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A 37 ATESHR

AlA G AL 57 B4

1. ]9 AL2#AP AXE9 HolgHHolx A}
1) A3 & FAF ZEa3 (Postmarket Surveillance
Studies Program)

o A 3E 2]k (Food and Drug Administration, FDA)< Federal
Food, Drug, and Cosmetic Act(FD&CHW) 522z we} 37F 3o 9
571719 FA-golut shxte] HAel| fraigt AdE A S 7 Ae 2%
wolu 35w 577 T 1d ol AA oA E = AFolAY o=
Qo A ARG H = AWFAE AFE, o577 EAIE AdAl A
o
T

]I

7]
A% fAE AW F Qe AE 2obE POz FasA AEHE A
Fo) AzPANA AR F 2AE FARES AnT + A (6). 37
& B, 3g 2 AR T 577 #d o]t HAS A Y FDAE
A o5 8ol AEEE o877 AREEAC tEd FrrAdd A
H, oA 57|, s7F Al Yol EFEe Aol digk Uit oA
49 G4 AW, P48 B3 E- dgEEld wad oay 4n
of B, 4714, AE Bol tistel GBS AAA AW AR F 24 3
B e sr] o7k 8 AE HAES & A xgAd FA g 6, 7). Al
ZAA = 309 ool Al & A AYES FHee] FDAC 5& ®F
I 1570 ololl ZAME AlZbetal, 24709 ool At 555 ¢}
a1, Hol 367N LE7HA] 2ALE AAISE & FDAC Rarstt (6).

2) $-24 ®W 3 (Medical Device Reporting)

27171 4§ HI(MDR) 7A( 21 CFR Part 803)ell= Az A,



AP e AZEE RS FEetAY 2 dthe AR S G

= AA7F LA FATE AMES A =Y FDA ®Badel a9, 4
A= Fde FA T st Abgolu e RS oFr|st AW ofY]
Ae F Ao A4S dA =W FDASE Al zAR, ZA7F 2253 ¢
vk AxA e Harsjol st o]m7|#E u7]7] #HE AEE S
A zArel FDAoO B ®asta, AF3 dde A24s 542 Ax=9A
of ®arsjol atar, wid 19 1947b4] FDAoO| A#H KA E A= oF g
o (8-10, & 1) g57|#o] 717] 2#85S Bud oF= glxvt FDA
o] ¢td Arw = fHaf Ale Ba = £ Sl olygt

2
o

A
PN
_’_O

el MedWatch
)

ATt (8,9, & 1)
Bz} By AR HFA B 317] 3%
Alal =A)F w1
A, SEDEER
e &Eol digk 30 FDA
H A 309 o]
aL
FE B et
A 2= A Al = e o1
EHE = F UE o1 7] ol 2 Hg]
Al z=A7F Fdash FDA o
[e]
olWlEd] et 52 o el
HIA
O]X o] i=] E
AR A ww | FDA, Azqal | aETH
PRSP 309 o]
THH 912 A 2 H-E
A% Ha A ZA A
309 o]
912 A 2 H-E
7171 #dE AP FDA, Az A
° " 102 o]y
717) B4 A7+e A=H AA L =T
Q487]El]— AEART IS = Sa B 6 (O]'qulxl o). h84 = T
745-, FDA)
/\]_u} ol ==X
° ;‘i"o " FDA d 19 1Y

_Vi_

(8)



3) F24 2] (Medical Device Tracking)

FDA+= Az AANA & F HATHLE A&5= ﬂx}”ﬁ]% e
He 42E AT ¢ S 298 FERIES 98s)7] 2w
74 (21 CFR Part 82D 14 w8ttt (11). o &571717F gk A
el Az 1Es et S0 FYU 28% A
TE &olatAl st7] fsto 25 weoly 35w 577 T
A ol Aste AE, SR ARelA AgHE AW fA
71719 EAZE A AAg FalE 71E 7 e AFS FDAVE 4

Yk (12). AlzdAE bl A ofz dwju] =] &2 A

o
F2 3¢, @A A AvjE AF2 10€ odldl F8g JHE A Faof
3

4) 35 (Recall)

