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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right to be represented on that committee. International organizations, governmental and
non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely with the
International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.
The main task of technical committees is to prepare International Standards. Draft International Standards
adopted by the technical committees are circulated to the member bodies for voting. Publication as an

International Standard requires approval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. 1ISO shall not be held responsible for identifying any or all such patent rights.

ISO 26722 was prepared by Technical Committee ISO/TC 150, Implants for surgery, Subcommittee SC 2,
Cardiovascular implants and extracorporeal systems.
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Introduction

This International Standard reflects the conscientious efforts of concerned physicians, clinical engineers,
nurses, dialysis technicians and dialysis patients, in consultation with device manufacturers and government
representatives, to develop an International Standard for performance levels that could be reasonably
achieved at the time of publication. The term “consensus,” as applied to the development of voluntary medical
device International Standards, does not imply unanimity of opinion, but rather reflects the compromise
necessary in some instances when a variety of interests must be merged.

The provisions of this International Standard apply to individual water treatment devices and to water
treatment systems assembled from one or more of these devices. In the first instance, this International
Standard is directed at the individual or company that specifies the complete water treatment system and,
second, at the supplier who assembles and installs the system. Since systems may be assembled from a
number of individual water treatment devices, the provisions of this International Standard are also directed at
the manufacturers of these devices, provided that the manufacturer indicates that the device is intended for
use in haemodialysis applications. This International Standard is written principally to address water treatment
systems for dialysis facilities treating multiple patients. However, many of its provisions equally apply to water
treatment systems used in applications where a single patient is treated, such as in a home dialysis or acute
hospital dialysis setting. Specifically, requirements for the chemical and microbiological quality of water are
considered to apply in all settings, regardless of whether a single patient or many patients are being treated.

The verbal forms used in this International Standard conform to usage described in Annex H of the ISO/IEC
Directives, Part 2. For the purposes of this International Standard, the auxiliary verb:

— “shall” means that compliance with a requirement or a test is mandatory for compliance with this
International Standard;

— “should” means that compliance with a requirement or a test is recommended but is not mandatory for
compliance with this International Standard;

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

The requirements established by this International Standard will help protect haemodialysis patients from
adverse effects arising from known chemical and microbial contaminants found in water supplies. However,
proper dialysis and patient safety is ultimately dependent on the quality of the dialysis fluid. Since the
manufacturer or supplier of water treatment equipment does not have control over the dialysis fluid, any
reference to dialysis fluid in this International Standard is for clarification only and not a requirement of the
manufacturer. The responsibility for assuring that the dialysis fluid is not contaminated, mismatched, or
otherwise damaging to the patient rests with the clinical professionals caring for the patient under the
supervision of the medical director. Recommendations on the preparation and handling of water and dialysis
fluid in a dialysis facility are provided in ISO 23500.
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