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Committee representation 
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Background of ANSI/AAMI adoption of IEC 60601-1-11:2015 as HA60601-1-11 and 

Amendment 1:2020 

As indicated in the foreword to the main body of this document (page vii), the International Electrotechnical Commission 

(IEC) is a worldwide federation of national standards bodies. The United States is one of the  IEC members that took 

an active role in the development of this standard and its amendment, which was developed by IEC/SC 62A. 

U.S. participation in IEC is organized through the U.S. Technical Advisory Group, IEC/SC 62A, administered by the 

Association for the Advancement of Medical Instrumentation. Experts from the United States made a considerable 

contribution to this standard.  

The AAMI Home Care and EMS Environments Committee initiated the U.S. adoption of IEC 60601 -1-11:2015. 

The major differences between ANSI/AAMI HA60601-1-11 and IEC 60601-1-11:2015 is the removal of elder care 

facilities as a home environment; the clarification of alternative life - supporting methods as a PRIMARY OPERATING 

FUNCTION when applying the USABILITY ENGINEERING PROCESS; the modification of a compliance statement to include 

inspection of the usability engineering file; and the inclusion of PRIMARY OPERATING FUNCTION in the glossary. 

ANSI/AAMI HA60601-1-11:2015 was approved by the American National Standards Institute (ANSI) on 25 August 

2015. 

AAMI encourages its committees to harmonize their work with International Standards in the area of safety and 

essential performance for medical electrical equipment. Upon review of IEC 60601-1-11:2015 and Amendment 1:2020, 

the U.S. TAG for IEC/SC 62A and the AAMI Home Care and EMS Environments Committee decided to adopt the 

Amendment verbatim with the main document having US deviations, as Amendment 1 to ANSI/AAMI HA60601 -1-11. 

AAMI and ANSI procedures require that standards be reviewed and, if necessary, revised every five years to reflect 

technological advances that may have occurred since publication. 

As used within the context of this document, “shall” indicates requirements strictly to be followed to conform to the 

recommended practice. “Should” indicates that among several possibilities, one is recommended as particularly 

suitable, without mentioning or excluding others, or that a certain course of action is preferred but not necessarily 

required, or that (in the negative form) a certain possibility or course of action should be avoided but is not prohibited. 

“May” is used to indicate that a course of action is permissible within the limits of the standard. “Can” is used as a 

statement of possibility and capabi lity. Finally, “must” is used only to describe “unavoidable” situations, including those 

mandated by government regulation. 

NOTE Users of this standard are advised that this document is an AAMI identical adoption of an IEC document and 

that the following international conventions have been carried over to the AAMI publication: 

⎯ British English spelling (e.g., colour instead of color); 

⎯ Use of SI units (e.g., metres instead of feet, Celsius instead of Fahrenheit, etc.); 

⎯ Decimal comma instead of a decimal point (e.g., 1 000,15 instead of 1,000.15). 

 

The concepts incorporated in this standard should not be considered inflexible or static. This standard, like any other, 

must be reviewed and updated periodically to assimilate progressive technological developments. To remain relevant, 

it must be modified as technological advances are made and as new data comes to light. 

Suggestions for improving this standard are invited. Comments and suggested revisions should be sent to Standards 

Department, AAMI, 901 N. Glebe Road, Suite 300, Arlington, VA 22203. 



© IEC 2020 –  All  rights reserved ix 
© AAMI 2022 ■ ANSI/AAMI HA60601-1-11:2015 & A1:2021 

NOTE—This background does not contain provisions of the American National Standard, Medical Electrical Equipment—
Part 1-11: General requirements for basic safety and essential performance—Collateral standard: Requirements for 
medical electrical equipment and medical electrical systems used in the home healthcare environment (ANSI/AAMI HA 
60601-1-11:2015 & A1:2021), but it does provide important information about the development and intended use of the 
document. 
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U.S. (AAMI) Deviations from IEC 60601-1-11:2015 

As part of an effort to harmonize standards throughout an increasing global industry, the AAMI Home Use Committee 

voted to adopt IEC 60601-1-11:2015, Medical electrical equipment – Part 1-11: General requirements for basic safety 

and essential performance – Collateral Standard: Requirements for medical electrical equipment and medical electrical 

systems used in the home healthcare environment. The AAMI Home Use Committee also agreed that a number of U.S. 

deviations to the IEC standard would improve the document. The deviations are only to the main document and not to 

the Amendment 1. 

