Follow-up of TGA complaint AGTMWIYHC/201& Ear Candles

On 24 July 2018 a portfolio of 104 complaints about the promotion of ear candles was submitted
to the TGA.My complaintnoted the Complaint Resolution Panel (CRR) praviouslyupheld 20
complaintg about misleading claims made for ear candles andireéerred more to the TG¥on

the grounds that regulatory action was required.

Friends of Science in Medicinedhalso raised this matter with the TGPheyhave pointed out

that other regulators, suchsathe U.S. FDA and Health Canada, have provided public warnings,
import alerts, seizures, injunctions, and warning letters about these maftelswever, the TGA
refused to act.

On 21 September 2018 the TGA wrote as follows:

Winalisation of therapeutiggoods advertising complaint regarding multiple advertisers of
ear candles AG5TMWIYHC/2018 [SEC=UNCLASSIFIED]

| am writing in regard to your complaint ATMWIYHC/2018 received on 24 July 2018.
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educational letter was sent to the identified advertisers outlining your complaint and

advising them of their obligations in relation to the advertising of ear candles as well as
informing them of the upcoming changesttee regulation of these productsioting

that there are requirements under Australian Consumer Law relating to the advertising

of consumer goods.

As you are aware, on 21 June 2018, the Government announced that ear candles will be
excluded from the therapgtic goods regulatory framework. Excluded goods are not
regulated as part of the therapeutic goods framework, but are primarily governed by
Australian Consumer Law (ACL)

Ear candles are expected to be excluded from the therapeutic goods regulatory
framewark before the end of 2018. As a result this complaint was managed through our
education rather than complaints function and will not be published on/ttieertising
Complaints @tcomeswebpage.

Thank you for bringing this matter to the attention of the TGA.

Advertising Compliance Unit
Emailitga.advertising@tga.qov.&u
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were takenon 4 January 201AImost 6 months after making my complaint, 51 (49%) of 104
advertiser web sites are unchanged; 12 (12%) have removed some claims and 41 (39%) had

removed all the claims | alleged breached therBpeutic Goods Advertising Code.

Thus, 61% of the web sites complained about continue to make misleading and deceptive claims
which | allege breach both the Therapeutic Goods Advertising Code and Australian Consumer
Law.

! http://www.medreach.com.au/wpcontent/uploads/2018/07/Complainto-TGAPromotionof-ear-
candles.pdf

2 http://www.tgacrp.com.au/complainiregister/? search=candle

8 http://www.tgacrp.com.au/withdrawnrcomplaints/? search=candle

4 https://www.fda.gov/forconsumers/consumerupdates/ucm200277.htm
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1. https://lwww.chemistwarehouse.com.au/buy/60465/Bi8unEarCandlesl-Pair

Home / Medicines / Ear Care and Treatments

Bio Sun Ear Candles 1
Pair

Product ID: 60465

*okdhos 4.0 (1) Write a review

$12.99

SAVE $3.96

el &7 ADD TO CART

General Information

BIOSUN HOPI EAR CA ults and children may be beneficial in the temporary relief
of the symptoms of-

sinus problems, ear ache, gizNe ear, swimmers ear, some chronic headaches, ringing in the ears,
hearing difficulties, headache, irritations in the ear, sore throat and allergies.

Will aid removal of excessive ear wax. May also help to relieve prassure after flying. deep sea
diving or whenever an imbalance of prassure has occured.

May also help to relax and calm, relieving symptoms of stress and anxiety.

There has been no change in the claims madihe ARTG Public Summai@1479)which still
claims this producassissin cleansing the ear of wax and impurities.

2. https://www.buyorganicsonline.com.au/eazandles/

How do ear candles work?

Many people ask how do ear candles work? Well, the method I5 simple to explain. It involves placing a long candle into the ear. The
external end of the candle is then lit which results in the whole ear becoming coated in beeswax. This creates a vacuum in the ear canal
and, as the beeswax is being removed, the hope is that excess ear wax is drawn out with it.

