
A
S
 6

0
6
0
1
.2

.2
6
:2

0
1
8

Medical  electrical  equipment

Part 2.26:  Particular requirements 

for the basic safety and essential  

performance of electroencephalographs 

(IEC 60601-2-26:2012 (ED.  3.0), MOD)

AS 60601.2.26:2018

Full document details: AS 60601.2.26-2018

http://www.avadocuments.com/doc/as-60601-2-26-2018
http://www.avadocuments.com/doc/as-60601-2-26-2018


AS 60601.2.26:2018

ISBN  978  1  76072  184 8

This Austral ian  Standard®  was prepared by HE-003,  Medical  Electrical  Equipment.  It was 

approved on behalf of the Council  of Standards Australia  on  11  September 2018.

This Standard  was published on  27 September 2018.

The fol lowing  are represented  on  Committee HE-003:

Austra lasian  Col lege of Physica l  Scientists and  Eng ineers in  Med icine
Austra l ian  and  New Zea land  Col lege of Anaesthetists
Austra l ian  Chamber of Commerce and  Industry
Austra l ian  Col lege of Perioperative Nurses
Austra l ian  Rad iation  Protection  and  Nuclear Safety Agency
Austra l ian  Society of Anaesthetists
Certi fication  Body Austra l ia  (Certi fication  Interests Austra l ia)
Col lege of Biomedica l  Eng ineering ,  Eng ineers Austra l ia
Department of Defence (Austra l ian  Government)
Eng ineers Austra l ia
Med ica l  Technology Association  of Austra l ia
Therapeutic Goods Admin istration  (Austra l ian  Government)

This Standard  was issued in  draft form for comment as DR AS/NZS 60601.2.26:2018.

Keeping Standards up-to-date

Ensure you  have the l atest versions of our publ ications and  keep up-to-date about 

Amendments,  Ru l ings,  Withdrawals,  and  new projects by visi ting :   

www.standards. org . au

www.sa ig loba l . com  (sa les and  d istribution)

Full document details: AS 60601.2.26-2018

http://www.avadocuments.com/doc/as-60601-2-26-2018
http://www.avadocuments.com/doc/as-60601-2-26-2018


Medical  electrical  equipment

Part 2.26:  Particular requirements 

for the basic safety and essential  

performance of electroencephalographs 

(IEC 60601-2-26:2012 (ED.  3.0), MOD)

Originated as AS/NZS 3200.2.26:1995.
Second edition  2005.
Revised and  redesignated as AS 60601.2.26:2018.

COPYRIGHT

© IEC 2018 — Al l  rights reserved  

© Standards Austra l ia  Limi ted  2018

Al l  rights are reserved.  No part of th is  work may be reproduced  or copied  in  any 

form  or by any means,  electron ic or mechan ica l ,  i nclud ing  photocopying,  wi thout the 

wri tten  permission  of the publ isher,  un less otherwise permitted  under the Copyright 

Act 1968 (Cth).

Publ ished  by SAI  G loba l  Pty Limited  under l i cence from  Standards Austra l ia  Limited,  GPO 

Box 476,  Sydney,  NSW 2001 ,  Austra l ia .

AS 60601.2.26:2018

Full document details: AS 60601.2.26-2018

http://www.avadocuments.com/doc/as-60601-2-26-2018
http://www.avadocuments.com/doc/as-60601-2-26-2018


Preface

This Standard was prepared by the Australian members of the Joint Standards Australia/Standards 
New Zealand Committee HE-003, Medical Electrical Equipment,  to supersede AS/NZS 3200.2 .26:2005, 
Medical electrical equipment,  Part 2.26: Particular requirements for safety—Electroencephalographs.

After consultation with stakeholders in both countries,  Standards Australia and Standards New 
Zealand decided to develop this Standard as an Australian Standard rather than an Australian/New 
Zealand Standard.

The obj ective of this Standard is  to specify basic safety and essential performance requirements for 
electroencephalographs used in a clinical environment (such as a hospital or physician’s office) .

This Standard amends and supplements the general Standard IEC 60601-1,  Medical electrical equipment 
— Part 1: General requirements for basic safety and essential performance.

