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QUOTED. US FDA.
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The number of PMA and 510(k) applications have been steadily growing
and becoming harder to review as they've become more complex. See what
this means, according to an US FDA official, here.

"COVID has had its effect but there were strains on the [US FDA review] system from beforehand
because we have seen the complexity of 510(k)s continue to increase.”" — FDA Official

¢ Find out more: FDA Official: Uptick In PMA, 510(k) Applications Calls For More User Fee Dollars
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