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FDA Will Regulate Lab Developed Tests

 

Four Year Phase In; Lawsuits Likely Ensue  

Relevant Companies

 

Today, FDA released final guidance (here) on regulating LDTs as medical devices ...Lawsuits are
expected next from industry stakeholders as FDA doubles down on its assertion that LDTs are
potentially inaccurate. FDA notes that today’s LDTs are, among other things, used more widely by a more
diverse population, with an increasing reliance on high-tech instrumentation and software, and more frequently
for the purpose of guiding critical healthcare decisions. In this regard, today’s LDTs are similar to other IVDs that
have not come within FDA’s general enforcement discretion approach. We look to a potential legal showdown as
putting the ball back in Congress’s court, post-election, with the potential for a revived VALID Act type phased-in
framework (and user fees for FDA) coming back into play. As a reminder, VALID was deemed as more palatable
to industry as a way to regulate LDTs.

FDA will regulate Laboratory-Developed Tests (LDTs) as medical devices. The FDA asserts that the new...
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