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This document has been endorsed by the Medical Device Coordination Group (MDCG) established by Article
103 of Regulation (EU) 2017/745. The MDCG is composed of representatives of all Member States and it is
chaired by a representative of the European Commission. The document is not a European Commission
document and it cannot be regarded as reflecting the official position of the European Commission. Any views

expressed in this document are not legally binding and only the Court of Justice of the European Union can give

binding interpretations of Union law.

ASCEF, HET (EU) 2017/745 D 103 5RIC & - TEOL I N EEEERTAE v — 7 (MDCG) 1€ & Y &R &
N3, MDCG iZF_CoMEEOREZEHE CHEE I, MINZFESOREEDHBREEBED 5, ACERRINEE
LDLHETIE AL, BKINERELOARDGEZRKML Tnwd L RATILidTEhw, AETRPI N AR
ZER N 2723, WNES TRERCHIFT O A ASESEDH KRNI OB 2252 5 2 L B TE 3,

Introduction FijE X

The Medical Device Regulation (EU) 2017/745 (MDR) considers the post-market clinical follow-up (PMCF) as
a continuous process that updates the clinical evaluation and that shall be addressed in the manufacturer’s post-
market surveillance (PMS) plan. The MDR reinforces the PMCF process by the manufacturer, devoting part B

of Annex XIV to it and providing a set of requirements for developing a plan, necessary to implement PMCF.

PRk ALT (EU) 2017/745 (MDR) (%, WlRZEKR 7 A v —7 v 7 (PMCF) %, FERFHliZ EH L, #iE
e (PMS) FHlEicxflls 2 LE2H 2 kil 7k 7r+2 2 & B L Twb, MDR T, AnnexXIV D¢
— bt B gk, PMCF OFEHEICHELGTMEZFKRT 27200 HOBFZ2 24T 2 2 &C, BEEHICK S
PMCF 7 u v x %8t 3 %,
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A PMCEF plan shall specify the methods and procedures set up by the manufacturer, to proactively collect and

evaluate clinical data from the use in or on humans of a CE marked medical device, placed on the market or put

into service within its intended purpose, as referred to in the relevant conformity assessment procedure.

TR~ ERIN-HNOHENCEH I N TWS CE~— 2 DW= EE#EIT. 2hafHHL Ce ok
WX IER DR T — & # RERIICINE L, 3l 3 -0 c, BT 2 @AMIEMTFIED & 30 . PMCF i3
BLGERE I o THREINETEBLVCFIEEZIEEST %,

The aim of the PMCF plan is:

- confirming the safety! and performance, including the clinical benefit if applicable, of the device throughout
its expected lifetime;

- identifying previously unknown side-effects and monitor the identified side-effects and contraindications;

- identifying and analysing emergent risks on the basis of factual evidence;

- ensuring the continued acceptability of the benefit-risk ratio, referred to in Section 1 and 9 of Annex I in the
MDR;

- identifying possible systematic misuse or off-label use of the device, with a view to verifying that the intended

purpose 1s correct.

PMCEF GHHEO HIIZLA T L B0 TH 5,

cTREINDE T4 7 24 LeRiCh T SR OReE LR GEMU T 2 5E RERAGE &T) iR 5
CRHOBEIWEFRZREE L. FEINLEIEH L S 2EHT 5

CHFICE ORI S ERRAY) R R REB LU 5

-MDR @ Annex [ %2> av 1 BLUPITERINTVE, A7 4 v b=V 27 LRGN 2R 5%
LR 3 %

CERENZHBBIEL W & RS 2 HIU T, R R £ 72 1LEIIMER O FTREME 2 FFE 3 5

The PMCEF plan shall be part of the post-market surveillance plan.

PMCF GHiiix, Wik EEO e Th s,

The findings of the PMCEF shall be analysed by the manufacturer who shall document the results in a PMCF
evaluation report. The PMCF evaluation report shall be part of the clinical evaluation report and the technical
documentation. The adequateness of the PMCEF plan and its application is subject to assessment by the notified

body. The notified body’s assessment of the clinical evaluation shall also cover the manufacturer’s procedures

and documentation of the PMCEF, as well as the justification in relation to non-performance of PMCEF.

