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France recently passed a law criminalizing conversion therapy – which includes group sessions, injections and electric shocks to alter someone’s sexual orientation or gender identity after President Macron signs it into effect. A recent Ifop study underscores France’s increasing acceptance of homosexuality and gay parents, yet some prejudices and stereotyping remain.




Young people are more open about their sexuality and gender. Lesbian, gay, bisexual and transgender (LGBT) people continue to face discrimination and violence worldwide despite social, political and cultural challenges – a violation of fundamental human rights that France is committed to combatting by protecting LGBTI rights and advocating equality.




At France’s 2012 national elections, former Socialist President Francois Hollande promised to legalise gay marriage, regularize gay porn and grant parenting rights to same-sex couples during his campaign for political office. When the law took effect in April 2013, same-sex couples held their first wedding ceremonies under its new rules; but its implementation was not without controversy: its debates in parliament and protest marches by opponents united under blue and pink logos were often harsh; media reports also reported an increase in homophobic hatred that had previously gone unsaid.
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Recent years have seen an unprecedented spike in reports of homophobia or transphobia across France




Prompting government action to combat it. Elisabeth Moreno, Junior Minister for Gender Equality has recently unveiled an extensive national plan designed to combat this scourge at home, school, university, work and media settings while training police officers on how to respond appropriately when attacks happen. Furthermore, this plan includes measures against groups offering conversion therapy — which involves group sessions, injections and prayer attempts at changing sexual orientation or gender identity through group sessions, injections or prayer — in attempts at changing sexual orientation or gender identity by changing sexual orientation or gender identity through various means.




Oxford’s distinguished series on sexuality brings together an impressive array of intellectual, social and cultural historians to address homosexuality in modern France. While individual chapters may vary in research topics and analytic focus, one gets the impression that a subdisciplinary consensus is working effectively and strongly across France – thus marking this book as a significant milestone in contemporary homosexual studies.




Though France is widely seen as one of the friendliest nations for LGBTQI individuals, they still experience significant discrimination every day – violence, slurs and online and offline hate speech are commonplace; according to SOS Homophobie (an anti-discrimination non-governmental organisation) more acts of physical aggression against lesbians and transgender people increased by 33% (+130%) between 2015-20.
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Anti-gay sentiment and actions have recently seen an alarming resurgence in French political life




Particularly at its National Assembly where President Nicolas Dupont-Aignan has made it his mission to “revive France’s tradition of open debate and respect”, calling for a return to its “democratic culture” from the 1980s, when France was among the first countries to decriminalise homosexuality and pass anti-discrimination laws.




French authorities recently announced an increase in funding for groups supporting victims of homophobia and transphobia, in an effort to strengthen LGBTI people – particularly women – rights while helping overcome any stigma which prevents them from reporting attacks against themselves.




Use of language to marginalise LGBTI people has long been an accepted practice across Europe. Both Greek and Latin had vast lexicons of epithets used against homosexual practices or effeminate behaviours among men, which were seen as signs of lack of masculinity; male homosexuals also suffered lower social standing during Renaissance due to supposedly less potency sex (Van Raemdonck et al., 2011).




Modern romance languages’ words “homosexuel” and its Italian equivalent “omosessulale” continue to stigmatise gay sexual behaviors and identities. This can be seen from their time series of frequency in French and Italian until 1962 and their subsequent gradual increase, reflecting eased censorship and increased awareness. Fig 2 depicts their respective graphs.




Pede’s return is particularly alarming in France since this word once held negative connotations but now appears more positive due to resemantisation or enemy (Rastier & Valette, 2009). Pede is now used to refer to paedophilia although initially intended to stigmatise homosexual paedophilia.




French society has historically been considered one of the world’s leaders regarding LGBT rights




Although homosexual acts were punishable by death before and after the 1791 French Revolution, laws outlawing such actions have gradually disappeared from penal codes. Protections were passed into law for sexual orientation discrimination in 1985 and homophobic insults criminalised in 2004, yet perceptions that homosexuals are inferior remain entrenched among many people.




According to an Ifop study, 85 percent of French citizens view homosexuality as just another way of living their sexuality – an improvement on the 24 percent who felt this way just seven years after homosexuality was decriminalised in France. Still, certain individuals remain uncomfortable around LGBT people; 30 percent think jobs that involve close contact with children should be prohibited for homosexuals.




