% MedTech Europe

)( from diagnosis to cure

Overview of requirements under
the Medical Devices Regulation
Regulation 2017/745/EU on Medical Devices

December 2017

This flowchart has been prepared by MedTech Europe as a ‘high-level overview’ of the requirements
of the Medical Devices Regulation. While MedTech Europe considers the information herein to be
reliable it makes no warranty or representation as to its accuracy, completeness or correctness.
This flowchart is intended for informational purpose only and should not be construed as legal
advice for any particular facts or circumstances.

MedTech Europe reserves the right to change or amend the flowchart or any parts thereof at any
time without notice. No part of this document may be modified or translated in any form or by any
means without the prior written permission of MedTech Europe.

For more information please contact the regulations & industrial policy department:
regulatory@medtecheurope.org

/ Importer Obligations
r

O

Article 13 . . .
Para1,2 Verify device compliance
,
Article 13 Adt! contact det?ilsto
Para3 device or packaging or
L accompanying document
)
Article 13 Verify device registration, FFINVIZ
Para 4 add own details
p
Article 13 Safeguard storage and
Para 5 transport conditions
Article 13 Keep register of complaints,
Para 6 non-conforming devices, etc.
Article 13 |form of non-conformities and
Para7 serious risk
2
g Article 13 Ensure implementation of
cg’. Para7 corrective actions
= (
k] Article 13 Inform of complaints &
.3 Para 8 suspected incidents
o
E .
2 Article 13 pep Declaration of Conformity
> Para 9 and certificate(s)
& p
Article 13 |Cooperation with Competent
Para 10 Authorities
Article 25 Identification wnh!n
the supply chain
\
>
Article 27
Storage of UDI data
Para 8 € ]
\
(" Verify registration of ERRA LD
Article 30 . manufacture.r or Within 2
Para3 authorised representative;
. weeks of
\ add own details .
placingon
market
-
Article 31 Registration of the importer EUDAMED
SRN
\
Application of corrective

actions

Art 13 Para
7/Art 95 ]
Para3

Samplin

Distributor Obligations

Article 14 . . .
para 2 Verify device compliance method
Article 14 Safeguard storage and
Para 3 transport conditions
-
Article 14 Inform of non-conformities
Para 4 and serious risk
» | Articlel14 Ensure implementation of
s Para 4 corrective actions
3 .
2 Article 14 Inform of complaints &
.g Para 5 suspected incidents
P
.§ Article 14 Keep register of complaints,
g Para 5 non-conforming devices, etc.
g 7
o Article 14 Cooperation with
3 Para 6 Competent Authorities
g dentifi h
R Identification within
Article 25 the supply chain ]
( . National
Article 30 - . "
Distributor Registration
Para 2 8 Database
-
Article 27
Storage of UDI data
Para 8 5 ]
>
Article 95 Application of corrective
Para3 actions
\

Basis for Requirements Checklist

Intended Purpose

e\

/

[ Class | “special

1”

includessterile,
measuring, reusable instruments

Class llb

Class lll

/Deﬁne Intended Purpose of the MD\

Class lla

No medical
purpose

Annex |

o —

ﬁ § Annex| General Design and

% o Section1 | Safety requirements

ES ‘

_g ﬁ Annex| Risk Management

£ [ Section 3 System

A

% E Annex| Risk Control
e E g Section4 Measures

&3

g s Article 8 Use of Harmonized

& Article 9 Standards / CS

3

/-

.

%

r \
Classification (Article’51, Annex VIII)
\ J

|+

Annex |

Performance

Infection & Microbial
Contamination

il

Characteristics

Chemical, Physical &
Biological Properties

or absorbed and locally dispersed

ces.

