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The US Boom in 'Genetic Tests Direct to Consumer
(DTC)' — Current Status and Related Issues

Masakazu Kobayashi
Research Fellow of KDD/ Research Institute

Abstract

In the United States, "DTC (Direct To Consumer) genetic tests" have broken through to the consumer market,
with users increasing rapidly since 2017. As of August 2018, the number of the users is approximately 17
million people, that is, about one in 20 Americans are already using DTC. The DTC industry started with the
establishment of 23andMe in 2006, when the company began providing healthcare information, such as disease
risk assessment, by identifying genetic abnormalities (mutations) which can causes a range of diseases.
Although, the FDA (Food and Drug Administration) later banned provision of such health care information
because "doubts remain regarding the reliability of genetic testing."

However, genetic testing services to locate hidden relatives and ancestors have been accepted by American
consumers interested in searching for their roots, and DTC is increasing user numbers. In addition to 23andMe,
the DTC industry has negotiated with the FDA and recently gained permission to resume providing healthcare
information limited to certain diseases, such as specific genetic diseases and breast cancer. Even with federal
approval, concerns remain about disease risk information from such genetic tests, for instance, a research study
has pointed out that “"the misdiagnosis rate reaches 40%." On the other hand, US police have applied DTC
DNA data to criminal investigation such as sexual crime and murder cases, and showed surprising
developments by solving more than 10 cases that had come to a standstill.

This report summarizes the present situation of DTC as it enters a boom period. We identify problems, new
developments related to the service, and report on the entirety of the genetic testing, a business dealing in the
ultimate category of personal information.
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23andMe FDA (Food and Drug Administration) Promethease GEDmatch
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