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Foreword

ISO	(the	International	Organization	for	Standardization)	is	a	worldwide	federation	of	national	standards	

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.	

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	

editorial	rules	of	the	ISO/IEC	Directives,	Part	2	(see	www.iso.org/directives).

on	the	ISO	list	of	patent	declarations	received	(see	www.iso.org/patents).

constitute	an	endorsement.

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.

The	committee	responsible	for	this	document	is	Technical	Committee	ISO/TC	210,	Quality	management	
.

This	 third	 edition	 of	 ISO	 13485	 cancels	 and	 replaces	 the	 second	 edition	 (ISO	 13485:2003)	 and	

compared	with	the	previous	edition	is	given	in	Annex	A.
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Introduction

0.1			General

and	disposal	of	medical	devices,	and	design	and	development,	or	provision	of	associated	activities	(e.g.	

other	 external	 parties	 providing	 product	 (e.g.	 raw	 materials,	 components,	 subassemblies,	 medical	
devices,	sterilization	services,	calibration	services,	distribution	services,	maintenance	services)	to	such	

International	Standard	expects	that	the	organization:

available.

the	clause	structure	of	this	International	Standard.

Clause	3.
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In	this	International	Standard,	the	following	terms	or	phrases	are	used	in	the	context	described	below.

—	 the	organization	to	manage	risks.

implemented	and	maintained.

process.

law	applicable	to	the	user	of	this	International	Standard	(e.g.	statutes,	regulations,	ordinances	or	

In	this	International	Standard,	the	following	verbal	forms	are	used:

requirement.

0.3			Process	approach

receives	 input	 and	 converts	 it	 to	 output	 can	 be	 considered	 as	 a	 process.	 Often	 the	 output	 from	one	

interactions	of	these	processes,	and	their	management	to	produce	the	desired	outcome,	can	be	referred	
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0.4			Relationship	with	ISO	9001

ISO	 9001:2015.	 For	 the	 convenience	 of	 users,	 Annex	 B	 shows	 the	 correspondence	 between	 this	
International	Standard	and	ISO	9001:2015.

requirements	of	ISO	9001.

0.5			Compatibility	with	other	management	systems
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Medical	devices	—	Quality	management	systems	—	
Requirements	for	regulatory	purposes

1	 Scope

distribution,	installation,	or	servicing	of	a	medical	device	and	design	and	development	or	provision	of	

organizations.

Requirements	 of	 this	 International	 Standard	 are	 applicable	 to	 organizations	 regardless	 of	 their	 size	

organization.

processes.

Clauses	 6,	 7	 or	 8	 of	 this	 International	 Standard	 is	 not	 applicable	 due	 to	 the	

4.2.2.

2	 Normative	references

ISO	9000:20151),	

ISO	 9000:2015	 and	 the	

1)	 	Supersedes	ISO	9000:2005.

INTERNATIONAL	STANDARD	 ISO	13485:2016(E)
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3.1
advisory	notice

information	or	to	advise	on	action	to	be	taken	in	the:

—	 use	of	a	medical	device,

—	 return	of	the	medical	device	to	the	organization	that	supplied	it,	or

—	 destruction	of	a	medical	device

3.2
authorized	representative

[SOURCE:	GHTF/SG1/N055:2009,	5.2]

3.3
clinical	evaluation

[SOURCE:	GHTF/SG5/N4:2010,	Clause	4]

3.4
complaint

the	organization’s	control	or	related	to	a	service	that	affects	the	performance	of	such	medical	devices

3.5
distributor

device	to	the	end	user

[SOURCE:	GHTF/SG1/N055:2009,	5.3]

3.6
implantable	medical	device
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3.7
importer

be	marketed

[SOURCE:	GHTF/SG1/N055:2009,	5.4]

3.8
labelling

description,	intended	purpose	and	proper	use	of	the	medical	device,	but	excluding	shipping	documents

[SOURCE:	GHTF/SG1/N70:2011,	Clause	4]

3.9
life-cycle

disposal

[SOURCE:	ISO	14971:2007,	2.7]

3.10
manufacturer

responsibilities	include	meeting	both	pre-market	requirements	and	post-market	requirements,	such	as	adverse	

other	products,	together	for	a	medical	purpose.

person	for	an	individual	patient,	in	accordance	with	the	instructions	for	use,	is	not	the	manufacturer,	provided	

behalf	of	the	original	manufacturer	and	who	makes	it	available	for	use	under	his	own	name,	should	be	considered	

contact	details	to	the	medical	device	or	the	packaging,	without	covering	or	changing	the	existing	labelling,	is	not	
considered	a	manufacturer.

[SOURCE:	GHTF/SG1/N055:2009,	5.1]
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3.11
medical	device
instrument,	 apparatus,	 implement,	 machine,	 appliance,	 implant,	 reagent	 for	 	 use,	 software,	

include:

—			devices	for	 	fertilization	or	assisted	reproduction	technologies.

[SOURCE:	GHTF/SG1/N071:2012,	5.1]

3.12
medical	device	family

3.13
performance	evaluation

	diagnostic	medical	device	
to	achieve	its	intended	use

3.14
post-market	surveillance

on	the	market

3.15
product
result	of	a	process

—			processed	materials	(e.g.	lubricant).
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then	called	service,	software,	hardware	or	processed	material	depends	on	the	dominant	element.	For	example,	

salesman).

—			the	creation	of	ambience	for	the	customer	(e.g.	in	hotels	and	restaurants).

or	procedures.

tangible	and	their	amount	is	a	continuous	characteristic.	Hardware	and	processed	materials	often	are	referred	
to	as	goods.

