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Foreword

This translation has been made based on the original Japanese Industrial Standard
established by the Minister of Health, Labour and Welfare through deliberations at
the Japanese Industrial Standards Committee according to the proposal of
establishing a Japanese Industrial Standard from Japan Medical-optical Equipment
Industrial Association (JMOIA)/ Japanese Standards Association (JSA), with a draft
of Industrial Standard based on the provision of Article 12 Clause 1 of the Industrial
Standardization Law.

This Standard has been made based on ISO 15004:1997 Ophthalmic instruments—
Fundamental requirements and lest methods for the purpose of making it easier to
compare this Standard with International Standard; to prepare Japanese Industrial
Standard conforming with International Standard; and to propose a draft of an
International Standard which is based on Japanese Industrial Standard.

Attention is drawn to the possibility that some parts of this Standard may conflict
with a patent right, application for a patent after opening to the public, utility model
right or application for registration of utility model after opening to the public which
have technical properties. The relevant Minister and the Japanese Industral
Standards Committee are not responsible for identifying the patent right,
application for a patent after opening to the public, utility model right or application
for registration of utility model after opening to the public which have the said
technical properties.

Date of Establishment: 2005-03-25

Date of Public Notice in Official Gazette: 2005-03-25

Investigated by: Japanese Industrial Standards Committee
Standards Board

Technical Committee on Medical Equipment

JIS T 7332 : 2005, First English edition published in 2006-04

Translated and published by: Japanese Standards Association
4-1-24, Akasaka, Minato-ku, Tokyo, 107-8440 JAPAN

In the event of any doubts arising as to the contents,
the original JIS is to be the final authority.

© JSA 2006

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized
in any form or by any mcans, clectronic or mechanical, including photocopying and microfilm, without
permission in writing from the publisher.
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JAPANESE INDUSTRIAL STANDARD JIS T 7332 : 2005

Ophthalmic instruments—

Fundamental requirements and test methods

Introduction This Japanese Industrial Standard has been prepared based on the first
edition of ISO 15004 Ophthalmic instruments—Fundamental requirements and test methods
published in 1997 with some modifications of the technical contents.

The portions underlined with dots are the matters modified from the original
International Standard. A list of modifications with the explanations is given in Annex 1
(informative).

1 Scope This Standard specifies fundamental requirements and test methods for
non-invasive, active and non-active ophthalmic instruments. This Standard is also
applicable to low-vision aids and tonometers, but not to other ophthalmic instruments
which are used in contact with the globe of the eye. This Standard does not apply to
operation microscopes, endoscopes and devices intended for laser investigation or laser
treatment of the eye.

This Standard takes precedence over the corresponding requirements of the other
general standards cited in clause 2, if differences exist.

Remarks: The International Standard corresponding to this Standard is as
follows.

In addition, symbols which denote the degree of correspondence in
the contents between the relevant International Standard and JIS are
IDT (identical), MOD (modified), and NEQ (not equivalent) according to
ISO/IEC Guide 21.

[SO 15004: 1997  Ophthalmic instruments—Fundamental requirements and
test methods (MOD)

2 Normative references The following standards contain provisions which, through
reference in this text, constitute provisions of this Standard. If the indication of the year
of coming into effect or the year of publication is given to these referred standards, only
the edition of the indicated year constitutes the provision of this Standard but the
revision and amendment made thereafter do not apply.

JIS T 0601-1:1999 Medical electrical equipment—=Part 1: General requirements for safety

Remarks: IEC 60601-1:1988 Medical electrical equipment — Part 1. General
requirements for safety, Amendment 1:1993 and Amendment 2:1995 are
equivalent to the said standard.

JIS T 0601-1-1:1999 Medical electrical equipment—Part 1-1: General requirements for safety
— Collateral standard: Safety requirements for medical electrical

systems
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Remarks: IEC 60601-1-1: 1992 Medical electrical equipment —Part 1-1: General
requirements for safety Collateral standard: Safety requirements for medical
electrical systems and Amendment 1: 1995 are equivalent to the said
standard.

