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FOREWORD 1 

 2 

This amendment has been prepared by subcommittee 62D: Electromedical equipment, of IEC 3 

technical committee 62: Electrical equipment in medical practice.  4 

The text of this amendment is based on the following documents: 5 

Draft Report on voting 

XX/XX/FDIS XX/XX/RVD 

 6 

Full information on the voting for its approval can be found in the report on voting indicated in 7 

the above table. 8 

The committee has decided that the contents of this document will remain unchanged until the 9 

stability date indicated on the IEC website under "http://webstore.iec.ch" in the data related to 10 

the specific document. At this date, the document will be  11 

• reconfirmed, 12 

• withdrawn, 13 

• replaced by a revised edition, or 14 

• amended.  15 

 16 

NOTE The attention of users of this document is drawn to the fact that equipment manufacturers and testing 17 
organizations may need a transitional period following publication of a new, amended o r revised IEC or 18 
ISO publication in which to make products in accordance with the new requirements and to equip themselves for 19 
conducting new or revised tests. It is the recommendation of the committee that the content of this publication be 20 
adopted for mandatory implementation nationally not earlier than 3 years from the date of publication.  21 

 22 

IMPORTANT – The 'colour inside' logo on the cover page of this publication indicates 
that it contains colours which are considered to be useful for the correct understanding 
of its contents. Users should therefore print this document using a colour printer.  

 23 

_____________ 24 

 25 

INTRODUCTION to Amendment 1 26 

At the October 2019 meeting of IEC SC 62D in Shanghai, China, the subcommittee discussed 27 

the need for administrative/technical changes to most 62D standards after completion of the 28 

amendment projects within the IEC 60601-1 series.  Those projects were all completed and the 29 

amendments published in 2020. 30 

The full list of IEC SC 62D documents that will be amended or revised may be found within the 31 

IEC document 62D/1792/DC. The results and comments on the DC may be found within 32 

62D1808/INF. The review report for this amendment is 62D/1835A/RR. 33 

_____________ 34 

 35 
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 36 

Replace the text in footnote 1 with: 37 

 38 

“The general standard is IEC 60601-1:2005, IEC 60601-1:2005/AMD1:2012 and IEC 60601-39 

2:2005/AMD2:2020, Medical electrical equipment – Part 1: General requirements for basic 40 

safety and essential performance”.  41 

 42 

201.1.3 Collateral standards 43 

Replace the second paragraph with: 44 

IEC 60601-1-2:2014 and IEC 60601-1-2:2014/AMD1:2020, IEC 60601-1-6:2010, IEC 60601-1-45 

6:2010/AMD1:2013 and IEC 60601-1-6:2010/AMD2:2020, as well as IEC 60601-1-8:2006, 46 

IEC 60601-1-8:2006/AMD1:2012 and IEC 60601-1-8:2006/AMD2:2020 apply as modified in 47 

Clauses 202, 206 and 208 respectively. IEC 60601-1-3 and IEC 60601-1-9 do not apply. All 48 

other published collateral standards in the IEC 60601-1 series apply as published. 49 

 50 

4  Particular standards 51 

Replace third paragraph with: 52 

For brevity, IEC 60601-1:2005, IEC 60601-1:2005/AMD1:2012 and 53 

IEC 60601-1:2005/AMD2:2020 are referred to in this particular standard as the general 54 

standard. Collateral standards are referred to by their document number.  55 

In the second sentence of the 8 th paragraph replace “ 3.1 through 3.147” with “3.1 through 1.54” 56 

  Normative references 57 

Replace existing text with: 58 

NOTE Informative references are listed in the Bibliography beginning on page 38. 59 

Clause 2 of the general standard applies, except as follows. 60 

Replacement: 61 

IEC 60601-1-2:2014, Medical electrical equipment – Part 1-2: General requirements for basic 62 

safety and essential performance – Collateral Standard: Electromagnetic disturbances – 63 

Requirements and tests  64 

IEC 60601-1-2:2014/AMD1:2020 65 

IEC 60601-1-6:2010, Medical electrical equipment – Part 1-6: General requirements for basic 66 

safety and essential performance – Collateral standard: Usability  67 

IEC 60601-1-6:2010/AMD1:2013  68 

IEC 60601-1-6:2010/AMD2:2020 69 

IEC 60601-1-8:2006, Medical electrical equipment – Part 1-8: General requirements for basic 70 

safety and essential performance – Collateral standard: General requirements, tests and 71 

guidance for alarm systems in medical electrical equipment and medical electrical systems  72 

IEC 60601-1-8:2006/AMD1:2012  73 

IEC 60601-1-8:2006/AMD2:2020 74 
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Addition: 75 

IEC 60601-1:2005, Medical electrical equipment – Part 1: General requirements for basic safety 76 

and essential performance  77 

IEC 60601-1:2005/AMD1:2012  78 

IEC 60601-1:2005/AMD2:2020 79 

IEC 60601-1-11:2015, Medical electrical equipment – Part 1-11: General requirements for basic 80 

safety and essential performance – Collateral Standard: Requirements for medical electrical  81 

equipment and medical electrical systems used in the home healthcare environment  82 

