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A comma is used as the decimal marker. 

This document (EN ISO 80601-2-61:2019) has been prepared by Technical Committee ISO/TC 121 

“Anaesthetic and respiratory equipment” (Secretariat: ANSI, USA) in collaboration with Technical Committee 

CEN/TC 215 “Respiratory and anaesthetic equipment” (Secretariat: BSI, United Kingdom), with the active 

participation of German experts. 

The responsible German body involved in its preparation was DIN-Normenausschuss Rettungsdienst und 

Krankenhaus (DIN Standards Committee Rescue Services and Hospital), Working Committee 

NA 053-03-01 AA “Anaesthesia and artificial respiration”. 
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IEC 60601-1-2:2014 DIN EN 60601-1-2 (VDE 0750-1-2):2016-05 

IEC 60601-1-3:2008 DIN EN 60601-1-3 (VDE 0750-1-3):2014-06 

IEC 60601-1-6:2016 DIN EN 60601-1-6 (VDE 0750-1-6):2016-02 

IEC 60601-1-8:2006 DIN EN 60601-1-8 (VDE 0750-1-8):2014-04 

IEC 60601-1-10:2007 DIN EN 60601-1-10 (VDE 0750-1-10):2016-04 

IEC 60601-1-11:2015 DIN EN 60601-1-11 (VDE 0750-1-11):2016-04 

IEC 60601-1-12:2014 DIN EN 60601-1-12 (VDE 0750-1-12):2016-01 

IEC 60825-1:2014 DIN EN 60825-1 (VDE 0837-1):2015-07 

IEC 60825-2:2004 DIN EN 60825-2 (VDE 0837-2):2011-06 

IEC 62366:2007 DIN EN 62366 (VDE 0750-241):2008-09 

IEC 62366-1:2015 DIN EN 62366-1 (VDE 0750-241-1):2017-07 
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Amendments 

This standard differs from DIN EN ISO 80601-2-61 (VDE 0750-2-61):2012-01 as follows: 

a) requirements for pulse oximeter equipment for use in the home healthcare environment have been 

included; 

b) requirements for pulse oximeter equipment for use in the emergency medical services environment 

have been included; 

c) the requirements for the degree of protection (IP classification) of pulse oximeter equipment have been 

revised; 

d) requirements for the data interface have been included; 

e) in the informative Annex AA, rationale on single requirements have been updated; 

f) the Bibliography has been updated due to the progress in the knowledge of hypoxaemia, electronic 

health records and alarm systems; 

g) the informative Annex ZA for the presentation of the relationship of clauses of the standard and the 

essential requirements of EU Directive 93/42/EEC regarding medical devices has been deleted; 

h) the standard has been editorially revised. 

Previous editions 

DIN EN 865: 1997-05 

DIN EN ISO 9919 (VDE 0750-2-54): 2005-09, 2009-09 

DIN EN ISO 80601-2-61 (VDE 0750-2-61): 2012-01 
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Foreword 

ISO	(the	 International	Organization	for	Standardization)	 is	a	worldwide	 federation	of	national	standards	bodies	(ISO	 member	 bodies).	 The	 work	 of	 preparing	 International	 Standards	 is	 normally	 carried	 out	 through	 ISO	technical	 committees.	 Each	 member	 body	 interested	 in	 a	 subject	 for	 which	 a	 technical	 committee	 has	 been	established	 has	 the	 right	 to	 be	 represented	 on	 that	 committee.	 International	 organizations,	 governmental	 and	non‐governmental,	in	liaison	with	ISO,	also	take	part	in	the	work.	ISO	collaborates	closely	with	the	International	Electrotechnical	Commission	(IEC)	on	all	matters	of	electrotechnical	standardization.	The	procedures	used	to	develop	this	document	and	those	 intended	for	 its	 further	maintenance	are	described	 in	the	 ISO/IEC	Directives,	Part	1.	 In	particular	 the	different	approval	criteria	needed	 for	 the	different	 types	of	 ISO	documents	 should	 be	 noted.	 This	 document	 was	 drafted	 in	 accordance	 with	 the	 editorial	 rules	 of	 the	ISO/IEC	Directives,	Part	2	(see	www.iso.org/directives).	Attention	 is	 drawn	 to	 the	possibility	 that	 some	 of	 the	 elements	 of	 this	 document	may	 be	 the	 subject	 of	 patent	rights.	ISO	shall	not	be	held	responsible	for	identifying	any	or	all	such	patent	rights.	Details	of	any	patent	rights	identified	during	 the	development	of	 the	document	will	be	 in	 the	 Introduction	and/or	on	 the	 ISO	 list	of	patent	declarations	received	(see	www.iso.org/patents).	Any	trade	name	used	in	this	document	is	information	given	for	the	convenience	of	users	and	does	not	constitute	an	endorsement.	For	 an	 explanation	 on	 the	 voluntary	 nature	 of	 standards,	 the	 meaning	 of	 ISO	 specific	 terms	 and	 expressions	related	to	conformity	assessment,	as	well	as	information	about	ISO's	adherence	to	the	World	Trade	Organization	(WTO)	principles	in	the	Technical	Barriers	to	Trade	(TBT)	see	the	following	URL:	www.iso.org/iso/foreword.html.	This	document	was	prepared	 jointly	by	 ISO/TC	121,	Anaesthetic and respiratory equipment,	 Subcommittee	 SC	3,	
Lung ventilators and related equipment,	 and	 Technical	 Committee	 IEC/TC	62,	 Electrical equipment in medical 

practice,	 Subcommittee	 SC	D,	Electrical equipment.	 The	draft	was	 circulated	 for	 voting	 to	 the	national	 bodies	of	both	ISO	and	IEC.	This	 second	 edition	of	 ISO	80601‐2‐61	 cancels	 and	 replaces	 the	 first	 edition	(ISO	80601‐2‐61:2011),	which	has	been	technically	revised.	It	includes	an	alignment	with	Amendment	1	of	both	the	third	edition	of	IEC	60601‐1	and	the	second	edition	of	IEC	60601‐1‐8,	as	well	as	the	fourth	edition	of	IEC	60601‐1‐2,	the	third	edition	of	IEC	60601‐1‐6,	the	second	edition	of	IEC	60601‐1‐11	and	IEC	60601‐1‐12.	The	most	significant	changes	are	the	following	modifications:	
� updated	 rationale	 (Annex	 AA)	 and	 references	 related	 to	 advances	 in	 the	 understanding	 of	 hypoxaemia,electronic	health	records	and	ALARM	SYSTEMS;
� ingress	protection	changed	from	IPX1	to	IPX2;and	the	following	additions:	
� Clause	211,	requirements	for	use	in	the	HOME	HEALTHCARE	ENVIRONMENT;
� Clause	212,	requirements	for	use	in	the	emergency	medical	services	(EMS)	environment;
� Annex	HH,	Data	interface	requirements.This	corrected	version	of	ISO	80601‐2‐61:2017	incorporates	the	following	correction:	
� headers	have	been	corrected.A	list	of	all	the	parts	of	the	ISO/IEC	80601	series	is	available	on	the	ISO	website.	
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