
policies that disproportionately impact women put women’s mental wellbeing at greater
risk;

Highlights the importance of social mental health treatment and care, such as through
sport, music, arts and cultural activities, as an important element in health service
delivery, and one which reduces the economic and human cost that mental health
problems can bring to bear on individuals and society as a whole; calls on the
Commission and the Member States to invest more in social mental health care
programmes, such as social prescribing;
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Notes with concern that only 13 EU Member States are known to the WHO to have a
national suicide prevention strategy; calls on the Commission and the Member States to
establish and implement a national suicide prevention strategy and for measures to be
taken to reduce the risk factors involved in suicide, such as alcohol abuse, drugs, social
exclusion, depression, and stress; also calls for systems to be set up to provide support
following suicide attempts;

Recognises the impact of the media, and particularly the internet and social media, on
mental health and wellbeing, particularly for young women and girls, and notes that
more research must be done on the subject; notes that media cultures that emphasise
women’s age and physical appearance potentially cause women and girls adverse
effects on their mental health and wellbeing such as anxiety, depression, or obsessive
behaviour; underlines that effective tools, including legal measures, must be developed
to deal with online bullying, harassment and objectification; highlights the need to
develop an ambitious strategy on e-mental health and wellbeing, and to promote and
work with stakeholders to develop emerging e-therapies; recognises that a media
strategy on mental health must involve all stakeholders, including publishers and the
advertising industry, who must adopt ethical standards so as to avoid the objectification
of women and promotion of gender stereotypes;

Points out that some women have a distorted perception of their image due to media,
stereotyped advertising and social pressure, and develop eating and behavioural
disorders, for instance anorexia, bulimia, orthorexia, binge eating disorder, or bigorexia;
supports a gender-sensitive approach to eating disorders and the need to mainstream it
within the discourse on health and in information addressed to the general public; calls
on the Member States to set up assistance and support contact points in schools to
provide psychological support to students, in particular adolescent girls, who are more
prone to developing eating disorders;

Welcomes the fact that, for the first time, world leaders are recognising the promotion
of mental health and wellbeing and the prevention and treatment of substance abuse as
health priorities within the global development agenda;

Raises serious concerns over the provision of mental health care and facilities to refugee
women and girls in Europe, particularly those living in makeshift conditions across
Member States; highlights that detention of refugees and asylum seekers without
effectively and efficiently processing their asylum claims is in violation of international
law and has a negative impact on their mental health and wellbeing; calls on the
Member States to protect women asylum seekers in detention, and stresses that these
women are to be provided with immediate protection, including ending detention,
speeding up relocation and promoting support and counselling; calls on the Member
States to delink health policies from immigration control by allowing access to basic
healthcare services and not imposing a duty to report undocumented migrants on
healthcare practitioners; asks the Member States, moreover, to implement the multi-
agency guidelines on protecting and supporting the mental health and psychosocial
wellbeing of refugees, asylum-seekers and migrants in Europe, as prepared by
WHO/Europe, UNHCR and IOM;

Points out that women often have to work a two-in-one working day, that is to say, a
day’s work at their place of employment and a day’s work at home, because men do not
devote themselves sufficiently to the responsibility of household tasks and bringing up
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daughters and sons, causing many women to suffer from depression, anxiety, and stress,
in addition to feelings of guilt at their failure to look after the family in the proper way,
that being the role traditionally assigned to women;

Condemns a widespread new sexist stereotype which has it that the modern woman has
to shine in her studies and at work, but must satisfy traditional expectations by being a
good wife and home-maker and a perfect mother while also keeping her looks, a
behaviour pattern that causes many women to feel stress and anxiety;

Calls on the Commission, the Member States and local authorities to develop specific
tailored policies in order to provide mental health services to groups of vulnerable
women in marginalised communities and to those facing intersectional discrimination,
such as refugee and migrant women, women facing poverty and social exclusion,
intersex and transgender persons, ethnic minority women, women with disabilities,
older women, and women in rural areas;

Highlights the importance of a life-cycle approach to mental health, where every age-
group’s needs are addressed in a coherent and comprehensive manner, with an emphasis
on adolescent girls and older women, who on average report a lower rate of life
satisfaction than men of the same age groups;

