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ü Universal Declaration on the Human Genome and Human Rights, Article 7 
«Genetic data associated with an identifiable person and stored or processed 
for the purposes of research or any other purpose must be held confidential 
in the conditions set by law». 

States should endeavor to protect individual’s rights.

ü Regulation (EU) 2016/679 of the European parliament and of the council, of 
27th April 2016, refers to the protection of Europeans with regard to the 
processing of personal data and on the free movement of such data and 
repealing Directive 95/46/EC General Data Protection Regulation (GDPR).
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Currently, different strata in the regulatory hierarchy diplomas are 
valid, both at International and European level, and at national level, 
aiming to protect the confidentiality of personal data, in particular 
health and genetic data:

Legal Framework - International



ü Constitution of the Portuguese Republic, Articles 26 number 1 and 35, 
dedicated to protecting personal identity, including citizen’s health and 
genetic data registered in a platform or informatic system.

ü Law 58/2019, 8th August, ensures the implementation, in the national 
legal order, of the GDPR.

ü Law 12/2005, 26th January, describes the concept of health and genetic 
information, data access and management within the healthcare system.

ü Decree Law 131/2014, 29th August, regulates Law no 12/2005, refers to  
the protection and confidentiality of genetic information, as well as 
human genetic databases for healthcare and research purposes.
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Legal Framework - National



• Health information, any information directly or indirectly linked to the present or future 
health status of any person, either living or deceased, including the clinical and family 
history.

• Medical information, the health information intended to be used for provision of health 
care and treatment.

• Genetic information, the health information associated to hereditary characteristics of one 
or more persons, biologically related, obtained through any means, including molecular 
genetics. Identity, forensic genetic testing, and somatic mutations are excluded for the 
purposes of this Law.

• Genetic database, any register, either in an informatics support or not, containing genetic
information on a group of persons or families.
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Relevant Definitions under Law 12/2005



Individual rights and safeguards

• The treatment of genetic information and the performance of genetic tests is based on the 
principles of the person's primacy;  equity and access to health care;  ethical practice;  
transparency;  laboratory quality; proportionality and  social responsibility, as provided for 
in Article 4 of Decree-Law 131/2014.

• The regime proposed for the protection of the privacy of holders of genetic data is evident 
in several rules of which we highlight the provisions of Article 6, number 7 of Law 12/2005, 
under which 'the use of genetic information is an act between its holder and the physician, 
which is subject to the ethical rules of professional secrecy of physicians and other health 
professionals’. 

• Further, Articles 20 and 21 of Decree-Law 131/2014 forbids 'the disclosure to third parties 
of genetic information related to the health of the respective holder’, and requires the 
adoption of 'appropriate and proportionate security measures to protect genetic 
information'  against any form of unlawful treatment.
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The national legal framework has given particular focus to the protection of genetic information, the conditions for 
carrying out genetic tests and the guarantees of non-discrimination within the Oviedo Convention.  


