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Medical Device Included Class IIb

Australia – Therapeutic Goods Administration (TGA)

Medical Device - Class 1 
• The Portable Altitude Chamber (PAC) is a low pressure hyperbaric chamber 

constructed of flexible reinforced PVC fabric. It is designed for the 
treatment of high altitude sickness, especially the life threatening acute 
cerebral and pulmonary oedemas. It is only used in remote wilderness 
conditions of high altitude (trekking above 2500m) where conventional 
medical services are not readily available.

Specific Conditions: 
• No specific conditions included on record.

Medical Devices - Class 2b
• Hyperbaric Chamber is to administer 100% Oxygen at pressures greater 

than ambient, up to 3 atmosphere absolute (30psi) of pressure.

Specific Conditions: 
• No specific conditions included on record.

























Commonly ‘Advertised’ Benefits of HBOT
Source: www ….

• Preconditioning against injury

• Shortens recovery time after extreme exercise, injury or surgery

• Revitalizes by improving blood flow and oxygen to all organs

• Regenerates small blood vessels (capillaries), nerves and bones

• Improved performance

• Increased strength

• Enhanced endurance

• Energy boost preventing exhaustion

• Reducing inflammation, swelling, pain

• Reducing fatigue and recovery time

• Speeding up healing of muscles, ligaments and fractured bones

• Rejuvenates by releasing stem cells from bone marrow for tissue repair

• Reducing and preventing infection

• Reducing scar tissue formation

• Cleansing blood from toxins and toxic substances

• Maintaining general health





• Victoria’s health complaints watchdog will be given greater powers to name 
and shame dodgy health service providers and practitioners, and protect the 
public by banning them from practising.

• The Andrews Labor Government will today introduce the Health Complaints 
Bill 2016 into Parliament, to establish a tough new complaints system to crack 
down on dangerous unregistered health practitioners.

• Under the proposed new laws, the existing Health Services Commissioner will 
be replaced by a new watchdog, the Health Complaints Commissioner,
creating a more comprehensive health complaints system that better protects 
the public and providers of health services.

• The new Commissioner will receive beefed up powers to take action against 
dangerous and unethical health providers who are not registered under 
national health practitioner regulation law.



• In a major change, the Bill will allow anyone to make a complaint, rather than 
just the person who received the health service.

• The Commissioner will also have the power to instigate an investigation even 
when no complaint is lodged, for example, if the media have uncovered an 
unscrupulous unregistered provider making fake or harmful claims.

• The new Commissioner would have the powers to investigate and crack down 
on high profile cases such as the blogger who faked cancer to profit from her 
wellness app, the fake gynaecologist performing ‘fertility treatments’ on 
women for a decade, or the unregistered ‘dodgy’ dentists, and ban them from 
providing these unethical and dangerous treatments.

• Other examples include a formerly registered dentist who claimed ‘ozone 
therapy’ could cure cancer, or people purporting to be able to ‘convert’ gay 
people through medical or therapeutic means.

• Individuals who breach the Commissioner’s ruling would face up to two years 
in prison. The Commissioner will be able to issue public warnings and name 
and shame providers in the media in order to protect the public. 

• “We’re taking action to crack down on dangerous and health practitioners who 
take advantage of vulnerable Victorians.”

• “Our tough new laws will give the Health Complaints Commissioner the power 
to name and shame and put these dodgy health providers out of business for 
good.”

• “We’re closing loopholes in the existing legislation to make sure Victorians 
receive the health care protection they need.”



Health Professional Australia Reform Association - HPARA
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HPARA is the peak body for healthcare regulation reform in Australia.



Health Professional Australia Reform Association - HPARA

Road to Reform
• 'The bullying and harassment of medical and allied health professionals has 

become so widespread that it recently became the subject of no less than 
two Senate Inquiries into the Medical Complaints process in Australia.'

• Despite the hard questions being asked by the Inquiry the answers from AHPRA 
were typically evasive and have done little to change the current state of affairs 
that continue to see Healthcare Professionals being unfairly treated by a 
regularity system that is allowing bullying and anti-competitive behaviour.

HPARA
• HPARA is an organisation dedicated to the reform of health care regulation in 

order to best support the delivery of great health care for all. We represent the 
health and well-being of all regulated health care practitioners.

• The targeting of health care workers and doctors is in itself abhorrent, but the 
impacts for patients and the broader community are equally substantial 
because in a culture where bullying is rife no true advancement and 
innovation can occur.