Why you might use ear candles

As a form of alternative medicine there are both proponents and critics of the value of using ear candling as a form of ear care. Some
users of the product have advised that it may help with:

= Clearing earwax build-up. Although earwax serves a purpose in protecting the inner ear from unwanted particles, problems arise due to
excess build-up. Traditional treatments such as water pumping or the insertion of sharp implements can be invasive and
uncomfortable. Using ear candles is an alternative that is free from discomfort.

« Areduction in earaches. Earaches generally occur due to inflammation within the ear canal. Those looking for a treatment method that
does not involve the use of prescribed medication may find that ear candling provides an effective alternative. This is because the
warmth inside the ear can ensure bacteria does not have the space to reside.

« Relief of swimmer's ear. When water gets trapped in the ear canal, germs present in the liquid can cause an infection. This often is
reported as severely uncomfortable. When ear candles are used, the warmth provided can remove the water build-up therefore
reducing the chance for germs to survive.

The claim forrelief of tinnitushas been removedjut the other claims areincharged
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3. http://www.itzallgoodfood.com.au/happyearsear-candles100-naturatcone-2-pack/

Happy Ears - Ear Candles 100% Natural - Cone 2 pack

Ao

RRP: 3995
o <2 Your Price: $9.50
: % (You save $0.45)
'd ‘ Weight: 20.00 Grams
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Product Description
Product Size: 2 pack

Description

Happy Ears Ear Candles are 100% natural made of unbleached cotion, bees wax and propolis used
to safely clean out accumulated wax and white flaky fungas from the ears. Traditional methods to
clean ears like cutton buds can push ear wax futher into the ear causing other health problems. Ear
candles are like a long chimney and have a wick at one end, which is lif, and a small hole at the
other, which fits s in the ear to create a pieasant and soothing experience while working to
cleanse the ear, Ear Candles use a protective disc that also provides a guide to
complete the ear =Propolis is also used for its anti-bacterial and anti-viral qualities. Ear
candling has been eXectively used for centuries gnd is suitable for infants and adults.

Ear candling may be beneficial in cases of:

« Excessive wax build up

» Impaired hearing

« Fungal infections

« Sinus pain & irritation

» Toxic residue from medication
- Tinnitus, Meniere's Syndrome
« Foggy head

« Poor lymphatic circulation

« Migraines

« Poor balance, vertigo

« Glue ear or swim ear

» Children’s ear problems

The claims made are unchanged.
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4. https://australianorganicproducts.cuo.au/products/wiseears2-ear-candles100-natural

This page has been removed but the site promotes other brands of ear cavtulds
continue tomake unfounded claims about removing waxa vacuum (Chimney effecBor
example, see

https://australianorganicproducts.com.au/products/hap@arsear-candles100-beeswax2-
cones

BABY & KIDS »  BEAUTY +  ECO-HOME +  FOOD & GROCERY -

HEALTH * MORE *+ SALF* & Q w

Happy Ears Ear Candles are cone shaped for comfort with 3 extra devices, 100% Beeswax and infused

with propolis.

BUY HAPPY EARS EAR CANDLES 100% BEESWAX 2 CONES
ONLINE AND SAVE!

HOW EAR CANDLES WORK

The ear canal is gently filled with warm air, softening the earwax. The propoli vapours heal and protect
the ear. The heat also enhances blood flow within the ear canal, resulting in a feeling of well-being and of

general relaxation.

The warm rising air creates a vacuum (chimney effect) at the base of the candle. This helps draw out

waste deposits and moisture from the ear canal.

In addition, Wise ars 2ear candles continue to be@moted on other web sites with the same
misleading claims originally complained abdsge:http://pilonspress.com.au/home/102vise-
ear-candles.html

Wise Ear candles

1 Condition: New product

| This ancient remedy for removing toxins and excess
wax from the ear canal has been tried and trusted
for centuries.

We only use the best ear candles made from 100%
cotton & beeswax.

This procedure is completely painless and is a great
option for dealing with children’s ear problems.

1 pack contains 2 candles.

Simple
Natural
Eftective

¢ $25.00 tax incl.

| Quantity 1

|
= oo | o
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Ear candling may be beneficial in cases of:

Excessive wax build up
Impaired hearing

Fungal infections

Sinus pain & irritation

Toxic residue from medication
Tinnitus, Meniere’s Syndrome
Foggy head

Poor lymphatic circulation
Migraines

Poor balance, vertigo

Glue ear or swim ear
Children’s ear problems

http://pilonspress.com.au/home/102vise-ear-candles.html

5. https://www.audacioushealth.com.au/Products.html

Web site unchanged.