 

Deviations are listed below.  A rationale for each change has also been provided by the committee. Within the 

document, deletions are indicated by strikethrough and additions are indicated by underline.  

 

Please note that beginning with IEC Foreword, this document is identical to IEC 60601 -1-11 with Amendment 1. The 

clauses where there are U.S. deviations are highlighted throughout the text and a hyperlink in the highlighted section 

will direct the reader back to this page which lists all of the deviations. Please pay particular attention to the deviations  

listed below as the deviations are not incorporated into the main text—just the hyperlink back to this page. 

 

 

Terms and definitions 

1. NOTE 2 in 3.1 modified. 

Note 1 to entry: For the purpose of this collateral standard, a nursing homes in the United States are is considered HOME 

HEALTHCARE ENVIRONMENTS a professional healthcare facility 

Rationale: Elder care facilities in the U.S. are not considered a 'home environment'. 

 

8.4 

2. Additional sentence added to paragraph preceding NOTE 2. 

The actions associated with providing the alternative life-supporting methods shall be considered a PRIMARY 

OPERATING FUNCTION when applying the USABILITY ENGINEERING PROCESS. 

Rationale: Text added to reinforce that the usability engineering process is necessary for validation of the instructions 

for use. 

 

10.2 

3. Compliance statement modified. 

Compliance is checked by inspection and inspection of the USABILITY ENGINEERING FILE as appropriate. 

Rationale: Inspection of the usability engineering file added to reinforce that the usability engineering process is 

necessary for validation of the instructions for use. 

 

Index of defined terms 

4. PRIMARY OPERATING FUNCTION added to glossary list 

PRIMARY OPERATING FUNCTION ....................................................................................................... IEC 60601-1:2005, 3.146 

Rationale: The additional text in 8.4 necessitates adding the term to the index. 

 

 



© IEC 2020 –  All  rights reserved xi  
© AAMI 2022 ■ ANSI/AAMI HA60601-1-11:2015 & A1:2021 

Foreword 

1)  Th e International Electrotechnical Commission ( IEC) i s a worldwide organization for s tandardization comprising all 
n ational electrotechnical committees ( IEC National Committees). The o bject o f IEC i s to p romote i nternational co -

o p eration on all questions concerning s tandardization in the electrical and electronic f ields. To this end and in addition 
to  o ther ac tivities, IEC p ublishes In ternational Standards, Technical Sp ecifications, Technical Reports, Publicly 
Avai lable Sp ecif ications (PAS)  and Guides (h ere after  referred to  as  “ IEC Publication(s)”). Their p reparation is 
en trusted to technical committees; any IEC National Committee interested in the subject dealt with may participate 

i n  this preparatory work. International, governmental and non -governmental organizations l iaising with the IEC also 
p ar ticipate in this preparation. IEC collaborates closely with the International Organization for Standardization (ISO) 
i n  accordance with conditions determined by agreement between the two organizations.  

2)  Th e fo rmal d ecisions o r ag reements o f IEC o n technical matters express, as  n early as  p ossible, an  international 
co nsensus of opinion on the relevant subjects since each technical committee has representation from all interested 

IEC National Committees.  

3)  IEC Publ ications h ave th e fo rm o f recommendations fo r  i nternational use an d are accepted by  IEC National 
Co mmittees i n  th at sense. W hile al l reasonable efforts are made to  en sure th at th e technical content of IEC 
Publ ications i s  accurate, IEC cannot be h eld responsible fo r  th e way  i n  wh ich th ey are used o r  for  any 
mi s interpretation by any end user.  

4)  In  o rder to  p romote i nternational un iformity, IEC National Co mmittees undertake to  ap ply IEC Publications 

transparently to the maximum ex tent possible i n their n ational and regional p ublications. Any d ivergence between 
an y  IEC Publication and the corresponding national or regional publication shall be clearly indicated in the latter.  

5)  IEC i tself d oes n ot p rovide an y attes tation o f co nformity. In dependent certificati on bo dies p rovide conformity 
assessment services and, in some areas, access to IEC marks of conformity. IEC is not responsible for  any services 
car ried out by independent certification bodies. 