Recent surveys conducted in France revealed that 12 percent of French young women and 8 percent of young men have already experienced homosexual relationships, and 30 percent of girls said that they would consider engaging in one if the opportunity presented itself. One reason could be attributed to shifts in sexual practices; specifically an increase in oral sex practice among women while men have seen this practice decrease significantly over time.




As for same-sex parenting, the French government has made great efforts to support families where both mothers or fathers share parental responsibilities, through a fund set up in 2017. Furthermore, France was one of the first governments to join the Equal Rights Coalition: an association of States committed to upholding LGBTI rights through public declarations and joint confidential demarches; others continually threaten an impressive feat considering their rights.
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The French are less aware of the reality of same-sex parenting




Even though more people have accepted homosexuality and, according to opinion polls, French citizens support gay marriage, this society remains far from open. Homophobia remains prevalent in certain areas and among older people, poorer people, women and those with lower educational levels; tolerance has yet to dispel some old prejudices about homosexuality; one fifth believe jobs requiring permanent contact with children should not go to homosexuals.




France has pledged its support to combat homophobia and to the efforts of the UN’s core group on LGBTI rights. France regularly participates in high-level events and issues joint statements on issues pertaining to lesbian, gay, bisexual and transgender (LGBT) persons and intersex people who face stigmatization. Even though gay and lesbian porn remain one of the top categories most french seek when watching porno francais, the LGBT community remains a source of fetishisation and struggling to get the rights they deserve. 




As of 2013, when civil unions and marriage law allowed same-sex couples to adopt and have children, social acceptance for gay and lesbian individuals has grown considerably more inclusive. Unfortunately, access to assisted reproductive technology (ART) and surrogacy services remains illegal for homosexual couples in France, thus forcing them to travel overseas to secure these services. This chapter uses qualitative analysis techniques to explore how gay and lesbian individuals “make families” within current legal constraints using ART/surrogacy services as examples.




This includes how they negotiate relationships with family, other partners and find support networks to assist with managing their lives. Here, the Church plays an essential role. Church is a source of unity, offering wisdom in discussions regarding families and sexuality. Many parishioners, religious, and priests in France and worldwide have pledged their support towards LGBT+ Catholics to build an inclusive church community. James J Martin SJ is an example of this, though his work has been under attack from conservative and traditionalist Catholics for it. Nevertheless, it remains important and necessary, given that the Church is more open than ever before to discussion of such matters.
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		EUnetHTA aimed to build a strong network of HTA institutions and develop a range of practical tools that would increase the impact of HTA at all levels of healthcare. It also sought to reduce duplication of effort and to increase HTA input to decision making in European countries and the EU.

1. To increase the impact of HTA at all levels of healthcare

The EUnetHTA network is a structure for HTA collaboration in Europe, allowing national and regional HTA agencies, research institutions and health ministries to exchange information. This is important for facilitating harmonisation of policy and enhancing the impact of HTA on patient outcomes.

The network’s objectives are to increase the use, quality and efficiency of European HTA. The aim is to establish an effective and sustainable HTA collaboration that brings added value at the regional, national and European level.

It also aims to address methodological challenges in the implementation of Joint Action 3 (JA3), which requires rapid relative efficacy assessments (REAs). A pilot on REAs is being run jointly with the EMA in 2021.

REAs are comprehensive assessments of the evidence that support the clinical efficacy, safety and cost effectiveness of a new medical product or intervention. They consist of nine domains, including health problem and current use; description and technical characteristics; safety; effectiveness; costs and economic evaluation; ethical, organisational, patient/social and legal aspects.

2. To reduce duplication of effort

EUnetHTA aims to reduce duplication of effort by connecting public national/regional HTA agencies, research institutions and health ministries, to enable effective exchange of information and support to policy decisions in Europe. In addition, EUnetHTA aims to increase the impact of HTA at all levels and strengthen the link between HTA and healthcare policy making in European countries and the EU.

To support the strategic objectives of the project, EUnetHTA aims to make use of contemporary technical opportunities, including Web-based tools developed by other HTA organizations and modern information and communication technology. These innovations have the potential to change the way HTA is carried out.