[SOURCE:	ISO	9000:20052)

3.16
purchased	product

3.17
risk

[SOURCE:	ISO	14971:2007,	2.16]

3.18
risk	management

evaluating,	controlling	and	monitoring	risk

[SOURCE:	ISO	14971:2007,	2.22]

3.19
sterile	barrier	system
minimum	 package	 that	 prevents	 ingress	 of	 microorganisms	 and	 allows	 aseptic	 presentation	 of	 the	
product	at	the	point	of	use

[SOURCE:	ISO	11607-1:2006,	3.22]

2)
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3.20
sterile	medical	device

requirements	or	standards.

4	 Quality	management	system

4.1	 General	requirements

4.1.1	

requirements.

or	distributor.

4.1.2	 The	organization	shall:

c)	 determine	the	sequence	and	interaction	of	these	processes.

4.1.3	

a)	 determine	 criteria	 and	 methods	 needed	 to	 ensure	 that	 both	 the	 operation	 and	 control	 of	 these	

e)	 establish	and	maintain	records	needed	to	demonstrate	conformance	to	this	International	Standard	
4.2.5).

4.1.4	

made	to	these	processes	shall	be:
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c)	 controlled	 in	 accordance	 with	 the	 requirements	 of	 this	 International	 Standard	 and	 applicable	

4.1.5	
requirements,	 it	 shall	monitor	 and	 ensure	 control	 over	 such	 processes.	 The	 organization	 shall	 retain	

requirements	for	outsourced	processes.	The	controls	shall	be	proportionate	to	the	risk	involved	and	the	
7.4.	The	controls	shall	include	

4.1.6	 The	organization	shall	 document	procedures	 for	 the	validation	of	 the	application	 of	computer	

initial	use	and,	as	appropriate,	after	changes	to	such	software	or	its	application.

proportionate	to	the	risk	associated	with	the	use	of	the	software.

Records	of	such	activities	shall	be	maintained	(see	4.2.5).

4.2	 Documentation	requirements

4.2.1	 General

4.2.4)	shall	include:

4.2.2	 Quality	manual
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f)	 as	appropriate,	procedures	for	servicing.

4.2.4	 Control	of	documents

of	document	and	shall	be	controlled	according	to	the	requirements	given	in	4.2.5.

original	 approving	 function	 or	another	designated	 function	 that	 has	 access	 to	pertinent	background	
information	upon	which	to	base	its	decisions.

retained.	This	period	shall	ensure	that	documents	to	which	medical	devices	have	been	manufactured	

4.2.5

4.2.5	 Control	of	records
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5	 Management	responsibility

5.1	 Management	commitment

Top	management	shall	provide	evidence	of	its	commitment	to	the	development	and	implementation	of	

a)	 communicating	 to	 the	 organization	 the	 importance	 of	 meeting	 customer	 as	 well	 as	 applicable	

5.2	 Customer	focus

determined	and	met.

5.3	 Quality	policy

5.4	 Planning

5.4.1	 Quality	objectives

5.4.2	 Quality	management	system	planning

Top	management	shall	ensure	that:

given	in	4.1
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5.5	 Responsibility,	authority	and	communication

5.5.1	 Responsibility	and	authority

communicated	within	the	organization.

5.5.2	 Management	representative

Top	management	 shall	appoint	a	member	of	management	who,	 irrespective	of	other	responsibilities,	

5.5.3	 Internal	communication

Top	 management	 shall	 ensure	 that	 appropriate	 communication	 processes	 are	 established	 within	

5.6	 Management	review

5.6.1	 General

The	organization	shall	document	procedures	 for	management	 review.	Top	management	 shall	 review	

Records	from	management	reviews	shall	be	maintained	(see	4.2.5).

5.6.2	 Review	input

The	input	to	management	review	shall	include,	but	is	not	limited	to,	information	arising	from:
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5.6.3	 Review	output

The	output	from	management	review	shall	be	recorded	(see	4.2.5)	and	include	the	input	reviewed	and	

d)	 resource	needs.

6	 Resource	management

6.1	 Provision	of	resources

The	organization	shall	determine	and	provide	the	resources	needed	to:

6.2	 Human	resources

education,	training,	skills	and	experience.

The	 organization	 shall	 document	 the	 process(es)	 for	 establishing	 competence,	 providing	 needed	
training,	and	ensuring	awareness	of	personnel.

The	organization	shall:

d)	 ensure	 that	 its	personnel	are	aware	of	 the	relevance	and	 importance	of	 their	activities	and	how	

e)	 maintain	appropriate	records	of	education,	training,	skills	and	experience	(see	4.2.5).

which	the	training	or	other	action	is	being	provided.
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6.3	 Infrastructure

The	 organization	 shall	 document	 the	 requirements	 for	 the	 infrastructure	 needed	 to	 achieve	

Infrastructure	includes,	as	appropriate:

The	organization	shall	document	requirements	 for	 the	maintenance	activities,	 including	 the	 interval	
of	performing	the	maintenance	activities,	when	such	maintenance	activities,	or	lack	thereof,	can	affect	

control	of	the	work	environment	and	monitoring	and	measurement.

Records	of	such	maintenance	shall	be	maintained	(see	4.2.5).

6.4	 Work	environment	and	contamination	control

6.4.1	 Work	environment

The	 organization	 shall	 document	 the	 requirements	 for	 the	 work	 environment	 needed	 to	 achieve	

organization	shall	document	the	requirements	for	the	work	environment	and	the	procedures	to	monitor	
and	control	the	work	environment.

The	organization	shall:

a)	 document	requirements	for	health,	cleanliness	and	clothing	of	personnel	if	contact	between	such	

NOTE	 Further	information	can	be	found	in	ISO	14644	and	ISO	14698.

6.4.2	 Contamination	control

As	appropriate,	the	organization	shall	plan	and	document	arrangements	for	the	control	of	contaminated	

personnel,	or	product.

