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Preface

This Standard was prepared by the Australian members of the Joint Standards Australia/Standards 
New Zealand Committee HE-003 , Medical Electrical Equipment.

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 the requirements for the safety and essential performance of 
nerve and muscle stimulators,  for use in the practice of physical medicine.  This includes transcutaneous 
electrical nerve stimulators (TENS)  and electrical muscle stimulators (EMS) .

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 60601-2-10:2016 (ED.  2 .1) ,  Medical electrical equipment — Part 2-10: Particular requirements for the 
basic safety and essential performance of nerve and muscle stimulators.  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 or annexes to which they apply.  A “normative” appendix or annex is  an integral part of a 
Standard, whereas an “informative” appendix or annex is  only for information and guidance.
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I N TE RN ATI O N AL E LE CTRO TE CH N I CAL CO M M I S S I O N  
____________ 

 
MEDICAL ELECTRICAL EQUIPMENT –  

 
Part 2-1 0:  Particular requirements  for the basic safety  

and  essential  performance of nerve and  muscle  stimulators  
 
 

F O RE WORD  

1 )  Th e  I n te rn a ti o n a l  E l e ctro te ch n i ca l  C o m m i s s i o n  ( I E C )  i s  a  wo rl d wi d e  o rg a n i za ti o n  fo r s ta n d a rd i z a ti o n  co m p ri s i n g  
a l l  n a ti o n a l  e l e ctro te ch n i ca l  co m m i tte e s  ( I E C  N a ti o n a l  C o m m i tte e s ) .  Th e  o b j e ct  o f I E C  i s  to  p ro m o te  
i n te rn a ti o n a l  co - o p e ra ti o n  o n  a l l  q u e s ti o n s  co n ce rn i n g  s ta n d a rd i z a ti o n  i n  th e  e l e ctri ca l  a n d  e l e ctro n i c  fi e l d s .  To  
th i s  e n d  a n d  i n  a d d i ti o n  to  o th e r a cti vi ti e s ,  I E C  p u b l i s h e s  I n te rn a ti o n a l  S ta n d a rd s ,  Te ch n i ca l  S p e ci fi ca ti o n s ,  
Te ch n i ca l  Re p o rts ,  P u b l i cl y Ava i l a b l e  S p e ci fi ca ti o n s  (P AS )  a n d  G u i d e s  ( h e re a fte r re fe rre d  to  a s  “ I E C  
P u b l i ca ti o n ( s ) ” ) .  Th e i r p re p a ra ti o n  i s  e n tru s te d  to  te ch n i ca l  co m m i tte e s ;  a n y I E C  N a ti o n a l  C o m m i tte e  i n te re s te d  
i n  th e  s u b j e ct d e a l t  wi th  m a y p a rti ci p a te  i n  th i s  p re p a ra to ry wo rk.  I n te rn a ti o n a l ,  g o ve rn m e n ta l  a n d  n o n -
g o ve rn m e n ta l  o rg a n i z a ti o n s  l i a i s i n g  wi th  th e  I E C  a l s o  p a rti ci p a te  i n  th i s  p re p a ra ti o n .  I E C  co l l a b o ra te s  cl o s e l y 
wi th  th e  I n te rn a ti o n a l  O rg a n i z a ti o n  fo r S ta n d a rd i z a ti o n  ( I S O )  i n  a cco rd a n ce  wi th  co n d i ti o n s  d e te rm i n e d  b y 
a g re e m e n t  b e twe e n  th e  two  o rg a n i z a ti o n s .  

2 )  Th e  fo rm a l  d e ci s i o n s  o r a g re e m e n ts  o f I E C  o n  te ch n i ca l  m a tte rs  e xp re s s ,  a s  n e a rl y a s  p o s s i b l e ,  a n  i n te rn a ti o n a l  
co n s e n s u s  o f o p i n i o n  o n  th e  re l e va n t  s u b j e cts  s i n ce  e a ch  te ch n i ca l  co m m i tte e  h a s  re p re s e n ta ti o n  fro m  a l l  
i n te re s te d  I E C  N a ti o n a l  C o m m i tte e s .   

3 )  I E C  P u b l i ca ti o n s  h a ve  th e  fo rm  o f re co m m e n d a ti o n s  fo r i n te rn a ti o n a l  u s e  a n d  a re  a cce p te d  b y I E C  N a ti o n a l  
C o m m i tte e s  i n  th a t  s e n s e .  Wh i l e  a l l  re a s o n a b l e  e ffo rts  a re  m a d e  to  e n s u re  th a t  th e  te ch n i ca l  co n te n t  o f I E C  
P u b l i ca ti o n s  i s  a ccu ra te ,  I E C  ca n n o t  b e  h e l d  re s p o n s i b l e  fo r th e  wa y i n  wh i ch  th e y a re  u s e d  o r fo r a n y 
m i s i n te rp re ta ti o n  b y a n y e n d  u s e r.  

