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Purpose of This Meeting

are Class lIl, but marketed through the 510(k) process

)

Regulatory Definition

21 CFR 890.5525 (a)

(a) lontophoresis device intended for certain specified uses -

An iontophoresis device is a device that is intended to use a direct
current to introduce ions of soluble salts or other drugs into the
body and induce sweating for use in the diagnosis of cystic fibrosis
or for other uses if the labeling of the drug intended for use with the
device bears adequate directions for the device's use with that
drug. When used in the diagnosis of cystic fibrosis, the sweat is
collected and its composition and weight are determined. Class Il

In other words
« indicated for use in the diagnosis of cystic fibrosis, or

* indicated for use with a specific drug that has been
approved for delivery by iontophoresis
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