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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT -

Part 2-39: Particular requirements for basic safety and essential
performance of peritoneal dialysis equipment

FOREWORD

1) The International Electrotechnical Commission (IEC) is a worldwide organization for s i at|on comprising
all national electrotechnical committees (IEC National Committees). The obje
international co-operation on all questions concerning standardization in the electfi

this end and in addition to other activities, IEC publishes International Standarg i ecifications,
Technical Reports, Publicly Available Specifications (PAS) and Guides e d “IEC
Publication(s)”). Their preparation is entrusted to technical committees; a ittee interested
in the subject dealt with may participate in this preparatory work. i 3
governmental organizations liaising with the IEC also participate in fkj . |E aborates closely
with the International Organization for Standardization (ISO) in &ccorda W
agreement between the two organizations.

2) The formal decisions or agreements of IEC on technical mattg S possible, an international

consensus of opinion on the relevant subjects since eac
interested IEC National Committees.

7) No liability shall attac s dires mployees, servants or agents including individual experts and
members of its technd S E ational Committees for any personal injury, property damage or
other damage of Any w whether direct or indirect, or for costs (including legal fees) and
expenses arising\out\of\the publi t|on use of, or reliance upon, this IEC Publication or any other IEC

9) AttentionN M o ssibility that some of the elements of this IEC Publication may be the subject of
~JEC'shaN not\e held responsible for identifying any or all such patent rights.

International standard IEC 60601-2-39 has been prepared by IEC subcommittee 62D:
Electromedical equipment, of IEC technical committee 62: Electrical equipment in medical
practice.

This second edition cancels and replaces the first edition of IEC 60601-2-39. It constitutes a
technical revision. Major changes since the last edition include a summary of additional
essential performance requirements.

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

Enquiry draft Report on voting
62D/555/CDV 62D/638/RVC

Full information on the voting for the approval of this particular standard can be found in the
report on voting indicated in the above table.
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This publication has been drafted in accordance with the ISO/IEC Directives, Part 2.

In this standard, the following print types are used:

— Requirements and definitions: roman type.
— Test specifications: italic type.

— Informative material appearing outside of tables, such as notes, examples and references: in smaller type.
Normative text of tables is also in a smaller type.

— TERMS DEFINED IN CLAUSE 3 OF THE GENERAL STANDARD, IN THIS PARTICULAR STANDARD OR AS
NOTED: SMALL CAPITALS.

In referring to the structure of this standard, the term

— “subclause” means a numbered subdivision of a clause (€.9.
subclauses of Clause 7).

3€” followed by the
are by number only.

— shall” means that co
with this standard;

equipment, canbe foynd on the IEC website.

The committee has decided that the contents of this collateral standard 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.
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MEDICAL ELECTRICAL EQUIPMENT -

Part 2-39: Particular requirements for basic safety and essential
performance of peritoneal dialysis equipment

2011 Scope, object and related standards
Clause 1 of the general standard applies, except as follows:

201.1.1 Scope

Replacement:

This International Standard applies to the BASIC SAFETY .and Ess RMANCE of
PERITONEAL DIALYSIS ME EQUIPMENT as defined referred to as
PD EQUIPMENT. It applies to PD EQUIPMENT intended for :
supervision of medical experts, including PD EQUIPME ted PATIENT, regardless of

the scope of this standar
7.2.13 and 8.4.1 of the

NOTE See also 4.2<>he 3
This standard canvalso
disease, injury or diss

These particdla
SOLUTION CIRE

201.1.2

Replacement:

The object of this particular standard is to establish particular BASIC SAFETY and ESSENTIAL
PERFORMANCE requirements for PD EQUIPMENT as defined in 201.3.208.

201.1.3 Collateral standards

Addition:

This particular standard refers to those applicable collateral standards that are listed in
Clause 2 of the general standard and Clause 2 of this particular standard.

The requirements of IEC 60601-1-3 and IEC 60601-1-8 do not apply to this standard.
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201.1.4 Particular standards
Replacement:

In the IEC 60601 series, particular standards may modify, replace or delete requirements
contained in the general standard as appropriate for the particular ME EQUIPMENT under
consideration, and may add other BASIC SAFETY and ESSENTIAL PERFORMANCE requirements.

A requirement of a particular standard takes priority over the general standard.

For brevity, IEC 60601-1 is referred to in this particular standard as the general standard.
Collateral standards are referred to by their document number.

"Amendment"
collateral standard is a

Subclauses or @
starting from 201.

bb), etc.

The term "this~standard" is used to make reference to the general standard, any applicable
collateral standards.gnd this particular standard taken together.

Where there is no corresponding section, clause or subclause in this particular standard, the
section, clause or subclause of the general standard or applicable collateral standard,
although possibly not relevant, applies without modification; where it is intended that any part
of the general standard or applicable collateral standard, although possibly relevant, is not to
be applied, a statement to that effect is given in this particular standard.

201.2 Normative references
Clause 2 of the general standard applies, except as follows:

Addition:
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IEC 60601-1-9:2007, Medical electrical equipment — Part 1-9: General requirements for basic
safety and essential performance — Collateral Standard: Requirements for environmentally
conscious design

IEC 60601-1-10:2007, Medical electrical equipment — Part 1-10: General requirements for
basic safety and essential performance — Collateral Standard: Requirements for the
development of physiologic closed-loop controllers

201.3 Terms and definitions

For the purposes of this document, the terms and definitions given in IEC 60601-1:2005
apply, except as follows:

NOTE An index of defined terms is found beginning on page 17.

