Custom and Diagnostic Devices — Do You Need an IDE?

Custom Device

y

No IDE is
Required

Does it meet all of the following
requirements:

- Necessarily deviates from a
legally marketed device to
comply with an individual
dentist’s or physician’s order

- Generally unavailable to other
physicians/dentists

- Generally unavailable in
finished form for purchase

- Not offered for commercial
distribution through labeling or
advertising

- Intended for use by an
individual patient named in the
physician’s or dentist’s order,
intended for use by the specific
patient or to meet the special
needs of the physician or
dentist

- Not being used to determine
safety or efficacy

Diagnostic Device

Does it meet all of the following
requirements:

- Labeled as required in 21
CFR § 809.10(c)

- Non-invasive

- Does not require a “significant
risk” invasive sampling
procedure

- Not used without confirmation
by another medically
established diagnostic test or
procedure

@breviated IDE requirements app

Is the device
significant risk
(SR) or non-
significant risk
(NSR)?

&

No IDE is
Required

Investigator must provide an IDE
number or produce documentation
from FDA that no IDE is required.

For guidance, consult http://www.fda.gov/oc/

4,<'>_> ohrtfirbs/devrisk.pdf.






