
$10 COVID saliva test with results in three hours approved for rollout

[A] new test, which is called SalivaDirect and was developed by researchers at the Yale School of Public
Health, allows saliva samples to be collected in any sterile container. It is a much less invasive process
than the nasal swabs currently used to test for the virus that causes Covid-19, but one that has so far
yielded highly sensitive and similar results. The test, which also avoids a key step that has caused
shortages of chemical reagents used in other tests, can run approximately 90 samples in fewer than three
hours in a lab, although the number can be greater in big labs with automation. 

Moreover, Yale intends to provide its “open source” testing protocol to laboratories around the country.
Other labs can now adopt the method while using a variety of commercially available testing components
that can reduce costs, speed turnaround times and increase testing frequency, according to the FDA. And
because the reagents for the test cost less than $5, the Yale researchers estimated labs should charge
about $10 per sample, although that remains to be seen.
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“Providing this type of flexibility for processing saliva samples to test for Covid-19 infection is
groundbreaking in terms of efficiency and avoiding shortages of crucial test components like reagents,”
said FDA Commissioner Stephen Hahn in a statement.

Read the original post

https://www.medrxiv.org/content/10.1101/2020.08.03.20167791v1
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-issues-emergency-use-authorization-yale-school-public-health
https://www.statnews.com/2020/08/15/fda-clears-saliva-test-for-covid-19-opening-door-to-wider-testing/

