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Foreword -

This British Standard has been prepared under the direction of the Light Electrical Engineering Standards Committee,
It has been submitted to the International Electrotechnical Commission (IEC) as the basis of an international standard,

This new specification is being published in advance of the IEC specification, contrary to normal practice in respect of
this series of standards for medical electrical equipment, because of the urgent need to publish a standard on transport
incubators, For consistency with other Parts of this standard, the IEC style has been maintained.

This Part is one of a series of standards based on BS 5724 ‘Medical electrical equipment’ Part 1 ‘Specification for general -
safety requirements’. This particular standard amends and supplements BS 5724 : Part 1, hereinafter called the General
Standard. As stated in 1,3 of the.General Standard, the requirements of this particular standard take precedence over
those of the General Standard,

As in the General Standard the requirements are followed by compliance tests. The numbers of the sections and clauses
in this standard refer to the related sections and clauses in the General Standard, The changes from the text of the General
Standard are specified by the use of the following words,

‘Replacement’ means that the clause or sub-clause of the General Standard is replaced completely by the text of
this standard., '

‘Amendment’ means that the clause, sub-clause or specified paragraph of the General Standard is amended as indicated
by the text of this standard.

‘Supplement’ means that the text of this standard is additional to the requirements of the General Standard.
The following print types are used in this standard

Requirements, compliance with which can be tested, and definitions: in roman type
Explanations, advice, general statements, exceptions and references: in small type
Test specifications: in italic type
Terms defined either in this standard or in the General Standard: capitals.
NOTE. The titles of the publications referred to in this standard are listed on the inside back cover.

Compliance with a British Standard does not of itself confer immunity from legal obligations.
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British Standard
Medical electrical equipment

Part 2. Particular requirements for safety
Section 2.21 Specification for transport incubators

SECTION ONE — GENERAL

1. Scope and object

This clause of the General Standard applies except as follows:

1.1 Scope

Supplement: '
This particular standard specifies the requirements for TRANSPORT INCUBATORS as defined in 2.2.30,

NOTE 1, Requirements for INCUBATORS intended to be restricted to indoor use are specified in BS 5724 : Section 2.20.

NOTE 2. Requirements for INCUBATORS employing radiant heat sources are under consideration and are not covered by this
specification,

1.4 Environmental conditions

(6)(1)(a) Replacement (including note):

an ambient temperature between +10 °C and +30 °C for CONTINUOUS OPERATION and lower temperatures for shorter
periods as specified in 50.7,

2. Terminology and definitions

This clause of the General Standard applies except as follows:

2.1 EQUIPMENT parts, auxiliaries and ACCESSORIES

Replacement:

2.1.5 APPLIED PART

All parts within the baby compartment or accessible to the baby.

Supplement:

2.1.22 SKIN TEMPERATURE SENSOR .

The sensing device, comprising one or more transducers, that measures and provides an indication of the baby’s skin
temperature as part of the BABY CONTROLLED INCUBATOR.

2.2 EQUIPMENT types (classification)

Supplement:

2.2.29 INCUBATOR

An enclosure intended to contain a baby and maintain a warm environment by heating the air.

2.2.30 TRANSPORT INCUBATOR

An INCUBATOR intended for the safe conveyance of a baby outside a normal hospital baby care environment.
22,31 AIR CONTROLLED INCUBATOR

An INCUBATOR in which the INCUBATOR AIR TEMPERATURE, as measured by an air temperature sensor, is maintained
automatically by a THERMOSTAT close to a value set by the USER.

2.2.32 BABY CONTROLLED INCUBATOR

An AIR CONTROLLED INCUBATOR that has the additional capability of automatically varying the INCUBATOR AIR
TEMPERATURE to maintain the temperature, as measured by the SKIN TEMPERATURE SENSOR, close to a value

set by the USER.
2.10 Operation of EQUIPMENT

Supplement:. .
2.,10,12 INCUBATOR AIR TEMPERATURE .
The temperature of the air at a point 100 mm above the centre of the mattress surface in the baby compartment
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2.10.13 STEADY TEMPERATURE CONDITION

The condition reached when the INCUBATOR AIR TEMPERATURE does not vary by more than 1 °Covera penod
of one hour, :

2.10.14 AVERAGE TEMPERATURE '

The average of the maximum and minimum. temperatures at a specified point in the baby compartment achieved durmg
STEADY TEMPERATURE CONDITION, )

2.10.15 AVERAGE INCUBATOR AIR TEMPERA TURE

The AVERAGE TEMPERATURE of the air at. a point 100 mm above the centre of the mattress surface in the baby
compartment,

2.10.16 SET TEMPERATURE ,
The temperature set at the temperature control;

Clause 3 of the General Standard applies,

4. Genetral requirements for tests

This clause of the General Standard applies except as follows:

4.5 Ambient temperature, humidity, atmospheric pressure

(a) Amendment: 7 7

Delete — ‘an ambient temperature within the range of 15 °C to 35 °C’

and substitute ‘an ambient temperature wzthm the range of 10 °C to 30 °C Where the SET TEMPERATURE is at least
3 °C above the ambient value’,

5. Classification

This clause of the General Standard apphes except as follows:
5.1 (a) Amendment:

Delete ‘CLASS III EQUIPMENT’,

5.6 Amendment:

Delete all except for ‘CONTINUOUS OPERATION’,

6. Identification, marking and documents
This clause of the General Standard applies except as follows:
6.1 Marking on the outside
Supplement:
(v) The TRANSPORT INCUBATOR shall be marked in a prominent position with the following text:
‘An oxygen analyser should be used when oxygen is being administered.’
(z) A notice shall be displayed adjacent to the INCUBATOR heater giving wammg of high surface temperatures.
6.3 Marking of controls
Supplement: :
(f) Any humidity control shall be marked to indicate the minimum and maximum settings.

() Means shall be provided for a clear selection and indication of SET TEMPERATURE on or adjacent to the control.
The means provided shall allow resolution at intervals of not greater than 0.5 °C for AIR CONTROLLED INCUBATORS
and not greater than 0.2 °C for BABY CONTROLLED INCUBATORS.

6.7 Indicator lights and push-buttons
(a) Supplement:

Where indicator lamps are incorporated as a warning of danger or an indication of urgent action required, they shall
be red,

6.8 ACCOMPANYING DOCUMENTS
6.8.2 Instructions for use
Supplement:
(h) The instructions for use shall addltlonally contain the following:
— A warning saying:
‘The use of head boxes and oxygen inlets can increase the noise level within the INCUBATOR chamber.’
~ For INCUBATORS incorporating air circulating fans, advice on the need for a periodic check of the sound pressure

level within the baby compartment.
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