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CZ: Překlad a stanovisko k stanovisku MZDR 13801/2025 ohledně hyperbarických 
komor. 

ENG: Translation and statement of document Ref. No. MZDR 13801/2025, dated 30 
May 2025 regarding hyperbaric chambers. 

 

This document provides the English translation of the official position statement issued 
by the Ministry of Health of the Czech Republic regarding so-called "mild-HBOT" 
procedures (document Ref. No. MZDR 13801/2025, dated 30 May 2025). The translation 
closely follows the sense and intent of the original text. However, it is not a literal, word-
for-word translation, as it adapts specific national legal and regulatory nomenclature; 
therefore, it should always be interpreted together with the original document.  

This translation is officially presented by the Czech Society for Hyperbaric and Aviation 
Medicine. It has not been modified in any way to promote subjective interpretations of 
the official statement. 

Summary provided by the Czech Society for Hyperbaric and Aviation Medicine: 

In the Czech Republic, two regulatory pathways exist for the distribution and operation of 
oxygen pressure vessels: 

1. Medical Devices: Equipment placed on the market as official medical devices, 
operated under strict national and European regulations (class IIb device) for 
healthcare services (e.g., utilized in hospitals or specialized medical practices). 
This application is defined as hyperbaric oxygen therapy. 

2. General Products: Equipment regulated under general product safety laws, which 
explicitly prohibit the provision of healthcare ("treatment"). These vessels are 
usually marketed for cosmetic or adjuvant care, currently established under the 
term "mild-HBOT." 

The official document further details the clinical indications, contraindications, and risks 
associated with hyperbaric oxygen therapy. 
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In conclusion, statement MZDR 13801/2025 mandates that hyperbaric oxygen 
therapy may only be administered in compliance with national regulations governing 
the provision of healthcare services. Any other form of administration is prohibited. 
Regarding "mild-HBOT" procedures (intended for non-healthcare applications), the 
Ministry of Health strongly discourages their use. The primary concerns are the 
potential health risks to users and the general safety hazards inherent to the 
technical nature of vessel operation, such as fire risks, which carry potentially tragic 
consequences. 

 

Full translation follows on the next page. 
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Full translation: 

The (Czech) Ministry of Health issues this statement for the purpose of unifying the 
procedure for regional authorities regarding the assessment of operating hyperbaric 
chambers when providing services within the framework of the license trading act (Zákon 
č. 455/1991 Sb., o živnostenském podnikání (živnostenský zákon), ve znění pozdějších 
předpisů). 

 

I. Characteristics of hyperbaric chambers and conditions for their placement on the 
market in the Czech Republic 

Hyperbaric chambers are distributed on the Czech market depending on their designated 
purpose and application: 

a) Class IIb medical devices 

b) General products 

 

Class IIb Medical Devices 

Hyperbaric chambers distributed on the market in accordance with the European Union 
Medical Device Regulation (Regulation (EU) 2017/745 of the European Parliament and of 
the Coucil of 5 April 2017 on medical devices, from 5 April, 2017, valid from May 26, 2021) 
are considered Class IIb medical devices and must meet strict safety requirements to 
prevent harm to patients, healthcare personnel, and third parties. The manufacturer 
assesses their conformity with the MDR requirements with the involvement of a notified 
body. 

Usually, these are pressure vessels used in healthcare for hyperbaric oxygen therapy 
(HBO therapy). Patients inhale pure oxygen at an elevated pressure (usually 1.4-3 ATA), 
which allows for significantly higher oxygen absorption in tissues. HBO therapy is used, 
for example, to treat carbon monoxide poisoning, decompression sickness, and other 
pathological conditions.  

Normobaric oxygen therapy, which takes place under normal atmospheric pressure and 
is used to treat oxygen deficiency in the patient's body is also considered healthcare. 

Regardless of the pressure used and the oxygen concentration in the breathing gas, HBO 
therapy is a medical procedure that carries a certain risk of complications and problems 
in connection with patient safety and the operating personnel. Like any treatment, it has 
specific indications, contraindications, dosage, and potential adverse side effects. 

An untreated pneumothorax is an absolute contraindication for HBO therapy; increased 
caution is required in patients with diabetes, asthma, chronic obstructive pulmonary 
disease (COPD), heart disease, high blood pressure, glaucoma, retinal detachment, and 
ear, nose, or throat problems. 



Adverse effects may include problems with the lungs, vision, hearing, low blood sugar 
levels, as well as tinnitus, barotrauma (tissue damage), confusion, epileptic seizures, 
and other significant risks. 