This Standard is  an adoption with national modifications,  and has been reproduced from, 
IEC 60601‑2‑26:2012  (ED.  3 .0) ,  Medical electrical equipment — Part 2-26: Particular requirements for the 
basic safety and essential performance of electroencephalographs.  Appendix ZZ lists the variations for the 
application of this Standard in Australia.

As this document has been reproduced from an International Standard, the following applies:

(a)  In the source text “this particular Standard” should read “this Australian Standard”.

(b)  A full point substitutes for a comma when referring to a decimal marker.

Australian or Australian/New Zealand Standards that are identical adoptions of international 
normative references may be used interchangeably.  Refer to the online catalogue for information on 
specific Standards.

The terms “normative” and “informative” are used in Standards to define the application of the 
appendices to which they apply.  A “normative” appendix is  an integral part of a Standard, whereas an 
“informative” appendix is  only for information and guidance.

iiAS 60601 .2 .2 6: 2 01 8
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INTERNATIONAL ELECTROTECHNICAL COMMISSION  
____________ 

 
MEDICAL ELECTRICAL EQUIPMENT –  

 
Part 2-26:  Particular requirements  for the  basic safety  
and  essential  performance of electroencephalographs  

 
 

FOREWORD 

1 )  The  I n ternati onal  E lectrotechn i cal  Commission  ( I EC)  i s  a  worl dwide  organ ization  for s tandard izati on  compris i ng  
a l l  nati onal  e l ectrotechn ical  commi ttees  ( I EC National  Comm i ttees).  The  ob ject  of I EC i s  to  promote  
i n ternati ona l  co-operation  on  a l l  questions  concern i ng  standard i zati on  i n  the  e l ectri cal  and  e l ectron ic fi e l ds.  To  
th i s  end  and  i n  add i ti on  to  other acti vi ti es,  I EC publ i shes  I n ternational  S tandards,  Techn ical  Speci fi cati ons,  
Techn ical  Reports,  Publ i cl y  Avai l abl e  Speci fi cati ons  (PAS)  and  Gu i des  (hereafter referred  to  as  “ I EC 
Publ i cation(s )” ) .  Thei r preparation  i s  en trusted  to  techn ical  commi ttees;  any I EC  National  Commi ttee  i n terested  
i n  the  subj ect  deal t  wi th  may parti cipate  i n  th i s  preparatory work.  I n ternational ,  governmental  and  non-
governmental  organ i zations  l i a i s i ng  wi th  the  I EC a l so  parti ci pate  i n  th i s  preparati on .  I EC col l aborates  cl osel y 
wi th  the  I n ternational  Organ ization  for Standard ization  ( I SO)  i n  accordance  wi th  cond i t i ons  determ ined  by 
agreement  between  the  two organ i zati ons.  

2)  The  formal  decis ions  or ag reements  of I EC on  techn ical  matters  express,  as  nearl y as  possi ble,  an  i n ternational  
consensus  of opin ion  on  the  re l evant subjects  s i nce  each  techn ical  commi ttee  has  representati on  from  a l l  
i n terested  I EC National  Committees.   

3)  I EC Publ i cati ons  have  the  form  of recommendations  for i n ternational  use  and  are  accepted  by  I EC National  
Commi ttees  i n  that  sense.  Whi l e  a l l  reasonable  efforts  are  made  to  ensure  that  the  techn ical  content  of I EC  
Publ i cations  i s  accurate,  I EC  cannot be  he l d  responsibl e  for the  way i n  wh ich  they are  used  or for any 
m is i n terpretation  by any end  u ser.  

4)  I n  order to  promote  i n ternati onal  u n i form i ty,  I EC National  Commi ttees  undertake  to  app ly I EC Publ i cations  
transparen tl y to  the  maximum  exten t possibl e  i n  thei r national  and  reg i ona l  publ i cati ons.  Any d i vergence  
between  any I EC Publ i cation  and  the  correspond i ng  national  or reg i onal  publ i cati on  sha l l  be  cl earl y i n d icated  i n  
the  l atter.  

5)  I EC i tsel f d oes  not  provide  any attestati on  of conform i ty.  I n dependent  certi fi cati on  bod ies  provi de  conform i ty 
assessment services  and ,  i n  some  areas,  access  to  I EC marks  of conform i ty.  I EC i s  not  respons i ble  for any 
services  carri ed  ou t  by i ndependent  certi fi cation  bod i es.  

