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INTERNATIONAL ELECTROTECHNICAL COMMISSION

MEDICAL ELECTRICAL EQUIPMENT —

Part 2-16: Particular requirements for the basic safety and
essential performance of haemodialysis, haemodiafiltration
and haemofiltration equipment

FOREWORD

1) The International Electrotechnical Commission (IEC) is a worldwide organization for standardiz ‘t‘on ~omurising
all national electrotechnical committees (IEC National Committees). The object of IEC i to promote
international co-operation on all questions concerning standardization in the electrical and electror.’s fields. To
this end and in addition to other activities, IEC publishes International Standards, Techr. cal Specifications,
Technical Reports, Publicly Available Specifications (PAS) and Guides (hereafter refcrred to as "IEC
Publication(s)"). Their preparation is entrusted to technical committees; any IEC Natio: al Corn mittee interested
in the subject dealt with may participate in this preparatory work. Internationd!, gc ‘ernriental and non-
governmental organizations liaising with the IEC also participate in this prepar=tion. '\E_ collaborates closely
with the International Organization for Standardization (ISO) in accordanc ' witi. conditions determined by
agreement between the two organizations.

2) The formal decisions or agreements of IEC on technical matters express, 1s nearly as possible, an international
consensus of opinion on the relevant subjects since each technical ~c =mittee has representation from all
interested IEC National Committees.

3) IEC Publications have the form of recommendations for internatic *al » se and are accepted by IEC National
Committees in that sense. While all reasonable efforts are maa. to ensure that the technical content of IEC
Publications is accurate, IEC cannot be held responsible fc: thc way in which they are used or for any
misinterpretation by any end user.

4) In order to promote international uniformity, IEC Nationa' = Zommittees undertake to apply IEC Publications
transparently to the maximum extent possible in their national and regional publications. Any divergence
between any IEC Publication and the correspondir. ¥ national or regional publication shall be clearly indicated in
the latter.

5) IEC itself does not provide any attestation o1 =caformity. Independent certification bodies provide conformity
assessment services and, in some area¢, 2.cess to IEC marks of conformity. IEC is not responsible for any
services carried out by independent certifi atic 1 bodies.

6) All users should ensure that they ha\ 2 th. latest edition of this publication.

7) No liability shall attach to IEC ar .o .t rectors, employees, servants or agents including individual experts and
members of its technical com nit*ces and IEC National Committees for any personal injury, property damage or
other damage of any natrre “vha soever, whether direct or indirect, or for costs (including legal fees) and
expenses arising out of he punlication, use of, or reliance upon, this IEC Publication or any other IEC
Publications.

8) Attention is drawn tc the Jormative references cited in this publication. Use of the referenced publications is
indispensable for the cc ‘rect application of this publication.

9) Attention is <raw. to the possibility that some of the elements of this IEC Publication may be the subject of
patent rights. .=C shall not be held responsible for identifying any or all such patent rights.

Internai’'onal standard I|EC 60601-2-16 has been prepared by IEC subcommittee 62D:
E!actramiadical equipment, of IEC technical committee 62: Electrical equipment in medical
nractice.

vhis fifth edition cancels and replaces the fourth edition of IEC 60601-2-16 published in 2012.
This edition constitutes a technical revision.

This edition includes the following significant technical changes with respect to the previous
edition:

a) update of references to IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012, of
references and requirements to IEC 60601-1-2:2014, of references to IEC 60601-1-6:2010
and IEC 60601-1-6:2010/AMD1:2013, of references and requirements to
IEC 60601-1-8:2006 and IEC 60601-1-8:2006/AMD1:2012, of references to
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IEC 60601-1-9:2007 and IEC 60601-1-9:2007/AMD1:2013, of references to
IEC 60601-1-10:2007 and IEC 60601-1-10:2007/AMD1:2013 and of references to
IEC 60601-1-11:2015;

b) widening of the scope;

c) editorial improvements;

d) addition of requirements for anticoagulant delivery means;
e) other few small technical changes.

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

FDIS Report on voting

62D/1557/FDIS 62D/1585/RVD

Full information on the voting for the approval of this particular standard can be aurd/n the
report on voting indicated in the above table.

This publication has been drafted in accordance with the ISO/IEC Directives, Fa't 2.

In this document, the following print types are used:

— requirements and definitions: roman type;
— test specifications: italic type;

— informative material appearing outside of tables, such as nutes, exal iples and references: in smaller type.
Normative text of tables is also in a smaller type;

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

In referring to the structure of this document, the.term

— "clause" means one of the seventecn numbered divisions within the table of contents,
inclusive of all subdivisions (e.g. l~.use 7 includes subclauses 7.1, 7.2, etc.);

"subclause" means a numbere? suudivision of a clause (e.g. 7.1, 7.2 and 7.2.1 are all
subclauses of Clause 7).