The production process of EUnetHTA REAs was changed following JA2 experiences and a survey conducted in JA3 (see Table 1). These changes focused on procedural aspects such as transparency, usability, and inclusiveness.

In order to reduce duplication of effort, the POP database was used as a tool to inform HTA agencies when other Partners had started working on the same topic. This information allowed partners to defer their own assessment until the other Partner has finished its project and to save on resources.

3. To increase HTA input to decision making

Health technology assessment (HTA) is defined as a multidisciplinary process that summarizes information about medical, social, economic and ethical issues related to the use of a health technology in a systematic and transparent manner.

The practice of HTA varies considerably across national settings and is highly context-dependent. It informs policy and decision making in a range of political, economic and institutional contexts.

EUnetHTA aims to increase HTA input to decision making in European countries and the EU. This involves supporting countries with limited experience in HTA; strengthening the link between HTA and healthcare policy making at all levels of healthcare; and ensuring that national health systems are well-equipped to implement the findings of HTA reports, both through direct policy impact and by facilitating knowledge translation and quality improvement.

In addition to this, EUnetHTA aims to improve the usability of REAs through procedural changes. These changes are based on qualitative and quantitative feedback from JA2 experiences and recommendations, JA3 feedback workshops and evaluation and implementation surveys.

4. To support countries with limited experience in HTA

Healthcare decision-makers throughout Europe rely on HTA to ensure they are making evidence-based decisions. This involves a range of analyses including relative efficacy and relative effectiveness assessment, which assess the medical or therapeutic added value of medicines compared with alternatives in a controlled environment (relative efficacy) or in real-life settings (relative effectiveness).

A common challenge in CEE countries is that there are limited resources for HTA. In addition, there is a lack of top-level policymakers who have experience in HTA.

Therefore, HTA doers have to be creative and specialized in order to produce effective assessments. This means that training of HTA professionals and staff is vital.

EUnetHTA aims to support countries with limited experience in HTA by developing tools and information resources for HTA implementation. It also aims to create social coherence and establish a communication platform for HTA in Europe. To achieve these objectives, EUnetHTA will focus on the following areas:
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		HTA is one of the final steps that pharmaceutical companies must undergo before their medicines can be marketed in Europe. It is a vital step for market access and can be costly and time-consuming.

The European Commission recently rolled out a new regulation to harmonise HTA cooperation across Europe. This will benefit patients and providers by reducing duplication of work and accelerating medicines access.

What is an HTA?

An HTA is a structured process used to assess the clinical and economic evidence surrounding the use of new health technologies. This process ensures that new technologies are added only after proven effectiveness and cost-effectiveness have been shown. This is important for reducing the risk of adding or removing unproven technologies that may increase health costs.

The European HTA process consists of two main components – assessment and appraisal (see Figure 2 for a description of these processes). In an assessment, evidence is assembled to evaluate the clinical and economic impact of a technology. The appraisal phase uses the evidence gathered during the assessment to make recommendations about how a new technology should be covered by a health system or payer.

As the global pharmaceutical industry continues to develop new products, there is a need for increased understanding of how these products can benefit patients and what the appropriate pricing should be for these products. This is an area that is rapidly evolving and has spawned many new approaches to health technology assessment.

Depending on the goals and preferences of a health system or payer, an HTA may be carried out as a stand-alone process or part of a larger price determination process. The latter usually entails negotiations between the manufacturer and health system or payer about prices for the technology. The negotiation process is usually based on an assessment of the price-effectiveness of the drug or technology and is often not completely transparent, as it requires that each party be willing to share relevant information about costs and savings.

Another approach to HTA is a “managed access” program. This is a recent development that allows manufacturers to obtain approval of a new technology based on less developed clinical trial results/data provided they collect more robust clinical data that will support its use in the real world. This is often called conditional approval and has the potential to accelerate the pace of a new technology’s access into a healthcare setting, while also potentially improving patient outcomes and decreasing treatment cost.

This type of process could be incorporated into the U.S. drug pricing landscape in the future, although it is likely that implementation will be complex. It will need to be adapted to the political environment and public distrust of government interference in healthcare. It will also need to incorporate a range of factors such as transparency, stakeholder engagement and the impact on access to the technology.

How is an HTA carried out?

Health technology assessment (HTA) is a process by which the properties of a health technology, including the medical, economic and social effects, are evaluated and compared to those of alternative alternatives. It is a systematic method that summarises the available information to help inform decision-making about new technologies in healthcare.