1 FDAZE #elsts WE Suket AFS AAdAY nAshes
P

g
i

HE wET (13). #4398, Fokd 7Rk o]l AU AFe] A&
AFoZNEH ¥ Bt % AL Bost7] & AzxgAt 5 dAt
21 CFR Part 7(c) vF7gell we} Apxow AdsiAy v ofd H7t
(Health Hazard Evaluation)& &3 #13 <ol @t 37H4 595 <+ 3t
U=z BRFsle] FDAS 3o 98] 39t (13). o=57]717F A7

kst e ARE ZASAL Agel ol § bsyel dvkn e
5% 4% 21 CFR 810 #4300 wet 24 8% 422 Wd & 9a, o
A EH AA Z2XE AP 9 21 CFR 806 17l w2l 10€ o]l
3 =

AW WS FDAl Al=sfoF st} (14, 15). AZHJA7F %4
A A FDAYE 2717] 815 dlolgulo) el AN S, 5 oat
Siol BRHW T AW R Fal tiFolA LA (16).

5) HlolEmo]~ H )

Mol obAA AR dolEuol st AzAe AFEAT}E o277

~ vii - A ||1_]|



ol ANElE  HaeheE EZ2 99l Manufacturer and User Facility
Device Experience database (MAUDE H|o]E o] ~)E 3] o] AAld

=2 3lols 2= o] 3T
g gls 5 (17, 19 2). A& A4 (product problem), A&
= A z= (== =
o w (product class), AF1 & (event type), 22 ™ F (model number) 5
ksl Ar ol Ao 7l A HS ]i;}oq A A= &
theFsl AR HA ol 7lsslH, AAHS 30 N Alw, B8
o] A e L
52 M JEIF AlF I
MAUDE - Manufacturer and User Facility Device a
g
Experience
© FDAHome @ Medical Devices @ Databases
(" E10{k) | D=Movo | Registration & Listing | Adwerse Events | Rzcalls | PMA | HDE | Classificaion | Standards
m"’wﬂ CFR Title 21 | Radiation-Emitting Products | X-Ray Assembler | Medsun Reports | CLIA | TFLC
& EIEE El
500 records mesting your search criteria retumed. The results are incomplete - please nammow your search.
Mew Search e, Export o Excel | T8 Halp
Manufacturer Brand Name Date Report Received
Unknown Manufacturer unknown brand name 11/30/2022
WHELE LLC. MIGHTY BLISS EL ECTRIC HEATING PAD 1112972022
APYX MEDICAL CORPORATION REMUVION 11/29/2022
SMITHS MEDICAL ASD, INC INF SET CLEQ 31"6MM 11/28/2022
SMITHS MEDICAL ASD, INC. LEGACY ONE 6400 11/29/2022
SMITHS MEDICAL ASD, INC. LEGACY ONE 6400 11/29/2022
RMS MEDICAL REPRO-MED SYSTEMS, INC. DEA PUMP FREEDOM 60 11/29/2022
EXACT SCIENCE CORPORATION COLOGUARD 11/28/2022
BEAR DOWN BRANDS_LLC PURE ENRICHMENT PURERELIEF,; X1 HEATING P 11/28/2022
PROCTOR & GAMELE / KAZ USA, IMC., AHELE VICKS PERSOMAL STEAM INHALER, V1200 11/29/2022

719 2. MAUDE dlo]Elso] 2~ 2 A

314 dlolg Mol 2~ AF AR, 35 Abfr(Reason for Recall), T+
A2l (Root Cause) &2 #HMo] 7lsdtH, 3|4 9 A4 HAERE &
o1k 4= dtt (18, =¥ 3). Medsun FDASF A ol &7]3 Afo]of A
o5 7]7] A& BHEE EAE AW, olsfistar sjAstr] A% V|HeE
Medsun Report HlolEjHlo]2~E FajA o &57]7]9] <
& du (19, 19 4).

A4 ARE

~ Viii - , i 3 H @1 T



Medical Device Recalls

© FDAHome © Medical Devices @ Databases

110 10 of 500 Results * EEE@ E
New Search =
Product Description . %?::elal . [ PI;E;\inR;letle .

| Delics o Nose MUOEESE T8 et 2 12232022
%w 2 12230022
Wm 2 1202372022

. WW 2 1223022
%W 2 T —
%W 2 1212205022
Bevacicar 400 Dighcer Product Code \U746L Used ToTreal Ghrane 5 —
%ﬂ%lgzrﬂﬂuc! Code: 114743M. Not Distributed In The 5 A
Wivid 56 Ultrasound. Used In Ulirasound Imaging And Analysis In 2 122302022

Fetal/Obstetrics; Abdominal/GYN..