For	sterile	medical	devices,	the	organization	shall	document	requirements	for	control	of	contamination	

packaging	processes.

7	 Product	realization

7.1	 Planning	of	product	realization

The	 organization	 shall	 plan	 and	 develop	 the	 processes	 needed	 for	 product	 realization.	 Planning	 of	

The	organization	shall	document	one	or	more	processes	for	risk	management	 in	product	realization.	
Records	of	risk	management	activities	shall	be	maintained	(see	4.2.5).
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In	planning	product	realization,	the	organization	shall	determine	the	following,	as	appropriate:

b) the	need	to	establish	processes	and	documents	(see	4.2.4

d)	 records	 needed	 to	 provide	 evidence	 that	 the	 realization	 processes	 and	 resulting	 product	 meet	
requirements	(see	4.2.5).

The	output	of	 this	planning	shall	be	documented	 in	a	 form	suitable	 for	 the	organization’s	method	of	
operations.

NOTE	 Further	information	can	be	found	in	ISO	14971.

7.2	 Customer-related	processes

7.2.1	 Determination	of	requirements	related	to	product

The	organization	shall	determine:

7.2.2	 Review	of	requirements	related	to	product

The	 organization	 shall	 review	 the	 requirements	 related	 to	 product.	 This	 review	 shall	 be	 conducted	

acceptance	of	contracts	or	orders,	acceptance	of	changes	to	contracts	or	orders)	and	shall	ensure	that:

7.2.1

Records	of	the	results	of	the	review	and	actions	arising	from	the	review	shall	be	maintained	(see	4.2.5).

When	 the	 customer	provides	 no	documented	 statement	of	 requirement,	 the	 customer	 requirements	

When	product	requirements	are	changed,	the	organization	shall	ensure	that	relevant	documents	are	
amended	and	that	relevant	personnel	are	made	aware	of	the	changed	requirements.
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7.2.3	 Communication

The	 organization	 shall	 plan	 and	 document	 arrangements	 for	 communicating	 with	 customers	 in	
relation	to:

7.3	 Design	and	development

7.3.1	 General

The	organization	shall	document	procedures	for	design	and	development.

7.3.2	 Design	and	development	planning

The	organization	shall	plan	and	control	the	design	and	development	of	product.	As	appropriate,	design	
and	development	planning	documents	shall	be	maintained	and	updated	as	the	design	and	development	
progresses.

During	design	and	development	planning,	the	organization	shall	document:

7.3.3	 Design	and	development	inputs

Inputs	relating	to	product	requirements	shall	be	determined	and	records	maintained	(see	4.2.5).	These	
inputs	shall	include:

e)	 other	requirements	essential	for	design	and	development	of	the	product	and	processes.
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each	other.

NOTE	 Further	information	can	be	found	in	IEC	62366–1.

7.3.4	 Design	and	development	outputs

Design	and	development	outputs	shall:

and	development	inputs	and	shall	be	approved	prior	to	release.

Records	of	the	design	and	development	outputs	shall	be	maintained	(see	4.2.5).

7.3.5	 Design	and	development	review

with	planned	and	documented	arrangements	to:

Participants	in	such	reviews	shall	include	representatives	of	functions	concerned	with	the	design	and	
development	stage	being	reviewed,	as	well	as	other	specialist	personnel.

4.2.5).

arrangements	to	ensure	that	the	design	and	development	outputs	have	met	the	design	and	development	
input	requirements.

appropriate,	statistical	techniques	with	rationale	for	sample	size.

If	the	intended	use	requires	that	the	medical	device	be	connected	to,	or	have	an	interface	with,	other	

when	so	connected	or	interfaced.

(see	4.2.4	and	4.2.5).

7.3.7	 Design	and	development	validation

Design	and	development	validation	shall	be	performed	 in	accordance	with	planned	and	documented	
arrangements	 to	 ensure	 that	 the	 resulting	 product	 is	 capable	 of	 meeting	 the	 requirements	 for	 the	

The	 organization	 shall	 document	 validation	 plans	 that	 include	methods,	 acceptance	 criteria	 and,	 as	
appropriate,	statistical	techniques	with	rationale	for	sample	size.
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Design	 validation	 shall	 be	 conducted	 on	 representative	 product.	 Representative	 product	 includes	
initial	production	units,	batches	or	their	equivalents.	The	rationale	for	the	choice	of	product	used	for	
validation	shall	be	recorded	(see	4.2.5).

As	part	of	design	and	development	validation,	 the	organization	shall	perform	clinical	 evaluations	or	

A	medical	device	used	for	clinical	evaluation	or	performance	evaluation	is	not	considered	to	be	released	
for	use	to	the	customer.

If	the	intended	use	requires	that	the	medical	device	be	connected	to,	or	have	an	interface	with,	other	

application	or	intended	use	have	been	met	when	so	connected	or	interfaced.

Validation	shall	be	completed	prior	to	release	for	use	of	the	product	to	the	customer.

4.2.4	
and	4.2.5).

7.3.8	 Design	and	development	transfer

The	 organization	 shall	 document	 procedures	 for	 transfer	 of	 design	 and	 development	 outputs	 to	

Results	and	conclusions	of	the	transfer	shall	be	recorded	(see	4.2.5).

7.3.9	 Control	of	design	and	development	changes

The	 organization	 shall	 document	 procedures	 to	 control	 design	 and	 development	 changes.	 The	

d)	 approved.

The	review	of	design	and	development	changes	shall	include	evaluation	of	the	effect	of	the	changes	on	

and	product	realization	processes.

