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FDA grants twice as many device approvals in
half the time
Elizabeth Cairns
The pace of approvals at the FDA is picking up. This is good news for medtech companies after the fairly
dismal showing in 2013, and suggests that the agency’s efforts to bring new devices to market – exemplified
by its plans to implement an expedited review process – might be having an effect.
The FDA awarded 17 first-time premarket approvals (PMAs) in the first half of 2014, up impressively on the
nine in the first half of last year (see graph below). And with an average review time of 18.4 months – an
admittedly fairly crude metric, but illustrative nonetheless – the devices have been assessed almost twice as
rapidly as in the same period last year, when it took the FDA an average of 35.9 months to grant its PMAs.

That said, if the trend continues there will be 34 PMAs this year, which will still be down on the 39 seen in 2012
and the 42 in 2011. There is always a certain amount of fluctuation in this figure, but 2013 was a
disappointment to many, particularly given the relative liberality with which CE marks are issued in Europe.
Faster
This is why the FDA is considering allowing a faster, simpler approval process for devices capable of treating
diseases for which no therapy currently exists (Vantage Point – New FDA expedited review could halve the cost
of device development, May 13, 2014). The idea is that this process will be a rough analogue of the
breakthrough designation that has aided drug approvals over the last couple of years.
There is also the existing de novo and human device exemption (HDE) routes, which allow faster approval and
a lower bar of evidence of efficacy respectively. The most recent de novo approval went, in late June, to
ReWalk Robotics for its powered exoskeleton. No HDEs have been awarded so far in 2014.
As it is, the medal for swiftest PMA review goes to Medtronic’s transcatheter aortic valve CoreValve with a
turnaround time of just 5.8 months. The approval came six months earlier than even the company itself had
expected (EP Vantage interview – Medtronic aims to build on CoreValve approval, January 23, 2014).
Arch-rival in this space and current US market leader Edwards Lifesciences has managed to fight back,
however, with its next-generation Sapien XT aortic valve. This was approved in June, 13.5 months after
submission, having been expected to reach market at around the same time as CoreValve; Medtronic
doubtless made the most of this five-month window.
Relaxed
It might be thought that Anika Therapeutics received the booby prize as the FDA took more than four years to

be convinced of the merits of its hyaluronate-based osteoarthritis therapy Monovisc. But Monovisc had already
been rejected twice, and the project had been all but written off by Anika’s investors, so it actually represented
a kind of victory; the company’s stock jumped on the approval and even now is up 39% over the pre-approval
price (Anika rockets on unforeseen Monovisc approval, February 26, 2014).
In a sense then, both the fastest and slowest approvals are indications of the FDA’s increasingly relaxed
stance. If the planned programme of expedited review of medical technologies comes into force this year, the
second half could see even more approvals and even shorter submission-to-approval timelines.
If the FDA makes good on its promises, 2014 could see more innovative devices reach the US than ever before.

To contact the writer of this story email Elizabeth Cairns in London at elizabethc@epvantage.com or follow
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