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[ Legacy device pursuant to Article 120(3a) or Article 120(3b) MDR ]

an (AI)MDD
certificate issued from
25 May 2017 that was valid
on 26 May 2021 and
is not with-
drawn

Did the
(AI)MDD certificate
expire before
20 March 2023
?

Yes

1 *Agreement” refers to a written

Yes agreement for conformity assessment
in accordance with Annex VII, Section

4.3, 2" subparagraph, MDR in respect

of the legacy device or a substitute

device.

an agreement!

between MNF and

NB been concluded before

expiry of the (AI)MDD,

certificate
?

Has a CA

issued a derogation

pursuant to Art. 59(1) MDR

before 20 March 2023
2

the device re-

quire NB involvement

under the MDR, which was

not required under

the MDD
?

Yes Yes

20 March 2023 re-

quired the MNF pursuant to

Art. 97(1) MDR to carry,

out the applicable
cop

Yes

) 4
Continue with @ on next page
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Does the device
continue to comply
with the AIMDD
or MDD
?

Is the
device significantly
changed in design or
intended purpose
?

Does the

device present

an unacceptable risk to

health or safety?
2

MNF put in place

a QMS pursuant to Art.

10(9) MDR no later than

26 May 2024
?

lodged an application
for COP of the device or
a substitute device no
ater than 26 Ma

an agreement?!

between MNF and NB

been concluded no later

than 26 Sept 2024
?

Is the device
a class III° device
or class IIb implant,
excluding certain

the device
a class IIb device
(excl. implants, but incl.
certain WET-devices), or,
a class I1a, Is, Im,

Yes

/ Does

the device re-
quire NB involvement
under the MDR, which
was not required
under the

MDD ?

Yes

1 “Agreement” refers to a written
agreement for conformity assessment
in accordance with Annex VII, Section
4.3, 20 syubparagraph, MDR in respect
of the legacy device or a substitute
device.

2 “Unacceptable risk to health or safety”
means risk to the health or safety of
patients, users or other persons, or to
other aspects of the protection of public
health, see Article 120(3c)(c) MDR.

3 For the risk class, the classification
rules laid down in Annex VIII MDR
apply.

4 “Certain WET devices" refers to class
IIb implants that are sutures, staples,
dental fillings, dental braces, tooth
crowns, screws, wedges, plates, wires,
pins, clips and connectors, see Article
120(3a)(a) MDR.

14



3. @AA 7171 MDR &7A+%

# A A E @A 71716 MDRY Q48 7ksh Aw F 74 52 9T

o
oft
=

£S5 Ay Ert MDCG 2021-252] Annex A X #@lAA 7]17]9

>
)
N
N
>
ol

AFE Z Ao t3k MDR Annex VII¢] HAE 2E ygo] g AA

7171l A& th= Aotk MDR Article 83, 84, 85, 8604 &.7"3}= Al &

o

Aol wg gl dhal A=

O

Fan Qlvk ofd Hellde dAA 717]e

A g¥ofof &Fi= MDR =gl that AAIg U&= g eskaltt

E 3. 9AA 71719l H45E MDR F2 2 T7AHE Y47

MDR %3 &

Article 10(10), AFZA+E= Article 839 Wl Al# & 7HA] AJAHS
(12)—(15) Adsta HA e = [ sl oF st}

_{

Article 18 ojAg YIVE AREste &AtelAl 71719 AE7E @3

H=Z AFHF Aok,

15



Art. 83, 84 -

PMS system and

ol

Al 2ol thdt @ ARS 7] A8k St

PMS plan

Art. 85 — PMS 1%+ 7|7] AlZA= Article 840l A o] Q= Al &
report (class I ZHAl A2 A3tz A Al 5 HA] A& 273 3 of 3t
devices) a3t 9 o] E sjjof st}

Art. 86 — PSUR lla, lIb, lllew 71719 Axz=A= 47 A4 ol E
(class Ia, IIb EiA (PSUR)E 7|7|vit; T+ 71719 257 o3|
and IIT devices)  ZAJ@lloF sl Al & 7HA] AlE ] AEA R Al

A#Re dEs 29sta, o 4
AAZAE A B 2 A% WES Egs)of ok

71719] 575k PSURE ofd) Ul &8 5610l of s},

16



4. A AA 71719 SHE A7

kA AT mke} o] A% E MDR A37]7Hst HAAl 71712 Al

Fulstr] 9l E 20219 5€ 269 o]EHE] MDR Article 120(3¢) 9

N E RSP e

i
4
i)
1o
ch
)
o

7o) glojoF ttl. MDR o717 &

71719) =3t WAgo] dojd A9 MDD E+= AIMDD QA= 853

ae)

7

_

w0l ek, whebA] Al 2Abs Zolek WAoo ¢ AFa2 WEs] stebatar glofof

A:ﬁ

atr] s et el shAl kol ek ZAE AS7IHINB) ol AlEsfof & ¢

WAANGS B Qe EFEoIth I ofd Zelx TholrAefA

17



Change of a legacy device
covered by a valid certificate or declaration of
conformity under AIMDD/MDD

Change related to
corrective actions? * * Aszessed and accepted
by the relevant competent

authority acc. to CAMD

FAQ No. 17
Change of the Yes
Intended Purpose? p{ Charta
if non-significant
Yes
# Chart B

if mon-significant

Software change?

**including shelf-life

L 4 L 4

I The change is considered a non-significant change per Art. 120(3c), point (b) MDR I

138 4, MDCG 2020—-3 Rev.1 Annex =djst 74 ot 325

e
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Abstract

A study on the Application of Clinical Evaluation Using RWE for Legacy
Devices in Accordance with the EU MDR

Nakyeong Kim

Department of Medical Device Engineering and Management

The Graduate School, Yonseil University

(Directed by Professor Sung Uk Kuh, Won Seuk Jang)

Due to the transition of MDR, implementation of the clinical evaluation system
using RWE for legacy devices within the framework of the MDR. The study
addresses the transition background of the CE MDR and its implications on legacy
devices, defining these devices and exploring the associated MDR requirements.
Significant changes to legacy devices and the clinical evidence required for their

compliance are analyzed.

Throughout the thesis, a combination of historical context, regulatory insights,
and real—world evidence literature aims to contribute to a deeper understanding
of the challenges and opportunities in implementing the clinical evaluation system
for legacy devices under the European MDR. The findings presented provide
valuable insights for stakeholders involved in ensuring the safety and efficacy of

medical devices in the evolving regulatory landscape.

Key Words: MDD, MDR, Legacy devices, Clinical Evaluation, RWE, RWD
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