6)  Al l  users should ensure that they have the l atest edition of this publication.  

7)  No  l i ability shall attach to  IEC o r i ts d irectors, employees, servants o r ag ents i ncluding i ndividual experts and 
members of its technical committees and IEC National Committees for any personal injury, property damage or other 

d amage of any nature whatsoever, whether direct or  indirect, or for costs (including legal fees) and expenses arising 
o ut of the publication, use of, or reliance upon, this IEC Publication or any other IEC Publications.  

8)  Atten tion i s  d rawn to  th e No rmative references c i ted i n th is p ublication. Use o f the referenced p ublications is 
i n dispensable for the correct application of this publication.  

9)  Atten tion i s drawn to the possibility that some of the el ements of this IEC Publication may be the subject  of patent 
r i ghts. IEC shall not be held responsible for identifying any or all such patent rights.  

This consolidated version of the offic ial IEC Standard and its amendment has been prepared for user 

convenience. 

IEC 60601-1-11 edition 2.1  contains the second edition (2015-01) [documents 62A/959/FDIS and 
62A/978/RVD] and its  amendment 1 (2020-07) [documents 62A/1395/FDIS and 62A/1410/RVD]. 

In this Redline version, a  vertical line in the margin shows where the technical content is  modified by 

amendment 1. Additions are in green text, deletions are in str ikethrough red text. A separate Final 
version w ith all changes accepted is  available in this publication.  
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In ternational standard IEC 60601-1-11 has been prepared by a jo in t working group of  IEC subcommittee 

62A: Common aspects of  e lectrical equipment used in  m edical practice of IEC technical committee 62: 
Electrical equipment in  medical practice and ISO subcommittee SC3: Lung ventilators and re la ted devices, 
o f  ISO technical committee 121: Anaesthetic and res piratory equipment. 

It is published as a double logo standard.  

This second edition consti tu tes a co llateral standard to  IEC 60601-1 (third edition, including Amendment 1): 

Medical e lectrical equipment –  Part 1 : General requirements for basic safety and essentia l performance, 
hereafter referred to  as the general standard.  

This second edi tion cancels and rep laces the f i rst ed i tion of  IEC 60601-1-11, publ ished in  2010, and 
consti tu tes a technical revision. 

The m ost significant changes wi th respect to  the previous edition include the f ollowing modifications: 

– correction of test m ethod f or re lative humidity control a t temperatures above 35  °C; 

– redrafting of  subclauses that a l tered instead of  adding to  the general  standard or o ther co llateral  
standards; and 

– harmonizing wi th the changes to  the amendments to  the general standard and other col lateral standards. 

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

In  the IEC 60601 series of  publ ications, co l lateral standards speci fy general requirements f or safety 

appl icable to : 

– a  subgroup of M ED ICAL ELECTR ICAL EQUI PM EN T (e .g . radiological  equipment); or 

– a  specific characteristic of a ll  MEDI CAL ELEC TRIC AL E QUIPMENT, not fu lly addressed in the general standard 
(e.g. ALAR M SYSTEMS). 

In  th is co l lateral standard, the f ollowing print types are used:  

– requirements and defin itions: roman type; 

– test specifications: i talic type ; 

– i n formative material appearing outside of tables, such as notes, examples and references: in smaller type. Normative 
tex t of tables is also in a smaller type ; 

– TER M S D EF I NED I N CLAUSE 3  OF  TH E GEN ERAL STAN D AR D, I N TH I S C OLLATERAL STAN D AR D OR  AS N OTED : SMALL 

C API TALS . 

In  re f erring to  the structure of th is collatera l standard, the term 

–  “clause” means one of the numbered d ivisions wi thin the tab le of contents, inclusive of a l l subdivisions 
(e .g. Clause 7 includes subclauses 7.1, 7 .2, e tc.); 

–  “subclause” m eans a  num bered subdivision of a  clause (e.g. 7 .1, 7 .2 and 7.3.1 are a l l  subclauses of  
Clause 7). 

References to  clauses wi thin th is standard are preceded by the term “Clause” f ollowed by the clause number. 

References to  subclauses within th is co lla teral  standard  are by number only. 

In  th is standard, the conjunctive “or” is used as an “inclusive or” so a statement is true i f any combination of 
the condi tions is true. 

