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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT -

Part 2-39: Particular requirements for the safety
of peritoneal dialysis equipment

FOREWORD

1) The IEC (International Electrotechnical Commission) is a worldwide organization for standardi

ation comprising
all national electrotechnical committees (IEC National Committees). The object i

this end and in addition to other activities, the IEC publishes International &ta aratlon is
entrusted to technical committees; any IEC National Committee interested\in ith may
participate in this preparatory work. International, governmental and nop eqtaNorganjzatigns liaising
with the IEC also participate in this preparation. The IEC collaborates cloSely witk Organization

for Standardization (ISO) in accordance with conditions determi L een the two
organizations.

2) The formal decisions or agreements of the IEC on technlc a n€arly as possible, an
international consensus of opinion on the relevant subjects F mittee has representation
from all interested National Committees.

3) The documents produced have the form of recommend ioR i se and are published in the form
of standards, technical specifications, \
Committees in that sense.

4) In order to promote international unification, i ndertake to apply IEC International
thelr national and regional standards. Any
ational or regional standard shall be clearly

heen prepared by subcommittee 62D: Electromedical
62: Electrical equipment in medical practice.

FDIS Report on voting
62D/311/FDIS 62D/326/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 not been drafted in complete accordance with the ISO/IEC Directives,
Part 3.

Annex AA is for information only.

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: in italic type,

— TERMS DEFINED IN CLAUSE 2 OF THE GENERAL STANDARD OR THIS PARTICULAR STANDARD: SMALL
CAPITALS.
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The committee has decided that this publication remains valid until 2007. At this date, in
accordance with the committee's decision, the publication will be
¢ reconfirmed,;

e withdrawn;
¢ replaced by a revised edition; or

« amended.

A bilingual version of this standard may be issued at a later date.

@%
S
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MEDICAL ELECTRICAL EQUIPMENT -

Part 2-39: Particular requirements for the safety
of peritoneal dialysis equipment

SECTION ONE — GENERAL

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

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

1.1 Scope

Addition:

EQUIPMENT.

1.2 Object Q

Replacement:

The object of this\Paki 5 is to establish particular requirements for the safety of

1.3 Pa
Addition:

This Particular Standard amends and supplements a set of IEC publications consisting of
IEC 60601-1:1988, Medical electrical equipment — Part 1: General requirements for safety,
amendment 1 (1991), amendment 2 (1995); IEC 60601-1-1, amendment 1 (1995), IEC 60601-1-2
(1993) and IEC 60601-1-4 (1996).

For brevity, IEC 60601-1 is referred to in this Particular Standard either as the “General
Standard” or as the “General Requirement(s)”, and IEC 60601-1-1, 60601-1-2, and 60601-1-4
as the "Collateral Standards".

The term “this standard” covers the Particular Standard used together with the General
Standard and any Collateral Standards.

The numbering of sections, clauses and subclauses of this standard corresponds to that of the
General Standard. The changes to the text of the General Standard are specified by the use of
the following words:
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“Replacement” means that the clause or subclause of the General Standard is replaced
completely by the text of this standard.

“Addition” means that the text of this 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 standard.

Subclauses or figures which are additional to those of the General Standard are numbered
starting from 101, additional annexes are lettered AA, BB, etc., and additional items aa), bb),
etc.

2 Terminology and definitions

This clause of the General Standard apptie fallows:

2.1.5
APPLIED PART

Replacement:
The part of thLY
EQUIPMENT to the perito

or parts permane
PART.

, that conveys DIALYSING SOLUTION from the
RATIENT, and subsequently to a drainage bag or drain,
onnected to it, shall be considered as the APPLIED

Additional def

2.1.101
PERITONEAL D&
process whereby~a DIALYSING SOLUTION is introduced into the peritoneal cavity of the PATIENT
and is subsequently’yemoved

2.1.102
PERITONEAL DIALYSIS EQUIPMENT
EQUIPMENT used to perform PERITONEAL DIALYSIS

2.1.103

DIALYSING SOLUTION

pharmaceutical preparation (solution), according to the relevant pharmacopoeia monograph for
use with EQUIPMENT

2.1.104
INFLOW
phase during which the peritoneal cavity is filled

NOTE - The term “fill” is commonly used as a synonym for “inflow”.
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2.1.105
OUTFLOW
phase during which the peritoneal cavity is emptied

NOTE - The term “drain” is commonly used as a synonym for “outflow”.

2.1.106

PROTECTIVE SYSTEM

automatic system which senses a specified parameter (or parameters) or a constructional
feature, specially designed to protect the PATIENT against the SAFETY HAZARDS which may arise

3 General requirements
This clause of the General Standard applies except as follows:

3.6 Additional item:

aa) Failure of any PROTECTIVE SYSTEM.

4 General requirements for tests

This clause of the General Standard applies ex
4.6 Other conditions

Addition:

SOLUTION, the tempera
4 °C or the minimum tg

This clause of th
6.8.1 Gener

Addition:

The ACCOMPANYIN CUMENTS shall additionally include

— a statement pointing out the importance of an air gap between the DIALYSING SOLUTION
circuit and the drain in order to prevent back syphonage if the ouTFLOw path is open.

6.8.2 Instructions for use

Addition:
aa) The instructions for use shall additionally include the following:

1) a description of the method(s) by which any necessary disinfection or sterilization is
achieved;

2) a statement that the test procedure by which the effectiveness of any sterilization or
disinfection has been verified is available on request;

3) a statement which draws the OPERATOR's attention to the SAFETY HAZARDS associated
with the connection and disconnection of the PATIENT;
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4)

5)
6)

7)
8)

9)

10)a statement that draws the USER’S/OPERATOR’S attention to

Compliance is checked by inspection.

6.8.3

Addition:

1)

2)
3)
4)
5)
6)

7)
8)

-8- 60601-2-39 © IEC:1999(E)

an explanation of the OPERATOR’s actions required to respond to alarm(s) from any
PROTECTIVE SYSTEM,;

a list of recommended DIALYSING SOLUTION circuits for use with the EQUIPMENT;

a statement on the possible SAFETY HAZARDS associated with electromagnetic radiation
which may affect the safe operation of the EQUIPMENT. This statement should include
examples of typical EQUIPMENT which may generate such radiation and also take
account of potential conditions in domestic environments;

a statement of the importance of the quality of the protective earth in the installation
when CLASS | EQUIPMENT is used,;

a statement of the applications in which a POTENTIAL EQUALIZATION CONDUCTOR should
be used;

a statement that draws the OPERATOR’s attention to potential SAR
from improper installation and connection of the DIALYSING FLUID

AZARDS arising

NAZARDS
relating to inappropriate selection of the DIALYSING SOLUTI

Technical description

bringing it into use, including guid
out;

the type and accurg
the time by whi
the audible alar
the range

the maximu

SECTION TWO — ENVIRONMENTAL CONDITIONS

The clauses and subclauses of this section of the General Standard apply.

SECTION THREE — PROTECTION AGAINST ELECTRIC SHOCK HAZARDS

The clauses and subclauses of this section of the General Standard apply except as follows.

19 Continuous LEAKAGE CURRENT and PATIENT AUXILIARY CURRENTS

This subclause of the General Standard applies except as follows:

19.4 Tests

h) Measurement of the PATIENT LEAKAGE CURRENT
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