Selecting an lontophoresis Device: A Source of Consternation
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- Primary hyperhidrosis can
significantly impair quality of
life.

- lontophoresis is a safe and
effective treatment that is often
underutilized; this may be due
to lack of provider and patient
familiarity with these devices.

- The goals of this project were
to identify, evaluate, and
summarize iontophoresis
devices advertised on the
Internet for the treatment of
hyperhidrosis.

- Search engines = Google
Shopping (first 100 results) and
Amazon (all 63 results
generated)

- Search date = 09/24/2023
- Search terms =
“iontophoresis hyperhidrosis”

- Inclusion criteria = listed by
the manufacturer as intended
for hyperhidrosis
- Exclusion criteria = non-
machine delivery systems (e.g.
patches), devices not listed as
intended for hyperhidrosis, and
machines not distributed to the
United States
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Table 1. Summary of lontophoresis Devices Advertised
on the Internet for Treating Hyperhidrosis
[TRIVERSIDE socrmcm

- 9 devices met inclusion criteria

- 2 additional devices were identified/included from textbooks
widely used in dermatology residency curriculum® *

- 7 devices utilized pulsed current only

- 1 device utilized direct current only

- 2 devices had the option to utilize either type of current

- 9/11 devices were listed by the FDA as having a “substantially
equivalent’ predecessor

- Methodology may not have captured all currently available
iontophoresis devices

~The 2 manufacturers not listed in the FDA database were not able
to be contacted, and FDA clearance statuses were not verified by
representatives

- As Class Il Medical devices, iontophoresis devices only require a
prescription and Premarket Notification 510(k). The latter indicates
a device has been deemed substantially equivalent to one legally in
commercial distribution. This is in contrast to Class Il devices
which require Premarket Approval and supportive clinical data.
Hence, while a manufacturer may market an iontophoresis device
s FDA approved, the device did not need to be clinically tested in
order to be FDA registered/cleared.3
- The FDA updates its database weekly. Devices not listed in
database have not received FDA clearance.
- Providers should assist patients with choosing device parameters,
such as current type, most suitable for treatment goal. While direct
current (DC) provides constant delivery of electrical charge and is
thus more potent, DC is associated with more side effects,
including skin irritation. In contrast, pulsed current delivers current
with periodic interruptions, which decreases charge buildup and
may reduce skin irritation.®
- Patients should work with providers in selecting a FDA cleared
iontophoresis device to ensure an effective and safe treatment
regimen.
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