HTA is grounded in a variety of methods, ranging from policy analysis, evidence-based medicine and health economic evaluation to social science. It gives context-specific input to healthcare policies and decisions, which is important in ensuring that the right interventions are used at the right time.

In most cases, HTA is a two-part process. The first part, called assessment, involves systematic review and evaluation of scientific evidence about clinical outcomes and/or economic costs associated with a particular health intervention. This information is then used by the second part, called appraisal, to develop coverage recommendations.

Depending on the goals and preferences of the health system or payer, the HTA process can be implemented in different ways. For example, some countries choose to negotiate prices with drug companies. Others prefer to use risk-sharing schemes that allow companies to discount the list price of a drug in return for providing patients with better access to the medication.

The basic criteria that HTA bodies apply in their decision-making are the comparative clinical and cost-effectiveness of a new drug or technology to its existing standard of care. In addition to this, HTA bodies take into account the benefits that a technology or drug would bring to a health system and whether those benefits are worth the additional cost to the health system.

However, the complexities of implementing an HTA in the U.S., particularly when incorporating economic evidence, may make it difficult for HTA bodies to be influential in the coverage decisions of public and private payers. This is also true in Europe.

Hence, there is an urgent need to identify best practice for conducting HTAs across the European Union and its Member States. This will help to ensure that HTA is an effective and efficient tool for evaluating and informing the use of health technology and to contribute to a more sustainable and competitive healthcare system. The objective is to create a framework that is easy to apply and which allows HTA to become more transparent, consistent and effective.

What are the basic criteria that HTA bodies apply in their decision-making?

Health technology assessment (HTA) is a systematic process that helps governments and other decision-makers in health systems to assess the value of new medicines and technologies. This is a key part of policy-making in many countries. It is used to determine whether a medicine or technology should be made available and to generate guidance on how the new medicine or technology should be prescribed safely and effectively.

In HTA, the benefits of a drug or technology are compared with other treatments that have already been approved and are being used in the same patient populations in the health system under consideration. This comparative clinical and cost-effectiveness analysis is important because it helps the health system decide whether a new treatment offers genuine value to their health system at a price that they are willing to pay.

This is often done through a combination of different methods and approaches, depending on the type of HTA body that is carrying out the appraisal. Some are reliant on high-quality, rigorous studies while others rely more on qualitative research and a variety of other methods such as economic modelling and risk-sharing schemes.

One of the key criteria that are used by HTA bodies in their decision-making is to understand the impact that a new drug or technology will have on patients and their families. This can include what it means to their quality of life, their ability to function, and how their time spent with their family and carers is affected.

The patient and carer voice is often captured during the appraisal process through written requests for information or through participation in a face-to-face committee meeting. Some HTA bodies proactively contact patient and carer organisations to involve them in the appraisal process, and this can help shape the decision-making of the appraisal committees.

The HTA process is often very complex and a significant amount of work is required before any new medicine or technology can be made available. Therefore, it is important that patient and carer organisations have a strong understanding of the different steps of the process. This includes the development of submissions, the assessment process and the deliberations of the appraisal committees.

What is the impact of an HTA?

HTAs have become increasingly central to pricing and reimbursement decisions around the world, and there is growing interest in measuring the impact of these processes. However, there is limited evidence about the link between HTA and outcomes in terms of health improvements.

It is important that an HTA process produces results that are useful for policy makers and the public. These can include a better understanding of the costs and benefits of health technologies. They can also include evidence on how to best use these technologies for improving health.

There are several factors that influence the impact of an HTA, such as the nature of the decision made and the methods used to conduct it. It is also important to consider how the findings of an HTA are disseminated and what happens with them once they have been reported.

Ideally, a well-developed HTA process will have a positive impact on a range of stakeholders, such as the medical community, patients and industry. This is particularly true for medicines, where the process can help ensure that new medicines and technology are available in the health system at an early stage of their development.

In some countries, HTA bodies may also be involved in the development of regulatory pathways or other guidances for medicines and technologies. This can have a positive impact on the ability of health systems to make effective decisions about which technologies are likely to be of use.