4.2.5).

requirements	for	design	and	development	and	records	for	design	and	development	changes.
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7.4	 Purchasing

7.4.1	 Purchasing	process

The	organization	shall	document	procedures	(see	4.2.4)	to	ensure	that	purchased	product	conforms	to	

The	organization	shall	establish	criteria	for	the	evaluation	and	selection	of	suppliers.	The	criteria	shall	be:

d)	 proportionate	to	the	risk	associated	with	the	medical	device.

The	 organization	 shall	 plan	 the	monitoring	 and	 re-evaluation	 of	 suppliers.	 Supplier	 performance	 in	
meeting	 requirements	 for	 the	 purchased	 product	 shall	 be	monitored.	 The	 results	 of	 the	monitoring	
shall	provide	an	input	into	the	supplier	re-evaluation	process.

4.2.5).

7.4.2	 Purchasing	information

Purchasing	 information	 shall	 describe	 or	 reference	 the	 product	 to	 be	 purchased,	 including	 as	
appropriate:

communication	to	the	supplier.

7.5.9,	the	organization	shall	maintain	relevant	purchasing	
information	in	the	form	of	documents	(see	4.2.4)	and	records	(see	4.2.5).

shall	 be	based	on	 the	 supplier	 evaluation	 results	 and	proportionate	 to	 the	risks	 associated	 with	 the	
purchased	product.

determine	whether	these	changes	affect	the	product	realization	process	or	the	medical	device.
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purchasing	information.

4.2.5).

7.5	 Production	and	service	provision

7.5.1	 Control	of	production	and	service	provision

Production	and	service	provision	shall	be	planned,	carried	out,	monitored	and	controlled	to	ensure	that	

a)	 documentation	of	procedures	and	methods	for	the	control	of	production	(see	4.2.4

The	organization	shall	establish	and	maintain	a	record	(see	4.2.5)	for	each	medical	device	or	batch	of	
7.5.9

7.5.2	 Cleanliness	of	product

The	organization	shall	document	requirements	for	cleanliness	of	product	or	contamination	control	of	
product	if:

e)	 process	agents	are	to	be	removed	from	product	during	manufacture.

If	product	is	cleaned	in	accordance	with	a)	or	b)	above,	the	requirements	contained	in	6.4.1
prior	to	the	cleaning	process.

7.5.3	 Installation	activities

The	organization	shall	document	requirements	for	medical	device	installation	and	acceptance	criteria	

its	supplier	shall	be	maintained	(see	4.2.5).
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7.5.4	 Servicing	activities

supplier:

b)	 as	appropriate,	for	input	to	the	improvement	process.

(see	4.2.5).

7.5.5	 Particular	requirements	for	sterile	medical	devices

The	 organization	 shall	 maintain	 records	 of	 the	 sterilization	 process	 parameters	 used	 for	 each	
sterilization	 batch	 (see	 4.2.5).	 Sterilization	 records	 shall	 be	 traceable	 to	 each	 production	 batch	 of	
medical	devices.

7.5.6	 Validation	of	processes	for	production	and	service	provision

The	organization	shall	document	procedures	for	validation	of	processes,	including:

e)	 requirements	for	records	(see	4.2.5

g)	 approval	of	changes	to	the	processes.

The	organization	shall	document	procedures	for	the	validation	of	the	application	of	computer	software	
used	in	production	and	service	provision.	Such	software	applications	shall	be	validated	prior	to	initial	

activities	 associated	 with	 software	 validation	 and	 revalidation	 shall	 be	 proportionate	 to	 the	 risk	

maintained	(see	4.2.4	and	4.2.5).

7.5.7	 Particular	requirements	for	validation	of	processes	for	sterilization	and	sterile	
barrier	systems

The	organization	shall	document	procedures	(see	4.2.4)	for	the	validation	of	processes	for	sterilization	
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following	product	or	process	changes,	as	appropriate.

maintained	(see	4.2.4	and	4.2.5).

NOTE	 Further	information	can	be	found	in	ISO	11607-1	and	ISO	11607-2.

means	throughout	product	realization.

has	passed	the	required	inspections	and	tests	or	released	under	an	authorized	concession	is	dispatched,	
used	or	installed.

The	 organization	 shall	 document	 procedures	 to	 ensure	 that	 medical	 devices	 returned	 to	 the	

7.5.9	 Traceability

7.5.9.1	 General

(see	4.2.5).

7.5.9.2	 Particular	requirements	for	implantable	medical	devices

and	performance	requirements.

The	organization	shall	require	that	suppliers	of	distribution	services	or	distributors	maintain	records	

inspection.

Records	of	the	name	and	address	of	the	shipping	package	consignee	shall	be	maintained	(see	4.2.5).

7.5.10	 Customer	property

organization	shall	report	this	to	the	customer	and	maintain	records	(see	4.2.5).

7.5.11	 Preservation	of	product

of	a	medical	device.
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The	 organization	 shall	 protect	 product	 from	 alteration,	 contamination	 or	 damage	when	 exposed	 to	

b)	 documenting	 requirements	 for	 special	 conditions	 needed	 if	 packaging	 alone	 cannot	 provide	
preservation.

4.2.5).

7.6	 Control	of	monitoring	and	measuring	equipment

The	 organization	 shall	 determine	 the	 monitoring	 and	 measurement	 to	 be	 undertaken	 and	 the	

determined	requirements.

The	 organization	 shall	 document	 procedures	 to	 ensure	 that	 monitoring	 and	 measurement	 can	 be	
carried	out	and	are	carried	out	in	a	manner	that	is	consistent	with	the	monitoring	and	measurement	
requirements.

standards	traceable	to	international	or	national	measurement	standards:	when	no	such	standards	
4.2.5

(see	4.2.5

e)	 be	protected	from	damage	and	deterioration	during	handling,	maintenance	and	storage.

when	the	equipment	is	found	not	to	conform	to	requirements.	The	organization	shall	take	appropriate	

4.2.5).

