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INTERNATIONAL ELECTROTECHNICAL COMMISSION 1 

____________ 2 

 3 

MEDICAL ELECTRICAL EQUIPMENT –  4 

 5 

Part 2-2: Particular requirements for the basic safety and essential 6 

performance of high frequency surgical equipment and high frequency 7 

surgical accessories 8 

 9 

AMENDMENT 1 10 

 11 

 12 

FOREWORD 13 

1) The International Electrotechnical Commission (IEC) is a worldwide organization for standardization comprising 14 
all national electrotechnical committees (IEC National Committees). The object of IEC is to promote international 15 
co-operation on all questions concerning standardization in the electrical and electronic fields. To this end and 16 
in addition to other activities, IEC publishes International Standards, Technical Specifications, Technical Reports, 17 
Publicly Available Specifications (PAS) and Guides (hereafter referred to as “IEC Publication(s)”). Their 18 
preparation is entrusted to technical committees; any IEC National Committee interested in the subject dealt with 19 
may participate in this preparatory work. International, governmental and non-governmental organizations liaising 20 
with the IEC also participate in this preparation. IEC collaborates closely with the International Organization for 21 
Standardization (ISO) in accordance with conditions determined by  agreement between the two organizations.  22 

2) The formal decisions or agreements of IEC on technical matters express, as nearly as possible, an international 23 
consensus of opinion on the relevant subjects since each technical committee has representation fro m all 24 
interested IEC National Committees. 25 

3) IEC Publications have the form of recommendations for international use and are accepted by IEC National 26 
Committees in that sense. While all reasonable efforts are made to ensure that the technical content of IE C 27 
Publications is accurate, IEC cannot be held responsible for the way in which they are used or for any 28 
misinterpretation by any end user. 29 

4) In order to promote international uniformity, IEC National Committees undertake to apply IEC Publications 30 
transparently to the maximum extent possible in their national and regional publications. Any divergence between 31 
any IEC Publication and the corresponding national or regional publication shall be clearly indicated in the latter.  32 

5) IEC itself does not provide any attestation of conformity. Independent certification bodies provide conformity 33 
assessment services and, in some areas, access to IEC marks of conformity. IEC is not responsible for any 34 
services carried out by independent certification bodies.  35 

6) All users should ensure that they have the latest edition of this publication.  36 

7) No liability shall attach to IEC or its directors, employees, servants or agents including individual experts and 37 
members of its technical committees and IEC National Committees for any personal injury, property damage or 38 
other damage of any nature whatsoever, whether direct or indirect, or for costs (including legal fees) and 39 
expenses arising out of the publication, use of, or reliance upon, this IEC Publication or any other IEC 40 
Publications. 41 

8) Attention is drawn to the Normative references cited in this publication. Use of the referenced publications is 42 
indispensable for the correct application of this publication.  43 

9) Attention is drawn to the possibility that some of the elements o f this document may be the subject of patent 44 
rights. IEC shall not be held responsible for identifying any or all such patent rights.  45 

 46 

Amendment 1 to IEC 60601-2-2:2017 has been prepared by subcommittee 62D: Electromedical 47 

Equipment, of IEC technical committee 62: Electrical equipment in medical practice.  48 

The text of this Amendment is based on the following documents: 49 

Draft Report on voting 

XX/XX/XXXX XX/XX/XXX 

 50 

Full information on the voting for its approval can be found in the report on voting indicated in 51 

the above table. 52 

The language used for the development of this Amendment is English. 53 
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This document was drafted in accordance with ISO/IEC Directives, Part  2, and developed in 54 

accordance with ISO/IEC Directives, Part 1 and ISO/IEC Directives, IEC Supplement, available 55 

at www.iec.ch/members_experts/refdocs. The main document types developed by IEC are 56 

described in greater detail at www.iec.ch/standardsdev/publications/. 57 

The committee has decided that the contents of this document will remain unchanged until the 58 

stability date indicated on the IEC website under  webstore.iec.ch in the data related to the 59 

specific document. At this date, the document will be 60 

• reconfirmed, 61 

• withdrawn, 62 

• replaced by a revised edition, or 63 

• amended. 64 

 65 
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INTRODUCTION TO THE AMENDMENT 66 

The International Electrotechnical Commission (IEC) draws attention to the fact that it is claimed 67 

that compliance with this document may involve the use of a patent. IEC takes no position 68 

concerning the evidence, validity, and scope of this patent right.  69 

The holder of this patent right has assured IEC that s/he is willing to negotiate licences under 70 

reasonable and non-discriminatory terms and conditions with applicants throughout the world. 71 

In this respect, the statement of the holder of this patent right is registered with IEC. Informatio n 72 

may be obtained from the patent database available at http://patents.iec.ch.  73 

Attention is drawn to the possibility that some of the elements of this document may be the 74 

subject of patent rights other than those in the patent database. IEC shall not be he ld 75 

responsible for identifying any or all such patent rights.  76 

The 6th Edition of IEC 60601-2-2 was published in 2017. This amendment is intended to align 77 

the standard to IEC 60601-1:2005/AMD2:2020. Additionally, this amendment is intended to 78 

address several issues reported from the national committees, including but not limited to:  79 