Biological Origin
Environment and

Diagnostic or
measuring Function

Protection Against
Radiation

Material of

Programmable

Active implantable

systems

Active devices

devices

]/

Mechanical and

energy or substances

Thermal Risks

Devices supplying

Devicesfor lay
persons

Information supplied
with the device

Dol bl

Other legislation

REACH / CLP
Euratom

Biocides

WEEE/RoHS

Machinery Directive

(" Annexl )
p .
Article 10 Risk Management System Cdr
Para 2 s 4
- Annex|
( . — " — - Section 10
Article 10 Clinical evaluation Update clinical evaluation
Para 3 incl. PMCF Article 61 Para11l
Annex|
( X Section 11
A|:|cle410 Technical documentation ]
| " Annex|
Section 12
Article 10 Custom made devices ] >
Para 5 bl : . f Annex|
( Obligations o soetio3
Article 10 Conformity assessment,
Para 6 DoC and CE marking Ma n Ufa ctu rer Annex|
- Section 14
Article 27
and 10 uDI ] W Annex|
Para 7 E Section 15
=)
{ q qHP -
Availability of Technical o
i Annex|
Article 10 Documentation, Certificates £ :
Para 8 5 Section 16
L and DoC < J
{
" ;":; Annex|
Article 10 Quality Management £ Section 17
Para9 System £
= 3
p g Annex|
Article 10 - & | Section18
Para 10,13 PMS, Vigilance ] %
©
b 2 Annex|
Article 10 | Ensure implementation of <& L Section 19
Para 12 corrective actions o [
; < & Annex|
Article 11 If outside the EU- Article11 | Define amandate for & | Section20
Paral designate an EC REP Para 2 authorised rep.
N Annex|
Article 10 Registration original To | Section21
Para 15 equipment manufacturer [H282NY120)
\ Annex|
Section 22
Article 10 Coverage of potential
L Para 16 liability Annex|
Section 23
. — )
Article 15 Person Responsm.le for
Regulatory Compliance
.
Article 18 Patient information and
L Implant Card
-
::;czlz(zzz) System and procedure packs ]
\
p
Article . . From
Registration, SRN
29,31 & EUDAMED
\
-
Article 32 Sum.m.ary of safety and
clinical performance

Obligations of
Authorised Representatives,

Importers, Distributors, SUD reprocessors and the
person referred to in Article 22 (1) and 22 (3)

Reprocess: gations

,

& Arr’cle Reprocessing and further use of SUD only

‘s allowed where permitted by national law

w L Para 1l

1) e

g 3, Ar:n;:le Persons reprocessing SUD assume the

59 obligations of manufacturer

o 2 Para 2

x > \

.:°: S ( Article

'R 17 Requirements for SUD reprocessed and

H > used within a health institution

€ | Para3

g ;

E Article Add contact details and other relevant

K] 17 information (Section 23, Annex ) to the
Para 8 label and if applicable to IFUs

\

/

If modify device before placing on market

Evidence Collection

Clinical evaluation

Article 61, Annex XIV

~

(All Devices paragraph 3):

. Critical evaluation of relevant scientific literature of equivalent
devices, if data demonstrate compliance with relevant general safety
and performance requirements (GSPR)*

. Critical evaluation of results of all available clinical investigations
(particularly if conducted according the relevant MDR procedures

. Consideration of currently available alternative treatment optionsj

(Class 11l and implantable devices, paragraph 4)
Clinical investigation shall be performed except if:
The device isa modification of a device already marketed by
the same manufacturer**

\

. The modified device is equivalent* to the marketed device

. The clinical evaluation of the marketed device is appropriate to
demonstrate conformity to the GSPR

. Are sutures, staples, dental fillings, dental braces, tooth crowns,

screws, wedges, plates, wires, pins, clips or connectors (paragraph 6)

*Equivalence subject to limitations: Annex X1V, Section 3
** Exemptions for clinical investigation with implantable and
Class Ill devices are given atart. 61.5and 61.6

E Ob 0 0 0 dto A
~N
o~
2 Article 22 Draw up a statement in accordance with Article
t Paral Article 22 (2) 22
‘é Para 5
E o
9~ Article 22 For sterlllsa.tlon of systems or procedure Notified
5N packs apply either the Annex IX or the Part
£ o Para3 Body
®5 A of Annex Xl procedure
c t
g : Article 95
gc . Draw up a statement declaring
o ® Article 22 PPN ) Para3
8 sterilisation in accordance with the
Para3 o .
g manufacturer’sinstructions
o
€
e
'g_ Article 22 | Cases when the system or procedure pack
2 Para 4 shall be treated as a device in its own right

Add contact details, label and IFUs and
keep the statement referred toin
Article 22 (2) available for the CAs

Application of corrective actions ]

