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The Hellenic National Bioethics Commission met repeatedly upon invitation 

by the President in order to consider the ethical issues within its jurisdiction regarding 

Direct-to-consumer (DTC) genetic testing, available in pharmacies or via the internet. 

The term “DTC genetic testing” refers to any genetic test detecting DNA 

changes and is directly available to the public as a kit. It is based on the consumer’s 

own will to be examined for genetic diseases or predisposition to diseases - and, 

mainly, without prior recommendation by a doctor, medical geneticist or biologist-

geneticist- or to genetically identify an individual. The term does not include genetic 

tests recommended by an expert, after examining the clinical data and the family 

history of a patient, aiming to diagnose or identify the patients risk to a disease.  

“DTC genetic testing” refers to tests carried out for health reasons, prenatal 

diagnosis or genetic identification of a person (especially the so called “paternity 

tests”). A common component to all tests is that the public has direct access to them, 

without the mediation of counseling (in the first two cases) or legal authorization 

(judicial permission in the case of genetic identification). Consequently, there is a 

rapid development of a new “market” for genetic services, which is already advertised 

to a significant extend in our country. 

The above mentioned new market is favored by the continuous progress in 

technology, the human genome project and the extensive research elucidating specific 

gene functions. At present, the technological and scientific progress makes methods 

of detecting genetic risk factors, even for serious diseases, affordable. However, 

specific sensitive ethical and social issues, associated with the way such services are 

provided, emerge and must receive special attention by the involved individuals and 

the State. 

 

 

The facts 

 

Genetic tests which are directly available to the public detect DNA sequence 

changes. Most frequently, the DNA changes are associated with the etiology, 

diagnosis, treatment or prevention of hereditary diseases. In the case of monogenic 

disorders, a single gene is responsible for the disease and therefore DNA changes 

associated with the disease are easier to identify. However, this is not the case for 

complex (polygenic) diseases, comprising the largest proportion of the most common 
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diseases, such as cardiovascular disease, cancer and diabetes. Complex diseases are 

caused by the combined action of many genes as well as environmental factors. 

Up to the present time, the person interested in genetic testing consulted an 

expert. Based on the clinical data and the family history of the patient, the expert 

decided whether he/she would receive a suitable biologic sample from the patient and 

request a specific genetic test for a disease. Subsequently, specialized genetic 

laboratories, with suitable biomedical equipment and certified, specialized personnel, 

would perform genetic testing. 

The current genetic services are constantly modified. On the one hand, this is 

due to the relatively recent progress in molecular biology and genetics, and on the 

other hand, due to the fact that the public becomes increasingly interested in genetic 

testing. Important factors contributing to such changes in genetic services are: 

A. The detection of genetic factors associated with monogenic and complex 

diseases, as well as the human genome project. 

Specifically, genome wide association studies lead to the assumption that 

DNA sequence variations among individuals are associated with most common 

diseases. These studies examine DNA sequence variations in specific genes and 

ultimately aim at defining a person’s risk to develop a disease. Based on such data, 

companies use specific algorithms, claiming that they are able to predict the 

probability that a person will develop a disease. 

Β. The increasing interest of the scientific community and the public in using 

genetic data in preventive medicine. 

A genetic test showing that a person has a predisposition to a disease enable 

that person to modify his/her lifestyle in such a way that he/she will reduce the 

probability of developing the disease. This fact may lead more people to undergo 

genetic testing aiming at prevention. 

C. Novel molecular technologies for large scale genetic analysis 

(simultaneous analysis of genetic samples from different persons) in a relatively short 

time. Large scale genetic analysis facilitates the offer of DTC genetic tests at a lower 

price compared to the past, and consequently, the development of a new market of 

genetic services. 

