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	Direct-to-Consumer Genetic Testing

Direct-to-consumer (DTC) genetic testing (GT) is a relatively novel model of provision of GT, which has challenged the traditional practical and ethical frameworks established to manage both research and clinical genetics. DTC genetic tests are sold and/or advertised directly to individuals, usually through the internet, bypassing the conventional genetics clinic and often omitting medical supervision through a healthcare professional (HCP) and genetic counselling. Saliva collection kits allow consumers to send biological samples directly to company laboratories where DNA is extracted and analysed; the results (interpretation of genotypes) are then returned by mail, online or by phone. Different DTC-GT companies offer different services including different numbers of single-nucleotide polymorphisms (SNPs) tested (from one, a few dozens or hundreds of thousands). They can also deliver genetic information concerning different non-disease-related or disease-related phenotypes, that is, ancestry, paternity, carrier testing, predictive testing, pharmacogenomics or food intolerances. This model of provision has generated a plethora of debates in the past years regarding its potential benefits and drawbacks as well as how to best manage and regulate these activities.1 A concrete attempt at reining in some of these commercial activities was taken in December 2013 when the US Food and Drug Administration (FDA) demanded that the company 23andMe stop offering its genome-wide SNP testing ‘Personal Genome Service’ (PGS, which returned information for a multitude of disease-related SNPs), without approval or marketing clearance.i As a consequence, the company stopped marketing the PGS in the USA, but continued to market ancestry testing there. They later began offering a ‘personalised DNA service’ similar to the PGS outside of the USA, in countries like Canada, the UK, the Netherlands and … 
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	Contributors SO, HCH and CR and gave substantial contributions to conception and design of the following manuscript and participated in drafting the article. MGH and GP revisited it critically for important intellectual content. The authors gave final approval of the version to be submitted.

	Funding This work was supported by a grant for the project “Mind the Risk” from The Swedish Foundation for Humanities and Social Sciences, which had no influence on the content of this paper. Grant no. M13-0260:1.

	Competing interests None declared.

	Provenance and peer review Not commissioned; internally peer reviewed.

	↵i The FDA highlighted potential problems resulting from inaccurate results and misunderstandings, including inappropriate follow-up procedures and mismanagement of health should there be false positive or false negative results (eg, for BRCA), as well as if consumers decided to self-manage medication doses (ie, warfarin) “… serious concerns are raised if test results are not adequately understood by patients or if incorrect test results are reported.” (FDA letter, November 2013).

	↵ii An uncertain situation is a situation where the outcomes are not entirely known and might cause distress. For some individuals, anxiety results from uncertainty about future conditions, whereas for others the extent of certainty of specific future health states constitutes anxiety.3
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