Don't Get Burned:
Stay Away From
Ear Candles il

lit “candle” that can

drip hot wax into your

ear, usually as you lie
on your side.

Sound dangerous? The Food and
Drug Administration (FDA) thinks
so, and is warning consumers to

steer clear of products being sold as BAS' C PREC AUTIONS,

ear candles.
These “candles”—hollow cones that Do not use this product by yourself!
are about 10 inches long and made HM a helper Perfofm ﬂ‘e process.
from a fabric tube soaked in beeswax,
paraffin, or a mixture of the two—are
being marketed as treatments for a
variety of conditions. These condi-
tions include ear wax buildup, sinus
infections, hearing loss, headaches,
colds, flu, and sore throats.
Marketers of ear candles claim
that warmth created by the lit device

Illustration at top right was printed

on the side of ear candles and
demonstrates how to insert the product
into your ear while sitting in an upright
position. Although ear candles may
come with safety instructions, FDA is
warning consumers that there are risks
of serious injury—including burns to
the face, ear, and ear canal—associated
with these products. Photos to the left
and on the next page show a 10.75-inch
long ear candle.
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produces suction that draws wax and
other impurities out of the ear canal.

“Some ear candles are offered
as products that purify the blood,
strengthen the brain, or even ‘cure’
cancer,” says Eric Mann, MD, PhD,
clinical deputy director of FDA's Divi-
sion of Ophthalmic, Neurological,
And Ear, Nose, and Throat Devices.

He adds that some firms claim the
candles are appropriate for use on
children.

But FDA warns that ear candles
can cause serious injuries, even when
used in accordance to manufacturers’
directions. “Also,” says Mann, “FDA
believes that there is no valid scien-
tific evidence for any medical benefit
from their use.”

Burns and Other Risks

Mann says that ear candling—the

procedure is also called “ear coning”

and “thermal auricular therapy”’—

exposes the recipient to risks such as

e starting a fire

e burns to the face, ear canal,
eardrum, and middle ear

e injury to the ear from dripping wax

e ears plugged by candle wax

e bleeding

e puncture of the eardrum

e delay in seeking needed medical
care for underlying conditions
such as sinus and ear infections,
hearing loss, cancer, and
temporomandibular joint (TM])
disorders. (TMJ disorders often
cause headache and painful
sensations in the area of the ear,
jaw, and face).

Even many promoters of ear can-
dles warn potential users to have the
procedure done by an experienced
“candler,” and to not use the candles
on themselves.

Ear candling involves placing the
candle in the outer ear, usuallywhile the
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recipient lies on his or her side. It is also
done with the recipient sitting upright.

Often, before being lit, the candle is
placed through a hole located in the
center of a plate. The plate is supposed
to protect against hot wax or ash com-
ing down the side of the device and
onto the recipient.

Enforcement
FDA and the Canadian health regu-
latory agency Health Canada have
acted against manufacturers of ear
candles. These actions have included
import alerts, seizures, injunctions,
and warning letters. FDA import
alerts identify products that are sus-
pected of violating the law so that
agency field personnel and U.S. Cus-
toms and Border Protection staff can
stop these entries at the border prior
to distribution in the United States.
In February 2010, FDA issued warn-
ing letters to three large manufactur-
ers of ear candles. These firms were
informed that FDA had determined
that there was no agency approval or
clearance, no manufacturing facility
registration or device listing, and no
adverse-event reporting systems in
place in regard to their ear candles.
FDA will continue to take enforce-
ment action when appropriate.

Concern for Children
Claims that ear candling is appropri-
ate for kids have caused great concern
at FDA. “Children of any age, includ-
ing babies, are at increased risk for
injuries and complications if they are
exposed to ear candles,” says Mann.
He adds that small children and
infants may move while the device
is being used, increasing the likeli-
hood of wax burns and ear candle
wax plugging the ear canal. “Also,
their smaller ear canal size may make
children more susceptible than adults
to injuries from ear candles,” he says.

Since FDA views ear candles as
medical devices, manufacturers seek-
ing approval to sell them must submit
evidence to FDA that the products are
safe and effective.

Reports of Injuries

FDA believes that injuries associated
with ear candles are likely under-
reported, and encourages consum-
ers and health care professionals to
report such injuries to FDA’s Med-
Watch Adverse Event Reporting pro-
gram (www.fda.gov/safety/MedWatch/
default.htm).

Over the past decade, FDA has
received reports of burns, punctured
eardrums, and blockage of the ear
canal which required outpatient sur-
gery from the use of ear candles.

In its testing, Health Canada found
that ear candles produce no measur-
able effect in the ear and have no
therapeutic value.

And in a survey published in 1996,
the medical journal Laryngoscope
reported 13 cases of burns of the ear,
seven cases of ear canal blockage due
to wax, and one case of a punctured
eardrum.

That study also reported that ear
candles produced no measurable
vacuum pressure or suction on a
model of the ear, and that burning
ear candles dripped candle wax onto
the eardrum of test subjects and of
the ear model. FoA
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