In this context, companies offering DTC genetic testing emerged. The specific 

genetic tests cover a wide range of: 

a) Diagnostic tests that may confirm a disease, e.g. β-thalassemia, 
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b) presymptomatic tests that estimate a person’s risk to develop a disease, e.g. 

cancer, 

c) prenatal diagnosis tests that define the baby’s gender, 

d) pharmacogenetic tests that estimate the best dosage, efficiency and side effects 

of specific drugs, e.g. anticoagulants, 

e) paternity tests that confirm or not the paternity of the alleged father, 

f) relationship tests that assess specific degrees of relationships, 

g) genealogy tests that define an individual’s ancestry, 

h) and tests examining a person’s “lifestyle” regarding diet, occupation, exercise 

etc. 

Genetic tests which are directly available to the public are sold in conventional 

points of sale (pharmacies, beauty shops, etc.), through healthcare professionals, via 

the internet or by phone. The most common practice is that the consumer contacts the 

company via the internet. 

 Regardless of the approach used for contact, the above mentioned genetic tests 

are offered as a kit. The kit contains directions for biologic sample collection by the 

consumer him/herself (usually saliva or a buccal swab) and the sample is 

subsequently sent to the genetic laboratory by post. The results are disclosed by 

phone, letter, e-mail or by logging in to a secure website with a unique password 

provided to the consumer. For tests requiring blood collection, the kit is to be used by 

the consumer’s doctor in order to collect the blood safely. 

 These specific companies are content with a simple disclosure of the test 

results. Frequently, there is an impersonal interpretation of the findings using special 

algorithms and softwares, which take into account the literature and the lifestyle 

information provided by the consumer after completing a questionnaire. Occasionally, 

the companies offer genetic counseling by demand and at an additional cost. In that 

case, genetic counseling is provided without direct contact with the counselor, 

whereas in a few cases the companies recommend disclosure of the results to the 

person’s doctor, who will evaluate the findings. Thus, in many cases a huge amount 

of information is available to the users or recipients of the genetic service, who are 

unable to utilize or even understand the findings. 

Most of the companies do not specify the fate of the genetic samples, i.e. 

whether they are destroyed or stored after completing the genetic analysis, or even 

whether they are used for other purposes, such as research. In some cases, the genetic 
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tests are offered with a discount, provided that the person will consent to use his/her 

genetic data for research purposes. 

 

 

The law 

 

The Commission notes the complexity of the legal framework governing DTC 

genetic testing. 

In genetic tests for medical reasons, applicable provisions are those 

concerning the constitutional right to health, which allows to everybody to have free 

access to information concerning his/her health (article 5, paragraph 5 Constitution), 

as well as the provisions implementing this right in order to protect an individual 

(adequate information, protection of sensitive data according to the Act 2472/1997). 

In addition, article 12 of the Convention on Human Rights and Biomedicine (Act 

2619/1998), which requires genetic counseling, also applies in genetic tests for health 

purposes. 

In prenatal genetic tests, article 14 of the same Convention prohibits selection 

of an embryo for non-health reasons. 

Finally, for genetic tests undertaken to identify a person, judicial authorization 

is required under the current legislation (e.g. articles 1477 Civil Code, 615 Code of 

Civil Procedure). 

Moreover, the provisions concerning the economic freedom and its constraints 

(article 5, paragraph 1 Constitution), especially those aiming to protect the consumer 

(Act 2251/1994) are applied in all types of genetic testing. 

However, one must not overlook that the above mentioned provisions are 

broad, and there is no special legislation governing this specific activity, both in 

Greece and most European countries. Absence of a relative law means that anyone 

can offer DTC genetic services in an unrestricted and uncontainable manner, without 

being subjected to any kind of preventive quality control. The legislation stated above, 

partially covers the need of such a control and is unable to monitor the dynamics of a 

developing new market. 
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RECOMMENDATIONS 

 

1. General principles 

 

The Commission believes that an important aspect of autonomy in health matters 

is the unrestricted access to health information, including genetic information. 

Especially, however, regarding genetic tests which predict the risk to develop a 

disease, the Commission considers that it is equally important to provide genetic 

information after the appropriate instructions, preferably, by an expert - physician, 

clinical geneticist or biologist-geneticist. 