The verbal f orms used in  th is standard conform to usage described in  Annex H of  the ISO/IEC Direct ives, 

Part 2 . For the purposes of th is standard, the auxiliary verb:  
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– “shal l” m eans that com pliance wi th  a requirement or a  test is m andatory f or com pl iance wi th  this 
standard; 

– “should” m eans that compliance wi th  a requirement or a  test is recommended but i s not mandatory for 
com pl iance with th is standard;  

– “m ay” is used to  describe a permissib le way to  achieve compliance with a requirement or test.  

C lauses, subclauses and definitions f or which a ra tionale is provided in  informative Annex A are m arked with 
an asterisk (* ). 

A l ist o f  a l l  parts o f  the IEC 60601 series, publ ished under the general  ti tle: Medical e lectrica l equipment, 
can be f ound on the IEC website.  

The com mittee has decided that the contents of  the base publ ication and i ts am endment wi l l  remain 
unchanged unti l the stab ility date indicated on the IEC web si te  under "http ://webstore.iec.ch" in  the data 
re la ted to  the specific publication. At th is date,  the publication wi ll be  

• reconfirmed, 

• w i thdrawn, 

• rep laced by a revised edition, or  

• am ended. 

 

NOTE Th e attention o f Member Bodies and National Committees i s d rawn to  the fac t th at equipment manufacturers 
an d testing organizations may need a transit ional pe riod following publication of a new, amended or revised ISO or IEC 
p ublication in which to make products in accordance with the new requirements and to equip themselves for conducting 
n ew o r revised tests. It  i s the recommendation o f the committee that the content o f this publication be adopted for 

man datory i mplementation nationally not earlier than 3 years from the date of publication.  

 

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 pr int this document using a colour pr inter . 
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Introduction 

Medical practice is increasingly using M ED IC AL ELEC TRI CAL EQU I PM EN T and M ED I CAL ELEC TR ICAL SYSTEMS for 
m onitoring, treatment or diagnosis of PATI ENTS  in the HOM E HEALTHC AR E EN VIRONMEN T (see 3.1). The safety of 
M ED I C AL ELECTR ICAL EQU IPMENT in  th is uncontrolled environment with  regard to  the e lectrical installation and 
i ts re la ted safety and protection m eans is a  cause f or concern.  

The potentia l lack of tra ining of the LAY OPERATOR and possibly o f those supervising the use of the M EDICAL 

ELEC TR I CAL EQU IPM EN T or M EDICAL ELECTR ICAL SYSTEM and the ir level o f education need to  be addressed in  the 
development of the AC C OM PAN YIN G D OCUMENTS  and in  the re levant m arking on the equipment i tse lf so that 
th is m aterial  can be understood. This co l lateral standard g ives special gu idance on how th is should be 
addressed in the instructions f or use. 

This co l la teral  standard was developed wi th contributions f rom cl in icians, engineers and regulators. The 

term inology, requirements, general recommendations and guidance of th is co llatera l standard are intended 
to  be useful f or M AN U FACTUR ER S o f  M ED IC AL ELECTR ICAL EQUIPM EN T and M ED ICAL ELECTR ICAL SYSTEMS  and for 
technical committees responsible f or the development of particu lar standards.  

 

INTRODUCTION to Amendment 1 

The second edition of IEC  60601-1-11 was published in 2015. Since the publ ication of IEC 60601-1-11:2015, 
the IEC Subcommittee (SC) 62A Secretariat has been co llecting issues from a variety o f sources including 
com ments f rom National Committees. At the November 2015 m eeting of  IEC/SC 62A in  Kobe, Japan, the 
subcommittee in itiated a process to  identify h igh -priority issues that need to  be considered in an amendment 
and should not wait unti l the th i rd ed ition of  IEC  60601-1-11, which is presently targeted f or publication 
som etime after 2024. 

Those issues selected f or inclusion on the f ina l "s hort l ist" to  be addressed in  Am endment 1 were those 
approved by a 2/3 m ajority o f the National Committees present and voting at the Frankfurt meeting of SC  62A. 
At the m eeting held on 10 October 2016, f our i tems were presented to  the National Committees p resent. All 
f our i tems received the required 2/3 m ajority o f the National Committees present and voting and have been 
included in  the "short l ist" f or consideration in  preparing Am endment 1. Al l  remaining issues have been 
p laced on a "long l ist" f or consideration in the th ird edition of IEC 60601-1-11. 