Some countries are also working to promote “managed access” programmes for new drugs and technologies. These involve allowing a medicine to be approved on less robust clinical trial data, but with the condition that further research is conducted in order to demonstrate the effectiveness of the treatment. This is a valuable development for the future of the field of HTA, and can offer an earlier route to market.

A more recent development in the field of HTA has been to support the introduction of accelerated approval processes for new health technologies. These have been especially relevant during the pandemic, where regulators had to approve treatments for the flu in a much shorter time period than usual.
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		Health technology assessment (HTA) is the systematic analysis of the medical, social, economic, and ethical issues of a new health technology. Its aim is to provide evidence-based conclusions that support the decision-making process of health policymakers.

Over the past 15 years, HTA has developed on the European level. From EUR-ASSESS in 1994 through to the development of EUnetHTA and its accompanying network up to the recent elaboration of the EU HTA Regulation, this article shows milestones and developments.

The Network

Health technology assessment (HTA) is the systematic evaluation of properties, effects, and/or impacts of a health care technology. It covers medical, social, ethical, and economic dimensions and informs decision-making in health policy. HTA aims to identify the best medical practice and help decision makers invest in safe, effective technologies that are not harmful to patients or society at large.

Until recently, there were no structures in place that could provide a common framework for HTA across the EU. This resulted in a number of issues, including duplicative and repetitive work at the Member State level, delayed patient access to novel therapies, and increased costs for both companies and societies.

Therefore, the European Commission was determined to change this situation. It aimed to reinvent EU-wide HTA cooperation, with a particular focus on mandatory joint clinical assessments.

The aim was to streamline the process and share resources, while arriving at a single consensus view on assessments that would be binding across the entire EU. It hoped that this would help to avoid duplicative work by ensuring predictability in the processes.

In its earliest years, EUnetHTA gathered input from different stakeholder institutions, such as trade associations and research organisations. The results of this work were compiled in a set of reports, called the JA1 to JA3 series.

These reports, along with the corresponding methodology and web-based tools, formed the basis for EUnetHTA’s activities. These reports also contributed to the development of a legal and regulatory framework for HTA in the EU.

The resulting EU-HTA Regulation is now in force, and has the potential to secure timely patient access to new medicines by eliminating duplicative work at the national level. However, the regulation has been revised and rewritten several times over the past three years.

Purpose

Health Technology Assessment (HTA) aims to inform policy-making in the health area by providing evidence on benefits and efficacy, clinical and technical safety, and cost effectiveness of new technologies. It is a multidisciplinary, comprehensive and systematic process that involves a wide range of stakeholders, including regulatory authorities, medical experts, patients and patient organisations, and other health care professionals.

In Europe, there are a number of government-appointed bodies responsible for HTA. They vary in their structure, function, remit, and approach. Some are dedicated to synthesising and critically reviewing evidence submissions while others are responsible for the appraisal function, which may include a more thorough review of the overall health impact of a new technology.

The European network for Health Technology Assessment was established in 2006 to link public national and regional HTA agencies, research institutions and ministries of health, enabling an effective exchange of information and support to policy decisions by the Member States. EUnetHTA consists of sixty-four partner organisations from 27 European Union and EEA countries plus Norway.

Since the launch of EUnetHTA JA1, which ran from October 2012 to September 2015, the network has developed a set of methods, tools, and proposals for integrating HTA into policy-making processes within the Union. In addition, the network has produced twenty-seven assessments which are being used in national processes across Europe.

In 2018 the Commission presented a proposal for a Regulation on Health Technology Assessment and amending Directive 2011/24/EU, which was quickly adopted by the European Parliament in 2018. It includes four key elements: 1) mandatory joint clinical assessments; 2) a new coordination group to coordinate these assessments; 3) continuing voluntary cooperation in areas not covered by the mandatory assessments in which individual EU countries will continue to be responsible (non-clinical aspects of health technologies, decisions on pricing and reimbursement); and 4) the establishment of a European Network of Health Technology Assessments (EUnetHTA) to ensure a constant exchange of information and knowledge between HTA institutions in Europe, to increase synergies between Member States, to streamline HTA methodologies, to increase transparency and evidence-based decision-making, and to ensure business predictability.

Structure

The European network for Health Technology Assessment (EUnetHTA) was established in 2006 and comprises over eighty organizations from thirty European countries. EUnetHTA’s main goals are to promote more effective use of resources, increase HTA input to decision making, strengthen the link between HTA and policy making, and support countries with limited experience in HTA.

