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Introduction

Figure	1.

	

©	ISO	2020	–	All	rights	reserved	 v



	

ISO/TR	20416:2020(E)

Key

Figure	1	—	Inter-relationship	of	ISO	TR	20416	with	ISO	13485	and	ISO	14971	standards
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Medical	devices	—	Post-market	surveillance	for	
manufacturers

1	 Scope

2	 Normative	references

https://	www	.iso	.org/	obp

http://	www	 	.org/	

3.1
post-market	clinical	follow-up	study
PMCF-study

©	ISO	2020	–	All	rights	reserved	 1



	

ISO/TR	20416:2020(E)

3.2
post-market	surveillance

4	 Purpose	of	post-market	surveillance	process

—	 Monitoring	medical	device	safety	and	performance:

—	 Meeting	regulatory	requirements:

—	 Contributing	 to	 life	 cycle	management:

Figure	2

NOTE	 Figure	 2
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Figure	2	—	Example	schematic	representation	of	post-market	surveillance

5	 Planning	of	post-market	surveillance

5.1	 General

Figure	2	outlines	how	 the	
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).

5.2

5.3

5.4

5.5

5.6

5.7

).

5.4.

5.2	 Scope	of	the	post-market	surveillance	plan
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5.3	 Objective	of	the	post-market	surveillance	plan

5.6).

given	 in	
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Table	1	—	Examples	of	post-market	surveillance	plan	objectives.

Input	process Situation Possible	objectives	post-market		
surveillance	plan

-

-

-
-

-

-

-

-

-

the	instructions	for	use.

-

with	the	new	intended	use.
Improvement
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5.4	 Responsibilities	and	authorities

Table	2	—	Example	of	post-market	surveillance	resources	allocation	matrix.

Post-market	surveillance		
activity

Responsible	functions Competence

-

-

Post-production	incident	 -
verse	event	reporting

-

	
collection

-
-

-
gies

Production
-

	
	

end-users

setting
	 -

5.5	 Data	collection

5.5.1	 Data	sources
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5.6
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5.5.3	 Developing	the	data	collection	protocol

5.6	 Data	analysis

5.6.1	 General

5.3

5.6.2	 Considerations	concerning	planning	the	data	analysis

5.6.3	 Methods	for	data	analysis
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.

Table	3	—	Examples	of	the	objective	and	appropriate	data	analysis	methods

Objective One	possible	example	for	methods

B.5.

.

5.7	 Report	on	data	analysis
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5.3).

described	in	5.6

5.8	 Interface	with	other	processes

Figure	1

—	 Design	and	development
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—	 Risk	management:

—	 Clinical	evaluation:

—	 Activities	 to	 meet	 regulatory	 requirements:

—	 Improvement:

—	 Marketing	and	sales:

6	 Review	of	the	post-market	surveillance	plan

6.1	 Purpose	of	the	review

6.2.

6.2	 Criteria
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6.3	 Review

6.2.
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Annex	A	
	

	
Examples	of	data	sources

sources.

Table	A.1	—	Examples	of	data	sources	that	can	be	used	for	post-market	surveillance	activities

Data	source Details Information	useful	for
-

-

-
verse	events	should	be	followed.
Reports	on	events	should	include	

-

-

time	period	of	events	etc.).
-

-
lems.

Determining	the	need	for	improve-
-

-
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Data	source Details Information	useful	for

-
-

-
-

servicing.

-

	

-

-

-

-
-

-

current…).

-
ing	curve.

-

-

outsourced.

-

	

Table	A.1	(continued)
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Data	source Details Information	useful	for
-
-

-

-

-

-
-

-

-

-

product	issues.

-
-

-

to:	

	

Table	A.1	(continued)
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Data	source Details Information	useful	for

-

-

-

-

confused	with	the	concept	of	medi-
-

-

-
-

Registries	focusing	on	the	medi-

-

devices.

