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Introduction 

Genetic counselling is an essential component of modern healthcare, particularly 
in the context of cancer prevention, rare diseases, and reproductive health. It 
provides individuals and families with information about genetic risks, testing 
options, and medical management. With the rise of genomic medicine and 
personalized healthcare, the demand for genetic counselling has increased 
significantly. However, access to these services across the European Union (EU) 
remains uneven, with regulatory, financial, and workforce-related barriers limiting 
availability. 

The CAN.HEAL project, under the EU4Health Programme, has conducted an 
extensive review of national regulations governing genetic counselling in EU 
Member States. This deliverable outlines the current legal landscape, identifies 
gaps and challenges, and provides policy recommendations to improve access to 
high-quality genetic counselling services across Europe.​
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The legal landscape of genetic counselling in the EU 

International and EU-Level regulations 

Genetic counselling is referenced in several key international and EU regulations, 
but none provide specific guidance on its implementation. The Oviedo 
Convention on Human Rights and Biomedicine, which has been signed by 23 EU 
countries, mandates that predictive genetic tests must be accompanied by 
appropriate genetic counselling. However, only 16 of these countries have fully 
ratified the convention, meaning its impact varies across the EU. Additionally, an 
Additional Protocol was introduced to strengthen regulations, but only six EU 
Member States have signed it, and three have ratified it. 

At the EU level, the Regulation on In Vitro Diagnostic Medical Devices 
(2017/746) states that genetic tests must be accompanied by information about 
their significance and implications. It further requires that genetic counselling be 
provided when test results reveal information about untreatable conditions. 
However, it does not specify how genetic counselling should be delivered, 
leaving Member States to regulate it individually. 

National Regulations: disparities and gaps 

A review of national legislation across 27 EU countries reveals significant 
variation in how genetic counselling is regulated. 

●​ 19 countries have specific laws governing genetic counselling, while 8 
have no dedicated legislation. 

●​ In 13 countries, genetic counselling is regulated through national 
healthcare laws, whereas in 10 countries, it is covered under general 
medical regulations. 

●​ Some countries, including Belgium, Luxembourg, and the Netherlands, 
mandate that genetic counselling be provided only in accredited medical 
genetics centers. 

●​ In contrast, Bulgaria and Lithuania require that genetic counselling take 
place in physical clinics, making remote genetic counselling more difficult 
to implement. 
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One of the most notable gaps is the lack of specific laws governing remote 
genetic counselling (RGC). While 25 of 27 EU countries legally allow some form 
of remote healthcare, only a handful have formal regulations on remote genetic 
counselling. This creates uncertainty around licensing, data protection, and 
patient rights in telemedicine-based counselling services. 

Challenges in expanding access to genetic counselling 

Shortage of genetic counsellors 

One of the biggest barriers to expanding genetic counselling services is the 
limited number of trained genetic counsellors in Europe. In many countries, only 
medical geneticists are legally allowed to provide genetic counselling, limiting the 
number of professionals available to meet growing demand. France is the only 
EU country that has fully recognized genetic counsellors as a regulated 
profession, setting an example for other Member States. 

Limited insurance coverage 

Insurance reimbursement for genetic counselling varies significantly across the 
EU. In 13 out of 27 Member States, genetic counselling is either not reimbursed 
at all or only partially covered, creating financial barriers for patients. Even in 
countries where genetic counselling is reimbursed, the specific conditions under 
which it is covered differ, making access unpredictable. Expanding insurance 
coverage for genetic counselling is critical to ensuring equal access for all 
patients, regardless of socioeconomic status. 

Lack of standardized training and accreditation 

There is currently no EU-wide certification system for genetic counsellors. While 
some professional organizations, such as the European Board of Medical 
Genetics (EBMG), provide voluntary registration, this lacks legal recognition in 
many Member States. A harmonized accreditation framework is needed to 
ensure consistent training, qualifications, and professional recognition of genetic 
counsellors across the EU. 
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Unregulated Remote Genetic Counselling (RGC) 

Despite the growing demand for telemedicine-based services, no EU country has 
dedicated legislation regulating remote genetic counselling. Instead, RGC falls 
under general telehealth regulations, leading to uncertainty in areas such as 
clinician licensing, patient consent, and cross-border service provision. 
Establishing clear legal guidelines for remote genetic counselling would help 
expand access while ensuring patient safety and data protection compliance. 

Recommendations for strengthening genetic counselling in the 
EU 

Recognition of genetic counsellors as a regulated profession 

A key recommendation from the study is the EU-wide recognition of genetic 
counsellors as allied health professionals. This would help expand the genetic 
counselling workforce, improve service availability, and ensure consistent 
professional standards across Member States. 

Mandatory inclusion of genetics experts in oncology and public health 
guidelines 

Genetics is becoming increasingly important in oncology, rare disease 
management, and reproductive medicine. National and EU-level clinical 
guidelines should require the participation of genetics specialists in their 
development and revision. This would ensure that genetic counselling is 
integrated into standard medical protocols. 

Standardized training, certification, and licensing 

The creation of an EU-wide registration and accreditation system for genetic 
counsellors would help standardize education and professional qualifications. 
This could be modeled on existing European healthcare accreditation 
frameworks and supported through collaboration between Member States. 
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Full insurance reimbursement for genetic counselling 

Genetic counselling should be fully reimbursed in all EU Member States when 
performed according to national or EU guidelines. Expanding insurance coverage 
would help reduce financial barriers and improve patient access to these 
essential services. 

Developing a regulatory framework for remote genetic counselling 

Remote genetic counselling offers a way to increase access, particularly in 
underserved areas. However, clear regulations are needed to address licensing, 
data protection, and service quality standards. Establishing a standardized legal 
framework for remote genetic counselling would provide clarity for both patients 
and healthcare providers. 

Conclusion: Advancing genetic counselling in the EU 

The findings from this study highlight the urgent need for regulatory 
harmonization, professional recognition, and improved access to genetic 
counselling services across the EU. Addressing legal gaps, expanding the 
workforce, and ensuring insurance coverage are key priorities for strengthening 
genetic counselling as part of mainstream healthcare. 

By implementing these policy recommendations, the EU can create a system 
where all patients—regardless of their nationality or socioeconomic status—have 
access to high-quality, professional genetic counselling services. A coordinated 
effort between national governments, professional societies, and the European 
Commission will be essential to achieving this goal. 
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