PMCF o, PMCF HiliL &+ — MK R 2 XEM T 2 WEEF IC Lo THfra s b DL 35, PMCF &F
filiv & — M. BRFHIL A — P 5 X OEMEHO—H<TH 2 b D L35, PMCF Gl & % O 0@ vk i,
notified body IC & 2 FHli O X5 & 7x %, notified body 1 X % FEARFEAMR O FFAM < 1. PMCF o&&ETo FE & S
&, BLUPMCF oAETICBT 2 ES{Ld EEN2d DL T 2,

! The confirmation of the safety includes the acceptability of identified risks and particularly residual risks.
KEVEOMERICIT, FEI Nz Y X7, FHCHRF ) 27 OZRENBREEN D,
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The purpose of the present template is to guide manufacturers in complying with the requirements of the MDR
with respect to the compilation of the PMCF plan. This would assist manufacturers in a harmonised and complete

presentation of post market clinical data and facilitate the activity of notified bodies and competent authorities

in finding the information in an organised format.

HEDT v 7L — F o HiIZ, PMCF 2B O/ERKICEE L€ MDR OZEICHERLST 2 L 5 IcBLhEEEL» A KT 3
ZLTHB, INICTXoT, HUEEEICTHINREAT — 2 2 BEI G THERCERTE L 2B L. ZHENL
TERTIERZ B2 F 3D notified bodies L N EEY FoEE #{EHET 5,

Post-market clinical follow-up plan Template

HIRBER 7 v —7 v 7EHEEF v 1L —

PMCEF plan number:
PMCEF &S

PMCEF plan date:
PMCEF Gt HAF

PMCEF plan version:
PMCF GtHiE ~N—va v

Revision history

BT IERE
Rev | Revision date | Description of change Revised by
il | &ETH 22 5 D FEA KETE

Section A. Manufacturer contact details

7 vav A BLEEFEIEL

Legal manufacturer name:

ESIDELE i

Address:
fERT -

SRN:

Person responsible for regulatory compliance:

RS JT#

E-mail:

EfA—:

Phone:

Wik

Fax:

T7r7 VIR

Authorised representative (if applicable):
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WONREEAN GZY T 250 ¢

Address:
fERT -

Contact person:

HYHE -

E-mail:

BFA—NL

Phone:

Wik

Fax:

VA AV

Section B? Medical Device description and specification
7 v a v B EEEGOHAE X MR
Product or trade name:

B F 7 1 GEA -

Model and type:

MK L O -

General description of the device:

FeER D —fxEA

Intended purpose?:

BEMIN-H

Intended users

B ENAHHE

Basic UDI-DI:

A UDI-DI :

Intended patient population:

R E 70 2 BEEH -

Medical condition(s)*:

S DEN I

Indications:

)

MDR, Annex1I, 1,1.

Intended purpose means the use for which a device is intended according to the data supplied by the manufacturer on the label in

w

the instructions for use or in promotional or sales materials or statements and as specified by the manufacturer in the clinical
evaluation (MDR, Article 2(12)).
EFE & 3, FEAPTAE, SR, BEetER, 2 3HMllED 7 VIR T v 2 BiEEF 2 RS iz 7 — 2
W, FRERTHE CREEF ICL o TIEINL BV I, T4 RBEHEINS C & 2EKT 5,
% It refers to the clinical condition that is to be diagnosed, prevented, monitored, treated, alleviated, compensated for, replaced,
modified or controlled by the medical device.
EERRERERIC X o CREWT, PRI, Bt TR RRAL. WL, ScH, R, 3 S h 3 HURIREE R HE T,
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Contraindications:

A .

Warnings:

e
[ =

List and description of any variants and/or configurations covered by this plan:
AEHEZEDORRE 2 ) 7 v b BL O/ F 7 3EERER D ) 2+ &5 :
List of any accessories covered by this plan:

AFHHEFEFONR L 22T 73 Y DY X b

Certificate number (if available):

AEHEERS GXU T 256)

CND code(s)®:

CND 22—} :

Class:

77 A

Classification rule:

Sy ERLAI

Expected lifetime:®

WETA 724 4

Novel product: O yes O no

FOAEL . O v O vwox

Novel related clinical procedure: O yes [ no
ABEERFIE : O 3w O vz
Explanation of any novel features:

HTHIRRE DRI

Section C. Activities related to PMCF: general and specific methods and procedures

%2732y C PMCFIcBET 258 : s L NEE0HEE FIE

In this section it is expected to describe the different activities that will be conducted in post-market, including
general and specific methods / procedures to conduct in relation to the product covered by the scope of PMCF,
also the aim of each activity described and the rational for the appropriateness of the chosen general and
specific methods to achieve those objectives as well as the known limitations of the planned activities such as

for example incomplete follow up, missing data and so on. The timelines of those activities shall be also defined

quarterly or at least yearly.

