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                The FDA began to soften its control over direct-to-consumer testing in April 2017 when it allowed 23andMe to market DNA tests from a person's saliva sample to provide information on their genetic predisposition to ten medical conditions. The FDA had previously shut down the Mountain View, Californiaâ€“based health-related testing services on the grounds that the company had not sought FDA clearance (Nat. Biotechnol. 32, 1, 2014). The action in April simultaneously ushered in a new, less cumbersome regulatory pathway applicable to all companies seeking to market genetic health risk assessment tests.
With the new rules, Gottlieb explained in a press statement that accompanied the November announcement, â€œThe FDA seeks to strike a balance,â€� between making it easier for companies to bring these tests to consumers without â€œsacrificing the assurances offered by FDA oversight.â€� Under the new plans, a company looking to sell these tests would apply to FDA for a one-time premarket review to ensure that their offering meets FDA requirements, after which they could enter the market with new genetic risk tests without further premarket review.
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