Complaint to TGA: Polarbare Club Whole Body Cryotherapy
Acknowledgement:
This complaint was prepared by a 2018 Monash University Summer Vacation Scholarship student,
then checked, edited and submitted by Assoc Prof Ken Harvey.

Summary:
The JUKA Cryosauna medical device is promoted by Polarbare Club Cryotherapy Pty Ltd (ABN 46
610 671 559) but is NOT included on the Australian Register of Therapeutic Goods (ARTG).
We allege this is a ‘critical’ priority complaint due to a breach of s.42DL(12) of the Therapeutic
Goods Act 1989 and also many breaches of the Therapeutic Goods Advertising Code 2015. The
latter include s.4(2)(i), claimed 100% safe, and s.5(2), claimed to improve acne, psoriasis, eczema
and autoimmune diseases.
The U.S. FDA has warned consumers about these devices, so should the TGA.
We also note that searching the ARTG for medical devices is problematic (Appendix I). This needs
to be fixed.
Cryotherapy refers to the use of extreme cold in surgery or other treatments. Whole-body
cryotherapy involves exposing the whole-body (the head may or may not be exposed depending on
the chamber used) to dry air of typically -110 to -160 degrees Celsius for a duration of 2-3 minutes.
A medical device is defined in s 41BD(1)(a)(iii) of the Therapeutic Goods Act 1989 as1:
Any instrument, apparatus, appliance, material or other article, intended to be used for human
beings, for the purpose of one or more of the following:
i.
ii.
iii.

diagnosis, prevention, monitoring, treatment or alleviation of disease;
diagnosis, monitoring, treatment, alleviation of or compensation for an injury or
handicap;
investigation, replacement or modification of the anatomy or of a physiological process;

We allege that the JUKA Cryosauna fits the above definition due to the claims made and the changes
that consumers believe will happen to their bodies after one or more sessions of whole-body
cryotherapy.
With the current concern surrounding medical devices,2 it is important to ensure that the medical
devices and treatments marketed and advertised to consumers are included on the ARTG and
providers make appropriate claims with good quality scientific evidence in support of them.
Polarbare Club Cryotherapy Pty Ltd extrapolate from limited scientific evidence, including studies
with vastly different devices and protocols, to make many unsubstantiated claims.
We allege breaches of the Therapeutic Goods Advertising Code 2015; s.4(1)(a), 4(1)(b), 4(2)(a),
4(2)(c), 4(2)(i) and 7(3).

Complaint detail:
Product name: JUKA Cryosauna made in Poland.3 GMDN 45140 Cryotherapy set.
Advertiser: Polarbare Club Cryotherapy ABN 46 610 671 559
Australian distributor: Griffiths Cryotherapy Pty Ltd, ABN 85 626 039 049, P: 08 9468 7219.4
Advertisement type: Internet
1

https://www.tga.gov.au/what-medical-device
http://www.medreach.com.au/?p=2985
3
http://kriogenika.juka.com.pl/en/o-nas/
4
https://www.griffithscryotherapy.com/cryosauna-machine
2
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Where did it appear:
•
•

http://www.polarbareclubcryo.com.au/benefits/
http://www.polarbareclubcryo.com.au/wholebodycryotherapy/

Date seen: December 3, 2018

Claims:
1. Weight loss (burn up to 800 calories per session).
2. Reduce muscle soreness, relieve pain naturally and instantly, speed up injury recovery, 3
minutes in the Cryo chamber, 48 hours shaved off recovery time.
3. Slows down the ageing process.
4. Improves skin disorders such as acne, psoriasis & eczema, can help with autoimmune
diseases.
5. Cryotherapy is 100% safe for anyone who’s NOT pregnant or suffering from a heart
condition.