ISO 9022-2:1994  Optics and optical instruments —Environmental test methods—DPart 2:
Cold, heat, humidity

ISO 9022-3:1994  Optics and optical instruments —Environmental test methods—DPart 3:
Mechanical stress

3 Terms and definitions For the purposes of this Standard, the following terms and
definitions apply.

3.1 non-invasive ophthalmic instrument ophthalmic instrument which does not in
whole or in part penetrate the body, either through a body orifice or through the surface
of the body

3.2 active ophthalmic instrument any ophthalmic instrument connected with a
permanently installed source of electrical power energy

3.3 manufacturer (of an ophthalmic instrument) natural or legal person who places
the ophthalmic instrument on the market

3.4 optical radiation hazard possibility of damage to the retina by optical radiation

NOTE: The effect of the radiance of a source (see 3.6) will decrease as the light
beam passes through an optical system due to filtering, absorption or
other loss mechanisms. Thus, basing the optical radiation hazard on the
source radiance ensures that the radiance at the retina cannot exceed the
source radiance.

3.5 irradiance, £ radiant flux d@ incident on an element of a surface of unit area dA

NOTE : Irradiance is expressed in milliwatts per square centimetre (mW/cm?2).

3.6 radiance, L 1in a given direction at a given point, the quotient of the radiant flux
d@ passing through that point and propagating within the solid angle df2in a direction
@ divided by the product of the area of a section of that beam on a plane perpendicular to
this direction containing the given point and the solid angle d@ (see Annex C, C.1)

NOTE: Radiance is expressed in milliwatts per square centimetre per steradian
[mW/(cm?-sr)].

3.7 spectral radiance, L,(2) value of the radiance (see 3.6) of an infinitesimal
wavelength interval, at any given wavelength in the spectrum, divided by the range of
that interval

NOTE: Spectral radiance is expressed in milliwatts per square centimetre per
steradian per nanometre [mW/(cm?2-sr-nm)].

3.8 spectrally weighted photochemical aphakic source radiance, Za spectral radiance
of the source integrated over the aphakic spectrum range 305 nm to 700 nm and
weighted by A(.1) as given by the equation(1):
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700
LIa=" Ly(2) A( D) A i (D

305

where A(.2) is the spectral weighting function for the aphakic retinal

hazard analysis (see Annex A).

3.9 spectrally weighted photochemical phakic source radiance, Ls spectral radiance
of the source integrated over the phakic spectrum range 380 nm to 700 nm and
weighted by B( 1) as given by the equation(2):

700

Ip=>>" L(2) B(A)-AQ oo (2)

380

where B(2) is the spectral weighting function for the phakic retinal
hazard analysis (see Annex A).

4 Fundamental requirements (for non-active and active ophthalmic instruments)

4.1 Design Ophthalmic instruments shall be so designed that, when used for the
performance of the intended function(s) in accordance with instructions provided by the
manufacturer, the risks associated with such use are reduced to a level compatible with
the generally acknowledged state of the art.

4.2 Performance The ophthalmic instrument shall achieve the performance
stipulated by the manufacturer for the intended function(s) under the intended
conditions of use. In addition to the requirements of this Standard, the supplementary
or modified requirements specified in the relevant product-related JIS Standards listed
in Annex B apply.

4.3 Combination of different devices If another device is intended for use in
combination with an ophthalmic instrument, the connecting system shall not impair the
specified performance of either instrument. For coupling with active ophthalmic
instruments, the provisions of JIS T 0601-1-1:1999 shall apply.

4.4 Materials

4.4.1 Components of the ophthalmic instrument which are designed to come into
direct contact with the skin of the patient or operator shall be made of materials which
are neither toxic nor known to create significant allergic reactions, when used as
intended by the manufacturer.

When tested as described in 7.1, combustion shall not continue after withdrawal of the
test rod.

4.5 Protection against contaminants Parts of the ophthalmic instrument which are
designed to come into contact with the patient or the operator shall either be capable of
easy disinfection or be protected by a disposable cover.

4.6 Scales and displays Scales and displays for readout of ophthalmic instruments
shall be designed and placed in accordance with ergonomic principles, taking into
account the intended purpose of the instrument.
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