Assume the obligations of the manufacturer

Modification of Device

( N
Market device under own
Article 16 name, change intended
Para 1 purpose or modify in a way

\ ) which may affect compliance )

( N

Article 16 )

Para2 Relabel or repackage device

\. 2z J

\_

If modify device before making available

<

Requirements if Relabel or Repackage a Device

<

<

Add modification activity and

Article 16 | contact detailsto the device,
Para3 packaging or accompanying
) document
Article 16 . Notified
Para 3 Quality Management System
At least 28
Article 16 Inform manufacturerand PCEERETIE
Para4 competent authority market

device

Para2,3,4

Authorised Representative Obligations

Article 11

Mandate ]

Article 11
Para5

Liability ]

Authorised Representative

Article 11
Para 6

Termination of mandate if
manufacturer acts illegally:
communication

Article 12

Change of authorised
representative

Article 15
Para 6

Person responsible for
regulatory compliance

Article 24
Para 8

Storage of UDI data

)
]
]

Article 30
and 31

Registration, SRN EUDAMED

—(

Article 95
Para 3

Application of corrective
actions

Authorised Representative Mandate
- Minimum requirements

Authorised Representative - Mandate

N

Verify declaration of h
conformity, technical doc.,
conformity assessment )

Keep available copy of h

s

| doc., declaration of
conformity, certificates )

Registration, verify device
and UDI registration

EUDAMED

Article 11
Para 3

Device information to |
competent authority
upon request )

Samples and access
to device
J

Preventive
or corrective actions

Inform of complaintsand
suspected incidents

Terminate mandate if
manufacturer acts illegally

EXEN

APTION?

Annex XV
Chapter |

—

G

Annex XV
Chapter Il

—

Clinical Investigation

Articles 62-80, Annex XV

General Requirements

Ethical principles—paragraph 1 |

Methods — paragraph 2

Documentation/application (Article

70) |

paragraph 1

Application Form

Investigator’s

Brochure

paragraph 2

Paragraph 3

Investigation plan

Other information

Paragraph 4

Clinical investigation report (including a summary)
Chapter Ill paragraph 7

Certificatesissued by Notified Bodies

Demonstration of Conformity

Presumption of Conformity

Article 8

Harmonised Standards

Conformity Through

-

Article 9

Conformi

ity through Common
Specifications

Other means

I V

Article 52 Para7

of conformity

AnnexIi
Section 4

Controlled Documents
Demonstrating Conformity

Classification

Article 51
Annex VIl

Classification of
each device

Technical Documentation

Technical
Documentation

Annex |l &
Annex |lI

Summary of
Safety & Clinical
Performance

Article32

Documenting conformity
Includes all information on

design, evidence and
anufacturer’s procedures;

PMS plan
iy

Implantable and Class I
Summary of device

information

J

EU Technical
Documentation
Assessment
Certificate

EU Quality
Management
System
Certificate

EU Type
Examination
Certificate

EU Production
Quality
Assurance
Certificate

Class

Ste
Fu
Surg

Class lla, llb and Ill, Class
| Sterile, Measuring and
Reusable Surgical Inst.

Class Ilb, 111, Class |

Annex IX-
I, Class Ilb and
implantable

AnnexIX-

To
Annex X -

Class llland Ilb

Annex Xl -

rile, Measuring
nct., Reausable
ical Instrument

Custom Made
Implantable class 11l

EU Quality

\VELEEE
System

Certificate

ent

Annex IX - Chapter |

_Annex XI-PartA

Post-Market Surveillance

and Vigilance

8 Post-Market Surveillance

5

2

5 Article 83 ) Post-Market

- Surveillance System

3 \

&

=

ﬁ (

& -Market

< Article 84 P.“t Mar

© Surveillance Plan

]

g

<

g e

2 | Artidess  Post-Market

8 Surveillance Report
-

®

o

'