Advertisement type: Internet
Screen shots:

The Australian distributor of JUKA Cryosauna
https://www.griffithscryotherapy.com/cryosauna-machine
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http://www.polarbareclubcryo.com.au/

http://www.polarbareclubcryo.com.au/about/purchase-a-cryosauna/
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http://www.polarbareclubcryo.com.au/benefits/
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http://www.polarbareclubcryo.com.au/wholebodycryotherapy/

http://www.polarbareclubcryo.com.au/starthere/
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Claims disputed and rationale:
1. Weight loss (burn up to 800 calories per session)
There is evidence that localized application of cold (cryolipolysis) can produce spot reduction of
adipose tissue as an alternative to liposuction. Although this procedure is popular, the body of
scientific evidence is limited.5 However, localised cryolipolysis is very different to whole-body
cryotherapy.
A study by Filliard et al. (2016) used Dual Energy X-ray Absorptiometry (I-DXA General Electric) to
measure fat and lean mass in 14 male subjects before and after 10 WBC sessions at −110°C twice
a day for 5 days. They found no significant statistical differences between the measures for
weight, fat mass or lean mass, before and after 10 WBC treatments.6
In addition, we could find no evidence to support the claim that 3 minutes in a JUKA Cryosauna
burns 800 calories. Even if it did, that would result in a loss of only around 0.1 kg.
We allege that this claim breaches the Therapeutic Goods Advertising Code 2015 s4(1)(b),
4(2)(a) and 4(2)(c). We also allege an additional breach of s 7(3) of the Code because this
advertisement does not have an appropriate balance between the claims and references to a
healthy energy-controlled diet and physical activity.

2. Reduce muscle soreness, relieve pain naturally and instantly, speed up injury recovery,
3 minutes in the Cryo chamber, 48 hours shaved off recovery time.
A 2015 Cochrane review concluded there was insufficient evidence to determine whether
whole-body cryotherapy (WBC) reduced self-reported muscle soreness, or improved subjective
recovery, after exercise compared with passive rest or no WBC in physically active young adult
males.7 Four studies found were all judged to be of low-quality. There was no evidence on the
use of this intervention in females or elite athletes. They noted that lack of evidence on adverse
events was important given that the exposure to extreme temperature presents a potential
hazard. Further high-quality, well-reported research in this area is required and must provide
detailed reporting of adverse events.
The following studies assess the effects of whole-body cryotherapy on pain as a result of medical
conditions (rheumatoid arthritis, frozen shoulder and chronic low back pain). While these are
not relevant to a product marketing to healthy individuals, they do highlight the lack of quality
evidence on this topic.
Gizińska et al. (2015) reported a study of postmenopausal women who had been diagnosed with
rheumatoid arthritis in which 25 patients receiving whole-body cryotherapy while 19 received
traditional rehabilitation.8 It was not clear how the two groups were chosen. Regardless of the
treatment used, there were comparable significant improvements in the severity of pain,
duration of morning stiffness and other parameters.
May et al. (2013) conducted a single-blinded randomized trial involved 30 patients with adhesive
capsulitis of the shoulder (‘frozen shoulder’) randomly assigned to physical therapy modalities
and passive joint mobilization with or without active range of motion .9 After treatment, all
participants reported a clinically meaningful and statistically significant improvement in
measured active range of motion of the shoulder, pain and function but whole-body cryotherapy
5

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4444424/
https://bjsm.bmj.com/content/50/Suppl_1/A38
7
https://www.cochrane.org/CD010789/MUSKINJ_whole-body-cryotherapy-preventing-and-treating-musclesoreness-after-exercise
8
https://www.ncbi.nlm.nih.gov/pubmed/26576422
9
https://www.ncbi.nlm.nih.gov/pubmed/22850489
6
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conferred added benefit to joint mobilization. This study had several limitations including the
lack of a control group for comparison of results, a small study group, and no data on long-term
outcomes of the intervention.
Nugraha et al. (2015) randomised 64 patients with chronic low back pain into treatment with
whole-body cryotherapy (-67 OC) or a sham cryotherapy chamber (-5 OC).10 Results showed
similar effectiveness in pain reduction in both groups, indicating that the cryotherapy at lower
temperature was not superior to the control group treated with the sham cryotherapy chamber.
We allege that these claims breach the Therapeutic Goods Advertising Code 2015 s.4(1)(b),
4(2)(a) and 4(2)(c).