IEC 60601-1-11:2015/AMD1:2020 83 

IEC 60601-1-12:2014, Medical electrical equipment – Part 1-12: General requirements for basic 84 

safety and essential performance – Collateral Standard: Requirements for medical electrical 85 

equipment and medical electrical systems intended for use in the emergency medical services 86 

environment  87 

IEC 60601-1-12:2014/AMD1:2020 88 

IEC 60601-2-2:2017, Medical electrical equipment – Part 2-2: Particular requirements for the 89 

basic safety and essential performance of high frequency surgical equipment and high 90 

frequency surgical accessories 91 

IEC 60601-2-27:2011, Medical electrical equipment – Part 2-27, Particular requirements for the 92 

basic safety and essential performance of electrocardiographic monitoring equipment  93 

IEC 60601-2-34:2011, Medical electrical equipment – Part 2-34, Particular requirements for the 94 

basic safety and essential performance of invasive blood pressure monitoring equipment  95 

 96 

    Terms and definitions 97 

Change first paragraph to: 98 

For the purposes of this document, the terms and definitions given in IEC 60601-1,  99 

IEC 60601-1-2, IEC 60601-1-6, IEC 60601-1-8, IEC 60601-1-11, IEC 60601-1-12,  100 

IEC 60601-2-2, IEC 60601-2-27, IEC 60601-2-34 and the following apply. 101 

 102 

.3.101  Additional ESSENTIAL PERFORMANCE requirements 103 

Replace existing Table 201.101 with: 104 

Table 201.101 – ESSENTIAL PERFORMANCE requirements 105 

Requirement Subclause 

Displaying data according PRIMARY OPERATING FUNCTIONS 

Determination of ALARM CONDITIONS and assignment of priority 

Indication of validity of measured values  

206.101 c) 

208.6.1.2 

208.6.3.2.101 

or generating a TECHNICAL ALARM CONDITION 208.6.1.2  
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202  Electromagnetic disturbances – Requirements and tests 106 

Replace existing text with: 107 

IEC 60601-1-2:2014 and IEC 60601-1-2:2014/AMD1:2020 apply, except as follows: 108 

 109 

 110 

202.8.1 General 111 

In the second paragraph replace  112 

“During transient phenomena (i.e. electrostatic discharge, electrical fast transients/bursts, 113 

surges, electrical transient conduction along supply lines and voltage interruptions ),“  114 

with  115 

“During transient phenomena (i.e. electrostatic discharge, electrical fast transients/bursts, 116 

surges, electrical transient conduction along supply lines and proximity magnetic fields), 117 

Add the following after the second paragraph:  118 

For requirements for voltage interruptions see 201.11.8.  119 

 120 

202.8.102  * Disturbances from HF SURGICAL EQUIPMENT 121 

In the second paragraph of the compliance check replace “of300 kHz to 600 kHz” with “between 122 

300 kHz and 600 kHz”: 123 

 124 

206  Usability 125 

Replace the first sentence with: 126 

IEC 60601-1-6:2010, IEC 60601-1-6:2010/AMD1:2013 and IEC 60601-1-6:2010/AMD2:2020 127 

apply, except as follows: 128 

 129 

208    General requirements, tests and guidance for alarm systems in MEDICAL 130 

ELECTRICAL EQUIPMENT and MEDICAL ELECTRICAL SYSTEMS 131 

Replace the first sentence with: 132 

IEC 60601-1-8:2006, IEC 60601-1-8:2006/AMD1:2012 and IEC 60601-1-8:2006/AMD2:2020 133 

apply, except as follows: 134 

 135 
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208.6.3.2 Visual ALARM SIGNALS 136 

Replace “sublcause” with “subclause”.  137 

 138 

208.6.8.1 General 139 

In the second paragraph replace  140 

“Symbols IEC 60417-5319:2002-11 or IEC 60417-5319:2002-11 (symbol 3 and 4 in Table C.1 141 

of IEC 60601-1-8:2006 and IEC 60601-1-8:2006/AMD1:2012) or alternative marking 2 and 4 142 

in Table C.2 of IEC 60601-1-8:2006 and IEC 60601-1-8:2006/AMD1:2012,” 143 

with 144 

Symbols IEC 60417-5319:2002-11 or IEC 60417-5319:2002-11 (symbol 3 and 4 in Table C.1 of 145 

IEC 60601-1-8:2006, IEC 60601-1-8:2006/AMD1:2012 and IEC 60601-1-8:2006/AMD2:2020) 146 

or alternative marking 2 and 4 in Table C.2 of IEC 60601-1-8:2006, IEC 60601-1-147 

8:2006/AMD1:2012 and IEC 60601-1-8:2006/AMD2:2020, 148 

 149 

208.6.10 * Non-latching and latching alarm signals 150 

Delete existing text until “Additional sublause:” 151 

 152 

208.6.11.1 Existence of DISTRIBUTED ALARM SYSTEM 153 

Change title to “Existence of a DIS or DAS” 154 

 155 

208.6.12 * ALARM SYSTEM logging 156 

Delete existing text. 157 

Addition: 158 

208.6.12.1 General 159 

Replace first paragraph: 160 

The ALARM SYSTEM of a MULTIFUNCTION PATIENT MONITOR shall be equipped with an OPERATOR 161 