• Requirement for including the length of an accessory in the instructions for use  80 

• Clarification of test setup for HF LEAKAGE CURRENTS 81 

• Considering modes with high DUTY CYCLES above 45% in the risk management  82 

• Including text of the interpretation sheet 62D/1703/INF regarding the HIGH CURRENT 83 

MODE to annex AA 84 

  85 
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MEDICAL ELECTRICAL EQUIPMENT –  86 

 87 

Part 2-2: Particular requirements for the basic safety and essential 88 

performance of high frequency surgical equipment and high frequency 89 

surgical accessories 90 

 91 

AMENDMENT 1 92 

 93 

 94 

201.1 Scope, object and related standards 95 

In footnote 1 to the first sentence, replace “IEC 60601-1:2005/AMD1:2012” with “IEC 60601-96 

1:2005, IEC 60601-1:2005/AMD1:2012 and IEC 60601-1:2005/AMD2:2020” 97 

 98 

201.1.3 Collateral standards 99 

Replace the second paragraph with: 100 

IEC 60601-1-2:2014 and IEC 60601-1-2:2014/AMD1:2020 and IEC 60601-1-8:2006, 101 

IEC 60601-1-8:2006/AMD1:2012 and IEC 60601-1-8:2006/AMD2, apply as modified in Clauses 102 

202 and 208 respectively. IEC 60601-1-3, IEC 60601-1-10, IEC 60601-1-11 and 103 

IEC 60601-1-12 do not apply. All other published collateral standards in the IEC 60601-1 series 104 

apply as published. 105 

 106 

201.2 Normative references 107 

Update the following normative references: 108 

Replace “IEC 60601-1-2:2014” with “IEC 60601-1-2:2014 and IEC 60601-1-109 

2:2014/AMD1:2020” 110 

Replace “IEC 60601-1-8:2006+AMD1:2012” with “IEC 60601-1-8:2006, 111 

IEC 60601-1-8:2006/AMD1:2012 and IEC 60601-1-8:2006/AMD2:2020” 112 

Replace CISPR 11:2015 with CISPR 11:2019 113 

201.3.220 HIGH FREQUENCY 114 

Add the following note: 115 

Note 1 to entry: HIGH FREQUENCY (HF) and radio frequency (RF) are considered as equivalent in the context of this 116 
standard as long as the frequency is within the range defined in this definition.  117 

201.4.2.3.101 * Evaluating risk 118 

Add the following text 119 

Additionally, the impact on the heating under the NEUTRAL ELECTRODE shall be considered within 120 

RISK ANALYSIS for any mode with a duty cycle above 45% according to its  intended use even if 121 

the HEATING FACTOR is below 30A²s in any 60s interval.  122 

201.4.11 Power input 123 

Replace the text of this paragraph with the following: 124 

Replacement of first dash in compliance tests:  125 

- The HF SURGICAL EQUIPMENT shall be operated in the manner (combination of operating 126 

setting, load, etc.) which creates the greatest steady state input current. Input current 127 

is measured and compared with the markings and the contents of the technical 128 

SIST EN IEC 60601-2-2:2018/oprA1:2022

iTeh STANDARD
PREVIEW

(standards.iteh.ai)
SIST EN IEC 60601-2-2:2018/oprA1:2022

https://standards.iteh.ai/catalog/standards/sist/9cb5bdd5-
6edd-4a7a-9d28-6854ee6e2b1f/sist-en-iec-60601-2-2-

2018-opra1-2022



62D/1944/CDV – 6 – IEC CDV 60601-2-2 AMD1 © IEC:2021 

description. 129 

 130 

 131 

201.7.8.1  Colours of indicator lights 132 

 133 

With reference to table 2 in the general standard, the meaning of the following colours are 134 

modified as follows: 135 

Table 201.101 – Colours of indicator lights and their meaning 136 

for HF SURGICAL EQUIPMENT 137 

Amendment 138 

Name On when Indicator light Alarm indicator 
light 

Accompanied by 
sound 

Operator requirement 

Warning Hazardous 
situation 

Red, flashing or 
not 

- - c,d Immediate response by the 
operator is required, for 
example, a fault in the patient 
circuit 

Cutting mode  Yellow, flashing 
or not 

- Yes e - 

Addition 139 

Name On when Indicator light Alarm indicator 
light 

Accompanied by 
sound 

Operator requirement 

Coagulation 
mode 

 Blue, flashing or 
not 

- Yes e - 

e As defined in 201.12.4.2.101 140 

 141 

201.7.9.2.2.101 Additional information in instructions for use 142 

 143 

In the first sentence of paragraph c), add an ‘s’ to the word “instruction” because it  is plural. 144 

