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Foreword

The text of document 62A/513/FDIS, future amendment 1 to IEC 60601-1-8:2003, prepared by SC 62A,
Common aspects of electrical equipment used in medical practice, of IEC TC 62, Electrical equipment in
medical practice, was submitted to the IEC-CENELEC parallel vote and was approved by CENELEC as
amendment Al to EN 60601-1-8:2004 on 2006-04-01.

The following dates were fixed:

— latest date by which the amendment has to be
implemented at national level by publication of
an identical national standard or by endorsement (dop) 2007-01-01

— latest date by which the national standards conflicting
with the amendment have to be withdrawn (dow) 2007-01-01

The contents of the corrigendum of October 2006 have been included in this copy.

Endorsement notice

The text of amendment 1:2006 to the International Standard IEC 60601-1-8:2003 was approved by
CENELEC as an amendment to the European Standard without any modification.
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FOREWORD

This amendment has been prepared by a Joint Working Group of IEC subcommittee 62A:
Common aspects of electrical equipment used in medical practice, of IEC technical committee
62: Electrical equipment in medical practice, and ISO subcommittee SC3: Lung ventilators
and related devices, of ISO technical committee 121: Anaesthetic and respiratory equipment.

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

FDIS Report on voting
62A/513/FDIS 62A/524/RVD

Full information on the voting for the approval of this amendment can be found in the report
on voting indicated in the above table. In ISO, the amendment has been approved by 17 P-
members out of 17 having cast a vote.

The committee has decided that the contents of this amendment and the base publication will
remain unchanged until the maintenance result date indicated on the IEC web site under
"http://webstore.iec.ch" in the data related to the specific publication. At this date, the
publication will be

e reconfirmed;
e withdrawn;

e replaced by a revised edition, or

e amended.

INTRODUCTION

This amendment contains a revision to IEC 60601-1-8 (first edition, 2003): Medical electrical
equipment — Part 1-8: General requirements for safety — Collateral Standard: General
requirements, tests and guidance for alarm systems in medical electrical equipment and
medical electrical systems.

This amendment deals primarily with requirements for ALARM SYSTEMS that have global ALARM
OFF or AUDIO OFF ALARM SIGNAL inactivation states and with the requirements for REMINDER
SIGNALS.

To meet needs for change which were identified by users of this Collateral Standard, it was
necessary to amend the standard before the previously approved maintenance cycle date.



60601-1-8 Amend. 1 © IEC:2006 -5-

Page 25

201 * ALARM SYSTEMS

201.1.2 * ALARM CONDITION priority

Replace, on page 27, the existing note ° in Table 201 with the following:

Where practicable, MEDICAL ELECTRICAL EQUIPMENT with a therapeutic function incorporates one or more
automatic safety mechanisms to prevent immediate death or irreversible injury caused by the MEDICAL

ELECTRICAL EQUIPMENT. See also appropriate Particular Standards.
Page 47

201.7 * ALARM SYSTEM security

Replace the parenthetical expression at the end of the first sentence with the following:

(see 201.3.3.1, 201.5.3.1, 201.5.3.2, 201.5.4.1, 201.8.2b) & c), 201.8.3 b), 201.8.5 and
201.10):

Renumber the existing note as “Note 1” and add the following new note after Example 5:
NOTE 2 Multiple means of resfriction can be\necessary, e'g., oneforthe USER'and one for each OPERATOR.
201.8 * ALARM SIGNAL inactivationistates

Replace the existing subclauses with the following:

201.8.1 * General

Means shall be provided for the OPERATOR to inactivate the auditory, or the visual and
auditory, generation of ALARM SIGNALS. Means may be provided to inactivate the generation of
other ALARM SIGNALS. Inactivation may apply to an individual ALARM CONDITION, to a group of
ALARM CONDITIONS, to the entire ALARM SYSTEM or to any part of a DISTRIBUTED ALARM SYSTEM.
The inactivation of the generation of ALARM SIGNALS may be indefinite (i.e., ALARM OFF or AUDIO
OFF) or timed (i.e., ALARM PAUSED or AUDIO PAUSED). Flashing visual ALARM SIGNALS specified in
201.3.2.2 may be inactivated by AUDIO PAUSED or AUDIO OFF.

NOTE A group of ALARM CONDITIONS can be predetermined or not.
EXAMPLE 1 All ventilation ALARM CONDITIONS.
EXAMPLE 2 The ALARM SIGNALS of all currently active ALARM CONDITIONS.

If ALARM SIGNAL inactivation applies to an individual ALARM CONDITION or a group of ALARM
CONDITIONS, the generation of ALARM SIGNALS from other ALARM CONDITIONS shall be
unaffected.