6)  Al l  u sers  shou ld  ensure  that  they have  the  l atest  ed i ti on  of th i s  publ i cati on .  

7)  No  l i abi l i ty shal l  attach  to  I EC or i ts  d i rectors,  employees,  servants  or agen ts  i ncl ud ing  i n d ivi dual  experts  and  
members  of i ts  techn ical  comm i ttees  and  I EC Nati onal  Commi ttees  for any personal  i n j u ry,  property damage  or 
other damage  of any natu re  whatsoever,  whether d i rect  or i nd i rect,  or for costs  ( i ncl ud i ng  l egal  fees)  and  
expenses  ari s i ng  ou t  of the  publ i cation ,  use  of,  or re l i ance  upon ,  th i s  I EC Publ i cati on  or any other I EC  
Publ i cations.   

8)  Atten tion  i s  d rawn  to  the  Normative  references  ci ted  i n  th i s  publ i cation .  Use  of the  referenced  publ i cations  i s  
i nd i spensable  for the  correct appl i cati on  of th i s  publ i cation .  

9)  Atten tion  i s  d rawn  to  the  possibi l i ty that  some of the  e l ements  of th i s  I EC Publ i cation  may be  the  sub ject  of 
paten t ri gh ts.  I EC shal l  not  be  hel d  responsibl e  for i denti fyi ng  any or a l l  such  paten t ri gh ts .  

I n ternational  s tandard  I EC  60601 -2-26  has  been  prepared  by I EC subcommittee  62D:  
E lectromed ical  equ ipment,  of I EC  techn ica l  comm ittee  62:  E lectrical  equ ipment i n  med ica l  
practice.  

Th is  th i rd  ed i ti on  cancels  and  replaces  the  second  ed i tion  of I EC  60601 -2-26  publ ished  i n  
2002.  Th is  ed i tion  consti tu tes  a  techn ica l  revis ion  to  the  new structure  of the  th i rd  ed i tion  
(2005)  of I EC 60601 -1 .  

The  text of th is  particu lar standard  i s  based  on  the  fol lowing  documents:  

FDIS  Report  on  voti ng  

62D/990/FDIS  62D/1 01 2/RVD  

 
Fu l l  i n formation  on  the  voti ng  for the  approval  of th is  particu lar standard  can  be  found  i n  the  
report on  voti ng  i nd icated  i n  the  above tab le .  
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Th is  publ ication  has  been  drafted  i n  accordance wi th  the  I SO/IEC  D i recti ves,  Part  2 .  

I n  th is  s tandard ,  the  fol l owing  pri n t types  are  used :  

– Requ irements  and  defin i ti ons:  roman  type.  

– Test specifications:  italic type.  

– I n formative  materi al  appeari ng  ou ts ide  of tab les,  such  as  notes,  examples  and  references:  i n  smal l er type.  

Normative  text  of tabl es  i s  a l so  i n  a  smal l er type.  

–  TERMS DEFINED  I N  CLAUSE  3  OF  THE  GENERAL STANDARD ,  I N  TH IS  PARTICULAR STANDARD OR AS  

NOTED :  SMALL CAPITALS .  

I n  referring  to  the  s tructu re  of th is  s tandard ,  the  term  

– “clause”  means  one  of the  seventeen  numbered  d ivis ions  wi th in  the  table  of con ten ts,  
i ncl us ive  of a l l  subd ivis ions  (e. g .  Clause  7  i ncludes  subclauses  7. 1 ,  7 . 2 ,  etc. ) ;  

– “subclause”  means  a  numbered  subd ivis ion  of a  cl ause  (e . g .  7 . 1 ,  7 . 2  and  7 . 2. 1  are  a l l  
subclauses  of C lause  7) .  

References  to  clauses  wi th in  th is  s tandard  are  preceded  by the  term  “Clause”  fo l l owed  by the  
clause  number.  References  to  subclauses  wi th in  th is  col l atera l  s tandard  are  by number on l y.  

I n  th is  standard ,  the  con j unctive  “or”  i s  used  as  an  “ inclus ive  or”  so  a  s tatement i s  true  i f any 
combination  of the  cond i ti ons  i s  true.  