% 3. Recall Ho]lg o] A2 3}

Medsun Reports

© FDAHome © Medical Devices © Medical Device Safety @ Medical Product Safety Network

To®

510(k) | DeMovo | Registration & Listing

WW CFR Title 21 | Radiation-Emitting Producss | X-Ray Assembler

DEEEE & @EE

Medsun Reports | CLIA | TPLC

185 records meeting your search criteria retumned - 11/21/2022 12/21/2022

New Search

‘ Device ‘ Device
Erand Manufact.
Cardiosave Datascope Corp.
ACCOLADE™ MRI  BOSTON SCIENTIFIC
EL DR CORFPORATION
SUREFIT Conmed Corporation

no brand lisied WELLS JOHNSOM CO.
Olympus Gyrus Acmi, Inc

Results per Page

M Evpont To Exeal | 00 Help

Recalling Firm .

Acumed LLC

Acumed LLC

Acumed LLC

Acumed LLC
Baxter Healthcare
Corporation

Baxter Healthcare
Gorpaoration

Baxter Healthcare
Corporation

Baxter Healthcare
Corporation

Baxter Healthcare
Corporation

GE Medical Systems, LLC

Adverse Events | Recalls | PMA | HDE | Classification | Standands

E-Emunm Exeal T8 Halp

Device Cauged/ Report,
‘ Type ' .’Cum:n'huted " Date

System, Balloon. Infra-Aortic And Control Potential for patient harm 1202172022

pulse Minor injury to the patient or 12r20/2022
(non-CRT}) health care provider
ELECTROSURGICAL. CUTTING & Potential for patient harm 12/20/2022
COAGULATION & ACCESSORIES
Pump, Portable, Aspiration (Manual Or Potential for patient harm 12/20/2022
Powered)
Bronchoscope accessory Minor injury to tr_le patient or 12/19/2022

1% 4. Medsun Report @o]E]Hjo] 2

=

1X

ERER!

health care provider

o) .-"{\.-E _.I:J::._ E %:IE" 1_1]

- |



2. T EY AT AXQ HolgHolx @3
1) A7 & %A} (Post Market Surveillance, PMS)

-
=
w
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Y
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e
__)rl_l“
X
Y
D{I:I
o,
)
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N
offl
2
e
i
o
517
il
-
iy
ol
K
iy
HTl
ol

A BAEHE fFAE ] s ARQATE et B des 2k (20,
21). olglg PMS A2=®l2 AA 98 st gu77)e F4, 45 %
bdoll gk #d dHolHE TE Aol AAMSR £, 75 3 24
st Hod AeS EEcty AARAXAE 24, 7d 9 EYUHIS =
ol Aol gt (21). PMS Al&=dloA 38 Aae 98/015 4
I @AY JdlolE, AAFxA 9 e ot AT HulolE Tl

A= PMS 39 432 PMS K

AFEET (21). 159 95717 A=Y
2AE, 29 SF oB8r|7e A7AH rdA AR H A (Periodic
Safety Update Report, PSUR)E ZAdsta F7]4 o= ol Es|of 3t
ot (21).

2) AE = FH3AFE A3+ (Post Market Clinical

FAE, 977]7] dA~ER (Device Regustry) 258 F&3 dlo]ge
R E offde] 77l mmd SARRH w3 dolHe dE
So] At} (22). PMCF A3+ 245E ©23 fgolget A28 Ayt
B2A 20 AM A SAE Alweted &85, AFol FF 2 A

5 - !
- x - "':I'H-_E _'H.I.-_-I-.



3) ¥z W1 (Vigilance)

AzAA= FHodA DA Foigh o] Ak, M HAAIA A
(Field Safety Corrective Actions, FSCA)S A d=to] Hadfof 3t}
(21). gk o)A tH Y AAxd wet ¥5 B AZd 9 7
A= oPdAlElE 2, AMY EE d7)X B 1At e &4
A= oA = 10Y, , 299 A g-ol= 15¢
(21, A=A FSCAE UwstA AAsior o= 455 A9t
FSCAE 2A|8H7] o] e A Agle] A4 ok &2 (Field S
FSN)& A&l oF g (21).