The "short l ist" o f issues was documented in the design specification f or Am endment 1. As IEC  60601-1-11 
was jo in tly developed with ISO/TC 121/SC 3, the work was assigned to  IEC/SC  62A-ISO/TC 121/SC 3 Joint 
Working Group (JWG) 6. JWG 6 was d i rected to  consider each issue described in  Clause 6 of  the design 
speci fication and develop an appropriate so lution f or the identified problem. That f ina l so lu tion in  this 
am endment can encompass any technical so lution pro posed by the author o f  the issue or i t can involve a 
d i f ferent so lu tion developed by the expert group. The expert group can a lso have recommended that no 
change to  the standard was justified by the problem statement.  

Because th is is an am endment to  IEC  60601-1-11:2015, the style  in  f orce at the tim e of  publication of  
IEC 60601-1-11 has been applied to  th is amendment. The style specified in ISO/IEC Directives Part 2:2018 
has only been applied when im plementing the new style  gu idance would not result in  addit ional ed itorial 
changes. 

Users of  th is document should note that when constructing the dated references to  specific e lements in  a  

standard, such as def in itions, am endments are only referenced i f they m odified the text be ing cited. For 
example, i f  a  re f erence is m ade to  a def inition that has not  been m odified by an am endment, then the 
reference to the amendment is not included in  the dated reference.



© IEC 2020 –  All  rights reserved 1 
© AAMI 2022 ■ ANSI/AAMI HA60601-1-11:2015 & A1:2021 

American National Standard ANSI/AAMI HA60601-1-11:2015 &A1:2021 

Medical electrical equipment—Part 1-11: General 
requirements for basic safety and essential 
performance—Collateral Standard: Requirements 
for medical electrical equipment and medical 
electrical systems used in the home healthcare 
environment 

1 Scope, object and related standards 

1.1 *  Scope 

This In ternational Standard applies to  the BASI C  SAFETY  and ESSEN TI AL PER FORMANC E o f  M ED ICAL ELECTRICAL 

EQU I PM ENT and M EDICAL ELECTR ICAL SYSTEMS  f or use in  the H OME HEALTH CARE ENVIRONM EN T, as defined in 3.1, 
and specified by the M AN UFACTU RER in  the instructions f or use. This In ternational Standard applies regardless 
of  whether the M E  EQU IPMENT or M E SYSTEM  is in tended f or use by a LAY OPER ATOR  or by tra ined healthcare 
personnel . 

The H OM E H EALTHC ARE EN VI RONMENT includes: 

– the dwelling p lace in which a PATIENT l ives; 

– o ther p laces where PATI ENTS  are present both indoors and outdoors , excluding professional healthcare 
f aci lity environments where OPERATORS  w ith medical  tra ining are continually avai lable when PATIENTS  are 
present. 

Th is In ternational Standard does not apply to  M E EQU I PMENT and  M E SYSTEM S  in tended so lely f or use in the 

EM ER GEN CY M EDIC AL SER VI CES EN VIRONM EN T, covered by IEC 60601-1-12 or so le ly f or use in  professional 
heal thcare f aci lities covered by IEC 60601-1 wi thout the addi tions of  IEC 60601-1-12 or th is co l lateral 
standard. Nonetheless, M E  EQU IPMENT or M E SYSTEM S can be intended for multiple  use environments, and as 
such, i f a lso in tended for use in the H OM E H EALTHC ARE EN VI RONMENT, are wi th in the scope of th is standard.  

EXAMPLE ME  EQUIPMENT o r M E  SYSTEMS i ntended for bo th th e H OME HEALTHCARE ENVIRONMENT and the professional 
h ealthcare facility environment. 

NOTE HOM E H EALTHCARE EN VIRONMENT M E  EQUIPMENT an d  M E  SYSTEMS can frequently be used i n  l o cations with 
un reliable electrical sources and poor electrical grounding. 

1.2 Object 

The object o f th is co llateral standard is to  specify general  requirements that are in  addition to  those of the 

genera l standard and to  serve as the basis f or particular standards.  

1.3 Related standards 

1.3.1 IEC 60601-1 

For M E  EQU I PMENT and M E  SYSTEM S, th is co llateral standard complements IEC 60601-1. 




