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INTERNATIONAL ELECTROTECHNICAL COMMISSION

SAFETY REQUIREMENTS FOR ELECTRICAL EQUIPMENT FOR
MEASUREMENT, CONTROL AND LABORATORY USE -

Part 2-101: Particular requirements for
in vitro diagnostic (IVD) medical equipment

FOREWORD

The International Electrotechnical Commission (IEC) is a worldwide organization for standardiz tio. con. xrising
all national electrotechnical committees (IEC National Committees). The object of IEC s tc r.omote
international co-operation on all questions concerning standardization in the electrical and electrc ~ic fields. To
this end and in addition to other activities, IEC publishes International Standards, Tech:ical Specifications,
Technical Reports, Publicly Available Specifications (PAS) and Guides (hereafter rei>rred to as “IEC
Publication(s)”). Their preparation is entrusted to technical committees; any IEC National v>* mittee interested
in the subject dealt with may participate in this preparatory work. International, yavernriental and non-
governmental organizations liaising with the IEC also participate in this preparatio, . IE(. coiiaborates closely
with the International Organization for Standardization (ISO) in accordan~e wi.\ cu.ditions determined by
agreement between the two organizations.

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 technica. ccmmittee has representation from all
interested IEC National Committees.

IEC Publications have the form of recommendations for inteinatic nal ¢ se and are accepted by IEC National
Committees in that sense. While all reasonable efforts are.mad'e tc.2lisure that the technical content of IEC
Publications is accurate, IEC cannot be held responsible .ar ti = way in which they are used or for any
misinterpretation by any end user.

In order to promote international uniformity, IEC Natior.2l C)mmittees undertake to apply IEC Publications
transparently to the maximum extent possible in their nauonal and regional publications. Any divergence
between any IEC Publication and the correspondirg national or regional publication shall be clearly indicated in
the latter.

IEC itself does not provide any attestation <f contu.mity. Independent certification bodies provide conformity
assessment services and, in some areas, «>cez” to IEC marks of conformity. IEC is not responsible for any
services carried out by independent <ertif c-.don bodies.

All users should ensure that they ha:'e 1. e latest edition of this publication.

No liability shall attach to IEC oi"its 'irectors, employees, servants or agents including individual experts and
members of its technical comrii..2es cnd IEC National Committees for any personal injury, property damage or
other damage of any nature waatsoever, whether direct or indirect, or for costs (including legal fees) and
expenses arising out of.'.he :xication, use of, or reliance upon, this IEC Publication or any other IEC
Publications.

Attention is drawn t> the Normative references cited in this publication. Use of the referenced publications is
indispensable for the c~rrict application of this publication.

Attention is d'a.n to the possibility that some of the elements of this IEC Publication may be the subject of
patent rights. 'EC _hall not be held responsible for identifying any or all such patent rights.

International Jtandard IEC 61010-2-101 has been prepared by IEC technical committee 66:
Safety ¢f measuring, control and laboratory equipment.

it has the‘status of a group safety publication, as specified in IEC Guide 104.

This document has been prepared in close collaboration with Working Group
CENELEC BTTF 88.1.

This third edition cancels and replaces the second edition published in 2015. This edition
constitutes a technical revision.

This edition includes the following significant technical changes with respect to the previous
edition:
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a) adaptation of changes introduced by Amendment 1 of IEC 61010-1;
b) added tolerance for stability of AC voltage test equipment to Clause 6.

The text of this International Standard is based on the following documents:

CDV Report on voting
66/644/CDV 66/669/RVC

Full information on the voting for the approval of this International Standard can be found in
the report on voting indicated in the above table.

This document has been drafted in accordance with the ISO/IEC Directives, Part 2.

A list of all parts of the IEC 61010 series, under the general title: Safety req iremmen.s for
electrical equipment for measurement, control, and laboratory use, may be founa an uie IEC
website.

This Part 2-101 is intended to be used in conjunction with IEC 61010-1. It wvas ¢ stablished on
the basis of the third edition (2010) and its Amendment 1 (2016).

This Part 2-101 supplements or modifies the corresponding clauses ‘»n IEC 61010-1 so as to
convert that publication into the IEC standard: Particular r¢qu rements for in vitro diagnostic
(IVD) medical equipment.

Where a particular subclause of Part 1 is not menticnec.in cas Part 2, that subclause applies
as far as is reasonable. Where this part states “adcu’tior.”, “modification”, “replacement”, or
“deletion” the relevant requirement, test specificiation ur note in Part 1 should be adapted
accordingly.

In this standard:

1) the following print types are used-
— requirements: in roman typo:
— NOTES: in smaller roman tyne;
— conformity and test:in .ialic type;

— terms used thrctighoet this standard which have been defined in clause 3: SMALL
ROMAN CAPITALT:

2) subclauses, figui»s. .ables and notes which are additional to those in part 1 are numbered
starting from 101. Additional annexes are lettered starting from AA and additional list
items are: ettered from aa).

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

e recontirmed,

e  withdrawn,

o replaced by a revised edition, or

e amended.
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SAFETY REQUIREMENTS FOR ELECTRICAL EQUIPMENT FOR
MEASUREMENT, CONTROL AND LABORATORY USE -

Part 2-101: Particular requirements for
in vitro diagnostic (IVD) medical equipment

1 Scope and object
This clause of Part 1 is applicable except as follows:

1.1.1 Equipment included in scope

Replacement:
Replace the text, except the first paragraph, with the following new text:

This part of IEC 61010 applies to equipment intended for in viti> diajnostic (IVD) medical
purposes, including self-test IVD medical purposes.

IVD medical equipment, whether used alone or in ~om.ination, is intended by the
manufacturer to be used in vitro for the examination ¢f specimens, including blood and tissue
samples, derived from the human body, solely oi.prixcipaiy for the purpose of providing
information concerning one or more of the following:

e a physiological or pathological state; or
e a congenital abnormality;
o the determination of safety and comna.'ui'''y with potential recipients;

e the monitoring of therapeutic meesu es.

Self-test IVD medical equipment is ‘ntended by the manufacturer for use by lay persons in a
home environment.

NOTE |If all or part of the eguipr :ntalls within the scope of one or more other Part 2 standards of the IEC 61010
series as well as within the sc »oe ot this document, consideration is given to those other Part 2 standards.

1.1.2 Equipment cxcltded from scope

Addition:

Add the follov:ing new item:

ac) auipment within the scope of IEC 61010-2-081 unless it is specifically intended by the
me nufacturer to be used for in vitro diagnostic examination.

2.2 Object
1.2.1 Aspects included in scope

Addition:

Add the following two new items:

aa) biohazards;
bb) hazardous chemical substances.
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