AxGAE FUHE 92 VA £ Qi A4F Aask AL w
A4 e PAgol oy Ze7t BAH
2 RS F4E APl AAN2WE Bl $F BI(Trend

Reporting) 3l ok st} (21).

>,
K
lo
T
o«
H
rir
>,

717] £% 5= A 2~€(Unique Device Identification, UDI) 2. & 9] 8 7]7]
5 2 g FHT  qlojof gt} (21).

o] A oz 7] ARPAE AFEH A o)A 7= (Implant Card) 2
ARE Aol drh 2. 37 ATstes BRAA= AFS AET F
U AE, AFY 7 el g FR R Aad AR W, AL
SAEAY e ARE Xt A7t 71715 HEHA AFEE 5 Q)
E5 8] A% 7le AR Feol vk (21)

. r L '|':
- X1 — -"x!'ll'_.l'



) 3T
fre rAlG Tl A= SApe] AAoly b e FF Hild &
T sl dA¥s 2HeAY #H 95771 % (Medical Device
Regulation, MDR)S +43F4] &% STsIAY FE A
&

ALY seE a7 5 Y 2.

6) dlolEulo]~ &3}

Aol A ARSI Q= o577 E Qlste] A7 e A
e AV 919 TheAde] BAE A
ARZE A H= Bal, AL H7E o E, g2 g 5 dF
Z 2 ((Field Safety Corrective Action, FSCA)Z &l oF 3t &)
7P Ao A obd E A (Field Safety Notice, FSN)Q HE =
Haugrh wepA FH1o ATl o] dAtE 9k S FAHEE et
A eka A|ZzARe] FSNE & Algskal JAvh23-26, 17 5-8). upe}
A FSN& &<lat7] fsiA e dld #de I E e oAt o
A, Bl AR ik Al -8 Bheto] Zhs sttt

—

1L
o
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* Federal Institute Q SEARCH DEUTSCH PRESS CONTACT ' TWITTER
S | for Drugs
and Medical Devices

Medicinal products Medical devices Code systems Federal Opium Agency About us News

> - > Riskassessment > Field corrective actions

Field Corrective Actions

Date Title

27122022 Urgent Field Safety Notice for ARTIS pheno, ARTIS icono biplane/icono floor by
Siemens Healtheare GmbH Advanced Therapies
Product group Radiological technology - radiological equipment for vascular
diagnostics

Reference 33949/22

23122022  Urgent Field Safety Notice for Storage solution for blood platelets SSP+ by
MacoPharma S.A.
Product group Injections / Infusions / Transfusions / Dialysis - equipment for
collecting blood products and peripheral stem cells
Reference 33559/22

12.20: Urgent Field Safety Notice for EXPRO ELite Snare by Vascular Solutions, Inc. °

Prndiict meaun Tninctinne [ Tnficinne [ Trancfuriane [ Niahueie  rathatnre

19 5. = e] FSN A sk

a nSm Q Domaine médical me‘ o

s e ot ok

Asmerseos Informations de sécurité crmes

Actualités

= G RAPPEL DE PRODUIT « DISPOSITIFS MEDICAUX LE

Bulletin officiel des actes,

ooh oo st ave Prothése totale de genou a glissement (orthopédie) - Composants tibiaux NexGen Complete Knee Solution Stemmed Non augmentable Option - Zimmer Inc
Cette action de sécurité est envegistrée a IANSM sous le n° R2232791.

Disponibilité des produits de

santé RAPPEL DEPRODUIT = DISPOSITIFS MEDICAUX FUSLIE L5

Prothése vasculaire - Polythese IC - Perouse Medical

Roscensiic Cette action de sécuriteé est enregistrée a FANSM sous le n° R2234274.

Documents de référence B
INFORMATION AUX UTILISATEURS = DISPOSITIFS MEDICAUX

Craniotome (méche de trépan - Anspach Emax 2 Plus/EG1 moteur électrique - embouts de craniotome - The Anspach Effort Inc.

Informations de sécurité

Cette action e sécurité est enregistrée 3 ANSM sous le n* R2233028/R2233310.
Dossiers thématiques

INFORM - UBLIE LE 27/12/202
Espace presse Cardiotocographe MososCTG - ICT Healthcare Technology Solutions B.V.