Recommends that in the case of pregnancy, mental healthcare should begin as soon as
possible in the first trimester, in order to make it possible to identify specific conditions
that may require surveillance, recognise social problems for which women may need
help from social or mental health services and inform women on pregnancy-related
issues; calls for greater comprehensive and local obstetric care provision, extending to
midwives and obstetricians, to be guaranteed in all EU Member States, and stresses the
particular significance of that challenge for rural areas; stresses that psychological
healthcare is just as important as physical healthcare and notes that between 10 and

15 % of women in the EU who have just given birth suffer from postnatal depression;
stresses the importance of women having access to psychological and medical care after
miscarriages and the need for a sensitive and personal approach; calls on the
Commission and the Member States to promote, develop and provide early detection
and treatment of postpartum psychosis and depression;

Underlines that social and employment policies, particularly policies on work-life
balance, must take a holistic approach taking women’s mental health and wellbeing into
account, and calls on the Commission and the Member States to work together with
trade unions, employers, health professionals and civil society in order to develop a
holistic and gender-sensitive approach to mental wellbeing at work; notes the
importance of providing mental health training to those in management positions in
both private and public sectors;

Recognises the important role of formal and informal carers, who are overwhelmingly
women, in mental healthcare; calls for particular attention to be paid to the role of
formal and informal carers in mental health, and particularly to the role of women
carers, as well as action to protect the mental health and wellbeing of the carers
themselves;

Urges the Commission and the Member States to include the mental health and
wellbeing challenges faced by men and boys due to gender stereotypes leading to a
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greater likelihood of substance abuse and suicide than is the case for women; underlines
that policies on men’s mental health must also take into account the perspectives of age
and lifespan, socio-economic condition, social exclusion, and geographic factors;

Gender equality in clinical trials

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; suggests that
clinical trials should also take account of specific vulnerable population groups such as
paediatric and geriatric patients and persons from ethnic minorities; is of the opinion
that gender-disaggregated data should also be collected after commercialisation of the
products, in order to record the different side-effects, alongside research and data on the
implementation of the relevant EU legislation by Member States;

Expresses its deep concern at the fact that the failure to improve women’s
representation in clinical trials and biomedical research results in putting women’s
health and lives at risk, and emphasises that clinical trial methodologies and design
must allow for stratified analysis by age and gender; stresses, therefore, the urgent need
to incorporate gender differences into clinical procedures in the mental health field;

Highlights the importance of the publication of the results of clinical trials so that the
methodology is transparent and accessible;

Recalls that infectious diseases (e.g. HIV and malaria) and adverse pregnancy outcomes
(e.g. stillbirth) are highest in low- and middle-income countries (LMICs); calls for
pregnant women to be included in clinical trials as a way to reduce morbidity and
mortality in mothers and infants;

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; calls on the Member States to encourage research on the long-term effects of
products used in hormone replacement therapy;

Asks the Commission to incentivise projects at EU level focused on how women are
treated in clinical research; considers that such projects should involve health authorities
at all levels and the pharmaceutical industry, by way of developing specific strategies
for implementing the guidelines on studying and assessing gender differences in clinical
trials;

Calls on the Commission and the Member States to invest in awareness-raising
campaigns to encourage women to participate in clinical trials;

Urges the EMEA to draw up separate guidelines for women as a special population in
clinical trials;

Calls on the Member States, when applying Regulation (EU) No 536/2014 in clinical
trials of medicinal products for human use, to use a methodological approach for
clinical trials that guarantees an adequate representation of men and women, paying
special attention to transparency as regards the gender composition of participants, and,
when considering the proper implementation of this regulation, to specifically monitor
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the level of representation of men and women;

Urges Member States, the EMEA, and relevant stakeholders to ensure that sex and
gender factors are introduced at the earliest stages of research and development of
medication, before the stage of clinical trials; emphasises the need for improved sharing
of best practice among research institutions and healthcare providers across Europe on
the subject;

Underlines that urgent action is required to correct 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 diseases;

Emphasises that concerted action must be taken by researchers and all relevant
stakeholders to eliminate harmful side-effects of medication that specifically affect
women, as in the case of anti-depressants, contraceptives and other medicines, in order
to improve women’s health and the quality of healthcare;

Notes with concern that gender discrimination and inequality occur in health and social
care research in developing countries, thereby affecting the development of appropriate
and targeted treatments; points out, in particular, that patients in developing countries
are inadequately represented in pharmacological research; notes that special
populations, including children and pregnant women, have been neglected in
tuberculosis drug development; stresses the need to collect and store samples for
pharmacogenetic study in future clinical trials based on gender; recalls that women’s
different biological and physiological make-up requires proper information about the
effect of drugs on their bodies;