The  verbal  forms  used  i n  th is  standard  conform  to  usage  described  i n  Annex H  of the  I SO/IEC  
Di recti ves,  Part  2 .  For the  purposes  of th is  s tandard ,  the  auxi l i ary verb:  

– “shal l ”  means  that compl iance  wi th  a  requ irement or a  test i s  mandatory for compl iance  
wi th  th is  standard ;  

– “shou ld ”  means  that compl iance  wi th  a  requ i rement or a  test  i s  recommended  but i s  not 
mandatory for compl iance  wi th  th is  standard ;  

– “may”  i s  used  to  describe  a  perm issib le  way to  ach ieve  compl iance  wi th  a  requ i rement or 
test.  

An  asterisk (*)  as  the  fi rst character of a  ti tl e  or at the  beg inn ing  of a  paragraph  or table  ti tle  
i nd icates  that there  is  gu idance or rationale  re lated  to  that i tem  in  Annex AA.  

A l i s t  of a l l  parts  of the  I EC  60601  series ,  publ ished  under the  general  ti tl e  Medical electrical 
equipment,  can  be  found  on  the  I EC  websi te.  

The  committee  has  decided  that the  con ten ts  of th is  publ ication  wi l l  remain  unchanged  un ti l  
the  stabi l i ty date  i nd icated  on  the  I EC web s i te  under "h ttp: //webstore. iec.ch"  i n  the  data  
re lated  to  the  speci fic  publ ication .  At  th is  date,  the  publ ication  wi l l  be   

•  reconfi rmed ,  

•  wi thdrawn ,  

•  replaced  by a  revised  ed i tion ,  or 

•  amended .  
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I NTRODUCTION  

This  particu lar standard  concerns  the  BASIC  SAFETY  and  ESSENTIAL  PERFORMANCE  of 
ELECTROENCEPHALOGRAPHS .  I t  amends  and  supplements  I EC 60601 -1  ( th i rd  ed i ti on ,  2005):  
Medical electrical equipment  – Part 1 :  General requirements for basic safety and essential 
performance) ,  hereinafter referred  to  as  the  general  s tandard .  

The  a im  of th is  th i rd  ed i tion  is  to  bring  th is  particu lar standard  up  to  date  wi th  reference to  the  
th i rd  ed i ti on  of the  general  s tandard  through  reformatting  and  techn ical  changes.  

The  requ irements  of th is  particu lar standard  take  priori ty over those  of the  general  standard .  

A “General  gu idance and  rationale”  for the  more  important requ irements  of th is  particu lar 
standard  i s  i ncluded  i n  Annex AA.  I t  i s  cons idered  that knowledge of the  reasons  for these  
requ irements  wi l l  not on l y faci l i tate  the  proper appl ication  of the  standard  bu t wi l l ,  i n  d ue  
course,  exped i te  any revis ion  necess i tated  by changes  in  cl i n ical  practice  or as  a  resu l t of 
developments  i n  technology.  However,  Annex AA does  not form  part  of the  requ irements  of 
th is  standard .  
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MEDICAL ELECTRICAL EQUIPMENT –  
 

Part 2-26:  Particular requirements  for the  basic safety  
and  essential  performance of electroencephalographs  

 
 
 

201 . 1  Scope,  object and  related  standards  

Clause  1  of the  general  s tandard 1  appl ies,  except as  fol lows:  

201 .1 . 1  *  Scope  

Replacement:  

This  particu lar standard  appl ies  to  BASIC SAFETY  and  ESSENTIAL  PERFORMANCE  of 
ELECTROENCEPHALOGRAPHS  (EEG)  as  defined  i n  201 . 3. 63,  hereafter referred  to  as  
ME  EQUIPMENT .  Th is  standard  is  appl icable  to  ME  EQUIPMENT  used  in  a  cl i n ica l  environment 
(e. g . ,  hospi ta l ,  physician ’s  office,  etc. ) .  

Th is  standard  does  not cover requ i rements  for other equ ipment used  i n  
e lectroencephalography such  as:  

– phono-photic s timu lators;  

– e lectroencephalograph ic te lemetry;  

– EEG  d ata  s torage  and  retrieval ;  

–  ME  EQUIPMENT particu larl y i n tended  for mon i toring  during  e lectro-convu ls ive  therapy;  

– ambu latory e lectroencephalograph ic recorders.  