 145 

201.7.9.2.14 * Accessories, supplementary equipment, used material  146 

Add new item: 147 

k) the length of the ACCESSORY and its cord.  148 

201.7.9.3.1 * General 149 

Add the following note: 150 

Note : The manufacturer can describe specific behaviour of the HF SURGICAL EQUIPMENT, e.g. short circuit protection 151 

 152 

201.8.7.1. General requirements 153 

 154 

Add the following note after the last sentence: 155 

 156 

Note: This may require temporary internal modifications (e.g. Bridging of relay contacts) to be made to the HF 157 
SURGICAL EQUIPMENT  158 

 159 

201.8.7.3.101 Thermal effects of HF LEAKAGE CURRENT 160 

 161 

2) for MONOPOLAR HF ISOLATED PATIENT CIRCUITS  162 
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Replace the sentence beginning with “The HF SURGICAL EQUIPMENT is set up as shown in Figure 163 

201.106,…” with the following: 164 

The HF SURGICAL EQUIPMENT is set up as shown in Figure 201.106. Each electrode is tested with 165 

the output first being unloaded and then repeated with the output loaded at the RATED LOAD.  166 

 167 

3) For BIPOLAR HF PATIENT CIRCUITS 168 

Replace figure 201.107 with the following figure 169 

 170 

 171 

 

1 
3 2 5 

11 

8 7 

9 1 m 

10 

IEC   1198/06 

0,25m 

0,5m 

 172 

Key 173 

1 SUPPLY MAINS 174 

2 Table, made of insulating material 175 

3 HF SURGICAL EQUIPMENT 176 

5 NEUTRAL ELECTRODE, metallic or in contact with metal foil of the same size 177 

7 Measuring resistance, 200  178 

8 HF current meter 179 

9 Earthed conductive plane 180 

10 Activated BIPOLAR ACCESSORY 181 

11 Load resistance as required with HF power measuring device 182 

 183 

 184 

Figure 201.107 – Measurement of HF LEAKAGE CURRENT from a BIPOLAR ACCESSORY 185 

 186 

Replace the sentence beginning with “The test is conducted with  the output…” in the third 187 

section with the following:  188 

 189 

The test is conducted with the output first being unloaded or with the maximum load that 190 

produces an HF output and then repeated with the output loaded at the RATED LOAD. 191 

201.8.8.3.102 ACTIVE ACCESSORY HF leakage 192 
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 193 

Add the following note at the end of paragraph a)  194 

 195 

Note: In this paragraph, ‘d’ is the outer diameter of an insulation with a circular cross section.  It has to be noted that 196 
the current formula can only be used for ACTIVE ACCESSORIES with circular cross section. For an ACTIVE ACCESSORY 197 
with a non-circular cross section, a value ‘d’ has to be calculated from the circumference ‘c’ of the original shape. In 198 

this case, the value d corresponds to the circumference divided by . 199 

d = c /   200 
 201 

201.12.4.3.101 Output reduction means 202 

Replace the first sentence with the following:  203 

Except as provided for in 201.7.9.2.2.101 a) item 7, and 201.7.9.3.1. – 5th dash, for each HF 204 

SURGICAL MODE, HF SURGICAL EQUIPMENT shall incorporate means to enable the output power to 205 

be reduced to not more than 5 % of the RATED OUTPUT POWER or 10 W, whichever is smaller 206 

(see also 201.12.1.102).  207 

 208 

201.12.4.4.102 Output power during simultaneous activation 209 

Remove the line: “For HF SURGICAL EQUIPMENT as defined in 201.12.2 c)” 210 

Before the sentence starting with “The output under test is activated at 20 %”, add the following: 211 

For HF SURGICAL EQUIPMENT as defined in 201.12.2 c) 1) 212 

Before the sentence starting with “The output under test is activated at 50 %”, add the following: 213 

For HF SURGICAL EQUIPMENT as defined in 201.12.2 c) 2) 214 

 215 

202 Electromagnetic disturbances – Requirements and tests 216 

Update the following normative reference: 217 

IEC 60601-1-2:2014 with IEC 60601-1-2:2014/AMD1:2020 218 

 219 

202.2 Normative references 220 

Update reference “IEC 60601-2-2:2016” with “IEC 60601-2-2:2017 and IEC 60601-2-221 

2:2017/AMD1:202x” 222 

202.3 Terms and definitions 223 

Update reference “IEC 60601-2-2:2016” with “IEC 60601-2-2:2017 and IEC 60601-2-224 

2:2017/AMD1:202x” 225 

 226 

202.8 Electromagnetic IMMUNITY requirements for ME EQUIPMENT and ME SYSTEMS 227 

 228 

202.8.1  General 229 

Update the reference “IEC 60601-1-2” with “IEC 60601-1-2:2014 and IEC 60601-1-230 

2:2014/AMD1:2020” 231 

202.101 Index of defined terms 232 

Replace all occurrences of “IEC 60601-2-2:2016” with “IEC 60601-2-2:2017 and IEC 60601-2-233 

2:2017/AMD1:202x” 234 

 235 
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