Notes with concern that the increase in offshoring medicine testing to Africa and other
underdeveloped regions may result in serious ethical violations and infringements of
fundamental EU principles such as the right to health protection and healthcare; points
out that not having access to affordable healthcare, health insurance or affordable
medicine, gives vulnerable people, particularly women, no other choice but to
participate in clinical trials in order to receive medical treatment, possibly unaware of
any risks entailed;

Notes that it is a proven fact that women take greater quantities of psychotropic drugs
than men, but that there are very few studies on gender differences regarding the effect
of those drugs, which are prescribed for women and men without distinction and in the
same doses; expresses its concern at the fact that women suffer to a greater extent from
adverse effects of psychotropic drugs because they are excluded from clinical trials and
no account is taken, therefore, of the female physiology; also points out that women,
seek more often than men to resolve their mental problems with the aid of
psychotherapy;

General remarks
Calls on the Commission and the Member States:

@ to promote healthcare by ensuring easy access to services and the provision of
adequate information tailored to men’s and women’s specific needs and the
exchange of best practice in the field of mental health and clinical research;
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to take stock of the specific health needs of women and men and to ensure the
integration of a gender perspective in their health policies, programmes and
research, from their development and design to impact assessment and
budgeting;

to ensure that prevention strategies specifically target women who are at risk of
intersectional discrimination such as Roma women, women with disabilities,
lesbians and bisexual women, migrants and women refugees and women living
in poverty, as well as transgender and intersex people;

to recognise gender-based violence and violence against women as a public
health issue, as stated in WHO Resolution WHA49.25 of 25 May 1996, which
directly impacts on women’s mental health and wellbeing;

to ensure rapid development of the EU-wide survey on the prevalence of
gender-based violence for implementation within the European Statistical
System, as confirmed in Eurostat’s 2016 work programme, and to collect
regular, disaggregated data, in particular on the prevalence of depression, this
data being disaggregated at least by sex, age group and socio-economic status;

to support civil society and women’s organisations that promote women’s
rights, and to work to ensure that women have a voice in European and
national health policy issues and that European and national health policies
respond to their needs;

to incentivise programmes that address the specific needs of women
concerning illnesses such as osteoporosis, musculoskeletal problems and
central nervous system illnesses such as Alzheimer’s and/or dementia,
including those that inform women about prevention methods and offer
training to medical staff;

to pay extra attention to the special needs of women diagnosed with chronic
fatigue syndrome or fibromyalgia by providing them with adequate high-
quality health care services;

to increase funding to foster research on the causes and possible treatment of
endometriosis, as well as the drafting of clinical guidelines and the creation of
reference centres; to promote information, prevention and awareness-raising
campaigns on endometriosis, and to provide means for the training of
specialised health professionals and for research initiatives;

Calls on the Member States to adopt policies for improving the average health level of
the population by eliminating the health inequalities affecting disadvantaged socio-
economic groups; calls, in this context, for active engagement in a range of policy
sectors, with regard not only to public health and healthcare systems, but also education,
social security, work/life balance and city planning, always engaging with a clear
gender equality perspective;

Calls on the governments of developing countries to mainstream gender in mental
health policy, and to develop policies and programmes that address both the specific
needs of women for mental health treatment and the social origins of psychological
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distress; notes with concern that, especially in Least Developed Countries, the exclusion
of women from biomedical research is often the result of lack of information and
awareness campaigns, the roles they play as mothers and caregivers and their lack of
decision-making freedom in their households; strongly believes that better balance in
gender roles and obligations, income security, equal access to education, labour market
integration, more effective measures to promote work-life balance, especially for single
mothers, the development of social safety nets and poverty reduction would further
redress gender disparities in mental health;

Considers that sexual and reproductive rights include access to legal and safe abortion,
reliable, safe and affordable contraception, and comprehensive sexuality and
relationship education;

Considers it regrettable that sexual and reproductive rights are severely limited and/or
apply only subject to certain conditions in several EU Member States;

Is of the opinion that the increasing number of medical professionals who refuse to
perform abortions in Member States represents another threat to the health and rights of
women; urges the Member States to ensure that there is at least a minimum number of
health professionals available to perform abortions in hospitals;