• HPARA and its members are not prepared to sit back and allow this to occur. 
• Our push for a Royal Commission will continue until reform is fully achieved.



• We advocate for a system that supports practitioners to grow and evolve, with 
the knowing that being a health care professional is a life long learning. We 
understand that mistakes can be made, and all efforts should be made to 
support our practitioners to grow and learn and not to mark and shame and 
put a black mark against their name. 

• We equally understand that the current system is designed to support false, 
misleading and vexatious complaints. 

• Our current system operates under the presumption of guilty until proven 
innocent. This is not a system that supports anyone.

What do we stand for?
Health care regulation that holds practitioners and patients/clients in equal 
respect with complainants and practitioners having equal rights and 
accountability.
• The upholding of all human rights for all in all investigative processes.
• A culture of care equal for practitioners and patients/clients.
• A culture of support equal for practitioners and patients/clients.
• We hold as a foundational tenet that both practitioners and clients/patients 

are united by a common humanity.
• We are all people with the same foundational human rights and deserving of 

equal respect and consideration in all matters.
• It is important in all systems that the principle of truth is honoured, and all 

who are engaged in the process have an equal accountability and 
responsibility. (Model Litigant Obligations)



• At present the current system is set up with a bias in favour of complainants 
with no accountability for those who are making unfounded, invented or 
malicious and vexatious complaints.

• This does not hold everyone in equal respect or accountability.

• Regulation is needed to ensure that the public is protected from harmful 
practitioners, as nobody deserves to be harmed by another, but equally we 
need a system that ensures that practitioners are equally held in respect from 
the harm that comes from unfounded or malicious complaints.

• The impact of false complaints and the repercussions that ensue from 
protracted investigative and review processes are wide and far reaching and 
can lead to the inappropriate withdrawal of practice licenses and profound 
personal impacts for practitioners that are pursued. Financial loss, immense 
personal suffering and high rates of burnout, depression, anxiety and even 
suicide can result.

There is a responsibility and duty of care to all people to be upheld in the health 
care regulation system. 

• Vexatious complaints can also lead to the removal from society of caring, 
qualified and highly sought after practitioners performing much needed service 
and care in their communities. These people cannot be replaced.



Hyperbaric Global

USA
Soft Hyperbaric - Hyperbaric 'Air' Therapy (HBAT)
• Allied Health Care and Medical Clinics.
• Low Pressure 1.1-1.3 ATA using pressurized ambient air - HBAT.
• USA FDA requires "medical doctor script referral for use or purchase of a soft 

HBO“.
• USA FDA - It is 'illegal' to fit a oxygen concentration to a soft chamber
• USA FDA - It is 'prohibited safety fire risk' to take inside a soft chamber any 

lithium battery operated device ie mobile phone, notebook, i-pad etc.

• This is NOT the situation around the globe. Soft HBOT is provided using O2 
concentrators and with no consideration to prohibition items.

Hard Hyperbaric - ’off-label’ 
• Medical Clinics.
• Mid Range Pressure 1.4 - 2.4 ATA using up to and including 100% O2

FDA Approved Hyperbaric - High Pressure >2.4 ATA using 100% O2
• Reimbursement in hospital and no hospital medical clinics.





Australia
• Non Hospital HBO is largely – ‘unregulated profession’.
• Any registered or unregistered ‘Health Care Professional’ can provide HBOT 

without medical supervision or referral.
• Australian TGA cancelled all soft hyperbaric chambers, however ‘therapists’ 

continue to provide soft HBOT using O2 concentrators – 92%.

• Hard HBOT – the barrier to entry is cost.
• Hospital HBOT are UHMS controlled with Medicare Reimbursed restricted to 

only hospital based HBOT.
• Medicare reimbursement is limited to 6 – conditions.



England
• UK NHS covers 3-approved conditions. 
• Hospital are tightly controlled under UHMS.

• Non hospitals are largely unregulated
• 64 - MS HBOT Centres under Prof Phillip James. Centres run on donations and 

a ‘not for profit’ business model. Over 30 years in operation with estimated in 
excess of 2.5million separate HBO sessions provided.



England
• 2008 UK Legislation 

Deregulation of Type 3 Hyperbaric Oxygen Chambers.
HBOT clinics are only required to meet ‘fire and O2 safety standards’.
Type 3 HBO clinic – “stable neurologic patient” does NOT require Medical 
Supervision or referral to attend for HBOT.