4 )  I n  o rd e r to  p ro m o te  i n te rn a ti o n a l  u n i fo rm i ty,  I E C  N a ti o n a l  C o m m i tte e s  u n d e rta ke  to  a p p l y I E C  P u b l i ca ti o n s  
tra n s p a re n tl y to  th e  m a xi m u m  e xte n t  p o s s i b l e  i n  th e i r n a ti o n a l  a n d  re g i o n a l  p u b l i ca ti o n s .  An y d i ve rg e n ce  
b e twe e n  a n y I E C  P u b l i ca ti o n  a n d  th e  co rre s p o n d i n g  n a ti o n a l  o r re g i o n a l  p u b l i ca ti o n  s h a l l  b e  cl e a rl y i n d i ca te d  i n  
th e  l a tte r.  

5 )  I E C  i ts e l f d o e s  n o t p ro vi d e  a n y a tte s ta ti o n  o f co n fo rm i ty.  I n d e p e n d e n t  ce rti fi ca ti o n  b o d i e s  p ro vi d e  co n fo rm i ty 
a s s e s s m e n t s e rvi ce s  a n d ,  i n  s o m e  a re a s ,  a cce s s  to  I E C  m a rks  o f co n fo rm i ty.  I E C  i s  n o t  re s p o n s i b l e  fo r a n y 
s e rvi ce s  ca rri e d  o u t  b y i n d e p e n d e n t  ce rti fi ca ti o n  b o d i e s .  

6 )  Al l  u s e rs  s h o u l d  e n s u re  th a t  th e y h a ve  th e  l a te s t e d i ti o n  o f th i s  p u b l i ca ti o n .  

7 )  N o  l i a b i l i ty s h a l l  a tta ch  to  I E C  o r i ts  d i re cto rs ,  e m p l o ye e s ,  s e rva n ts  o r a g e n ts  i n cl u d i n g  i n d i vi d u a l  e xp e rts  a n d  
m e m b e rs  o f i ts  te ch n i ca l  co m m i tte e s  a n d  I E C  N a ti o n a l  C o m m i tte e s  fo r a n y p e rs o n a l  i n j u ry,  p ro p e rty d a m a g e  o r 
o th e r d a m a g e  o f a n y n a tu re  wh a ts o e ve r,  wh e th e r d i re ct  o r i n d i re ct,  o r fo r co s ts  ( i n cl u d i n g  l e g a l  fe e s )  a n d  
e xp e n s e s  a ri s i n g  o u t  o f th e  p u b l i ca ti o n ,  u s e  o f,  o r re l i a n ce  u p o n ,  th i s  I E C  P u b l i ca ti o n  o r a n y o th e r I E C  
P u b l i ca ti o n s .   

8 )  Atte n ti o n  i s  d ra wn  to  th e  N o rm a ti ve  re fe re n ce s  ci te d  i n  th i s  p u b l i ca ti o n .  U s e  o f th e  re fe re n ce d  p u b l i ca ti o n s  i s  
i n d i s p e n s a b l e  fo r th e  co rre ct a p p l i ca ti o n  o f th i s  p u b l i ca ti o n .  

9 )  Atte n ti o n  i s  d ra wn  to  th e  p o s s i b i l i ty th a t  s o m e  o f th e  e l e m e n ts  o f th i s  I E C  P u b l i ca ti o n  m a y b e  th e  s u b j e ct  o f 
p a te n t ri g h ts .  I E C  s h a l l  n o t  b e  h e l d  re s p o n s i b l e  fo r i d e n ti fyi n g  a n y o r a l l  s u ch  p a te n t  ri g h ts .  

DISCLAIMER 
Th is  Consol idated  version  is  not an  official  IEC  Standard  and  has  been  prepared  for 
user conven ience.  On ly the  current versions  of the  standard  and  i ts  amendment(s)  
are  to  be  considered  the  official  documents.  

Th is  Consol idated  version  of IEC  60601 -2-1 0  bears  the  ed i tion  number 2 .1 .  I t  consists  of 
the  second  ed i tion  (201 2-06)  [documents  62D/1 003/FDIS  and  62D/1 01 5/RVD]  and  i ts   
amendment 1  (201 6-04)  [documents  62D/1 332/FDIS  and  62D/1 352/RVD] .  The  technical  
content is  identical  to  the  base  ed i tion  and  i ts  amendment.  

Th is  F inal  version  does  not show where  the  technical  content is  modi fied  by 
amendment 1 .  A separate  Redl ine  version  with  al l  changes  h igh l ighted  is  avai lable  in  
th is  publ ication .  
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I n te rn a ti on a l  s tan d ard  I E C  6 0 6 0 1 -2 -1 0  h a s  be e n  pre p ared  b y I E C  s u b co m m i ttee  6 2 D :  
E l ectro m e d i ca l  e q u i p m e n t o f I E C  tech n i ca l  com m i ttee  6 2 :  E l e ctri ca l  e q u i p m e n t i n  m e d i cal  
practice.  