=

o —

2 PeriodicSafety

I Article 86

-% Update Report

°

Q

s Notified

"E Body

g Class Il and

:'>,. Implantable EUDAMED

Ia, Ilb, Il

Update over devi
lifecycle

Class

urveillance Assessment

AnnexIX

Section 3 Class

Notified
Body

Surveillance Assessment

Ila, lib, NI

AnnexIX

Section 3.4 Class lla,

Notified
Body

Surveillance - quality management system and devices

Unannounced audit

I1b and Il

Surveillance

Assessment

Report & Test
Report

Surveillance

Assessment

Report & Test
Report

\

Continuous process of
clinical evaluationa
assessment

Clinical
Evaluation
Report
(Annex XIV
Part A,
Section 4)

nd risk

pdate over device
lifecycle

EUDAMED

Annex |l &
Annexll

AnnexIX

Class |

echnical Documentation

Class | Sterile, Measuring,
sable surgical instruments

Quality Management

~

and QMS

System Notified

Production Quality

Body

Assurance

K AnnexXI

Conformity

Assessment

Article 52 Para6

ClassIla

Quality Management

Notified
Body

Article 52
Para 6

System

Notified

Body

Assessment of Technical
Documentation ofa
representative device

for each category
Declaration of
Conformity

(Article 19 &
Annex V)

Article 52 Para4, 5

Annex X &
AnnexXI

Class Il b
Quality Management
System

Notified
Body

Type Examination &

Article 52
Para 4

Production QMS

Notified
Body

/ Generic Device Groups ‘\ /

Assessment of a technical
documentation ofa
representative device of
each generic device
group. If Il b implantable
assessment of Tech. Doc.

exceptions envisaged

for each device

rKr'ticle 54

l and 55

Scrutiny Procedure for
active Il b —intended to
administer medicines

Annex IX

Class IlI

Quality Management

Notified

System Body

Article 52 Para3

Annex X &
AnnexXI

Type Examination &

Notified
Body

Production QMS

Notified
Body
Assessment of Technical
Documentation

Article 54
and 55

Scrutiny Procedure for

implantable class 11l

Class Ill procedure +
Drl.!g/ Article 52 | Consultation with EMA Notified
2 Devices 9 . Body
s para or medicines competent
£ _( authority
= J
3
T
&
z Animal/ Article 52 Class Ill procedure + Notified
€ Human para10 | With EMA or medicines Body
"2 Tissues competent authority
S ( J
]
c
"g" b e a Class 11l d
5 introduced: i ass lll procedure + .
-] Article 52 | i1 EMA or medicines Notified
< absorbed or para 11 . Body
dispersed competent authority

Post-Market Clinical Follow-up

AnnexXIV, Part B
Section 5

Principles of PMCF ]

AnnexXIV, Part B

AnnexXIV, Part B,
Section 6 and 7

PMCF Plan

Reporting & Investigating Serious Incidents

-
Article 87

Paral

-
Article 87

Para3

-
Article 87

Para9

Article 88

Article 89

-
Article 87

Para 81

-
Article 89

Para 8

Article 89

p
Article 95

Para3

Reporting Serious
Incidents

Reporting time 15 days ]

PeriodicReporting

Trend Reporting

Analysis of Serious
Incidents

Reporting Field Safety
Corrective Actions

Issue Field Safety Notice

Assessment of Corrective
Actions

Application of corrective
actions

Incident
Report

Periodic
Summary
Report

Trend
Report

Field Safety
Corrective
Action

Field Safety
Notice

sSuipuiy asAjeuy

PMCF
Evaluation
Report

Registration

~. SRN R ation:

Manufacturer
Authorised Rep.
Importer

Article 31
Paral &2

Registration Economic
Operators

Article 30
Para2

itributor Registration

EUDAMED
AnnexVI
Part A

National
Database

)

. Basic UDI-DI

Article 29 Basis of registration
-

abase Requirements

ummary of Safetyand
Clinical Performance

Y
AnnexVI

Part A

Registration Devices

Article 32

Article 27

Annex VI

Unique Device Identification

~

~

Certificates

|

Notifications regarding J

Notified
Body

-

(.
Article 53 8 Art!cle 70
o Article 73
Notified body -
§ involvement 5 Application for Clinical
g E Investigation
£ [
£ | Artices6 g
o wv
] _‘ Notified body 2
[ c .
5 Certificates J S Article 77
2 T
£ = Performance Study
% | Article57 \ Report & Summary
<
S
2
k]
)
I

Placing on
the market

Affix CE Mark
(Article 20 / Annex V)

Placing on the market and putting
into service




Overview of Regulation 2017/745/EU
on Medical Devices

S MedTech Europe
)( from diagnosis to