China
‘HBOT in China’ : Yan et al. Medical Gas Research (2015) 5:3.

The current HBOT indications and contraindications were released at the 22nd 
academic meeting held in Qingdao in 2013 and approved on the 1st of 
November 2013.

• The new indications include diseases that were directly or indirectly caused 
by hypoxia and/or ischemia or a series of conditions that are related to 
hypoxia and/ or ischemia in the evolution of the disease process.

Google search: 

• Soft HBOT (HBAT and HBOT) market appears to be popular but largely an 
‘unregulated’ market.

• Hard HBOT appear to be restricted to hospitals with 100+ beds.



Middle East
New Healthcare Regulations in Dubai May 2016

Hyperbaric Oxygen Therapy Service Standards
• This new standard applies to healthcare facilities providing hyperbaric 

oxygen therapy (“HBOT” and “HBOT Standard”) services. HBOT treatment is 
defined under the HBOT Standard as “a treatment in which the patient is 
placed in a chamber and breathes near 100% oxygen or special mixed gases 
at higher than local atmospheric pressure”. 

• The demand for this treatment has grown as the prevalence of diabetes as 
increased in the Emirate. The provision of HBOT services is limited to 
hospitals, day surgical centres, and outpatient care facilities with certain 
specialities. 

• As with other healthcare services, the provision of HBOT services is subject 
to licensure by the DHA. In addition to governing the delivery of HBOT 
services, the HBOT Standard stipulates the requirements of licensure, 
professionals carrying out the HBOT care, facility location and configuration, 
and patient care delivery. 

• These requirements apply to semi-governmental and private healthcare 
facilities, as well as those operating in free zone areas, except facilities 
regulated by the Dubai Healthcare City Authority.



IHMF - Vision for the Future 
IHMF ‘Peak Body’ - Training & Certification

• IHMF endorsed ‘global standard’ - training and certification for a recognised 
schedule of conditions based on the service providers qualifications and 
country national standards.

• IHMF accredited - Continuing Professional Development Credits.

Tiered System – Scope of Practise 

• Tier 1 – Allied Health Care Practitioners & Medical Doctors
• Tier 2 – Allied Health Care Practitioners with Speciality & Medical Doctors 
• Tier3 – Medical Doctors/Hospital 

• Home Chambers – purchase requires independent medical (clinical) 
examination and suitability for HBOT.

• IHMF approved installation to include: safety, training and certification.





Tier 1 – Non Emergency, Adjunctive Use Low Pressure HBO
Tier 2 – Non Emergency, Adjunctive Mid Range Pressure Use HBO
Tier 3 – Emergency Use High Pressure HBO

Tier 1 - Low Pressure HBO (1.1 to 1.4 ATA)
• ‘Non Emergency, Adjunctive HBO’
• Protocols – HBO 60-minutes - initially to 40-hours.

• General Well Being, Anti-Aging, Sports Recovery & Performance. Mild 
Neurologic disorders: Autism Spectrum, Cerebral Palsy, Mild Traumatic Brain 
Injury, Post Traumatic Stress Disorders, Shock Blast injuries.





Tier 2 - Mid Range Pressure HBO (1.5 to 2.4 ATA)
• Non Emergency, Adjunctive HBO
• Protocols – HBO 60-120 minutes  
• Conditions where ‘hypoxia is associated with the condition or evolution of 

the disease process’ (HBOT in China 2015).
• The treatment objective is to ‘ameliorate’ the patient suffering through 

biologic mechanisms enhancing immune modulation; ‘upregulating’ stem 
cell mobilization, growth factors and cytokine gene expression. (Harch 
2015).

• Over 50-conditions including: 
Vascular induced hypoxic injuries:  Traumatic ischemia (ABI, TBI), Stroke 
(all stages), Neurodegenerative i.e. Multiple Sclerosis, Parkinson’s, 
Vascular Dementia, Spinal Cord Injury (Paraplegia, Quadriplegia). 

Autoimmune disorders: Cancer (adjunctive to Chemotherapy & Radiation), 
Fibromyalgia, Chronic Pain Syndromes, Disc Prolapse, Ulcerative Colitis, 
Lyme and Lyme Like Chronic Fatigue Illness

• Reference: ‘HBOT in China’ : Yan et al. Medical Gas Research (2015) 5:3.



