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Foreword
This British Standard has been prepared under the direction of the Health Care Standards Committee.

The Technical Committee responsible for this standard has been aware of a suggestion made in 1985 that there may be a
link between the incidence of retrolental fibroplasia neonates and the use of infant warmers. In the absence of

further medical evidence, the committee decided to recommend the publication of this British Standard, but also to carry
out investigations into the spectral irradiance of radiant heaters with a view to writing requirements and test methods

for clause 33. If it is decided that such requirements are justified, it is intended to issue an amendment.

The format used in this British Standard follows that used in other standards in Section 2 of the BS 5724 series which
themselves are identical with or based on Parts of IEC 601.

This Particular Standard is one of a series based on BS 5724 : Part 1 and it 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 Particular Standard refer to the related sections and clauses in the General Standard. Clauses, sub-clauses or figures
that are additional to those of the General Standard are numbered starting from 101 and additional items are lettered (aa),
(bb), etc. The changes from the text of the General Standard are specified by the use of the following words.

‘Replacement’ means that the clause, sub-clause or specified paragraph 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.
‘Addition’ means that the text of this standard is additional to the requirements of the General Standard.
Terminology and conventions. 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 and references: in small roman type.
Test procedures. in italic type.
Terms defined in clause 2 of the General Standard and this Particular Standard: small 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 2.25 Specification for servo-controlled infant radiant warmers
SECTION ONE — GENERAL

1. Scope and object

This clause of the General Standard applies except as follows:
1.1 Scope

Addition:

This Particular Standard specifies requirements for SERVO-CONTROLLED INFANT RADIANT WARMERS as defined

in 2.2.102.

Requirements for INFANT RADIANT WARMERS intended for use outside a hospital baby care environment,

NON SERVO-CONTROLLED INIFANT RADIANT WARMERS, INFANT RADIANT WARMERS having a heated mattress and
INFANT RADIANT WARMERS powered by an INTERNAL ELECTRICAL POWER SOURCE are not included in this
Particular Standard.

1.4 Environmental conditions
Item b) Operation
1) Environment
a) (including note)
Replacement:
An ambient temperature between +20 °C and +30 °C.

[89)

. Terminology and definitions
This clause of the General Standard applies except as follows:
Replacement:
2.1.5 APPLIED PART
All parts accessible to the infant.
Additional definitions:
.1.101 SKIN TEMPERATURE SENSOR

A sensing device, part of the INFANT RADIANT WARMER, comprising one or more transducers which measures and
provides for an indication of the infant’s skin temperature.

89

2.1.102 CORE TEMPERATURE SENSOR
A sensing device, part of the INFANT RADIANT WARMER, comprising a transducer which measures and provides for an
indication of the infant’s internal temperature.

2.1.103 TEST DEVICE
A totally matt blackened disc used as a reproducible receiver of radiant energy during testing of the INFANT RADIANT
WARMER. (See figure 101.)

2.1.104 TEST LOAD

An array of five TIST DEVICES used in a specified configuration (see figure 102) for performance tests of the INFANT
RADIANT WARMER.

.2.101 INFANT RADIANT WARMER
An electrically powered device intended to maintain a thermal balance of an infant PATIENT by direct radiation of
energy in the infra-red region of the electromagnetic spectrum.

9
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2.2.102 SERVO-CONTROLLED INFANT RADIANT WARMER (Hereafter referred to as EQUIPMENT)

An INFANT RADIANT WARMER which automatically varies its power output to maintain the temperature measured
by the SKIN TEMPERATURE SENSOR close to a value set by the USER.

2.2.103 NON SERVO-CONTROLLED INFANT RADIANT WARMER
An INFANT RADIANT WARMER in which MANUAL CONTROL is the only mode of operation.

2.2.104 MANUAL CONTROL
A mode of operation in which the heater output is a proportion of its maximum output when its control is set .
by the USER.

2.10.101 STEADY TEMPERATURE CONDITION

A condition which is reached when the temperature measured at the centre of the TEST DEVICE positioned on the
mid point of the EQUIPMENT mattress does not vary by more than 1 °C over a period of 1 h.

2.10.102 TEST DEVICE AVERAGE TEMPERATURE (Ty, T, . . . Ty)

The average temperature reading taken during a STEADY TEMPERATURE CONDITION at regular intervals at the centre
of a TEST DEVICE.

2.10.103 MID POINT AVERAGE TEMPERATURE (Ty)

"The TEST DEVICE AVERAGE TEMPERATURE of the TEST DEVICE positioned at the mid point of the EQUIPMENT
mattress.

2.10.104 CONTROL TEMPERATURE
The temperature set at the temperature control.

Clause 3 of the General Standard applies.

4. General requirements for tests
This clause of the General Standard applies except as follows:
4.5 Ambient temperature, humidity, atmospheric pressure
Itema)
Amendment:
In line 3 replace ‘an ambient temperature within the range 15 °C to 35 °C’ by ‘an ambient temperature within the
range 20 °C to 30 °C".
4.6 Other conditions
Additional item:
aa) During tests the CONTROL TEMPERATURE shall always exceed the ambient temperature by at least 3 °C.

5. Classification

This clause of the General Standard applies except as follows:
5.1 Amendment:

In item a) delete ‘— CLASS Il EQUIPMENT".

Delete item b).
5.6 Amendment:

Delete all items except for ¢ — CONTINUOUS OPERATION’ .

6. Identification, marking and documents

This clause of the General Standard applies except as follows:
6.3 Marking of controls

Additional item:

aa) Means shall be provided for the clear selection and indication of CONTROL TEMPERATURE on or adjacent to the
controls. The means provided shall allow resolution at intervals not greater than 0.2 °C.

6.7 Indicator lights and push-buttons
Additional item:

aa) Where indicator lamps are incorporated as a warning of danger or an indication of the need for urgent action they
shall be red.
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