Calls on the Member States to prevent, ban and prosecute the forced sterilisation of
women, a phenomenon that affects in particular women with disabilities, transgender
and intersex persons, and Roma women;

Underlines the fact that screening procedures in the early stages of cancer, along with
information programmes, are considered to be among the most effective cancer
prevention measures, and calls on the Member States to ensure that all women and girls
have access to such screenings;

Stresses that empowering women and promoting gender equality is crucial to
accelerating sustainable development and thus ending all forms of discrimination
against women and girls, including those occurring in mental health and clinical
research, and is not only a basic human right, but also has a multiplier effect across all
other development areas (UN Sustainable Development Goal 5);

Considers that the Member States have an obligation to guarantee local obstetric care
provision as a public service and to ensure that midwives are available in rural and
mountain regions too;

Calls on the Member States’ health authorities to recognise endometriosis as an
incapacitating illness, since this would allow the women affected to be treated free of
charge, even in the case of costly treatments and/or surgery, and would permit special
sick leave from work during the most acute periods, thus avoiding stigmatisation in the
workplace;

Urges the Member States, the Commission and relevant agencies to ensure full access to
high-quality physical and mental healthcare for all refugees, asylum seekers and
migrants, particularly vulnerable women and girls, as a matter of universal human rights
and, in the longer term, to adequately prepare their national health systems for incoming
refugees and asylum seekers; highlights the need for gender-sensitive mental health
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training of immigration, asylum, and law enforcement staff and officials who work with
refugees, asylum seekers and immigrants, especially those who work with vulnerable
women and girls; considers that these necessary healthcare measures should include
provisions such as safe accommodation and sanitary facilities for women and children,
legal counselling and access to sexual and reproductive health and rights, including
contraception, support for survivors of sexual violence, and safe and legal abortion;

Calls on the EU and the Member States to put an immediate end to current austerity
policies and cuts in public spending which affect services that are crucial to the
attainment of a high level of healthcare protection for all women and men and girls and
boys in the EU, regardless of their background or legal status;

Calls on the Member States to ensure free access to health services for unemployed
women, women in rural areas and women pensioners on low incomes who cannot pay
for medical checks and treatment themselves;

Recommends that after the birth of a disabled child or a child with a life-threatening
illness women should be provided with special support, including free access to long-
term paediatric home care, palliative paediatric care and specialised and easily
accessible psychological support;

Stresses that the 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);

Deplores the cutting of public health budgets by Member States, and is disappointed at
the fact that the annual budgets for programmes designed to prevent gender-based
violence and violence against women in all Member States are much less than the actual
cost of such violence, be it economic, social or moral in nature; supports the Member
States in increasing expenditure to support programmes aimed at preventing violence
against women and effectively helping and protecting victims;

Calls on the Member States to take measures in the health-related field of early
detection and support to victims of gender-based violence, and to apply health protocols
in cases of assault, which should be referred to the appropriate courts with a view to
speeding up the legal procedure; also calls on the Member States to guarantee the right
of access to information and integrated social assistance, to be provided through
permanent urgent care services specialising in multidisciplinary professional services;

Welcomes the moves by the Commission for ratification by the EU of the Istanbul
Convention, and regrets that many Member States have not yet ratified it; urges the
Council to ensure the accession of the EU to the Istanbul Convention as soon as
possible;

Stresses that prostitution is also a health issue, as it has detrimental health impacts on
persons in prostitution, who are more likely to suffer from sexual, physical and mental
health traumas, drug and alcohol addiction, and loss of self-respect, as well as a higher
mortality rate, than the general population; adds and stresses that many of the sex
buyers ask for unprotected commercial sex, which increases the risk of detrimental
health impacts, both for persons in prostitution and for the buyers;
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Calls on the Member States to prevent, ban and prosecute female genital mutilation and
genital mutilation affecting intersex persons, and to provide mental health support, in
conjunction with physical care, to victims and to those individuals likely to be targeted:;

Encourages the Commission and the Member States to pay special attention to the most
vulnerable or disadvantaged groups, and to launch intervention programmes for them;

Considers that the lack of comparable, comprehensive, reliable and regularly updated
gender-disaggregated data results in discrimination for women’s health;

Recalls that healthcare and health policy are a competence of the Member States and
that the role of the Commission is complementary to national policies;
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Instructs its President to forward this resolution to the Council and the Commission.