3. Slows down the ageing process
We found no evidence to substantiate these claims.
We allege that this claim breaches the Therapeutic Goods Advertising Code 2015 s4(1)(b),
4(2)(a) and 4(2)(c).

4. Improves skin disorders such as acne, psoriasis & eczema, can help with autoimmune
diseases.
We found no evidence to substantiate these claims. In addition, these claims refer to serious
diseases. The U.S. FDA has warned consumers about misleading claims made for these devices,
so should the TGA.11
We allege breaches of the Therapeutic Goods Advertising Code 2015 s4(1)(b), 4(2)(a), 4(2)(c)
and 5(2).

5. Cryotherapy is 100% safe for anyone who’s NOT pregnant or suffering from a heart
condition.
The 2015 Cochrane review noted that lack of evidence on adverse events given that the
exposure to extreme temperature presents a potential hazard. Further high-quality, wellreported research in this area is required and must provide detailed reporting of adverse events.
We allege that this claim breaches the Therapeutic Goods Advertising Code 2015, s.4(2)(i).

Previous complaints:
Searching ‘cryotherapy’ in the Complaints Register yielded 0 results, but there have been 3 justified
complaints regarding cryolipolysis devices.12
Dr Ken Harvey MB BS, FRCPA, AM
Associate Professor
School of Public Health and Preventive Medicine
Monash University
Alfred Campus
553 St Kilda Rd
Melbourne VIC 3004
Mobile: +61 419181910
Email: kenneth.harvey@monash.edu
WWW: www.medreach.com.au
13 December 2018
10

https://www.ncbi.nlm.nih.gov/pubmed/25296740/
https://www.fda.gov/ForConsumers/ConsumerUpdates/ucm508739.htm
12
http://www.tgacrp.com.au/complaint-register/?_search=cryo
11
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APPENDIX 1 Attempts to ascertain if this device was included on the ARTG.
We searched the ARTG for ‘cryotherapy’ with the following results:13

None of above results showed the device name ‘JUKA Cryosauna’, or the advertiser, ‘Polarbare Club
Cryotherapy’.

13

http://tga-search.clients.funnelback.com/s/search.html?query=Cryotherapy&collection=tga-artg
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Dr Harvey contacted Trent Greentree, Assistant Director of the Device Support Team at the TGA by
email who suggested the following list of search terms to identify the device.

This provided no additional help. We contacted a representative (Jessica) of Polarbare Club
Cryotherapy via telephone (1300 337 222) on 30 November 2018. She confirmed that Polarbare Club
Cryotherapy use the ‘JUKA Cryosauna’ but could not give us details about the device’s ARTG ID.
Although we were told the company would get back to us, we have not received a reply at time of
writing.
We then contacted the Australian distributor of ‘JUKA Cryosauna’, Griffiths Cryotherapy Pty Ltd, ABN
85 626 039 049, P: 08 9468 7219 on 12 December 2018. They confirmed that this device was not
included on the ARTG.
Searching the ARTG for medical devices is unhelpful. This has been noted before in a submission to
the TGA Consultation: Therapeutic Goods Advertising Code.14 The brand name of the device
advertised often does not appear on the ARTG entry, the advertiser may not mention the name of
the device sponsor, the intended purpose of the device can lack important information that is crucial
to the use for which the device is promoted, and the advertised use may bear no relation to the
intended purpose.
These problems need to be fixed.

14

http://www.medreach.com.au/wp-content/uploads/2017/10/Consultation-Submission-The-TherapeuticGoods-Advertising-Code-Harvey-Ranaweera-Kay-FSM-Final.pdf
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