6. https://www.naturalcity.com.au/prodhopi-ear-candles6-candlesby-biosun22061.aspx

Biosun Earcandles are a safe choice because they contain the exclusive cross-shaped barrier which prevents any
liquid wax or excess condensate from entering the ear. This barrier is eco-friendly, being made from
environmentally compatible PE. Biosun Earcandles are excellent in the treatment of nose and throat
congestion,sinusitis, headaches, TM.J. pain, tinnitus, and otitis external/tropical ear. Ideal relaxation treatment for
stress or anxiety related symptoms. Softens earwax for easy removal.

Web site unchanged

7. https://www.luvinlife.com.au/earcandles

Luvin Life Ear Candles

Far candling is an ancienl form of therapy used by many cultures around the world.
Heal produced from the candle helps Lo draw oul oxcess car wax and olther debris which may boe prosent
in the car canal
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Other benefits may include;
o Relicf from tnnitus nging in the cars)
o Reliove sinus pain and prossurc
Romoving oxcess wax build up

"'. [s 1
PN

o Relioving sovercly ilchy cars (oflen caused by yeash mould or dairy allergics)
s Helping Lo unplug cars (oflen due Lo ilness)

Web site unchanged

8. http://www.thecuthut.com.au/wholesale/beauty/toolsdisposables/eacandles

Claims removed.

9. https://www.naturalcandleshop.com.au/products/earandles

Now:. https://www.scentyourworld.net.au/products/eacardles

Jaims removed.

10. http://www.shiatsuman.com/ear candles.html

Indications

Irritations in the ears or sinus
Soothing effect in cases of over-
irritability and stress-related
symptoms

Noises in the ears (such as, for
example, ringing in the ears)
Energetic revitalization in cases of
hearing impairments

Pressure regulation in cases of
headaches, migraines, sinusitis and
rhinitis

Circulatory disturbances of the ear
Local activation of the lymph and the
metabolic process

Stimulation of the energy-flow
circulation

Claims unchanged.

11. https://aperfectblend.com.au/ouitherapies/earcandling/

Claims removed.

12. http://wisdomforlivingcentre.@m.au/shop/earcandlesthree-pack/

Claims removed.

Page6 of 29


http://www.thecuthut.com.au/wholesale/beauty/tools-disposables/ear-candles
https://www.naturalcandleshop.com.au/products/ear-candles
https://www.scentyourworld.net.au/products/ear-candles
http://www.shiatsuman.com/ear_candles.html
https://aperfectblend.com.au/our-therapies/ear-candling/
http://wisdomforlivingcentre.com.au/shop/ear-candles-three-pack/

Follow-up of TGA complaint AGTMWIYHC/201& Ear Candles

13. https://www.cutpricepharmacy.com.au/products/wise_ears __ear_candles 2s

Claims removed.

14. https://www.heliosupply.com.au/index.php/moxheattherapy/earcandlesl/ear-candles.html

Ear Candles — How They Work?

Ear candling provides a relaxing and warming treatment for the
ear. It is a non-invasive technique and generally more effective
than the syringe system favoured by allopathic medicine.

As the candles burn they create an up draught and this gently
helps to draw out built up secretions and blockages. The warmth
and herbs from the candles also assists in balancing the fluids
and pressure in the ear.

Essentially unchanged

15. http://www.thecuthut.com.au/wholesale/beauty/toolsdisposables/eacandles

Claimsemoved

16. http://www.centreofwellbeing.com.au/eaicandling.html

Claims unchanged.

17. http://www.truehealth.net.au/services/eaicanding/

Claims removed.

18. http://www.yoursanctuary.com.au/beauty/eacandling/

Ear Candling is safe, non invasive, and natural, it will gently clear excess earwax from the ears and
will assist with earache, runny nose, tinnitus, migraine, and blocked ears associated with air travel.

Our ear candles are sourced using only the finest organic quality ingredients, using pure bee's wax,
essential oils and premium organic linen.