Hyperbaric Oxygen Therapy in China (2015)
Currently, there are more than 5000 hyperbaric oxygen chambers in China [4].
This number is the highest in the world, and significantly contributes to the 
amount of global HBOT research [4]. 
In China, HBOT has been adapted to treat a wide variety of diseases. 

Emergency indications are diseases where HBOT should be administered as soon 
as possible.​

​(1)  acute carbon monoxide poisoning and other harmful gas poisoning;
(2)  gas gangrene, tetanus and other anaerobic bacteria infections;
(3)  decompression sickness;
(4)  air embolism syndrome;
(5)  after cardiopulmonary resuscitation (CPR) due to a variety of risks for acute 
brain dysfunction;
(6)  aid in the treatment of shock;
(7)  brain edema;
(8)  pulmonary edema (except cardiac pulmonary edema);
(9)  crush syndrome;
(10)  limb (finger, toe) and the blood supply after skin transplantation;
(11)  drug and chemical poisoning;
(12)  acute ischemia anoxic encephalopathy.



Hyperbaric Oxygen Therapy in China (2015)
The current HBOT indications and contraindications were released at the 22nd 
academic meeting held in Qingdao in 2013 and approved on the 1st of 
November 2013.

• The new indications include diseases that were directly or indirectly caused 
by hypoxia and/or ischemia or a series of conditions that are related to 
hypoxia and/ or ischemia in the evolution of the disease process.

Additionally, the following non-emergency indications approved for use:
(1)  carbon monoxide poisoning or other toxic encephalopathy;
(2)  sudden deafness;
(3)  ischemic cerebrovascular disease (cerebral arteriosclerosis, transient 
ischemic attack, cerebral thrombosis, cerebral infarction);
(4)  craniocerebral injury (concussion, cerebral contusion of intracranial 
hematoma removal surgery, brain stem injury);
(5)  cerebral hemorrhage recovery;
(6)  poor healing fractures;
(7)  central serous retinal inflammation;
(8)  vegetative state;
(9)  plateau adaptation insufficiency syndrome;
(10)  peripheral nerve injury;
(11)  intracranial benign tumor surgery;



(12)  periodontal disease;
(13)  viral encephalitis;
(14)  facial paralysis;
(15)  osteomyelitis;
(16)  aseptic osteonecrosis;
(17)  cerebral palsy;
(18)  fetal developmental delays;
(19)  diabetes and diabetic foot;
(20)  coronary atherosclerotic heart disease (angina and myocardial infarction);
(21)  rapidity arrhythmia (atrial fibrillation, premature beat, tachycardia);
(22)  myocarditis;
(23)  peripheral vascular disease, vasculitis, e.g., Raynaud’s, deep vein 
thrombosis, 
(24)  vertigo;
(25)  chronic skin ulcer (arterial blood supply obstacles, venous congestion, 
bedsore);
(26)  spinal cord injury (acute, chronic);
(27)  peptic ulcer;
(28)  ulcerative colitis;
(29)  infectious hepatitis (use the special chamber of infectious disease);
(30)  burns;
(31)  frostbite;
(32)  plastic surgery;



(33)  skin grafting;
(34)  sports injuries;
(35)  radioactive damage (bone and soft tissue, cystitis, etc.);
(36)  malignant tumors (with radiotherapy or chemotherapy);
(37)  otic nerve injury;
(38)  fatigue syndrome;
(39)  angioneurotic headache;
(40)  pustular;
(41)  psoriasis;
(42)  pityriasisrosea;
(43)  multiple sclerosis;
(44)  acute Guillain-Barre syndrome;
(45)  recurrent oral ulcer;
(46)  paralytic ileus;
(47)  bronchial asthma; and
(48)  acute respiratory distress syndrome.

• ‘HBOT in China’ : Yan et al. Medical Gas Research (2015) 5:3.



Tier 3 - High Range Pressure HBO (> 2.4 ATA) – Medicare Reimbursement
• Protocols – HBO 90-120 minutes once to multiple daily, initially to 60 hours
• FDA Approved - Emergency HBO

Air or gas embolism, Carbon monoxide poisoning, Clostridial myositis and 
myonecrosis (gas gangrene), Crush injury, compartment syndrome, and 
other acute traumatic ischemias, Decompression sickness, Enhanced 
healing of selected problem wounds, Exceptional blood loss anemia, 
Necrotizing soft tissue infections, Osteomyelitis (refractory), Delayed 
radiation injury (soft tissue and bony necrosis), Skin grafts and flaps 
(compromised), Thermal burns, Intracranial abscess