The	organization	shall	document	procedures	for	the	validation	of	the	application	of	computer	software	
used	 for	 the	 monitoring	 and	 measurement	 of	 requirements.	 Such	 software	 applications	 shall	 be	
validated	 prior	 to	 initial	 use	 and,	 as	 appropriate,	 after	 changes	 to	 such	 software	 or	 its	 application.	

maintained	(see	4.2.4	and	4.2.5).

NOTE	 Further	information	can	be	found	in	ISO	10012.
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8	 Measurement,	analysis	and	improvement

8.1	 General

processes	needed	to:

This	 shall	 include	 determination	 of	 appropriate	 methods,	 including	 statistical	 techniques,	 and	 the	
extent	of	their	use.

8.2	 Monitoring	and	measurement

8.2.1	 Feedback

shall	 gather	 and	 monitor	 information	 relating	 to	 whether	 the	 organization	 has	 met	 customer	
requirements.	The	methods	for	obtaining	and	using	this	information	shall	be	documented.

The	 organization	 shall	 document	 procedures	 for	 the	 feedback	 process.	 This	 feedback	 process	 shall	
include	provisions	to	gather	data	from	production	as	well	as	post-production	activities.

The	information	gathered	in	the	feedback	process	shall	serve	as	potential	input	into	risk	management	
for	 monitoring	 and	 maintaining	 the	 product	 requirements	 as	 well	 as	 the	 product	 realization	 or	
improvement	processes.

production	activities,	the	review	of	this	experience	shall	form	part	of	the	feedback	process.

8.2.2	 Complaint	handling

These	procedures	shall	include	at	a	minimum	requirements	and	responsibilities	for:

f)	 determining	the	need	to	initiate	corrections	or	corrective	actions.

action	resulting	from	the	complaint	handling	process	shall	be	documented.

If	an	investigation	determines	activities	outside	the	organization	contributed	to	the	complaint,	relevant	

Complaint	handling	records	shall	be	maintained	(see	4.2.5).
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8.2.3	 Reporting	to	regulatory	authorities

4.2.5).

8.2.4	 Internal	audit

a)	 conforms	to	planned	and	documented	arrangements,	requirements	of	this	International	Standard,	

The	 organization	 shall	 document	 a	 procedure	 to	 describe	 the	 responsibilities	 and	 requirements	 for	
planning	and	conducting	audits	and	recording	and	reporting	audit	results.

An	audit	program	shall	be	planned,	taking	into	consideration	the	status	and	importance	of	the	processes	
and	area	to	be	audited,	as	well	as	the	results	of	previous	audits.	The	audit	criteria,	scope,	interval	and	

4.2.5).	The	selection	of	auditors	and	conduct	of	audits	shall	

the	conclusions,	shall	be	maintained	(see	4.2.5).

NOTE	 Further	information	can	be	found	in	ISO	19011.

8.2.5	 Monitoring	and	measurement	of	processes

achieve	planned	results.	When	planned	results	are	not	achieved,	correction	and	corrective	action	shall	
be	taken,	as	appropriate.

8.2.6	 Monitoring	and	measurement	of	product

requirements	have	been	met.	This	shall	be	carried	out	at	applicable	stages	of	the	product	realization	
process	in	accordance	with	the	planned	and	documented	arrangements	and	documented	procedures.

authorizing	release	of	product	shall	be	recorded	(see	4.2.5
test	equipment	used	to	perform	measurement	activities.

inspection	or	testing.
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8.3	 Control	of	nonconforming	product

8.3.1	 General

The	 organization	 shall	 ensure	 that	 product	 which	 does	 not	 conform	 to	 product	 requirements	 is	

documentation,	segregation,	evaluation	and	disposition	of	nonconforming	product.

4.2.5)

8.3.2	 Actions	in	response	to	nonconforming	product	detected	before	delivery

c)	 authorizing	its	use,	release	or	acceptance	under	concession.

maintained	(see	4.2.5).

8.3.3	 Actions	in	response	to	nonconforming	product	detected	after	delivery

shall	be	maintained	(see	4.2.5).

4.2.5).

8.3.4	 Rework

The	 organization	 shall	 perform	 rework	 in	 accordance	 with	 documented	 procedures	 that	 takes	 into	
account	the	potential	adverse	effect	of	the	rework	on	the	product.	These	procedures	shall	undergo	the	
same	review	and	approval	as	the	original	procedure.

Records	of	rework	shall	be	maintained	(see	4.2.5).

8.4	 Analysis	of	data

procedures	 shall	 include	determination	of	appropriate	methods,	 including	statistical	 techniques	and	
the	extent	of	their	use.
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other	relevant	sources	and	include,	at	a	minimum,	input	from:

f)	 service	reports,	as	appropriate.

8.5.

4.2.5).

8.5	 Improvement

8.5.1	 General

8.5.2	 Corrective	action

The	 organization	 shall	 take	 action	 to	 eliminate	 the	 cause	 of	 nonconformities	 in	 order	 to	 prevent	

shall	be	proportionate	to	the	effects	of	the	nonconformities	encountered.

d)	 planning	and	documenting	action	needed	and	implementing	such	action,	including,	as	appropriate,	

f)	 reviewing	the	effectiveness	of	corrective	action	taken.

4.2.5).

8.5.3	 Preventive	action

The	organization	shall	determine	action	to	eliminate	the	causes	of	potential	nonconformities	in	order	
to	prevent	 their	occurrence.	Preventive	actions	shall	be	proportionate	 to	 the	effects	of	 the	potential	
problems.

The	organization	shall	document	a	procedure	to	describe	requirements	for:
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c)	 planning	and	documenting	action	needed	and	implementing	such	action,	including,	as	appropriate,	

e)	 reviewing	the	effectiveness	of	the	preventive	action	taken,	as	appropriate.