I f a  cl ause  or subclause  is  speci fical l y i n tended  to  be  appl icable  to  ME EQUIPMENT  on l y,  or to  
ME  SYSTEMS  on l y,  the  ti tl e  and  content of that cl ause  or subclause  wi l l  say so.  I f that i s  not the  
case,  the  clause  or subclause  appl ies  both  to  ME  EQUIPMENT  and  to  ME  SYSTEMS ,  as  re levant.  

HAZARDS  i n herent  i n  the  i n tended  phys io log ical  function  of ME  EQUIPMENT  or ME SYSTEMS  wi th in  
the  scope  of th is  s tandard  are  not covered  by speci fic  requ irements  i n  th is  standard  except i n  
7. 2. 1 3  and  8 . 4. 1  of the  general  s tandard .  

NOTE  See  al so  4 . 2  of the  general  s tandard .  

201 .1 .2  Object  

Replacement:  

The  obj ect of th is  particu lar s tandard  i s  to  establ ish  particu lar BASIC SAFETY  and  ESSENTIAL 
PERFORMANCE  requ i rements  for ELECTROENCEPHALOGRAPHS  as  defi ned  i n  201 . 3. 63.  

201 .1 .3  Col lateral  standards  

Th is  particu lar standard  refers  to  those  appl icable  col lateral  standards  that are  l i s ted  i n  
Clause  2  of the  general  s tandard  and  Clause  201 . 2  of th is  particu lar standard .  

————————— 
1   The  general  s tandard  i s  I EC 60601 -1 : 2005,  Medical electrical equipment – Part 1 :  General requirements for 

basic safety and essential performance.  
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I EC 60601 -1 -2  appl i es  as  mod i fied  in  C lause  202.  I EC 60601 -1 -3  and  I EC  60601 -1 -1 0 2  do  not 
appl y.  Al l  other publ ished  col latera l  standards  i n  the  I EC  60601 -1  series  appl y as  publ ished .  

201 .1 .4  Particu lar standards  

Replacement:  

I n  the  I EC  60601  series,  particu lar standards  may mod ify,  replace  or delete  requ irements  
con tained  i n  the  general  standard  and  col l atera l  standards  as  appropriate  for the  particu lar 
ME  EQUIPMENT  u nder cons ideration ,  and  may add  other BASIC SAFETY and  ESSENTIAL  

PERFORMANCE  requ i rements.  

A requ irement of a  particu lar standard  takes  priori ty over the  general  s tandard .  

For brevi ty,  I EC 60601 -1  i s  referred  to  i n  th is  particu lar standard  as  the  general  standard .  
Col lateral  standards  are  referred  to  by thei r document number.  

The  numbering  of clauses  and  subclauses  of th i s  particu lar s tandard  corresponds  to  that of 
the  general  standard  wi th  the  prefix  “201 ”  (e. g .  201 . 1  in  th is  s tandard  addresses  the  con ten t 
of Clause  1  of the  general  standard)  or appl icable  col l ateral  standard  wi th  the  prefix “20x”  
where  x i s  the  fi nal  d i g i t(s)  of the  col lateral  s tandard  document number (e. g .  202. 4  i n  th is  
particu lar standard  addresses  the  conten t of Cl ause  4  of the  I EC  60601 -1 -2  col l ateral  
standard ,  203. 4  i n  th is  particu lar standard  addresses  the  con tent of Clause  4  of the  
I EC 60601 -1 -3  col l ateral  standard ,  etc. ) .  The  changes  to  the  text of the  general  standard  are  
speci fied  by the  use  of the  fol lowing  words:  

"Replacement"  means  that the  clause  or subclause  of the  general  standard  or appl icable  
col l atera l  s tandard  i s  replaced  completel y by the  text of th is  particu lar standard .  

"Add i ti on "  means  that the  text of th is  particu lar standard  i s  add i tional  to  the  requ irements  of 
the  general  s tandard  or appl icable  col latera l  standard .  

"Amendment"  means  that the  clause  or subclause  of the  general  s tandard  or appl icable  
col l atera l  s tandard  i s  amended  as  i nd icated  by the  text of th is  particu lar s tandard .  