o

Per article 26 of MDR.  MDR D5 26 i X %

The expected lifetime is to be defined during the design input phase by considering the current state of the art for a specific

o

intended use and indication of a device.
BEINDE T4 724 01%, FEORERII N HIN L EEROR TN ICHT 2RI OREmBEM2FZERL <, &t/ v 7y 72X
TEHRIND,
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KeZvavicsoTit, MIRETEMINSE - RVEZIIFED T/ FEZEDRL2T7 77487 4 &l
#H L. PMCF O#iffl %z 7N —3 28 ICEE L CTHEMT 2 2 3 fiffdhTnd, £/, &7 77474 DH
3k L ONER S N — RN F 72 1 3RE D TTE MR Z YD ECH L, fle L TAERLR 740 —T v 7 T —
ZDREHEDFE I NTT 77 4 €7 4 OBAIOHRE L bIiIcZN b DHMZERT 5 2 L bHfF I T 5,
INOLDFEHDEXALTA VS R L 23R EHFILICERT 2HLELDH S,

Here are some examples of different activities related to PMCF:

PMCF icBH# T 2 3£ XERT 277 4 €7 4 Ol 2 RITRT,

- A manufacturer device registry (specific for the type of device or the group of the medical devices the product
belongs to) can be indicated together with a description and a summary of the plan. A pre-specification of
what quality and quantity data — based on the risk of the device(s) and the associated accessories — to be
collected and analysed shall be included. Any possible evaluation of suitable national public registries with

clinical data on the manufacturer’s own device and/or on similar devices could be specified in this section,

identifying the expected quantity and quality of data to be gathered and the search protocols to be adopted.
CHLEEF DT ANARL Y ALY (RO X4 TE I RESET 2 EREGE O 2 — FICEE) X, FHEoH
HEERI L L DIORT L TE S, WHEBLUEETZT 74 ) D) A7 ICEIE, IWEBS XU 2
mEBLOBET -2 0FHFIKZED 20 ERH L5, Rt v a vy Tid, BEEEMHORE S LU/ £721
[FREDMERR DEEIR 7 — 2 % L 728U A ENAWL P2 ) OR[RERFHIiZIEE L, INEI NS F— 2D P4l
INsEEHE, BLUEHINIMET e L ar2RETE 5,

- PMCEF studies planned could be indicated in this section, together with a summary of the plan including the
design, sample size, the endpoints, the inclusion/exclusion criteria (e.g. extended follow up of patients
included in the pre-market clinical investigations, new clinical investigations within the intended use,
retrospective studies). In case of implantable devices and class III devices where clinical investigations have

not been performed pursuant to Article 61 (4), the PMCF plan shall include post market studies to confirm

the safety and performance of the device.
sl X L7z PMCF 81z, 8%at. v 794 X, v FRA v b, A& /BRIEERE (Bl 21X, HIRATER AR
CEENEFOILER 7 +u—T v 7, BRINHHNTOH L VKRR, %50 Z05E) %2 &0 %
e bic, Kerva VIORINDARENESH 5, 5 61 & (4) It o THIURREL EIE S T niha
BMids L0727 7 2 M &R0 %6, PMCF GHEICIZ, o LRt L2 RS 2 -0 oifilEfHEZ &9
5bDLF 5,

- Planned Real-world evidence (RWE) analyses could be indicated in this section, together with a summary
of the plan including the design, sample size, the endpoints, and analysis population. The real-world data

(RWD) from which these analyses are based on should be of sufficient quality and come from reliable data

sources.
- EE I N EBEE ORI (RWE) Hhrit. &t v IAH A4 X, =V FFEA Vv b, BLXOSOEHEM % 5T
HEDOER L & Hic, KAeriaviipang, ool & 2EBEDF—% (RWD) X, +
SHEWETHY, EETEXEZT XY —ZADPLHEBEINTVWARLERD 5,
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- Surveys planned to collect information about the use of the concerned medical device could be described.

- BT 2 ERARER O ICBA T 2 E M AINE T 2 20 ISR H S LZTAEICOWTHHT 5 2 L A3 TE 5,

Each activity will be developed in a different subsection (e.g. C.1, C.2, -*+), and for which the manufacturer
will:

KT o0TAET 4k, B3 7% 7 ayv (Cl, C24Y) T, BEEFIRDOI L ZITI,

- Define where the need of conducting the PMCF activity is coming from (requested by notified body, clinical

evaluation report, PMS, risk management report, previous PMCF report, etc:++)
“PMCF 7277 4 €7 4 %ET 20EWERE IR T E2%ERT 2 (notified body., FERFHli L A — T,
PMS., U ZXZ~4Y XY FLFE—F., LEi® PMCF L& — b2 6 D FER)

- Provide the description of activity, and if it is a general or specific procedure / method.