-

	

Table	A.1	(continued)

©	ISO	2020	–	All	rights	reserved	 17



	

ISO/TR	20416:2020(E)

Data	source Details Information	useful	for

(PMCF)	studies
-

-

-

-

-

PMCF	studies	might	be	the	contin-
-

The	protocol	of	PMCF	studies	

-
-

	

Table	A.1	(continued)
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Data	source Details Information	useful	for

-

-

-

-

-

-

process.

User	training
users	to	prevent	the	misuse	of	the	

-

for	improvement.

	

Table	A.1	(continued)
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Data	source Details Information	useful	for

Although	it	seems	counter-intui-

-

	

become	out	of	the	control	of	the	

-

-
	

—	 results	of	cohort	follow-up	 -

	

Table	A.1	(continued)
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Data	source Details Information	useful	for

-
	

—	 whether	the	object	of	the	

peer-reviewed.

-
-

-

-

-
-

-
nologies.

determine	whether	the	published	

-
-

-
-

-
-

	

Table	A.1	(continued)
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Data	source Details Information	useful	for
-

-

-

MedSun	or	MAUDE	in	the	USA).

-

-

-

-

Some	conferences	present	the	result	

-

-

-

-

-

-

-

-
-

-

-
-
-

-

	

Table	A.1	(continued)
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Data	source Details Information	useful	for
-

the	truthfulness	of	the	published	

-

-

insight	into	the	trends	within	med-

-

-
-

-

device.

-

-

-

	

Table	A.1	(continued)
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Data	source Details Information	useful	for
-

spections
	

non-conformities	of	the	

-

-

competi-
tor’s	research

-

-

	
customer	preference	surveys

-

-

	

medical	devices

	
meetings	with	medical	experts,	key	
opinion	leader	meetings	or	panels

	

	
patient	group	experience	of	using	
medical	devices,	or	encounters	with	
them	during	episodes	of	treatment

	

	
user	interaction	with	the		
organization	(sales	workforce		
and	customer	service)

	
	

	
user	reactions	during	training		
programmes -

-
-

	

Table	A.1	(continued)
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Annex	B	
	

	
Examples	of	data	analysis	methods

B.1	 General

B.2	 Overview	table:	data	analysis	methods

5.3.

.

Table	B.1	—	Examples	of	data	sources	and	suggested	methods	for	data	analysis

General		
objective

Objective(s)	in	the		
post-market		

surveillance	plan

Data	source	
(see	Annex	A)

Data	analysis		
method

Comments

A

-

Incidents	reported	to	

-

Service	reports

A
C

-
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General		
objective

Objective(s)	in	the		
post-market		

surveillance	plan

Data	source	
(see	Annex	A)

Data	analysis		
method

Comments

B

Are	there	new	tech-
-

-
ments

A

B.3	 Descriptive	methods	for	trend	analysis

	

Table	B.1	(continued)
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Key
X period
Y
1
2

Objective	in	the	plan:

Data	analysis	method

Figure	B.2	—	Trending	of	monthly	complaint	rate		
(%	of	number	of	gloves	sold)"
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B.4	 Descriptive	method:	Bar	charts

Objective	 in	 the	plan

Data	analysis	method:

Key
MD	1

MD	2
MS	3

Y
1 pin	holes
2 itching
3
4 donning	problems
5 ripping
6 other

Figure	B.3	—	Bar	chart	showing	the	number	of	reported	complaints	for	three	medical	device	
variants	1,	2	and	3
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B.5	 Descriptive	method,	Pareto	analysis

Objective	in	the	plan:

Key
1
2
3
4 dent
5 rust
6
7 burr

9 other

Figure	B.4	—	Pareto	diagram	for	complaint	causes	for	implant	instruments	(product	family)

B.6	 Qualitative	techniques
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Annex	C	
	

	
Examples	of	post-market	surveillance	plans

devices.