The network has developed various tools for capacity building, such as a handbook on HTA capacity building and a toolkit for adapting existing HTA reports to other settings. Moreover, it has promoted a network-wide information service on new and emerging technologies.

In the fifth project phase, EUnetHTA aimed to improve the efficiency and standardization of joint work by setting up a quality management system (QMS). A dedicated work package was established to coordinate all QMS-related activities.

Several working groups defined processes and methods to support the assessment teams in producing high-quality assessment reports. The resulting concepts were integrated into a new web platform and made available to the members through a Companion Guide.

However, a number of needs expressed by the assessment teams could not be addressed and required further development and implementation in the future. Consequently, the project’s final evaluation report suggests that the development of a solid permanent QMS with structures and mechanisms for quality improvement and evaluation is essential to support future European HTA collaboration.

In addition to providing a framework for a sustainable and enduring EU network for HTA, the JA3 project also contributed to the capacity building of assessment teams in various European countries. In particular, a series of Standard Operating Procedures (SOPs) were developed in order to define the structure of assessment teams and their tasks. The SOPs include guidelines for the identification of assessors, internal and external review processes, and the collaboration with patients/patient representatives, healthcare professionals, and manufacturers/marketing authorization holders. The SOPs also provide a checklist for quality control, email templates, and links to relevant methodological guidelines and tools.

Activities

Health technology assessment (HTA) is a process that involves an analysis of the medical, social and economic issues related to a new health technology. It seeks to provide health policy makers with the best available information on a new drug or technology. It aims to avoid duplication of work between Member States and to ensure that new technologies are only added to the health package once they have been proven to be effective and cost-effective.

The HTA process begins with a submission by industry for a new drug or technology, and is followed by a clinical assessment of the evidence. This is carried out by a multi-disciplinary committee, which can include representatives from doctors and other healthcare professionals. It also takes into account wider input from stakeholders such as patients and payers in the context of the healthcare system.

Ultimately, this assessment results in a recommendation or conclusion on whether the new drug or technology should be included in the healthcare package for use in the country. This decision is then adapted to the national reimbursement system, and the technology may be used or removed depending on how it fits into the health package.

This process is often accompanied by a European Public Assessment Report (EPAR). It provides health technology assessment bodies (HTABs) with the best available scientific evidence on the medical, social and economic aspects of a new drug or technology.

The EPAR is designed to meet the requirements of both HTABs and regulators, and should therefore be optimised for both. This study aimed to identify opportunities for this by examining the requirements of both HTABs and EMA in the area of clinical evidence, through a literature review and expert interviews with regulators and HTABs.

Conclusions

High quality standards in HTA play an important role in ensuring that health technologies, such as medicines, are developed and used for their full potential benefit. This is essential for patients, the European healthcare system and the wider public. Poor evaluation standards, in contrast, can result in the uptake of technologies that offer little or no added value.

The European network for Health Technology Assessment (EUnetHTA) is a group of government-appointed organizations from European Union Member States, the European Economic Area and accession countries as well as a large number of relevant regional agencies and non-for-profit organizations that produce or contribute to HTA in Europe. It is designed to facilitate the exchange of information and knowledge between the different HTA bodies in the EU and to enhance the production of reliable, transferable and useful information on the short- and long-term effectiveness of health technologies.

Currently, there are three Joint Actions aiming at increasing synergies between HTA bodies in the EU and to develop common assessment methodologies and produce joint clinical assessments and full HTA reports. Several other projects are also underway to address specific issues such as the integration of real world data in HTA, joint scientific consultations and cost-effectiveness analysis.

However, the scope of HTA in Europe remains vast and it is not possible to solve all the underlying challenges by voluntary cooperation within a single project. Therefore, we conducted a semiquantitative survey with representatives of HTA bodies to identify the main issues and challenges that need to be addressed in order to successfully implement the European regulation on HTA.

We identified 19 domains related to four key areas processes, uncertainty, comparator choice and endpoint selection that urgently need to be addressed in order to ensure the success of the HTA regulation. These domains included: integrating evidence from clinical as well as real world data sources; generation of comparative evidence in small patient numbers; and including specificities of new health technologies for which some data may not be readily available.
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