T2 T AT 4 DFHM, BLIENDERVE 2 IIFEDFINE/TTETH 2089 2Rt T 5,

* Define the aim of this activity:
< confirming the safety of the medical device
<~ confirming the performance of the medical device
< identifying previously unknown side-effects (related to the procedures or to the medical devices).
< monitoring the identified side-effects and contraindications
< identifying and analysing emergent risks

<~ ensuring the continued acceptability of the benefit-risk ratio

< o identifying possible systematic misuse or off-label use of the device
DTV TAET A DHWEERT B,
<& R AR O LR E D RERE
& BEEHE SR O PERE DR
> KAOEIWER (FIEE 72 1ZEREEICBES ) DFE
> FE I NZBIEH L R DBl
& BREY R OFFE LT
S RAT7 4 v b =Y R RO 72 Z A VEDHERR
& BEER DR A F 72 12 o PR & R AE

- Describe the different procedures which will be used as part of PMCEF:
< screening of scientific literature and other sources of clinical data
< post-market studies
< collecting data in registries
< survey from health care professional

< survey from patients/users

< review of case reports which may reveal misuse or off-label use

Translated by OfficeVillage



PMCF o—#fe LTINS T IETAFIEEZHHT L2 L ¢

& B CikEs L 2 ofth iR T — 2Dy —ZADR 7 ) —=v 7

< TR ATSE

LY A MY TOT—XINE

EIEEMR D b O

BE/ 22— b DK

AU F 72 EICIMER 2B O 2 c 3 2 a[REME O B B RERIERE O L v a2 —

R

- Describe the rationale for the appropriateness of the chosen methods/procedures, including:

< the justification for sample size, timescales and endpoints

< justification for comparator, on the basis of intended purpose and state of the art

< justification of the study design on the basis of all of the above, and why it is sufficient to ensure
representative patient populations and provide for adequate controls on sources of bias (an evaluation
of the potential sources of bias should form part of this)

< astatistical justification for the expected quality of outcomes, and justification for why this is satisfactory
in light of the residual risks. This is an important consideration. For example, retrospective surveys with

no justification other than “this should demonstrate the expected quality of evidence that we require,”

but without showing a statistical rationale, are not acceptable.
UM &G BEIRL 72078/ FIEO BRI 2 313 5 2 &
S FYIANFAR, XA LRT =, TV KRV FDIELL
> BRI NZZHI L HBdincEovniza vy e —z2olEdql
> ERROFTRCICEHE ST F A4 v olE4 L, B X ORENREEEFAZHERL, 4 7 2DJHRKIx 3
LY R RS 2 DI+ TH 2B (BTER RN A 7 ADFR OFH 1 2 o —E 2 TS 2 5
B 5)
< WP S N2 MR OB OMEHIELL, B XOERFEY 227 1CliS Lo S BBoIEYS L, ZidEE
BERFHTH D, ezE, [, b PR E L T2 7 VY ROMFFIN2E 2 HEIET 5139 T
H% | USHDIEGSERS Tl IE, MEHIRILZ R S 2wt KT AL R,

- Provide the timelines of the activity. A detailed and adequately justified time schedule for PMCF activities,

such as the analysis of PMCF data and reporting, shall be described.
CTITAETADEALTAVEREMT S, PMCF 7— 200 lidi . PMCF 727 7 4 €7 4 O
THEYNCIELLINZZA LR 2 — V23T 20 R D 5,
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A summary table of the different PMCEF activities foreseen by the manufacturer is provided below:

BLEREFERTMNT 23X EIELPMCF 77 7 4 €7 4 OBMERZ LT ISR,

Number | Description of activity | Aim of the activity | Rationale and known | Timelines of the activity

ofactivity | 727 7 4 €T A D | T7 7 4 T 4 D | limitations of the | 777474 DXL L

7774 | H Hi activity A4 v
YT 48 TIZTF AT 4 OH
SRR & BRI o ]
53

Section D. Reference to the relevant parts of the technical documentation
7 av D BCE OBy~ DS