Subclauses,  figures  or tables  wh ich  are  add i tional  to  those  of the  general  standard  are  
numbered  starti ng  from  201 . 1 01 .  However due  to  the  fact that defi n i ti ons  i n  the  general  
standard  are  numbered  3. 1  th rough  3 . 1 39,  add i tional  defi n i ti ons  i n  th is  standard  are  
numbered  beg inn ing  from  201 . 3. 201 .  Add i ti onal  annexes  are  lettered  AA,  BB,  etc. ,  and  
add i tional  i tems  aa) ,  bb) ,  e tc.  

Subclauses,  figures  or tables  wh ich  are  add i tional  to  those  of a  co l l ateral  s tandard  are  
numbered  starting  from  20x,  where  “x”  i s  the  number of the  col lateral  s tandard ,  e. g .  202  for 
I EC 60601 -1 -2,  203  for I EC  60601 -1 -3,  etc.   

The  term  "th is  s tandard "  i s  used  to  make reference to  the  general  s tandard ,  any appl icable  
col lateral  s tandards  and  th is  particu lar standard  taken  together.  

Where  there  i s  no  correspond ing  clause  or subclause  i n  th is  particu lar standard ,  the  clause  or 
subclause  of the  general  s tandard  or appl icable  col latera l  s tandard ,  a l though  possib l y not 
re levant,  appl ies  wi thou t mod i fication ;  where  i t  i s  in tended  that any part  of the  general  
standard  or appl icable  col lateral  s tandard ,  a l though  poss ib l y re levant,  i s  not to  be  appl ied ,  a  
statement to  that  effect i s  g i ven  in  th is  particu lar standard .  

————————— 
2 I EC 60601 -1 -1 0: 2007,  Medical electrical equipment – Part 1 -10:  General requirements for basic safety and 

essential performance – Collateral Standard: Requirements for the  development of physiologic closed-loop  
controllers  
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201 .2  Normative references  

Clause  2  of the  general  s tandard  appl ies,  except as  fo l l ows:  

Amendment:  

I EC 60601 -1 -2 : 2007,  Medical electrical equipment – Part 1 -2:  General requirements for basic 
safety and essential performance – Collateral standard: Electromagnetic compatibility –
Requirements and tests  

Addition:  

I EC 60601 -1 : 2005,  Medical electrical equipment – Part 1 :  General requirements for basic 
safety and essential performance  

I EC 60601 -2-27: 201 1 ,  Medical electrical equipment – Part 2-27: Particular requirements for 
the basic safety and essential performance  of electrocardiographic monitoring equipment 

201 .3  Terms and  defin i tions  

NOTE  An  i ndex of defi ned  terms i s  found  beg inn ing  on  page  29.  

For the  purpose  of th is  document,  the  terms  and  defin i tions  g iven  in  I EC 60601 -1 : 2005 appl y,  
except as  fol lows:  

201 .3.63  
MEDICAL ELECTRICAL EQUIPMENT  

Replacement:  

ELECTROENCEPHALOGRAPH  
ME  EQUIPMENT  

device  to  produce an  ELECTROENCEPHALOGRAM  

Additional definitions:  

201 .3.201  
CHANNEL  
hardware and/or software  selection  of a  particu lar electroencephalograph ic  LEAD  for purposes  
of d isplay,  record ing ,  or transm iss ion  

[SOURCE:  I EC  60601 -2-25: 201 1 ,  defin i tion  201 . 3. 202 ,  mod i fied  – The  defin i tion  has  been  
changed  to  refer to  an  e lectroencephalograph ic  rather than  an  e lectrocard iograph ic  LEAD .  ]  

201 .3.202  
ELECTROENCEPHALOGRAM  
EEG  
presentation  (on  screen  or paper)  of the  variation  wi th  time of vol tages  taken  from  
ELECTRODES ,  whose  pos i tions  are  speci fi ed  

[SOURCE:  I EC 60050-891 : 1 998,  891 -04-23,  mod i fied  – The  word ing  of the  defin i ti on  has  
been  changed  s l ightl y. ]  

201 .3.203  
ELECTRODE  
sensor that i s  appl ied  to  the  scalp  or i s  i nserted  i n to  a  reg ion  of the  brain  to  detect e lectrical  
acti vi ty 
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