Addition:

201.3.201
APD ME EQUIPMENT

201.3.202
AUTOMATED PERITONEAL DIALYSIS (APD

201.3.203
DIALYSING SOLUTION
a pharmaceutical preparati

201.3.204
DIALYSING SOLU
part of the fluid “eirei

201.3.20¢
INFLOW
phase during™w

NOTE The term “fill”

ritoneal cavity is filled

monly used as a synonym for “inflow”.

201.3.206
OUTFLOW
phase during which the peritoneal cavity is emptied

NOTE The term “drain” is commonly used as a synonym for “outflow”.
201.3.207
PERITONEAL DIALYSIS

process whereby a DIALYSING SOLUTION is introduced into the peritoneal cavity of the PATIENT
and is subsequently removed

201.3.208
PERITONEAL DIALYSIS ME EQUIPMENT (PD EQUIPMENT)
ME EQUIPMENT used to perform PERITONEAL DIALYSIS including APD ME EQUIPMENT
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201.3.209

PROTECTIVE SYSTEM

automatic system, or a constructional feature, specifically designed to protect the PATIENT
against HAZARDS which can arise

201.4 General requirements
Clause 4 of the general standard applies, except as follows:

201.4.3 ESSENTIAL PERFORMANCE

Additional subclause:

201.4.3.101 Additional ESSENTIAL PERFORMANCE requirements

Additional ESSENTIAL PERFORMANCE requirements:

— DIALYSING SOLUTION flow to the patient;
- DIALYSING SOLUTION flow from the patient;
—  temperature of dialysate;

— adherence to and accuracy of the volume ba outflow’volume).

201.4.7

Additional subclause:

201.4.7.101 NORMAL CO

Failure of any PROTEC
PROTECTIVE SYSTEM (se€

201.5 Gener

Addition:

aa) When the o e of a test can be affected by the initial temperature of the DIALYSING
SOLUTION, the témperature of the DIALYSING SOLUTION at the start of the test shall be less
than 4°C or the minimum temperature specified by the manufacturer.

bb) If temperatures of storage and transport conditions can influence normal use shortly after
transport, this shall be addressed by the RISK MANAGEMENT PROCESS.

201.6 Classification of ME EQUIPMENT and ME SYSTEMS

Clause 6 of the general standard applies.

201.7 PD EQUIPMENT identification, marking and documents

Clause 7 of the general standard applies, except as follows:
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201.7.9 ACCOMPANYING DOCUMENTS
201.7.9.1 General

Addition:
The ACCOMPANYING DOCUMENTS shall additionally include

— a statement that protective measures should be taken to prevent back syphonage of the
outflow path. Example: A statement pointing out the importance of an air gap between the
DIALYSING SOLUTION circuit and the drain in order to prevent back syphonage of the
OUTFLOW path.

NOTE Since the drainage of the fluid is normally connected by the patient it is\\the respuonsibility of the
manufacturer to warn the patient of the need for back syphonage protection and ¢he patfen’s responsibility to
ensure that it is done correctly.

201.7.9.2 Instructions for use

Additional subclause:

201.7.9.2.101

a) a description of the method(s) by\whi

d) an explanati 0
PROTECTIVE S ;

f) a statement ox the possikle HAZARDS associated with electromagnetic radiation which can
affect th S he ME EQUIPMENT. This statement should include examples of

CLASS | ME EQUIPMENT is used;

h) a statement of thfe applications in which a POTENTIAL EQUALIZATION CONDUCTOR should be
used;

i) a statement that draws the OPERATOR’s attention to potential HAZARDS arising from
improper installation and connection of the DIALYSING FLUID circuit;

j) a statement that draws the OPERATOR’s attention to potential HAZARDS relating to
inappropriate selection of the DIALYSING SOLUTION.

k) descriptions about the behaviours of PD EQUIPMENT out of the NORMAL USE condition defined
in its specification.

Compliance is checked by inspection.
201.7.9.3 Technical description

Additional subclause:
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201.7.9.3.101 The technical description shall additionally include the following:

a) the particular measures or conditions to be observed when installing the PD EQUIPMENT or
bringing it into use, including guidance on the type and number of tests to be carried out;

b) the type and accuracy of the PROTECTIVE SYSTEM required in 201.12.4.101;

c) the time by which the audible alarm required in 201.12.4.101 b) may be delayed,;

d) the audible alarm silence period;

e) the range of sound pressure levels of any adjustable audible alarm;

f) the maximum positive and/or negative pressures that can be generated by any pumps
used to assist the transfer of DIALYSING SOLUTION to and/or from the peritoneal cavity of
the PATIENT

g) NOTE The manufacturer shall specify where and how the maximum pressure was @ tained.

h) the method and the sensitivity employed for the PROTECT
201.12.4.103;

i) the method and the sensitivity employed for the PR
201.12.4.104.

regquired by

equired by

Compliance is checked by inspection.

201.8.7 LEAKAGE CURRENTS and PATIE
201.8.7.4 Measurement
201.8.7.4.7 Measure

Amendment: Q

Delete item h).

BEAKAGE CURRENT

Addition:
aa) The qoint\Q surement shall be where the DIALYSING SOLUTION circuit connects to a
peritoneal ca the duration of the test, DIALYSING SOLUTION shall be flowing in the

DIALYSING SSLUTION circuit. The PD EQUIPMENT shall be fully equipped for the intended use,
as specified by th& manufacturer.

201.9 Protection against mechanical hazards of ME EQUIPMENT and
ME SYSTEMS

Clause 9 of the general standard applies.

201.10 Protection against unwanted and excessive radiation HAZARDS

Clause 10 of the general standard applies.
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