In this section the manufacturer is required to include references to the relevant information from the clinical
evaluation report and from the risk management file, which need to be analysed, followed up, and evaluated
in this plan. As an alternative, the manufacturer is required to state that there is no relevant information
from the clinical evaluation report and/or from the risk management file to be considered in this plan.
Kervavicsnt, SUEES I, BRHIL K- FBX W) R 22T AV b7 7 4005 OBEEHR~D
ZME G ILEBDH L, TN DIERIE. KFHHITHON, 7+rv—7 v 7 BIVFHET 2 421 H 5, Hllo
Jidie LC, BLEER L. BRGFHGiL R — P B X/ 2 EARFETEREINDE )V RIS A T AV P T 7 A h
O OBEEIRA W L ERRZBERD B,

Clinical Evaluation Report (date and version)
BRREHIi L A — F (Hif s XU —vav)
Relevant information to be further analysed and monitored:

T o CpirEe K ORI S 2 B

Risk Management File (date and version)
VR~V AV 7740 (HfBXUAN=Y 3 V)
Relevant information to be further analysed and monitored:

T LI L UL 2 B
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O No relevant information from the clinical evaluation report to be considered in this plan

O No relevant information from the risk management file to be considered in this plan
O AGHHETEE S 2 BRGHE L A — b 2 5 O BBEEHRIZ 220
O AFHECTEEINZ Y ZRI7~AT AV P77 4000 OB HEERIZ R

Section E. Evaluation of clinical data relating to equivalent or similar” devices
7 v avE A% ORER ICBhES 2 KT — & o il

The manufacturer shall gather in this section information regarding equivalent / similar devices for which

clinical data will be further evaluated and presented in the PMCEF report.
BLEER X, K7 vz v o, RE/JEUOMKIERICET 2 HREINET 2 0L T2, 2o O CIIERRT —
AREHLICFHII X, PMCF LA —Ficigmadhsdoeind,

Please note that PMCF data intended to demonstrate continuing safety and performance should be sourced
from the device under evaluation.

B L2 N7 —~< v A% FiET 5 2 L 2 HIWE L7z PMCF 7— X %,
WD L LICHERT LI L,

Al OB R 2> 5 IS % 4

Data from equivalent or similar devices may be used, for example to update the information relating to the

state of the art, to identify and further assess relevant safety outcomes etc.
[ 7 T OEER o0 T — X 2 L. 72 & 213, SolrEinic B3 2 Mmoo B, BdES 2 etk ofl
ROFHE, BLUI LMl ZIT) LR TE S,

The selected devices shall be consistent throughout the technical documentation. Indicate whether the

selected device is demonstrated to be equivalent or is a similar device. For each device listed, a clear reference

to the pertinent parts of the CER can be made.
EIR S NG T, BINCERETHL TV 2 HE LD 5,
25, BOWERTH 02T,

HEIRL 2B RIETH 2 Z EBEFI N T
VR FINTLEEBEEICOWT, CER OB HEE Y Z A ICSB T 3,

The following items of each equivalent and/or similar devices would be at least provided, in a table format:

F% s L0/ 72 13O &R O LU T OIHE X, DA e REAcREEI NG,

Product Intended | Intended | Intended | Medical Indication | Reference to clinical data
name of | purpose users patient condition | {7~ evaluation in the CER (date,
equivalent | X & #1 | & ¥ & 7 | population | [&E % [ IR version and location in the
/  similar | %2 HiJ a—% | BRI | text)

7 Section 5, MDCG 2020-5 Clinical Evaluation — Equivalence, A guide for manufacturers and notified bodies.
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device 5 BH g CER TR T — & 7~
I 45 / A0 DLW (AR o HAF, Y —
D B & 0 Yav, B

LR

Section F. Reference to any applicable common specification(s), harmonized standard(s) or applicable
guidance document(s)
7 a v F 43 a bk, KK, 23U T 04 X ZAGEE~DSH

Common specification(s) to comply with, if applicable:
WYL 2 Rk GXM T 2358 ¢
(Title, date and version)

(24 by HEF, X=Y a2 v)

Harmonised standards to apply, if applicable
B 2 i—HikE (Z4T 258)
(Title, date and version)

(24 b, Hft, ~"=vav)

Guidance on PMCEF, if applicable
PMCF icBi4 274 £ v 2 GE44 254)
(Title, date and version)

(24t HfE, N=vav)

Section G. — Estimated date of the PMCF evaluation report
+27vav G  PMCF i EoHEH

When the manufacturer plans to have the first report. The timelines shall be defined quarterly or at least

yearly.
S REE DR OREELERT 2 TEDEA, 2ALTAVIE, RN L 230 R L QETLICER
TORLEDLD B,
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