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Introduction

Saudi food and drug authority, represented by National
Center for Medical devices Reporting, and references to
international regulatory authorities resources would like
to warn consumers from using ear candles because they
can cause serious injuries even when used according to
the manufacturer’s directions because no valid evidence
to support the Safety or effectiveness of these devices
for any medical claims or benefits.

Products information

An ear candle is a narrow, hollow cone that has been
soaked in beeswax or paraffin and allowed to harden.
During ear candling, the recipient of this so-called
"therapy" lies on his or her side while someone else
inserts the point of the cone inside the ear. The top of
the cone is then set on fire and left to burn for a few
minutes.
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Nature of the problem

Recently, the practice of ear candling has become
popular as an alternative therapy, wherein some
advertised claims such as drawing ear wax and
impurities out of the ear canal . other claims for ear
candles relief from sinus and ear infection, headache
and earache ,as well as improved hearing ,”blood
purification”, improvements in brain function, and cure
cancer also some ear candles are being advertised for
use in children of any age, including babies ,are likely at
increased risk for injuries and complications if they are
exposed to ear candles. small children and infants may
move during the ear candling, increasing the likelihood
of wax burns and ear candle wax plugging up the ear
canal .Also, their smaller ear canal size may make
children more susceptible than adults to injuries.
However, There have been reports of several cases of
ear injury from the use of ear candle at some countries.
Ear candle poses a risk of fire which can cause a series
burns and other injuries. This could happen if hot wax
drips into the patient ear or onto the skin or hair.

Other reports has received of perforated eardrums and
blockage of the ear canal which required outpatient
surgery of ear, nose and throat.

Risks

Laboratory tests showed that ear candling produces no
significant heating or suction in the ear canal. However
people who use ear candles may delay seeking needed
medical care for conditions that are treatable, such as
sinus and ear infections, temporomandibular joint
syndrome (TMJ), hearing loss, and cancer. Ear candle
could cause the following risks:

o Fire.

Burns to the face, ear canal, eardrum and middle ear .
injury to the ear from dripping wax.

plugging of the ears by candle wax .

bleeding .

perforation of the eardrum .

Recommendations :

Saudi food and Drug Authority recommend to all
consumers the following :

e People experience earache, ear infection or a
sudden loss of hearing should contact their doctor
or other healthcare providers.

e Don’t use ear candles for the above mentioned

A& Aoyl

Ails Ak W) aedi dulae Cnpal ¢ 3N LY 8
) (e Tase 4l G Y 7 555 Cus Sha B3l b jlicly
leled) Criami LS dgmand) sLEl o il il 5 3V pad an
L) gl JSLie e sl (31 el 4y jlad) e )
Al A, mad Cpaady OGN ASa plaalls 31 Gl
LAYz 5 55 LS oyl i ge (g slall g g laall elal Cppanis
Jal all Calite (e JEU G wads (gamy aladiiud 4] 4y jladl)
ohlad e S 0558 B 0l pall agd Lay A el
Gk 3 g gadl) 02 agrae Craadinl ) e licliad) y clilayl
Llaial e up b (V) el ol 5V Jas s JukY)
B8 jra o LS Y1 8l slawl  aadill T8l (e A3l (55 5al)
e S e A e ST agleay 8 JkY) e 03Y)
SV Baal Joall Gammy (A Cjaa o a8 ellligd Gl aa g yladll
@3 o CRad) e (o) £ sad dlasiul o) oY) ALY
b GBom qud o (S U5 Al Jhlae ) Lealadial
O 8 Al @l il 13) 13 iy ARy bl
3 o Al p)E LS rdl) Al el o sl
i Cagan el ey o2 daad k) aladin) (e dnda JSLE
OB Al e das il Lae Lgmand) 3Ll Sl 5 31 Al
omaall s call

O daad aladin) jhli

Lusale il ey ¥ Y el o 4 jad) lia gadl) @ kil
O aedl perdiedl Ham 8y V) B8 Cadan o eles) B
b 2O L g S eVl (s Al dle ) il 8 Gl
cand) 28 ml el 0V bl AV Qaall JSLae i
DA hlaal o) paedi s o (Ras Gl

L@ all juaae

st sl O35 V) Alda g Y1 Bl g an gl) 8 Bgpn e

AL aadll <) Ll Ll o) (31 B Ala)

) ) il 5l e e Y1 slawsl e

S e

O Al (i .

s Clua gil)
s b L Opasiall 5 il sl maan ol sall 5 o l3al) dalall digl) paca 53
‘_}d :\:\;m.“ 2&1.‘:)3\ LWSJ}).A }i ;L\Jny\ aaa\‘)n 3 )g ypa °
Caandl alia i ) AV gl 5 ASa e
bl geedlef oy sle o Teliy 03V & sadpladivl axe @

g g aladiul (pe ASU clibal) s Sl all e Augdl ¢34 @
claiiall 5 5 jeaY) cledd bl S Gal 5ok e oY)
www.ncmdr.sfda.gov.sa aukll

Saudi Food & Drug Authority

el gally o /3ill dalell disel)




Wednesday, Sept 1,

Safeguard notification %f Llesdl o Ladbadl Hladl 2010

risks .

e Report to SFDA any injury related to use of ear
candles through the national center for medical
devices reporting www.ncmdr.sfda.gov.sa
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