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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 and the
Minister of Economy, Trade and Industry through deliberations at the
Japanese Industrial Standards Committee according to the proposal of
establishing a Japanese Industrial Standard from dJapan Electronics and
Information Technology Industries Association (JEITA), 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 IEC 60601-2-40: 1998 Medical electrical
equipment—>Part 2-40 : Particular requirements for the safety of electromyographs and
evoked response equipment for the purposes 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 Ministers and the Japanese Industrial
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 0601-2-40 : 2005, First English edition published in 2006-08

Translated and published by: Japanese Standards Association
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In the event of any doubts arising as to the contents,
the original JIS is to be the final authority.
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JAPANESE INDUSTRIAL STANDARD JIS T 0601-2-40:2005

Medical electrical equipment—
Part 2-40: Particular requirements for the safety of
electromyographs and evoked response equipment

Introduction This Japanese Industrial Standard has been prepared based on the first
edition of IEC 60601-2-40 Medical electrical equipment—Part 2-40: Particular requirements for

the safety of electromyographs and evoked response equipment published in 1998 with some
modifications of the technical contents.

Portions underlined with dots are the matters in which the contents of the original
International Standard have been modified. A list of modifications with the
explanations is given in Annex 1.

Clauses or subclauses for which there are explanatory notes in Annex AA are marked
with an asterisk (*). Moreover, the terms in bold letters in the text are defined in
clause 2 and clause 2 of JIS T 0601-1.

Section 1 General
Section 1 of JIS T 0601-1 with the following modification applies.

1 Scope and object Clause 1 of JIS T 0601-1 with the following modification applies.
1.1 Scope
Addition

This part of JIS T 0601 applies to the electromyograph defined in 2.1.101 and the
evoked response equipment defined in 2.1.102 (hereafter referred to as “equipment”).

NOTE : The International Standard corresponding to this part of JIS T 0601 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.

TEC 60601-2-40:1998 Medical electrical equipment—Part 2-40: Particular
requirements for the safety of electromyographs and evoked response
equipment (MOD)

1.2 Object
Replacement

The object of this part of JIS T 0601 is to establish particular requirements for the
safety of electromyographs and evoked response equipment as defined in 2.1.101 and
2.1.102, respectively.
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1.3 Particular standards

Addition
This part of JIS T 0601 refers to JIS T 0601-1:1999 Medical electrical equipment—Part 1:

General requirements for safely.

The numbering of sections, clauses, ete. in this text corresponds to JIS T 0601-1. The
changes to JIS T 0601-1 are specified by the use of the following words.

“Replacement” means that the clause of JIS T 0601-1 is replaced completely by the
text of this Standard.

“Addition” means that the text of this Standard is additional to the requirements of
JIS T 0601-1.

“Amendment” means that the clause of JIS T 0601-1 is amended as indicated by the
text of this Standard.

Clauses or figures which are additional to those of JIS T 0601-1 are numbered
starting from 101, additional Annexes are lettered AA, BB, etc., and additional items
aa), bb), ete.

The term “this Standard” is used to make references to JIS T 0601-1 and this part of
JIS T 0601 taken together.

Where there is no corresponding section or clause in this part of JIS T 0601, the
section or clause of JIS T 0601-1, although possibly not relevant, applies without
modification; where it is intended that any part of JIS T 0601-1, although possibly
relevant, is not to be applied, a statement to that effect is given in this Standard.

The requirements of this part of JIS T 0601 take priority over those of JIS T 0601-1.
1.4 Collateral standards
Addition

Collateral standards JIS T 0601-1-1 and JIS T 0601-1-2 have been taken into
consideration in this part of JIS T 0601 (see 6.8.2 and clause 36).

2 Terms and definitions Clause 2 of JIS T 0601-1 with the following modification
applies.

Addition

2.1.101 electromyograph equipment for the detection and analysis of biopotentials
accompanying nerve and muscle action, either spontaneously, intentionally or evoked
by electrical or other stimulation

2.1.102 evoked response equipment equipment for the detection and analysis of
biopotentials resulting from an evoking stimulus. The stimulus may be electrical,
tactile, auditory, visual, olfactory, ete.

2.1.103 electrical stimulator parts of equipment for the application of electric
currents via electrodes in direct contact with the patient, for the evoking bio-
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