The Commission notes that it is important to maintain the balance between free 

access to health information and protection of vulnerable people who are subjected to 

inappropriate or unnecessary genetic testing. This perspective is supported by the 

particular nature of genetic information and by the misleading impression about 

“genetic determinism”, which tends to dominate the public consciousness. 

Specifically, genetic data provide an element of predisposition to common complex 

diseases (cancer, cardiovascular disease, diabetes etc.) classifying (or not) an 

individual in a high risk group, without a definite result that he/she will develop the 

disease. The Commission believes that it is critical to emphasize that genetic data 

must not be overvalued, as erroneously and commonly presented. 

In regard to prenatal genetic tests, the Commission reiterates its position that they 

must not be performed for eugenic purposes. It notes the danger especially in the case 

of DTC genetic tests, where genetic counseling is absent. 

Finally, the Commission considers that genetic tests revealing a person’s identity 

definitely presuppose consent from all the involved parties. Otherwise such genetic 

tests require a relevant judicial licensing. 

 

 

2. Special issues 

 

In the context of the above mentioned general principles, the Commission notes: 

A. It is recommended that DTC genetic tests for health reasons or prenatal 

diagnosis must be performed following a suitable prescription by a liable expert 

physician, clinical geneticist or biologist-geneticist. The expert will assess the purpose 
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of the test and will interpret the results, in order to avoid unnecessary genetic testing 

and inappropriate assessment. It is important that the consumer has the option to 

choose the expert. Impersonal, automated counseling methods are discordant with the 

relationship of trust, which must govern health services. 

Exceptionally, DTC genetic testing which aims to improve dietary habits or other 

lifestyle factors (occupation, exercise etc.), or to define an individual’s ancestry, may 

not be dependent on such strict rules. 

B. In order to protect genetic information and respect a child’s right to ignorance, 

considering that children are unable to decide whether they wish to know the results 

of a genetic test predicting a disease, DTC genetic testing is not justified in 

asymptomatic children for whom there is no medical emergency, especially for late 

onset diseases such as Huntington’s disease. Even in the case where an expert decides 

that such a test is necessary for the parent(s), the same genetic test must be delayed 

for the child until he/she is able to participate in the decision making process, since 

there is no direct value to his/her health. On the contrary, DTC genetic testing is 

acceptable in cases of children with first or second degree relatives with a monogenic 

disorder, showing a clear mode of inheritance e.g. familial hypercholesterolemia. 

Nonetheless, such genetic tests must be allowed only in the case that the results will 

be used for early treatment and/or prevention of the complications caused by the 

disease. 

C. The promotion campaigns of DTC genetic testing must be governed by the 

same rules as in the case of health services, i.e. to be based on precise information and 

the true prognostic or diagnostic value of the test. 

Misleading advertising of the alleged “prediction” of serious diseases or other 

phenotypes, overlook the role of other genetic factors which are not determined yet or 

the critical role of environmental factors, and lead to genetic determinism. 

D. DTC genetic tests that determine a person’s identity without his/her consent is 

in principle illegal, since they directly offend the right to privacy. 

E. In any case, providers of DTC genetic services (especially via the internet) 

need to ensure high protection of the personal data that they collect and process. The 

Data Protection Authority must control the way that such data are managed by the 

genetic service providers. 

F. Finally, the development of this commercial activity imposes yet more the need 

to adopt a specific legislation for the management of genetic information and its 
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potential use for research purposes, a need that is repeatedly noted by the Commission 

in previous Opinions. This specific legislation must particularly include: 

a) Recognition of the specialty or specialization of “Medical Genetics” in Greece 

(according to the 2/204 21.9.2006 decision of the Central Council of Health. 

b) Establishment of a previous state license for the operation of genetic centers, where 

the genetic tests are performed according to valid criteria for quality certification. 

c) Requirement of a regulation governing the above mentioned centers, which will 

include specific warranties to correctly inform the consumers, especially concerning 

advertising of genetic services, according to the paragraph C. 

d) The potential use of the biologic materials or genetic information for research 

purposes, on the condition that they are anonymized or that the subject has given 

consent. 

 

Athens, 30 March 2012 

 