C.1	 Example	of	a	post-market	surveillance	plan	for	a	surgical	scalpel

C.1.1	 General

C.1.2	 Scope	of	the	post-market	surveillance	plan

Brief	description	of	 the	medical	device:

Type	of	users

C.1.3	 Objective	of	the	post-market	surveillance	plan

C.1.4	 Responsibilities	and	authorities

5.4.
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C.1.5	 Data	collection

C.1.6	 Data	analysis

.

devices.

C.1.7	 Report	on	data	analysis
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reporting.

C.1.8	 Review	of	the	post-market	surveillance	plan

	of	this	document.

C.2	 Example	of	a	post-market	surveillance	plan	for	a	radiation	therapy	system

C.2.1	 General

C.2.2	 Scope	of	the	post-market	surveillance	plan

Brief	 description	 of	 the	 medical	 device:

Type	 of	 users

C.2.3	 Objective	of	the	post-market	surveillance	plan
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C.2.4	 Responsibilities	and	authorities

engineering.

C.2.5	 Data	collection

Table	C.1	—	Data	collection	and	data	analysis	activities

Data	collection	&	data	analysis	activities		
for	radiation	therapy	systems

Complaints
-

Adverse	events

Non-serious	incident	cases
-

Clinical	evaluation	and	literature	search

PMCF-study
-
-

Adverse	event	reports	for	similar	medical	devices	of	other	
manufacturers

using	MAUDE).
Field	safety	corrective	actions	for	similar	medical	devices

Service/repairs	trends
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Data	collection	&	data	analysis	activities		
for	radiation	therapy	systems

Customer	surveys

Information	from	conferences,	congresses,	commercial	
exhibitions

Product	feedback

User	feedback	during	training

Quality	management	system	information
-

Cybersecurity

Regulatory

C.2.6	 Data	analysis

.

C.2.7	 Report	on	data	analysis

C.2.8	 Review	of	the	post-market	surveillance	plan

	of	this	document.

C.3	 Example	of	a	post-market	surveillance	plan	for	a	drug	eluting	stent

C.3.1	 General

	

Table	C.1	(continued)

©	ISO	2020	–	All	rights	reserved	 35



	

ISO/TR	20416:2020(E)

C.3.2	 Scope	of	the	post-market	surveillance	plan

Brief	description	of	the	medical	device:

Type	of	users:

C.3.3	 Objective	of	the	post-market	surveillance	plan

C.3.4	 Responsibilities	and	authorities

5.4.

C.3.5	 Data	collection

C.3.5.1	 Passive/reactive	feedback

	

36	 ©	ISO	2020	–	All	rights	reserved



	

ISO/TR	20416:2020(E)

C.3.5.2	 Proactive	feedback

C.3.6	 Data	analysis

C.3.6.1	 General

C.3.6.2	 Post-market	clinical	follow-up	studies
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C.3.7	 Report	on	data	analysis

5.7.

C.3.8	 Review	of	the	post-market	surveillance	plan

.

C.4	 Example	of	a	post-market	surveillance	plan	for	a	blood	glucose	
monitoring	system

C.4.1	 General

C.4.2	 Scope	of	the	post-market	surveillance	plan

Brief	description	of	the	medical	device:

Type	of	users
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C.4.3	 Objective	of	the	post-market	surveillance	plan

C.4.4	 Responsibilities	and	authorities

5.4.

C.4.5	 Data	collection

C.4.6	 Data	analysis

C.4.7	 Report	on	data	analysis

5.7.
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C.4.8	 Review	of	the	post-market	surveillance	plan

.

C.5	 Example	for	large	IVD	analyser

C.5.1	 General

C.5.2	 Scope	of	the	post-market	surveillance	plan

Brief	description	of	the	medical	device

Type	 of	 users:

C.5.3	 Objective	of	the	post-market	surveillance	plan

C.5.4	 Responsibilities	and	authorities

5.4.

C.5.5	 Data	collection
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C.5.6	 Data	analysis

.
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C.5.7	 Report	on	data	analysis

C.5.8	 Review	of	the	post-market	surveillance	plan
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