Cette action de sécurité est enregistrée & 'ANSM sous le n° R2233024.

Contactez-nous

INFORMATION = DISPOSITIFS MEDI VITRO PUBLIE LE 27/12/24
Moniteur de surveillance cardio-respiratoire - Moniteurs B125P/B105P/B125M/B105M/B155M- GE Medical Systems Information Technologies Inc

Cette action de sécurité est enregistrée a ANSM sous le n° R2234635.

INFORMATION AUX UTILISATEURS = DISPOSITIFS MEDICAUX DE DIAGNOSTIC IN VITRO 705

Epoc Blood Analysis System - Epocal
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All publications v From de-g-g [m] Sort by Publication Date v
To GE-g-2 =} Direction Descending v

O show only updates

& Export results | <& Copy link ~

Swissmedic

Date Manufacturer Trade name Product descripti f
2721282022 Roche Molecular Systems,  cobas SARS-CoV-2 & Influenza A/B IVD: SARS-CoV-2finfluenza  EN-1 Vk_20221227_01
=] Inc. Model: 09233474190; 09446125190 A/B nucleic acid IVD, kit,

nuoleic acid technique (NAT)
cobas Influenza A/B & RSV UC

Model: 09233962190 IVD: SARS-CoV-2/influenza
A/B nucleic acid IVD, kit,
nucleic acid technique (NAT)

27%.12€.2022 Ortho Clinical Diagnostics ORTHO VISION Analyser IVD: Blood group/antibody EN-1 Vk_20221223_30
=] Medel: 6904579 screening analyser IVD

Lot: Not Applicable

S/N: Not Applicable IVD: Blood group/antibody

P P screening analvser IVD

¥ 7. 291229 FSN A st

Drug Safety Update

Alerts, recalls and safety
information: drugs and
medical devices

From: Medicines and Healthcare products Requlatory Agency

Search 412 messages B Getemails ™ Subscribe to feed
B -
~ 3 . 5
Messagetyne Field Safety Notices: 19 to 23 December 2022
1selected

List of Field Safety Notices (FSNs) from 19 to 23 December 2022.

Field safety notice Alert type: Field safety notice  Issued: 23 December 2022

|:| National patient safety
alert Field Safety Notices: 28 November to 2 December 2022

List of Field Safety Notices (FSNs) from 28 November to 2 December 2022

I:l Device safety information Alert type: Field safety notice  Issued: 5 December 2022

[] Medicines
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Search  AAHY

One-stop PMS platform

=7t e °xt 25 BlA 7Iet
EU olagAt 20221230 Medical data processing (software) - others Nostos Genomi-++ s
EU OfAbARRY 20221230 In-vitro diagnostics - haematological, histological and cytological -~ Beckman Coult--- s
] OfAAR 20221230 GMDN=00869346000200 Mobius Imaging EXEN
EU olAgAfR 20221230 Extracorporeal membrane oxygenator Medtronic Inc. ESTES
FDA 3% 20221230 Instrument, manual, surgical, general use - MDM ENDO Pharmac--+

FDA orEy Y 20221230 ACCESSORIES, PHOTOGRAPHIC, FOR ENDOSCOPE Ambu A/S

EU Ol&hAR2| 20221229 Preloaded intraocular lenses Manufacturer: -+ mgAa
EU OfAbARH 20221229 Infusion Base, Infusion Pump, Syringe Pump Fresenius Vial Zga
EU OfAAtel 20221229 Cardiotocographe (accessoire) Philips oA
EU OfAAtE| 20221229 In-vitro diagnostics - equipment / products for clinical chemistry Diasys Diagnos- s
EU Of &AL 20221229 Surgical equipment/ Anaesthesia - surgical equipment Medtronic Inc s¢
EU Of&Atel 20221229 ‘ Fixed X-ray machine Siemens Health-- ESES

19 14. One-stop PMS platform H <1 3}4

FAFANA =7h ARG, B, kA AR, F5, AL AR
E 7w AAste AAE & d=E sk (2" 3).

