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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT —

Part 2-30: Particular requirements for the safety, including essential
performance, of automatic cycling non-invasive blood pressure
monitoring equipment

FOREWORD
1) The IEC (International Electrotechnical Commission) is a worldwide organizatiQ ardization sgmprising

all national electrotechnical committees (IEC National Committees). The object\o EC promote
international co-operation on all questions concerning standardization in : i i

this end and in addition to other activities, the IEC publishes Internati
entrusted to technical committees; any IEC National Committee jr
participate in this preparatory work. International, governmental afd nor
with the IEC also participate in this preparation. The IEC collaboya
for Standardization (ISO) in accordance with condition
organizations.

2) The formal decisions or agreements of the IEC on
international consensus of opinion on the rele j

3) The documents produced have the form of resgmme
of standards, technical specifications,
Committees in that sense.

4) In order to promote internatigpal un|f|cat|o

5) The IEC provides no mjarki
equipment declargd™to be\

6) Attention is drawn\to’the
of patent rights. The

International
medical equip

The text of this standard is based on the following documents:

FDIS Report on voting
62D/339/FDIS 62D/350/RVD

Full information on the voting for the approval of this standard can be found in the report on
voting indicated in the above table.

This publication has been drafted in accordance with the ISO/IEC Directives, Part 3.

Annexes AA and BB are for information only.
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In this Particular Standard, the following print types are used:

requirements, compliance with which can be tested, and definitions: in roman type;
— notes, explanations, advice, introductions, general statements, exceptions and references: in smaller type;
— test specifications, headings of subclauses and headings of items: in italic type;

— TERMS DEFINED IN CLAUSE 2 OF THE GENERAL STANDARD OR THIS PARTICULAR STANDARD: SMALL
CAPITALS.

The committee has decided that this publication remains valid until 2005. At this date, in
accordance with the committee's decision, the publication will be

¢ reconfirmed;
¢ withdrawn;
* replaced by a revised edition, or

¢ amended.

@%
S
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INTRODUCTION

This Particular Standard concerns the safety of automatic cycling non-invasive blood pressure
monitoring equipment. It amends and supplements IEC 60601-1 (second edition 1988),
hereinafter referred to as the General Standard. The requirements of this Particular Standard
take priority over those of the General Standard, entitled “Medical electrical equipment —
Part 1: General requirements for safety”.

A “General guidance and rationale” for the requirements of this Particular Standard is included
in annex AA.

It is considered that a knowledge of the reasons for these requirements not only facilitate
the proper application of the standard but will, in due course, expedite\any revision
necessitated by changes in clinical practice or as a result of develg s_inNtechnology.
However, this annex does not form part of the requirements of this Stan

An asterisk (*) by a clause or subclause number indicates t c notes are
given in annex AA.

O
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MEDICAL ELECTRICAL EQUIPMENT —
Part 2-30: Particular requirements for the safety, including essential

performance, of automatic cycling non-invasive blood pressure
monitoring equipment

SECTION ONE — GENERAL

The clauses and subclauses of this section of the General Standard apply t as follows:

1 Scope and object
This clause of the General Standard applies except as follows:

*1.1 Scope

Addition:

This Particular Standard specifies requi
of AUTOMATIC CYCLING NON-INVASIVE

EQUIPMENT,\WwitF
the inflatioipraces

1.3 Particula

Addition:

This Particular Standard refers to IEC 60601-1: 1988, Medical electrical equipment — Part 1:
General requirements for safety, as amended by its amendment 1 (1991) and amendment 2
(1995). The General Standard also takes into account IEC 60601-1-2: 1993, Medical electrical
equipment — Part 1. General requirements for safety — 2. Collateral Standard: Electromagnetic
compatibility — Requirements and tests, and IEC 60601-1-4:1996, Medical electrical equipment
— Part 1: General requirements for safety — 4. Collateral Standard: Programmable electrical
medical systems.