4.2.5).
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Annex	A	
(informative)	

	
Comparison	of	content	between	ISO	13485:2003	and	

ISO	13485:2016

Table	A.1	outlines	the	changes	in	this	edition	of	this	International	Standard	(ISO	13485:2016)	compared	
with	the	previous	edition	(ISO	13485:2003).

Table	A.1	—	Comparison	of	content	between	ISO	13485:2003	and	ISO	13485:2016

Clause	in	ISO	13485:2016 Comment	on	change	compared	with	ISO	13485:2003

Foreword

Introduction

0.1	General

-
quirements.

-

and	performance.

structure	of	this	International	Standard.

—			Adds	two	additional	criteria	associated	with	the	description	of	appropriate	requirements:

maintain.

0.3	Process	approach Explanation	of	process	approach	extended.

0.4	Relationship	with	ISO	9001 —			States	the	relationship	between	ISO	13485:2016	and	ISO	9001.

—			Indicates	the	structural	relationship	between	ISO	13485:2016	and	ISO	9001:2015	will	be	
outlined	in	Annex	B.

—			The	use	of	italic	text	within	standard	to	indicate	changes	from	ISO	9001:2008	has	been	
eliminated.
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Clause	in	ISO	13485:2016 Comment	on	change	compared	with	ISO	13485:2003

1	Scope -

device	organizations.

outsourced	processes.

—			Expands	requirements	that	can	be	not	applicable	to	those	in	Clauses	6	and	8.

-

medical	device.

3

4

4.1	General	requirements

—			Added	requirement	to	document	the	role(s)	of	the	organization.

-

—			Adds	requirements	related	to	changes	to	processes.

—			Added	requirements	related	to	validation	of	the	application	of	computer	software	used	in	

4.2	Documentation	requirements Includes	control	of	records	within	the	document	control	requirements.

New	requirement	related	to	deterioration	and	loss	of	documents

5.6	Management	review —			Includes	requirement	for	the	documentation	of	one	or	more	procedures	for	management	

—			Lists	of	inputs	and	outputs	of	management	review	have	been	expanded.

6.2	Human	resources —			New	requirement	for	documentation	processes	of	establishing	competence,	providing	
needed	training	and	ensuring	awareness	of	personnel.

6.3	Infrastructure -
dling	of	product.

6.4	Work	environment	and	contamina-
tion	control

—			Added	documentation	requirements	for	work	environment.

—			Added	requirement	related	to	control	of	contamination	with	microorganism	or	particulate	
matter	for	sterile	medical	devices.

7.1	Planning	of	product	realization —			Added	requirements	to	list.

7.2	Customer-related	processes —			Added	requirements	to	list.

7.3.2	Design	and	development	planning —			Added	requirements	to	list.

—			Eliminated	the	requirement	related	to	the	management	of	the	interfaces	between	different	
groups	involved	in	design	and	development.

7.3.3	Design	and	development	inputs —			Added	requirements	to	list.

7.3.5	Design	and	development	review —			Added	details	of	the	contents	of	records.

7.3.6

7.3.7	Design	and	development	validation —			Added	requirement	for	documentation	of	validation	plans,	product	to	be	used	for	valida-
tion	and	interface	considerations.	Requirement	added	for	records	of	validation.

7.3.8	Design	and	development	transfer —			New	sub-clause	added.

7.3.9	Control	of	design	and	develop-
ment	changes

—			Adds	the	requirement	that	the	evaluation	of	the	change	effect	should	be	made	on	products	
in	process	and	on	the	outputs	of	risk	management	and	product	realization	processes

-
ment	changes.

	

Table	A.1	(continued)

28	 ©	ISO	2016	–	All	rights	reserved



	

ISO	13485:2016(E)

Clause	in	ISO	13485:2016 Comment	on	change	compared	with	ISO	13485:2003

7.3.10 —			New	sub-clause	added.

7.4.1	Purchasing	process —			Focuses	the	supplier	selection	criteria	on	the	effect	of	the	supplier	performance	on	the	

—			New	requirements	added	related	to	monitoring	and	re-evaluation	of	suppliers,	and	action	
to	be	taken	when	purchasing	requirements	are	not	met.

—			Provides	addition	details	related	to	the	content	of	the	records.

7.4.2	Purchasing	information

7.4.3

7.5.1	Control	of	production	and	service	
provision

7.5.2	Cleanliness	of	product —			Added	a	requirement	to	the	list.

7.5.4	Servicing	activities

7.5.6	Validation	of	processes	for	produc-
tion	and	service	provision

—			Added	requirements	to	the	list

—			Adds	details	related	to	situations	requiring	procedures.

the	software.

—			Adds	requirements	related	to	the	validation	records.

7.5.7	Particular	requirements	for	vali-
dation	of	processes	for	sterilization	and	

7.5.8

7.5.11	Preservation	of	product —			Adds	details	as	to	how	preservation	can	be	accomplished.

8.2.1	Feedback —			Indicates	that	feedback	should	come	from	production	and	post-production	activities.

—			Adds	a	requirement	to	utilize	feedback	in	risk	management	processes	in	order	to	monitor	
and	maintain	product	requirements.

8.2.2	Complaint	handling —			New	sub-clause.

8.2.3 —			New	sub-clause.

8.2.6	Monitoring	and	measurement	of	
product

8.3	Control	of	nonconforming	product —			Added	details	related	to	kinds	of	controls	that	shall	be	documented.

—			Adds	requirements	related	to	concessions.

8.4 —			Adds	the	requirement	to	include	determination	of	appropriate	methods,	including	statisti-
cal	techniques	and	the	extent	of	their	use.