Th i s  s e con d  ed i ti o n  ca n ce l s  an d  rep l a ce s  th e  fi rs t ed i ti on ,  p u b l i s h ed  i n  1 9 8 7  an d  i ts  
Am en d m e n t 1  (2 0 0 1 ) .  Th i s  ed i ti on  con s ti tu te s  a  tech n i ca l  re vi s i on  a n d  i s  a l i g n e d  wi th  
I E C  6 0 6 0 1 -1 .  

Th i s  p u b l i ca ti on  h a s  b e en  d ra fte d  i n  a ccord a n ce  wi th  th e  I S O /I E C  D i re cti ve s ,  Pa rt 2 .  

I n  th i s  s ta n d a rd ,  th e  fol l owi n g  pri n t typ es  a re  u s ed :  

– Re q u i re m en ts  a n d  d e fi n i ti on s :  rom a n  typ e .  

– Test specifications: italic type.  

– I n fo rm a ti ve  m a te ri a l  a p p e a ri n g  o u ts i d e  o f ta b l e s ,  s u ch  a s  n o te s ,  e xa m p l e s  a n d  re fe re n ce s :  i n  s m a l l e r typ e .  

N o rm a ti ve  te xt  o f ta b l e s  i s  a l s o  i n  a  s m a l l e r typ e .  

– TE RM S  D E F I N E D  I N  C L AU S E  3  O F  TH E  G E N E RAL  S TAN D ARD ,  I N  TH I S  P ARTI C U L AR S TAN D ARD  O R AS  

N O TE D :  S M AL L  C AP I TAL S .  

I n  re ferri n g  to  th e  s tru ctu re  o f th i s  s ta n d a rd ,  th e  te rm  

– “cl a u s e”  m ea n s  o n e  of th e  s e ve n te e n  n u m be re d  d i vi s i on s  wi th i n  th e  ta bl e  o f con te n ts ,  
i n cl u s i ve  o f a l l  s u b d i vi s i o n s  ( e . g .  C l a u s e  7  i n cl u d e s  s u b cl a u se s  7 . 1 ,  7 . 2 ,  e tc. ) ;  

– “s u bcl au s e ”  m e a n s  a  n u m b ere d  su b d i vi s i on  o f a  cl a u se  ( e . g .  7 . 1 ,  7 . 2  a n d  7 . 2 . 1  a re  a l l  
s u bcl au s es  o f C l a u s e  7 ) .  

Re fe re n ce s  to  cl a u s es  wi th i n  th i s  s ta n d a rd  a re  pre ce d e d  b y th e  te rm  “C l au s e ”  fo l l owe d  b y th e  
cl a u s e  n u m be r.  Re fe re n ces  to  s u bcl au s e s  wi th i n  th i s  p arti cu l a r s ta n d a rd  a re  b y n u m b er o n l y.  

I n  th i s  s ta n d a rd ,  th e  co n j u n cti ve  “or”  i s  u s e d  as  a n  “ i n cl u s i ve  o r”  s o  a  s ta te m e n t i s  tru e  i f a n y 
co m b i n a ti on  o f th e  co n d i ti on s  i s  tru e .  

Th e  ve rb a l  fo rm s  u s e d  i n  th i s  s tan d a rd  co n form  to  u sa g e  d es cri b ed  i n  An n e x H  o f th e  I S O /I E C  
D i recti ve s ,  P a rt 2 .  F or th e  pu rp ose s  o f th i s  s ta n d a rd ,  th e  a u xi l i a ry ve rb :  

– “s h a l l ”  m e a n s  th a t com p l i an ce  wi th  a  re q u i re m en t o r a  tes t i s  m a n d a tory fo r com p l i a n ce  
wi th  th i s  s ta n d a rd ;  

– “s h ou l d ”  m ea n s  th a t com p l i a n ce  wi th  a  re q u i rem e n t o r a  te s t i s  re com m en d ed  bu t i s  n o t 
m an d a tory fo r com pl i a n ce  wi th  th i s  s ta n d a rd ;  

– “ m a y”  i s  u s e d  to  d e s cri b e  a  p e rm i ss i b l e  wa y to  a ch i e ve  co m pl i a n ce  wi th  a  req u i re m en t or 
tes t.  

An  a s te ri s k ( *)  as  th e  fi rs t ch a ra cter o f a  ti tl e  or a t  th e  b e g i n n i n g  of a  p a ra g ra p h  or ta bl e  ti tl e  
i n d i ca tes  th at th e re  i s  g u i d a n ce  or ra ti o n a l e  rel a te d  to  th a t i tem  i n  An n e x AA.  

A l i s t o f a l l  p arts  o f th e  I E C  6 0 6 0 1  s eri e s ,  p u b l i s h e d  u n d e r th e  g en e ra l  ti tl e  Medical electrical 
equipment,  ca n  be  fou n d  on  th e  I E C  we bs i te .  
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The  commi ttee  has  decided  that the  con ten ts  of the  base  publ ication  and  i ts  amendment wi l l  
remain  unchanged  un ti l  the  stabi l i ty date  ind 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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