Compliance is checked by inspection.
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201.8.2 * REMINDER SIGNALS

The ALARM SYSTEM may be provided with a REMINDER SIGNAL. If an ALARM SYSTEM is provided
with a REMINDER SIGNAL:

a) the nature of the REMINDER SIGNAL and the intervals between REMINDER SIGNALS shall be
disclosed in the instructions for use;

b) the ALARM SYSTEM shall include a means, accessible only to the USER (see 201.7):
- to enable and disable the REMINDER SIGNAL; and
- to configure the maximum REMINDER SIGNAL interval, if adjustment is provided.

c) the ALARM SYSTEM may include a means, accessible only to the USER (see 201.7):

- to permit designated OPERATORS (see Example 3 in 201.7) to enable and disable the
REMINDER SIGNAL;

- to permit any OPERATOR to enable and disable the REMINDER SIGNAL.

Compliance is checked by inspection.

201.8.3 * Global indefinite ALARM SIGNAL inactivation states

If deemed acceptable by risk assessment with regard to the intended environment of use of
the ALARM SYSTEM, a global ALARM OFF or AUDIO OFF may be provided. If an ALARM SYSTEM is
provided with a global ALARM OFF or AUDIO OFF, the ALARM SYSTEM shall be provided with:

a) a REMINDER SIGNAL; and

b) means to configure (enable or disable) any ‘global ALARMI OFF or AUDIO OFF. Such means
shall be restricted to the USER and shall prevent the clinical OPERATOR from changing the
configuration in NORMAL USE (see 201.,7).

NOTE 1 A global ALARM OFF oOf AUDIO 'OFF ALARM SIGNAL inactivation state affects all PHYSIOLOGICAL ALARM
CONDITIONS in an ALARM SYSTEM with:multiple’'PHYSIOLOGICAL ALARM-CONDITIONS!

NOTE 2 See also 201.8.2 for requirements for REMINDER SIGNALS.

Compliance is checked by inspection.

201.8.4 * Termination of inactivation of ALARM SIGNALS

Means shall be provided for the OPERATOR to terminate any ALARM SIGNAL inactivation state.
An ALARM SIGNAL inactivation state may terminate automatically, when the ALARM CONDITION
that was generating the ALARM SIGNAL when this state was entered, ceases.

When an ALARM SIGNAL inactivation state is terminated, the ALARM SIGNALS for any current
ALARM CONDITION shall be re-generated.

Compliance is checked by functional testing.

201.8.5 * Indication and access

The ALARM SIGNAL inactivation states AUDIO PAUSED, ALARM PAUSED, AUDIO OFF, and ALARM OFF
shall be visually indicated (marked) with the appropriate symbol referenced in Table 205. This
indication shall be perceived correctly (be legible) at a distance of 1 m from the equipment or
part of the equipment or from the OPERATOR’S POSITION.
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The means of control used to enter one of the ALARM SIGNAL inactivation states may be
marked with a symbol referenced in Table 205. If a symbol that is referenced in Table 205 is
used, it shall initiate the associated ALARM SIGNAL inactivation state.

The duration of AUDIO PAUSED or ALARM PAUSED, if provided, shall be disclosed in the

instructions for use.

If the AUDIO PAUSED or ALARM PAUSED interval is OPERATOR-adjustable, means to adjust the
maximum interval shall only be provided to the USER (see 201.7) and means may be provided

—-9-

for the OPERATOR to adjust the interval up to the maximum interval.

Compliance is checked by inspection.

Table 205 — ALARM SIGNAL inactivation states

Visual Marking of
indication controls
(marking) (optional)
State Duration of state
(mandatory) (rowbo: ('°"|:.°f
(row of _sy$1 b'i r"a; Ibnlg
symbol in 'D.201) | D.202)
Table D.201) -201) -202)
AUDIO . -
PAUSED Time limited 6 6 1
ALARM . ALl 4 or
PAUSED Time limited (4 and 6) 4 2
AUDIO OFF Indefinite 5 5 3
_ 3 or
ALARM OFF Indefinite (3/ahd/8) 3 4

Page 65

Annex AAA Rationale and guidance

AAA.2.234 REMINDER SIGNAL (see also AAA.201.8.1)

Replace, on page 75, in two places in the third paragraph of the subclause, the word:

'sounds’' with 'signals’

Replace, on page 75, in the forth paragraph of the subclause, the word:

'noise' with 'signal’

Page 77

AAA.201.1.2 ALARM CONDITION priority

Delete Example 6.

Renumber Example 7 as Example 6.
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