References to clauses witi ‘i1 this document are preceded by the term "Clause" followed by
the clause number. Reicrences to subclauses within this particular standard are by number
only.

In this docume*t the cunjunctive "or" is used as an "inclusive or" so a statement is true if any
combination ¢ f the conditions is true.

The ve.bal forms used in this document conform to usage described in Clause 7 of the
ISOAZC Directives, Part 2. For the purposes of this document, the auxiliary verb:

-~ "sirall" means that compliance with a requirement or a test is mandatory for compliance
with this document;

— "should" means that compliance with a requirement or a test is recommended but is not
mandatory for compliance with this document;

— "may" is used to describe a permissible way to achieve compliance with a requirement or
test.

An asterisk (*) as the first character of a title or at the beginning of a paragraph or table title
indicates that there is guidance or rationale related to that item in Annex AA.
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A list of all parts of the IEC 60601 series, published under the general title Medical electrical
equipment, can be found on the IEC website.

The committee has decided that the contents of this publication will remain unchanged until
the stability date indicated on the IEC website under "http://webstore.iec.ch" in the data
related to the specific publication. At this date, the publication will be

* reconfirmed,

* withdrawn,

» replaced by a revised edition, or
+ amended.

IMPORTANT - The 'colour inside’' logo on the cover page of this publicativr 1 dicates
that it contains colours which are considered to be useful for tho correct
understanding of its contents. Users should therefore print this dociment using a
colour printer.

NOTE The attention of users of this document is drawn to the fact that equipn.>nt-manufacturers and testing
organizations may need a transitional period following publication of a new, ¢mendea or revised IEC publication in
which to make products in accordance with the new requirements and to >q lio themselves for conducting new or
revised tests. It is the recommendation of the committees that the conte t o1 this publication be adopted for
implementation nationally not earlier than 3 years from the date of pub! cation.
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INTRODUCTION

The minimum safety requirements specified in this particular standard are considered to
provide for a practical degree of safety in the operation of HAEMODIALYSIS,
HAEMODIAFILTRATION and HAEMOFILTRATION EQUIPMENT.
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MEDICAL ELECTRICAL EQUIPMENT —

Part 2-16: Particular requirements for the basic safety and
essential performance of haemodialysis, haemodiafiltration
and haemofiltration equipment

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

201.1.1 * Scope

Replacement:

This part of IEC 60601 applies to the BASIC SAFETY and ESSENTIA.. PER-ORMANCE of
HAEMODIALYSIS, HAEMODIAFILTRATION and HAEMOFILTRATION EQUIPMENT, hureeiterreferred to as
HAEMODIALYSIS EQUIPMENT.

This document does not take into consideration specific sofely details of the DIALYSIS FLUID
control system of HAEMODIALYSIS EQUIPMENT using regeneratic 1 ¢ DIALYSIS FLUID Of CENTRAL
DELIVERY SYSTEMS for DIALYSIS FLUID. It does, however, (ake. iiito consideration the specific
safety requirements of such HAEMODIALYSIS EQU!PMINT crncerning electrical safety and
PATIENT safety.

This document specifies the minimum safety rectiements for HAEMODIALYSIS EQUIPMENT.
These HAEMODIALYSIS EQUIPMENT are intended for use either by medical staff or for use by the
PATIENT or other trained personnel under med'ica: supervision.

This document includes all ME EQuUIFJENT that is intended to deliver a HAEMODIALYSIS,
HAEMODIAFILTRATION and HAEMOFILI*AT ON treatment to a PATIENT, independent of the
treatment duration and location.

If applicable, this documert 7pnlies to the relevant parts of ME EQUIPMENT intended for other
extracorporeal blood purificcticn treatments.

The particular requi:2aments in this document do not apply to:

— EXTRACORFU.EAL CIRCUITS (see ISO 8637-2, [12]2);

— DIALYSE®S ~ee ISO 8637-1, [11)]);

— DIALYSIS FLUID CONCENTRATES (see ISO 23500-4, [18]);
— DALY 3IS WATER supply systems (see ISO 23500-2, [16]);

CENTR L DELIVERY SYSTEMS for DIALYSIS FLUID CONCENTRATES (see ISO 23500-4, [18]),
Jascribed as systems for bulk mixing concentrate at a dialysis facility;

— equipment used to perform PERITONEAL DIALYSIS (see IEC 60601-2-39, [8]).

1 The general standard is IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012, Medical electrical equipment —
Part 1: General requirements for basic safety and essential performance.

2 Numbers in square brackets refer to the Bibliography.
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