For brevity, IEC 60601 is referred to in this Particular Standard either as the “General
Standard” or as the “General Requirement(s)”.

The term “this Standard” is used to make reference to the General Standard and this Particular
Standard taken together.
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The numbering of sections, clauses or subclauses of this Particular Standard corresponds with
that of the General Standard. The changes to the text of the General Standard are specified by
the use of the following words:

“Replacement” means that the clause or subclause of the General Standard is replaced
completely by the text of this Particular Standard.

“Addition” means that the text of this Particular Standard is additional to the requirements of
the General Standard.

“Amendment” means that the clause or subclause of the General Standard is amended as
indicated by the text of this Particular Standard.

Subclauses or figures which are additional to those of the General &tahdard are._numbered

without modification; where it is intended that any part of the
relevant, is not to be applied, a statement to that effect is-gi

2.1.5 APPLIED PART

Replacement: Q

The occluding cuff af

A signal which es abnormal events occurring to the PATIENT Or EQUIPMENT.
2.102 AUTOMATIC CYCLING NON -INVASIVE BLOOD PRESSURE MONITORING EQUIPMENT (EQUIPMENT)

A device, or part of a physiological monitoring or measuring system, including its associated
accessories used for intermittent assessment of a PATIENT’S blood pressure by an externally
applied means.

2.103 INHIBITION
Disabling or SILENCING and disabling an ALARM until revoked intentionally.
2.104 LATCHED ALARM

An ALARM, the visual and auditory manifestation of which does not stop when the parameter
(which caused the alarm) returns to a value which no longer exceeds the alarm limit or if the
abnormal PATIENT condition does not exist any longer.
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2.105 LONG TERM AUTOMATIC MODE

A mode in which a timer, set by the OPERATOR, initiates the measurements.

2.106 MANUAL MODE

A mode in which the OPERATOR has full control of the initiation of each measurement.

2.107 NON-LATCHED ALARM

An ALARM, the visual and auditory manifestation of which stops when the parameter (which
caused the alarm) returns to a value which no longer exceeds the alarm limit or if the abnormal
PATIENT condition does not exist any longer.

2.108 PHYSIOLOGICAL ALARM

A signal which either indicates that a monitored physiological fa
limits or indicates an abnormal PATIENT condition.

*2.109 SHORT TERM AUTOMATIC MODE

A mode in which as many automatic measurements
time period.

2.110 SILENCING

The stopping of an auditory ALARM manifestation al action.

The stopping of a
EQUIPMENT’S response

ARM  manifestation and re-enabling of the
condition.

2.112 SUSPENSION

hat the EQUIPMENT or part(s) of the EQUIPMENT is not capable of

accurately monitaring the PATIENT's condition.

3 General requirements
This clause of the General Standard applies except as follows:
3.6 SINGLE FAULT CONDITION

Addition:
Any single defect which:

aa)results in a failure of the normal pressure regulating means, or,
bb) prevents deflation of the cuff within the specified period, or,
cc) results in a failure of the normal cuff pressurization timing.
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*3.7 Unlikely phenomena

Addition:

aa) Kinking of the hoses, interrupting the flow of air completely, is unlikely to occur.
4 General requirements for tests
This clause of the General Standard applies except as follows:

4.6 Other conditions

Amendment:

Where reference is made in the test specifications to occluding c
pressure tubes, only those parts supplied or recommended by the

*4.11 Sequence

Amendment:

Tests called for in 17 h) and 51.106 of this Parti
LEAKAGE CURRENT and dielectric streng
Standard.

performed prior to the
Appendix C of the General

5 Classification

*5.2 According to.the
Amendment: @
Delete TYPE B APK
gperation

5.6 Accordihg

Amendmer

Delete all but CONY OUS OPERATION

6 Identification, marking and documents
This clause of the General Standard applies except as follows:
*6.1 Marking on the outside of EQUIPMENT Or EQUIPMENT parts

Addition:

aa) Cuffs shall be marked with an indication of the limb circumference for which they are
appropriate.
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