Search AL

One-stop PMS platform

19 15. One-stop PMS platform 74 3#

- XXiv - % A -."i- 1” "’j} T]'r



1

ol
ol

Fe 20199 71 At

5|

A eobu] sl

L
R

g FdFo] Adz Fzhs)

O
Hn ol
G Mo | o~ | © | 2P o o n | o | m | o
el WA
el
il
L
N
L =
=
_ ol
Jxﬂ: r aN| — o N o o o Te) o o o
= o
A
—
& o
Te)
il o | o —
GG GG R z
3 | X - _ ~ A _ ~
= |0 % | | X do | o o X0 %0
cl | = w || = ) —~—
BL - 0 -~ ok 0 ~ 0
E#E \H_Ol 0 0 0
GE
)
"o = on 5N - B
B do | = =) g4 5 & §
e N m N o s = e
A I W A £ 9 gecz
G m nzu = H SIRES = o»
<
do m mr L N Hr
= ol i o) oW i
JEINY))
X M
[al
o o ~ na i ) WW % 'y
o g fir W £y i G
8 IS
e P
)
o
o O

el
=
]

B

=

&

gl
il
=
0]

o}
{4

—_—

|
—

el

oA ahtel

&

Gl

A

o7 7]7]

KeX
T

One-stop PMS platform

il

7N

o]

N

el

W

Wr
H

ok

¢

o

—_—

0
o

G
o

o

0]

el

e

IH
M

m}

o)
i

o
<

- XXV —



A4 AL

=
=

Fall AE= N

T

3

=
H} 5

EBRES

e
=]

7} wAe) Al gel

€l
=

shibel Al

ofo # AFolA=

At

0]
s

SR

she

3 of

—_—

o

o

3tk One-stop PMS

)

Aeom T

3L O
NES

ahitel

=
=

platform=> 7} vebe] fA] F=rel A Ho ' o]

, Recall,

1 MAUDE

gl o
= v

4 ARl nuIFo] A B IA A

= =]
I s

1

S

A

3

d

S

Medsun Report®} 3 ol

o] =
AR -

L7 A A

PN
T

ol
o
o
]

fvze)

7o
</
o

R4

gHEFSN)&

<]

)

ok

¢+

o

il
=
]
w

==
4

&

w

o

0]

ki3

i)

el

il

|
—

w

el

A

7171 &l wet o 57]7]

t] o] § # o] ~2(EUDAMED H] o] § ] o]

o

o
o
o

1o

2)E

bubol

)

AEE

=

9] 91 3] (European Commission)ol] tw}

A

]
T

T
Ay |

- XXV1 —



g Aot (38). o]

B %3 wEo T&

el

7o
</
ol

71ell

gl

2

)

2024

ol

o

B

—

O

i
ok

0

_ITI

A Al

Fasi &

= Aol

gl

EUDAMED tHlo]gHo] x5 F3t

ol
0

o
=

B

o

to2 ol obd dujs dojm z

S

oF sfal, Awjsr doj= K arsfof

o

ol
%

)A

Wr
H

ok

¢

ol

0
o

0]

w

—_
o

M
iy

™

—_
file)

e

A ol A

=

7§ kato]

KeX
=

1, One-stop PMS platform

%l One-stop PMS Z#Zo| FZW o] Al

gl

=
—

3 AR EA A RO

7%

.
R

I

file)
N
N
el

el

il

il

o

il

o

A4r

il

Nro

0

gl
mr
Him

file)
Gl

el
Nm

o
B
\Ulo

—_—

<

el

N
il

7t o877 4

o %

=
[€)

ot} F 7kA 7]

el
R

¢

ol

e

el

ol

- XXVil —



A, 771719, 2021,
71717 4 8, 5717 e A, 2022, URL:
https://www .kmdia.or.kr/KO/document/center/center0l.asp
3. st A R, 2021 9577 A e BaA], 2021
4, A F o FEAA. 20213 A F e kR B AR, 2021
5. FDA, Section 522 of the Federal Food, Drug, and Cosmetic Act
(FD&C Act)
6. FDA, Postmarket Surveillance Under Section 522 of the Federal
Food, Drug, and Cosmetic Act Guidance for Industry and Food and
Drug Administration Staff, 2022.10.07.
7. gl B ol A du Ay zojFro]d aFgol, o577 3t 7Rk
AR AR A A A e mEE A 2017
8. FDA, Mandatory Reporting Requirements, 2022, URL:
https://www.fda.gov/medical-devices/postmarket-requirements—devic
es/mandatory —reporting —requirements—manufacturers—importers—and-
device-user—facilities
9. FDA, Medical Device Reporting for Manufacturers Guidance for
Industry and Food and Drug Administration Staff, 2016.11.08.
10. FDA, FDA Guidance: Medical Device Reporting for User
Facilities, 1996