To create a vacuum in the ear, drawing out old wax residues. Ear candling is non invasive and
completely painless. This treatment may assist with the following conditions:

+ Excessive Wax build-up {(minor hearing loss)
+ Sinus irritation, and Vertigo
+ To clear the head before or after air travel

Claims nchanged.
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19. https://alternativebodyworks.com.au/massagberapiesdarwin/ear-candlingdarwin/

Who should have the treatment?

As long as you do not have any contraindications then the treatment is a relaxing experience for all,
however it may be especially useful for the following conditions:

« Sinusitis

+ Hayfever

« Migraines and headaches

+ Excessive or compacted ear wax
+ Snoring

« Tinnitus

+ Loss or reduction of smell

Claims unchanged

20. http://www.renewreflexology.com.au/http--www-renewreflexologycom-au---ear

Ear Candling

Do You Suffer From...
« Excess earwax?

« Tinnitus (ears ringing)?
+ 5Sinus congestion?

| offer ear candling and gentle lymphatic massage treatments to assist you
to restore, rejuvenate and revitalise your health and wellbeing.

The above laims unchangedthers eliminated

21. https://www.yatan-ayur.com.au/thebenefitsof-earcandling/

Claims removed.

22. http://www.o livehomoeopathic.com.au/eacandlingperth-hills-holistichealth/

How does it work?

The smoke gathers up the wax debris (which had been softened by the gentle warmth of the candle) before
circling back up through the opening in the candle while the deposit burns.

Conditions treated

Due to the removal of any buildup of wax in the ear canals there may be some improvement in hearing and
balance. The frequency and severity of ear infections, ear aches and sinusitis headaches may be reduced if part
of the cause has been a build up of wax in the ear canals.

Some minor modification of claims, but essentially unchanged.
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23. https://feelinghealthy.com.au/eaicandling/

Ear candling is a natural ear cleaning technique that has been practised for
thousands of years, originally the hollow reeds from swamp areas were used. It
has been passed down through many generations but the North American
Indians. There are also records of the use of ear candling in earlier times by the
Egyptians, Chinese and Tibetan

This painless and safe method assists in the removal of excess earwax, infections
and residuals of past infections.

Ear candling can help to relax and calm whilst also relieving symptoms of

* Sinus problems and discomfort
* Earache

* (Glue ear

* Swimmers Ear

* Some chronic headaches

* Ringing in the ears (Tinnitus)

* Hearing Difficulties

* Headache

* Sore Throat

s Allergies

* |rritaions and itching in the ear
* Vertigo

* Stress and Anxiety

These effects are possible because all the passages in the head are
interconnected, allowing the candles to drain the whole system osmotivally
through the membrane and outer canal of the ear. The candles gently draw from
the ear, sinuses, lymph glands, dental area, throat and more.

Feeling Healthy only uses the best quality, hand crafted ear candles.

During the treatment old earwax and toxins are drawn up the candle, which has
been lit and placed gently in the ear using a plastic cone for protection. The heat
from the smok softens the wax in the ear and te vacuum made by the buring
candle draws the old wax and liquids out of the ear.

Itis a relaxing way to promote a sense of balance and clarity as well as improving
health conditions.

Claimsunchanged.
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24, http://www.thewingsofangels.com.au/pages/E&andling.html

The process of ear candling involves the use of custom made, hollow candles that are coated with beeswax.
They are hollow in nature and once lit and inserted gently into the ear, they create a vacuum in the ear canal,
drawing out excess wax, resides of past infection and fungus, clearing and opening up the sinuses by drawing
away impurities. Ear candling is completely painless and non-invasive. This procedure is so relaxing and gentle
warming you will want to drift off to sleep.

Ear Candling is said to of benefit for; Excessive wax build up, Sinusitis, Headaches, Enhancing hearing, Clear head
before a flight, Ear infections( in conjunction with other medical treatment), Glue ear, Pressure pain/blockage,
Tinnitus and swimmers ear.

| use Birte's Ear Candles which are registered on the Australian Therapuetic Goods Administration.

Claims unchanged.