ALARM SYSTEM log and a RESPONSIBLE ORGANIZATION ALARM SYSTEM log. 162 

 163 
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208.6.12.2 OPERATOR ALARM SYSTEM logging 164 

Addition before the compliance statement:  165 

aa) the ALARM SYSTEM log shall have a capacity of at least 1000 events.  166 

 167 

208.6.12.3 RESPONSIBLE ORGANIZATION ALARM SYSTEM logging 168 

Addition before the compliance statement:  169 

aa) MULTIFUNCTION PATIENT MONITORS should be equipped with a FUNCTIONAL CONNECTION to 170 

export the contents of the RESPONSIBLE ORGANIZATION ALARM SYSTEM log as well as the 171 

identification of the PATIENT, MULTIFUNCTION PATIENT MONITOR or location. 172 

 173 

Annex AA 174 

Replace guidance and rationale for Subclause 208.6.12 with: 175 

Because MULTIFUNCTION PATIENT MONITORS are used for vigilance monitoring, the ALARM SYSTEM 176 

logs are particularly related to PATIENT safety. While not necessarily life-supporting or life-177 

sustaining, MULTIFUNCTION PATIENT MONITORS are often relied upon to provide timely responses 178 

to critical ALARM CONDITIONS. The typical use of MULTIFUNCTION PATIENT MONITORS make the 179 

ALARM SYSTEM logs critical elements of ensuring their safe use. The associated ALARM SYSTEM 180 

complexity can often make root cause analysis of adverse events occurring during or after 181 

monitoring difficult or impossible without detailed retrospective information.  182 

To enable a meaningful analysis of adverse events it is important that the log has adequate 183 

capacity. 184 

Index of defined terms used in this particular standard 185 

Replace 186 

“DISTRIBUTED ALARM SYSTEM  ….  IEC 60601-1-8:2006” 187 

with 188 

“DISTRIBUTED ALARM SYSTEM  ….  IEC 60601-1-8:2006/AMD2:2020” 189 

 190 

 191 

Addition: 192 

DISTRIBUTED INFORMATION SYSTEM ABOUT ALARM CONDITIONS  .. IEC 60601-1-8:2006/AMD2:2020, 193 

  .......................................................................................................................... 3.48 194 

Delete: 195 

ELECTROMAGNETIC COMPATIBILITY ......................................................... IEC 60601-1-2:2014, 3.2 196 

 197 
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Replace 198 

HAZARDOUS SITUATION .................... IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012, 3.40 199 

with 200 

HAZARDOUS SITUATION ........................................................ IEC 60601-1:2005/AMD2:2020, 3.40 201 

 202 

Replace 203 

HIGH PRIORITY .................................................................................... IEC 60601-1-8:2006, 3.22 204 

with 205 

HIGH PRIORITY .......................... IEC 60601-1-8:2006 and IEC 60601-1-8:2006/AMD2:2020, 3.22 206 

 207 

Replace 208 

INFORMATION SIGNAL .......................................................................... IEC 60601-1-8:2006, 3.23 209 

with 210 

INFORMATION SIGNAL ................ IEC 60601-1-8:2006 and IEC 60601-1-8:2006/AMD2:2020, 3.23 211 

 212 

Replace 213 

INTENDED USE/INTENDED PURPOSE ... IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012, 3.44 214 

with 215 

INTENDED USE/INTENDED PURPOSE ....................................... IEC 60601-1:2005/AMD2:2020, 3.44 216 

 217 

Replace 218 

LOW PRIORITY ...................................................................................... IEC 60601-1-8:2006,3.27 219 

with 220 

LOW PRIORITY ...................................................................IEC 60601-1-8:2006/AMD2:2020,3.27 221 

 222 

 223 

 224 

Replace 225 

MANUFACTURER .............................. IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012, 3.55 226 

with 227 

MANUFACTURER .................................................................. IEC 60601-1:2005/AMD2:2020, 3.55 228 

 229 

Replace 230 

MEDIUM PRIORITY ................................................................................ IEC 60601-1-8:2006, 3.28 231 

with 232 

MEDIUM PRIORITY ...................... IEC 60601-1-8:2006 and IEC 60601-1-8:2006/AMD2:2020, 3.28 233 

 234 

Replace 235 

PROCESS ....................................... IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012, 3.89 236 

with 237 

PROCESS ........................................................................... IEC 60601-1:2005/AMD2:2020, 3.89 238 

 239 

Replace 240 

RISK MANAGEMENT ........................ IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012, 3.107 241 

with 242 

RISK MANAGEMENT ............................................................ IEC 60601-1:2005/AMD2:2020, 3.107 243 

 244 

Replace 245 

USABILITY ..................................... IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012, 3.136 246 

with 247 

USABILITY ......................................................................... IEC 60601-1:2005/AMD2:2020, 3.136 248 

 249 
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