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https://www.fda.gov/medical-devices/investigational-device-e
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The requirement does not apply to studies conducted under the
emergency use, compassionate use, or treatment use
provisions. (f4 7+ % 7 ¢ 2 ?%‘ & Tﬁ}% LN 8 S ED)
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Another comment stated that, based on the definition in new
Sec. 54.2(e), the rule would appear to encompass large-scale
open-label studies, such as studies involving some
cardiovascular therapies, compassionate use studies, and
parallel track studies, all of which might be submitted in
support of an NDA.
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