25. https://sagebeauty.com.au/catalog/eacandling/

How Ear Candles work

Ear candles can be made from the natural ingredients such as beeswax, sage, honey extracts, St Johns Wort, chamomile, beta-
carotene and organically grown flax. Ear candles work on a “chimney principle”, creating a vacuum and drawing some
potential wax from the ear into the hollow tube of the candle. Some of this residue can be found in the candle wax after its
removal from the ear. It is quite visible, a plug shape.

Many claims removed but still assedandling creates a vacouthat removes wax from the ear.

26. http://liebewellness.com.au/eacandling/

Claims remved.

27. http://www.zen-chi.net.au/earcandling.html

Page relocated tahttp://www.zen-chi.net.au/naturaitherapies/earcanding/

How do Hopi Ear Candles Work? The candles are simple to use. The candles are
handmade with natural ingredients of beeswax. The candles work on a chimne

principle, drawing any impurities to the surface where they can be gently

removed. Ear Candling is suitable for all age groups. The candles are lit and placed

in the ear. The flame then acts as a vacuum suction and secretion flow is
stimulated and the vapour collects and remowves impurities and deposits

entl

BENEFITS OF EAR CANDLING?

Though results may vary from patient to patient, some clients have reported the
candles to be helpful with;

Sinus problems

Ear aches

Moises in the ears, ringing, tinnitus
Headaches

Sore Throats

Allergies

Colds and Flus

Swimmers Ear

Excessive Ear Wax

Relaxing and calming effect in cases of stress

Claims unchanged.
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28. https://bingsnaturalhealth.com.au/eacandling/

What Are Ear Candles and Their Use?

Ear candles are hollow tubes made of cotton or linen cloth
impregnated with beeswax, and sometimes with herbs, ar
essential oils, such as Tea Tree and Eucalyptus with their

antifungal and antiseptic functions. Each candle is around 25cm

long and burns for 15 to 25 minutes. Ear candles are mainly used
for gently cleaning the ear canal and promoting a healthy atmosphere in the ear, throat and sinus
cavities. This is an alternative to ear wax spoons, cotton buds and ear syringing which are invasive and

potentially dangerous.

Why Get Ear Candling?

Ear candling is soothing and creates a relaxed space to reduce stress tension, and promote natural
healing, enhanced health and overall wellness. Stimulating the acupuncture and energy points around

the area of the ear conveys benefits to the mind, body and spirit.

A build up of wax in the ears can reduce hearing. Pressure imbalances in the ears are uncomfortable,
especially after flying or scuba diving. While the ear is naturally self cleaning, and a certain amount of
ear wax is required to lubricate and protect the ear, the accumulation of excess wax and fluid can

cause issues. Shampoo and soap residus may also harden ear wax.

Ear candling is helpful for drawing dead cells, bacteria, pollen, yeast, dust, fungus, mould, parasites,

pollution and other toxic debris out of the ears.

On a spiritual and esoteric level it is said to release energy blockages, cleanse the aura and balance

the subtle energies.

Claims unchanged.

29. https://www.tarotinaction.com.au/healings/healingsar-candling

Claims removed.

30. https://www.kobeautyzone.com.au/eacandling

Claims removed.

31. http://www.acupuncturefitness.com.a/health-services/otherservices/earcandling2/

During the burning as the candle heats up, the air inside the tube is rising. A mild suction is created by the rising air column at the base of the
candle, This air movement has a regulating, balancing effect on the pressure in the middle and inner ears and in the sinus cavities

Besides, the relaxing experience of the ear candling therapy helps to relieve the stress and improve the feeling of general well-being.

Due to its gentle procedure it is a suitable method for children.

Benefits:

* Reduced stress

« Improved sense of taste

* Improved sense of smell

» Equalized pressure in the ear

Ear candling is a non-intrusive technique that may help with:

» Sinusitis

+ Tinnitus

+ Tension headaches
* Snoring

* Swimmer’s ear

* Vertigo

Claims unchanged.
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32. https://laurimarhealth.com.au/eaicandlingsession/

Claims removed.

33. http://in2reflexology.com.au/eascandling/

HOW IT WORKS?

Ear candles are hollow tubes made from organic cotton
soaked in herbs and beeswax. The light suction action
(chimney effect) created inside these candles creates a
vibration of air in the Ear Candle generating 3 massage
like effect on the ear-drum. This induces a pleasant
feeling of warmth and a balance of pressure in the ears,
forehead and sinuses.