Finally, there is also a fire hazard during HBO therapy, as oxygen supports combustion; 
for this reason, strict safety measures must be observed when handling oxygen cylinders, 
and smoking is prohibited in their vicinity. 

General products 

In addition to the hyperbaric chambers mentioned above, general products also exist on 
the market. They are referred to as "mild hyperbaric chambers" and usually operate at 
pressures lower than 1.4 atmospheres. General products must meet mandatory safety, 
quality, and performance requirements in accordance with the relevant legal and safety 
standards applicable to this type of product. The intended purpose specified by the 
manufacturer must not meet the definition of a medical device, and strict safety 
measures must be observed during their use. These usually consist of inflatable tents or 
similar structures that utilize lower pressure (than that applied during hyperbaric oxygen 
therapy) and compressed air from air generators instead of pure oxygen. 

These products are placed on the market in the Czech Republic in accordance with the 
general product safety laws (Zákon č. 102/2001 Sb., o obecné bezpečnosti výrobků, ve 
znění pozdějších předpisů), or other legal regulations (Nařízení vlády č. 117/2016 Sb., o 
posuzování shody výrobků z hlediska elektromagnetické kompability při jejich dodávání 
na trh) 

 

II. Definition of hyperbaric oxygen therapy and application possibilities  

Exposure of individuals in single or multi-place hyperbaric chambers, combined with the 
inhalation of oxygen under elevated atmospheric pressure, is referred to as hyperbaric 
oxygen therapy (HBOT, HBO). It is utilized primarily in the fields of hyperbaric and aviation 
medicine, as well as anaesthesiology and intensive care medicine. Oxygen serves as a 
medicinal product, and its use and dosage are determined by a physician according to 
clearly defined rules, ensuring that the benefits of the treatment outweigh its risks. The 
objective is to utilize the lowest effective amount of oxygen according to the individual 
needs of the patient, while regularly monitoring their condition. Given the potential 
toxicity of oxygen, it may only be administered by qualified healthcare personnel at 
specialized workplaces of healthcare service providers in accordance with the 
healthcare   regulations (Zákon č. 372/2011 Sb., o zdravotních službách a podmínkách 
jejich poskytování (zákon o zdravotních službách), ve znění pozdějších předpisů). 

It must be noted that the use of HBO therapy for reasons other than medical treatment is 
not possible, as its application by non-healthcare personnel outside of healthcare 
facilities is, for the reasons stated above, hazardous to both the patient and the operating 
personnel. 



 

III. Conclusion 

The Ministry of Health issues this statement based on the activities of the working group 
for services and activities operated under the trade licensing act (Zákon č. 455/1991 Sb., 
o živnostenském podnikání (živnostenský zákon), ve znění pozdějších předpisů) for the 
purpose of unifying the procedure of regional authorities when assessing the legitimacy 
of hyperbaric chambers use under the general, non-health care regulation based national 
laws. 

The statement of the Ministry of Health was prepared in accordance with the positions of 
professional related institutions (Česká společnost hyperbarické a letecké medicíny ČLS 
JEP, Státní ústav pro kontrolu léčiv, European Committee for Hyperbaric Medicine, 
European Underwater and Baromedical Society, American Medical Association, U.S. 
Food and Drug Administration) and it is based on scientific data and continuously 
updated both in the Czech Republic and at the European level. 

 

The statement implies that: 

Hyperbaric oxygen therapy in high-pressure hyperbaric chambers cannot be provided 
within activities under the trade licensing act (Zákon č. 455/1991 Sb., o živnostenském 
podnikání (živnostenský zákon), ve znění pozdějších předpisů), since, in terms of the 
purpose of use, it constitutes healthcare services, which are regulated by specific laws 
and regulations.  

HBO therapy thus may only be provided under the healthcare services regulations, 
notably according to healthcare services act (Zákon č. 372/2011 Sb., o zdravotních 
službách a podmínkách jejich poskytování (zákon o zdravotních službách), ve znění 
pozdějších předpisů). 

The (Czech) Ministry of Health strongly discourages the use of so-called mild hyperbaric 
chambers (these are not hyperbaric chambers in the true sense of the word, but rather 
inflatable tents, etc.) within activities falling under the general under the trade licensing 
act. The primary reasons are the health risks associated with the administration of oxygen 
under pressure without a physician's indication and without the presence of a qualified 
healthcare professional. 

 

Safety risks are linked to the danger of fire or explosion in connection with the presence 
of oxygen under elevated pressure, leading to subsequent tragic accidents with potential 
casualties. 

 

 



 

 



 



 



 


