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Foreword

The text of document 62B/743/CDV, future edition 1 of IEC 62563-1, prepared by SC 62B, Diagnostic
imaging equipment, of IEC TC 62, Electrical equipment in medical practice, was submitted to the
IEC-CENELEC parallel vote and was approved by CENELEC as EN 62563-1 on 2010-03-01.

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

The following dates were fixed:

— latest date by which the EN has to be implemented
at national level by publication of an identical
national standard or by endorsement (dop) 2010-12-01

— latest date by which the national standards conflicting
with the EN have to be withdrawn (dow) 2013-03-01

In this standard, the following print types are used:

— requirements and definitions: roman 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 THIS INTERNATIONAL STANDARD, OR AS NOTED: SMALL CAPITALS.
Annex ZA has been added by CENELEC.

Endorsement notice

The text of the International Standard IEC 62563-1:2009 was approved by CENELEC as a European
Standard without any modification.

In the official version, for Bibliography, the following notes have to be added for the standards indicated:
[1] 1SO9241-302 NOTE Harmonized as EN ISO 9241-302.
[19] IEC61223-2-5 NOTE Harmonized as EN 61223-2-5.
[20] 1SO 9241-303 NOTE Harmonized as EN ISO 9241-303.
[21] 1SO 9241-305 NOTE Harmonized as EN ISO 9241-305.

[22] 1SO9241-307 NOTE Harmonized as EN ISO 9241-307.
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Annex ZA
(normative)

Normative references to international publications
with their corresponding European publications

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced
document (including any amendments) applies.

NOTE When an international publication has been modified by common modifications, indicated by (mod), the relevant EN/HD
applies.

Publication Year Title EN/HD Year

IEC/TR 60788 2004 Medical electrical equipment - - -
Glossary of defined terms

ISO 11664-1 2007  Colorimetry - - -
Part 1: CIE standard colorimetric observers

CIE S010/E 2004 Photometry - The CIE system of physical - -

photometry
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INTRODUCTION

This International Standard provides evaluation methods for testing IMAGE DISPLAY SYSTEMS
used in MEDICAL ELECTRICAL EQUIPMENT and medical electrical systems for diagnostic imaging.

On site or after installation, two types of testing can be carried out. An acceptance test is
carried out after a new IMAGE DISPLAY SYSTEM has been installed, or major modifications have
been made to the existing IMAGE DISPLAY SYSTEM. Since an IMAGE DISPLAY SYSTEM may
degrade over time, the constancy test is carried out by the user in a periodic cycle to verify
that the performance is maintained for the intended use.

The standard describes various evaluation methods without dictating what particular tests
shall be used for acceptance and/or constancy tests.

Rather, it is the intention of this standard to be a reference for other standards and guidelines
specific to each modality or to be defined by national authorities who will refer to the
evaluation methods of this standard and mention limiting values and frequencies for
acceptance and constancy tests. Annex A shows sample reports of such a reference.

To maintain the homogeneity in the IEC standards for MEDICAL ELECTRICAL EQUIPMENT,
IEC 61223-2-5, Evaluation and routine testing in medical imaging departments — Part 2-5:
Constancy tests — Image display devices should be reviewed.
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MEDICAL ELECTRICAL EQUIPMENT -
MEDICAL IMAGE DISPLAY SYSTEMS -

Part 1: Evaluation methods

1 Scope

This part of IEC 62563 describes the evaluation methods for testing medical IMAGE DISPLAY
SYSTEMS.

The scope of this International Standard is directed to practical tests that can be visually
evaluated or measured using basic test equipment. More advanced or more quantitative
measurements can be performed on these devices, but these are beyond the scope of this
document.

This standard applies to medical IMAGE DISPLAY SYSTEMS, which can display monochrome
image information in the form of greyscale values on colour and greyscale IMAGE DISPLAY
SYSTEMS (e.g. CATHODE RAY TUBE (CRT) monitors, FLAT PANEL DISPLAYS, PROJECTION SYSTEM).
This standard applies to medical IMAGE DISPLAY SYSTEMS used for diagnostic (interpretation of
medical images toward rendering clinical diagnosis) or viewing (viewing medical images for
medical purposes other than for providing a medical interpretation) purposes and therefore
having specific requirements in terms of image quality. Head mounted IMAGE DISPLAY SYSTEMS
and IMAGE DISPLAY SYSTEMS used for confirming positioning and for operation of the system
are not covered by this standard.

It is not in the scope of this standard to define the requirements of acceptance and constancy
tests nor the frequencies of constancy tests.

2 Normative references

The following referenced documents are indispensable for the application of this document.
For dated references, only the edition cited applies. For undated references, the latest edition
of the referenced document (including any amendments) applies.

IEC 60788:2004, Medical electrical equipment — Glossary of defined terms
ISO 11664-1:2007, Colorimetry — Part 1: CIE standard colorimetric observers

CIE S 010/E:2004 Photometry — The CIE system of physical photometry

3 Terms, definitions, symbols and abbreviations

3.1 Terms and definitions

For the purpose of this document, the terms and definitions given in IEC 60788:2004 and the
following apply.

311
accuracy
closeness of agreement between a test result and the accepted reference value

[ISO 5725-1:1994, definition 3.6]