The physical effect is often
described directly after the
ear candling as a soothing,
pressure and pain relieving
sensation, mainly in the ear
and head area.

It has been known to help
with ear wax removal and to
assist with conditions such as
sinusitis, headaches, ear noise, tinnitus, headache, TM]
pain, nose and throat congestion.

Candling also offers an ideal relaxing session to assist
stress or anxiety related symptoms.

Claims unchanged.

34. http://trishhoward.com.au/earcandlingbegamerimbula/

The procedure is completely safe, gentle and pain free technique.

Ear Candling gently warms the air in the ear to create a vacuum to draw the wax,
debris and any toxins out of the ear canal and Eustachian tubes without syringing
and without force.

Ear Candling is an excellent alternative for children’s ear problems.
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http://trishhoward.com.au/earcandlingbegamerimbula/

include:

®  Excessive wax build up

» Fungal infections, parasites, including Candida
®  Sinus pain and irritation (sinusitis, rhinitis)

» Colds and other head congestions

® Some sore throats and congestion

» Toxins, including toxic residue from medications
» Some allergies

® Glue ear, swimmers ear

= Tinnitus

® Foggy head

» Yertigo, other inner ear problems

m Wigraines, headaches

® Some hearing impairments

» Relief of 'stuck pressure’ after flying, diving

= TM] pain

Ear Candling can be very beneficial for a variety of ailments. Some of these

Claims unchanged.

35. https://brunswickhealth.com.au/acupuncturmelbourne/whatis-ear-candling.html

What is Ear
Candling?

The ear candling process basically
involves using a light and somewhat
hollow candle with the intent to
create a vacuum and light suction
effect in the ear canal. The ear candle
is usually made from natural
materials coated with beeswax and
other medicinal herbs. The ear
candles we use are practitioner-only and are issued an ARTG number. Our qualified
and experienced Acupuncturist employs best practice protocols to get optimal results
and reduce any associated risks.

Many claims renoved; vacuum and suction claim remains.
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36. https://pamallen.com.au/eaicandling/

Ear Candling

What is it?

Ear Candling may assist earwax and toxins to be removed from the ear. An ear candle is a long
hollow tube made out of calico, beeswax and hypericum. One end of the candle is lit with a
match and when the smoke draws at the other end, the smoking end is placed inside a small
cone and inserted into the opening of the ear canal. The treatment is very gentle and soothing.

How can Ear Candling help me?

The treatment may assist with recurrent ear infections,
tinnitus, swimmer’s ear, sinusitis. hay fever, some types of
headaches. or those who regularly have blocked ears.

What happens during a treatment?
Prior to the candiing you will receive a 15-minute massage
whilst lying on the table, then you will be placed on your
side for the first candle to be put in your ear.

Please contact Pam for further details.

Make an appointment

Most claims remain.

37. https://mysticuniverse.com.au/eacandling/

Ear Candling is a gentle vet very effective ancient natural therapy.

HOW CAN EAR CANDLES BENEFIT ME?
Ear candles may be of benefit in various cases of:
+ Cleanse sar canal

+ Excessive wax build up

+ Foggy head

+ Fungal infections

+ Glue ear or swimmers ear

+ Improve hearing

+ Pressure after flving

+ Relieves sinus pressure & pain

+ Tinnitus (Ringing in the ears)

« Insome cases it is beneficial for vertigo, headaches and sore throats.

Ear candling is ancient method that has been used by the Chinese for thousands of
vears. The process involves using a hollow candle which is held gently on the edge of
the ear. The candle is lit which creates a vacuum in the ear, drawing out old wax and
other residues. Candling is also said to stimulate the immune system and peripheral
blood circulation.

$50 per session or $1zo for 3 session package

Claims unchanged.
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38. https://cctcentre.com.au/earcandling/

Claims unchanged.

39. http://www.gently-doesit.com.au/earcandling3

Site down.

40. http://www.backinharmony.net.au/ear%20candling.html

Claims unchanged.

41. http://www.mindandbodyhealth.com.au/eacanding-cupping/

Claims unchanged.
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