—			Adds	detail	to	list	of	inputs.

8.5.2	Corrective	action

8.5.3	Preventive	action
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Annex	B	
(informative)	

	
Correspondence	between	ISO	13485:2016	and	ISO	9001:2015

Tables	B.1	and	B.2	show	the	correspondence	between	ISO	13485:2016	and	ISO	9001:2015.

Table	B.1	—	Correspondence	between	ISO	13485:2016	and	ISO	9001:2015

Clause	in	ISO	13485:2016 Clause	in	ISO	9001:2015

1	Scope

4.1.1	(no	title)

1	Scope

4 4	Context	of	the	organization

4.1	Understanding	the	organization	and	its	context

4.2	Understanding	the	needs	and	expectations	of	interested	parties

4.1	General	requirements

4.2	Documentation	requirements 7.5	Documented	information

4.2.1	General 7.5.1	General

4.2.2

7.5.1	General

4.2.3

4.2.4	Control	of	documents 7.5.2	Creating	and	updating

7.5.3	Control	of	documented	information

4.2.5	Control	of	records 7.5.2	Creating	and	updating

7.5.3	Control	of	documented	information

5 5	Leadership

5.1	Management	commitment 5.1	Leadership	and	commitment

5.1.1	General

5.2	Customer	focus 5.1.2	Customer	focus

5.3

5.4	Planning 6	Planning

5.4.1

5.4.2 6	Planning

6.1	Actions	to	address	risks	and	opportunities

6.3	Planning	of	changes

5.5 5	Leadership

5.5.1 5.3	Organizational	roles,	responsibilities	and	authorities

5.5.2	Management	representative 5.3	Organizational	roles,	responsibilities	and	authorities

5.5.3	Internal	communication 7.4	Communication

5.6	Management	review 9.3	Management	review

5.6.1	General 9.3.1	General

5.6.2	Review	input 9.3.2	Management	review	inputs

5.6.3	Review	output 9.3.3	Management	review	outputs
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Clause	in	ISO	13485:2016 Clause	in	ISO	9001:2015

6	Resource	management 7.1	Resources

6.1	Provision	of	resources 7.1.1	General

7.1.2	People

6.2	Human	resources 7.2	Competence

7.3	Awareness

6.3	Infrastructure 7.1.3	Infrastructure

6.4	Work	environment	and	contamination	control 7.1.4	Environment	for	the	operation	of	processes

7	Product	realization 8	Operation

7.1	Planning	of	product	realization 8.1	Operational	planning	and	control

7.2	Customer-related	processes 8.2	Requirements	for	products	and	services

7.2.1	Determination	of	requirements	related	to	product 8.2.2	Determining	the	requirements	for	products	and	services

7.2.2	Review	of	requirements	related	to	product 8.2.3	Review	of	the	requirements	for	products	and	services

8.2.4	Changes	to	requirements	for	products	and	services

7.2.3	Communication 8.2.1	Customer	communication

7.3	Design	and	development 8.3	Design	and	development	of	products	and	services

7.3.1	General 8.3.1	General

7.3.2	Design	and	development	planning 8.3.2	Design	and	development	planning

7.3.3	Design	and	development	inputs 8.3.3	Design	and	development	inputs

7.3.4	Design	and	development	outputs 8.3.5	Design	and	development	outputs

7.3.5	Design	and	development	review 8.3.4	Design	and	development	controls

7.3.6 8.3.4	Design	and	development	controls

7.3.7	Design	and	development	validation 8.3.4	Design	and	development	controls

7.3.8	Design	and	development	transfer 8.3.4	Design	and	development	controls

7.3.9	Control	of	design	and	development	changes 8.3.6	Design	and	development	changes

8.5.6	Control	of	changes

7.3.10 7.5.3	Control	of	documented	information

7.4	Purchasing

7.4.1	Purchasing	process

8.4.1	General

7.4.2	Purchasing	information 8.4.3	Information	for	external	providers

7.4.3

8.4.3	Information	for	external	providers

8.6	Release	of	products	and	services

7.5	Production	and	service	provision 8.5	Production	and	service	provision

7.5.1	Control	of	production	and	service	provision 8.5.1	Control	of	production	and	service	provision

7.5.2	Cleanliness	of	product

7.5.3	Installation	activities

7.5.4	Servicing	activities

7.5.5	Particular	requirements	for	sterile	medical	devices

7.5.6	Validation	of	processes	for	production	and	service	provision 8.5.1	Control	of	production	and	service	provision

7.5.7	Particular	requirements	for	validation	of	processes	for	sterili-

7.5.8

7.5.9

7.5.10

7.5.11	Preservation	of	product 8.5.4	Preservation

7.6	Control	of	monitoring	and	measuring	equipment 7.1.5	Monitoring	and	measuring	resources
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Clause	in	ISO	13485:2016 Clause	in	ISO	9001:2015

8 9	Performance	evaluation

8.1	General 9.1.1	General

8.2	Monitoring	and	measurement

8.2.1	Feedback

9.1.2	Customer	satisfaction

8.2.2	Complaint	handling 9.1.2	Customer	satisfaction

8.2.3

8.2.4	Internal	audit 9.2	Internal	audit

8.2.5	Monitoring	and	measurement	of	processes 9.1.1	General

8.2.6	Monitoring	and	measurement	of	product 8.6	Release	of	products	and	services

8.3	Control	of	nonconforming	product 8.7	Control	of	nonconforming	outputs

8.3.1	General

8.3.2	Actions	in	response	to	nonconforming	product	detected	 8.7	Control	of	nonconforming	outputs

8.3.3	Actions	in	response	to	nonconforming	product	detected	after	 8.7	Control	of	nonconforming	outputs

8.4

8.5	Improvement 10	Improvement

8.5.1	General 10.1	General

10.3	Continual	improvement

8.5.2	Corrective	action

8.5.3	Preventive	action 0.3.3	Risk-based	thinking

6.1	Actions	to	address	risks	and	opportunities

10.1	General

10.3	Continual	improvement
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Table	B.2	—	Correspondence	between	ISO	9001:2015	and	ISO	13485:2016

