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Foreword

This translation has been made based on the original Japanese Industri-
al Standard established by the Minister of Health, Labour and Welfare
and the Minister of Economy, Trade and Industry through deliberations
at the Japanese Industrial Standards Committee according to the pro-
posal of establishing a Japanese Industrial Standard from Japan Associ-
ation of Medical Equipment Industries (JAMEI)/Japanese Society of An-
esthesiologists (JSA)/Japanese Standards Association (JSA), with a draft
being attached, based on the provision of Article 12 Clause 1 of the Indus-
trial Standardization Law.

This JIS document is protected by the Copyright Law.

Attention is drawn to the possibility that some parts of this Standard may
conflict with a patent right, application for a patent after opening to the
public, utility model right or application for registration of utility model
after opening to the public which have technical properties. The relevant
Ministers and the Japanese Industrial Standards Committee are not
responsible for identifying the patent right, application for a patent
after opening to the public, utility model right or application for Regis-
tration of utility model after opening to the public which have the said
technical properties.
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JAPANESE INDUSTRIAL STANDARD JIS T 7209 : 2007

Oxygen concentrators for medical use—Safety requirements

Introduction

This Japanese Industrial Standard has been prepared based on the second edition of
ISO 8359 published in 1996 with some modifications of the technical contents.

Oxygen concentrators provide a safe source of oxygen-enriched air for patients in need.
These devices raise the level of inspired oxygen by separating nitrogen or oxygen from
ambient air.

Oxygen concentrators fall into two main classes according to the means whereby gas
separation is effected, namely:

a) oxygen concentrators in which oxygen selectively permeates or transports through a
membrane or lattice,

b) pressure swing absorbers (PSA) in which air is exposed at a certain pressure to mo-
lecular sieve material which selectively retains nitrogen and other components until
they are subsequently released when the pressure is reduced.

Details of the arrangement of test apparatus for carrying out a number of the tests to
check compliance with certain requirements are given in Annex N.

A rationale for the most important requirements is given in Annex P. It is considered
that a knowledge of the reasons for the requirements will not only facilitate the proper
application of this Standard , but will expedite any subsequent revision. Test methods
other than those specified in this Standard, but of equal or greater accuracy, may be used
to verify compliance with the given requirements. However, in the event of a dispute, the
methods specified in this Standard are to be used as the reference methods.

Portions underlined with dots in this Standard are the matters different from the
corresponding International Standard. A list of modifications with the explanations is
given in Annex JA.

Section 1 : General
1 Scope and object

This Standard is Japanese Industrial Standard based on JIS T 0601-1. In JIS T 0601-1,
this type of Standard is referred to as a “Particular standard”. As stated in 1.3 of JIS T
0601-1, the requirements of this Standard take precedence over those of JIS T 0601-1.
The scope given in clause 1 of JIS T 0601-1 apply, except that 1.1 shall be replaced by the
following:

This Standard specifies safety requirements for continuous-flow oxygen concentrators,
as defined in 2.0.8. However, this Standard does not apply to oxygen concentrators in-
tended to supply gas to several patients via a piped medical gas installation or to those
intended for use in the presence of flammable anaesthetic and/or cleaning agents.
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The scope of this Standard is not restricted to membrane oxygen concentrators and
pressure swing absorbers (PSA), as alternative methods of concentrating oxygen may
become available in future. It is not intended that this Standard should restrict future

developments of new methods of concentrating oxygen. For rationale statement, refer to
Annex P.

NOTE : The corresponding International Standard of this Standard and the sym-
bol which denotes the degree of correspondence are as follows.

1S0-8359: 1996 Oxygen concentrators for medical use—Saftety require-
ments (MOD)

In addition, a symbol which denotes the degree of correspondence (MOD)
means modifications according to ISO/IEC Guide 21.

1A Normative references
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2 Terms and definitions

For the purposes of this Standard, the terms and definitions given in clause 2 of JIS T
0601-1 apply, except that the definition given in 2.1.5 shall be replaced by the following.

2.1.5
applied part oxygen concentrator outlet
For the purposes of this Standard, the following terms and definitions also apply.

2.0.1

administration accessories all accessories for conducting the product gas from the ox-
ygen concentrator outlet to the patient, but excluding any fixed tubing extensions

2.0.2

oxygen concentrator outlet port of the oxygen concentrator from which the product gas
flows

2.0.3
flow control device device which controls the flow of the product gas
2.04

flow indicator device which shows the volume of product gas passing through the oxy-
gen concentrator in a specified unit of time

2.0.5

operator control control to enable the user, without the need for tools, to cause the ox-
ygen concentrator to perform its intended function

2.0.6

outlet pressure gauge pressure at the oxygen concentrator outlet under the test flow
conditions

2.0.7

oxygen analyzer device which measures and quantitatively indicates the concentration
of oxygen present in a gaseous mixture

2.0.8

oxygen concentrator device which, by selective removal of constituents of ambient air,
increases the concentration of oxygen in the product gas

2.0.9
product gas output from the oxygen concentrator consisting of respirable oxygen

-enriched air
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2.0.10

oxygen concentration status indicator device which indicates when the proportion of
oxygen in the product gas is at an abnormal level

3 General requirements

The requirements given in clause 3 of JIS T 0601-1 apply.
4 General requirements for tests

The requirements given in clause 4 of JIS T 0601-1 apply.
5 Classification

The classification given in clause 5 of JIS T 0601-1 applies, except for the following
deletions.

— Delete 5.5.

— In 5.6 delete all except for “continuous operation (running) equipment” and “inter-
mittent operation (running) equipment”.

6 Identification, marking and documents

The requirements given in clause 6 of JIS T 0601-1 apply, except for the following
additions and modifications.

— The following additional general requirement also applies.

All markings pertaining to the operation of the oxygen concentrator shall be legible to
an operator having visual acuity, corrected if necessary, of at least 1.0 and seated or stand-
ing 1 m from the oxygen concentrator flooded with illuminance of 215 lux.

NOTE : All markings should have a luminance contrast of at least 50 % when com-
pared with the surrounding background material.

— In 6.1 e) add the following.

The oxygen concentrator shall be marked with its country of origin plus the address of
the manufacturer.

— Delete 6.1 1).
— To 6.1 add the following additional items.
aa) The marking on the outside shall additionally include the following:

1) a warning against removal of the cover by unauthorized persons;
2) a warning “NO SMOKING OR NAKED FLAMES”;

3) the nominal concentration of oxygen in the product gas, expressed as a percent
volume fraction (%), at a flowrate of 2 L/min or at the recommended maximum
flowrate;

4) the statement “USE NO OIL OR GREASE”;
5) on the flow indicator, the output (e.g. output, gas flow, etc.).
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