Clause	in	ISO	9001:2015 Clause	in	ISO	13485:2016

1	Scope 1	Scope

4	Context	of	the	organization 4

4.1	Understanding	the	organization	and	its	context 4.1	General	requirements

4.2	Understanding	the	needs	and	expectations	of	interested	parties 4.1	General	requirements

4.1	General	requirements

4.2.2

4.1	General	requirements

5	Leadership 5

5.1	Leadership	and	commitment 5.1	Management	commitment

5.1.1	General 5.1	Management	commitment

5.1.2	Customer	focus 5.2	Customer	focus

5.3

5.3

5.3

5.3	Organizational	roles,	responsibilities	and	authorities 5.4.2

5.5.1

5.5.2	Management	representative

6	Planning 5.4.2

6.1	Actions	to	address	risks	and	opportunities 5.4.2

8.5.3	Preventive	action

5.4.1

6.3	Planning	of	changes 5.4.2

7	Support 6	Resource	management

7.1	Resources 6	Resource	management

7.1.1	General 6.1	Provision	of	resources

7.1.2	People 6.2	Human	resources

7.1.3	Infrastructure 6.3	Infrastructure

7.1.4	Environment	for	the	operation	of	processes 6.4.1	Work	environment

7.1.5	Monitoring	and	measuring	resources 7.6	Control	of	monitoring	and	measuring	equipment

7.1.5.1	General 7.6	Control	of	monitoring	and	measuring	equipment

7.6	Control	of	monitoring	and	measuring	equipment

7.1.6	Organizational	knowledge 6.2	Human	resources

7.2	Competence 6.2	Human	resources

7.3	Awareness 6.2	Human	resources

7.4	Communication 5.5.3	Internal	communication

7.5	Documented	information 4.2	Documentation	requirements

7.5.1	General 4.2.1	General

7.5.2	Creating	and	updating 4.2.4	Control	of	documents

4.2.5	Control	of	records

7.5.3	Control	of	documented	Information 4.2.3

4.2.4	Control	of	documents

4.2.5	Control	of	records

7.3.10

8	Operation 7	Product	realization

8.1	Operational	planning	and	control 7.1	Planning	of	product	realization

8.2	Requirements	for	products	and	services 7.2	Customer-related	processes

8.2.1	Customer	communication 7.2.3	Communication

8.2.2	Determining	the	requirements	for	products	and	services 7.2.1	Determination	of	requirements	related	to	product
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8.2.3	Review	of	the	requirements	for	products	and	services 7.2.2	Review	of	requirements	related	to	product

8.2.4	Changes	to	requirements	for	products	and	services 7.2.2	Review	of	requirements	related	to	product

8.3	Design	and	development	of	products	and	services 7.3	Design	and	development

8.3.1	General 7.3.1	General

8.3.2	Design	and	development	planning 7.3.2	Design	and	development	planning

8.3.3	Design	and	development	inputs 7.3.3	Design	and	development	inputs

8.3.4	Design	and	development	controls 7.3.5	Design	and	development	review

7.3.6

7.3.7	Design	and	development	validation

7.3.8	Design	and	development	transfer

8.3.5	Design	and	development	outputs 7.3.4	Design	and	development	outputs

8.3.6	Design	and	development	changes 7.3.9	Control	of	design	and	development	changes

4.1	General	requirements	(see	4.1.5)

7.4.1	Purchasing	process

8.4.1	General 7.4.1	Purchasing	process

4.1	General	requirements	(see	4.1.5)

7.4.1	Purchasing	process

7.4.3

8.4.3	Information	for	external	providers 7.4.2	Purchasing	information

7.4.3

8.5	Production	and	service	provision 7.5	Production	and	service	provision

8.5.1	Control	of	production	and	service	provision 7.5.1	Control	of	production	and	service	provision

7.5.6	Validation	of	processes	for	production	and	service	provision

7.5.8

7.5.9

7.5.10

8.5.4	Preservation 7.5.11	Preservation	of	product

7.5.1	Control	of	production	and	service	provision

7.5.3	Installation	activities

7.5.4	Servicing	activities

8.2.2	Complaint	handling

8.2.3

8.3.3	Actions	in	response	to	nonconforming	product	detected	after	

8.5.6	Control	of	changes 7.3.9	Control	of	design	and	development	changes

8.6	Release	of	products	and	services 7.4.3

8.2.6	Monitoring	and	measurement	of	product

8.7	Control	of	nonconforming	outputs 8.3	Control	of	nonconforming	product

9	Performance	evaluation 8

8

9.1.1	General 8.1	General

8.2.5	Monitoring	and	measurement	of	processes

8.2.6	Monitoring	and	measurement	of	product

9.1.2	Customer	satisfaction 7.2.3	Communication	

8.2.1	Feedback

8.2.2	Complaint	handling

8.4

9.2	Internal	audit 8.2.4	Internal	audit
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Clause	in	ISO	9001:2015 Clause	in	ISO	13485:2016

9.3	Management	review 5.6	Management	review

9.3.1	General 5.6.1	General

9.3.2	Management	review	inputs 5.6.2	Review	input

9.3.3	Management	review	outputs 5.6.3	Review	output

10	Improvement 8.5	Improvement

10.1	General 8.5.1	General

8.3	Control	of	nonconforming	product

8.5.2	Corrective	action

10.3	Continual	improvement 5.6.1	General

8.5	Improvement
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