11. FDA, Medical Device Tracking, 2022, URL:
https://www.fda.gov/medical-devices/postmarket-requirements—devi
ces/medical-device—tracking

12. FDA, Medical Device Tracking Guidance for Industry and Food

and Drug Administration Staff, 2014.03.27.
13. FDA, Recalls, Corrections and Removals, 2022, URL:

https://www.fda.gov/medical-devices/postmarket-requirements—devi

2 2 11 i
- XXVl — A . _|i s
|



14.
15.
16.

17.

18.

19.

20.

21.

22.

23.

24.

ces/recalls—corrections—and-removals—devices

FDA, Code of Federal Regulations Title 21 Part 810

FDA, Code of Federal Regulations Title 21 Part 806

FDA, What 1is a Medical Device Recall?, 2022, URL:
https://www.fda.gov/medical-devices/medical-device-recalls/what-
medical-device-recall

FDA, MAUDE - Manufacturer and User Facility Device
Experience, 2022, URL :
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/search.
cfm

FDA, Medical Device Recalls, 2022, URL
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm
FDA, MedSun Reports, 2022, URL
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/Medsun/searchR
eportText.cfm

Fotol AT, ¥ AFEAST &7F - JdAE7E 2022, URL:
https://www.igcert.org/theme/rt_igcert/product/igc_071_PMS.php

EU, Medical Devices Regulation (EU) 2017/745

EU, MEDDEV 2.12/2 rev.2 - Guidance document Medical devices
— Market surveillance — Post Market Clinical Follow-up studies,
2012

Federal Institute for Drugs and Medical Devices (Bundesinstitut
fir Arzneimittel und Medizinprodukte, BfArM), Field Corrective
Actions, 2022, URL
https://www.bfarm.de/EN/Medical-devices/Tasks/Risk-assessment—
and-research/Field—corrective-actions/_node.html

L’Agence nationale de sécurité du médicament et des produits de
santé, Informations de sécurité, 2022, URL

https://ansm.sante.fr/informations—de-securite/?safety_news_filter%

3 " i LS
- XXiX - A =1 i ol



25.

26.

21.
28.
29.

30.
31.

32.

33.

34.

3.

36.

37.

38.

bBsafetyNewsModels2%65D%5B%5D=3&safety_news_filter%sbBstartD
ate26bD=&safety_news_filter%5BendDate265D=

Swissmedic, List of Field Safety Corrective Actions (FSCAs),
2022, URL : https://fsca.swissmedic.ch/mep/#/

GOV.UK, Alerts, recalls and safety information: drugs and medical
devices, 2022, URL
https://www.gov.uk/drug-device-alerts?alert_type%5B%5D=field-sa

fety—notices

Ao oFEbAA, df e & mAFE AT AEFH, 2020

A F O FERJMAA, =77 Al F A A5 7ol =k, 2022

A FOFERJMAA, o577 A Ibel] #F AR kA A A
2022-70%)

Ao oFEIAA, o577 AEIE A5 A, 2017

A F O FERJMAA, o577 FAE T b BR #e ol #e g
g(A ekl LAl A12022-34F)

A F O FERMIAA, FA AN o577 e shol =g, 2021
Ao oFEIAA, o577 AdA B KA shol =gl 2022
Ao oREIAA, =7l ofAkdl AHE, 2022, URL
https://emed.mfds.go.kr/popup/#!'CECAO01F010

AFOFEJMAA, 8577l Ig/AWFTA, 2022, URL

https://emed.mfds.go.kr/popup/#'CECALO1F010

21 0] oF 5 QFH A, o 57]7] kA Ag, 2022,  URL
https://www.mfds.go.kr/brd/m_550/list.do
A FoFEbH A YgEV|IVIAARYEY, ddAddR - F2RE AHH,

2022, URL : https://udiportal.mfds.go.kr/brd/P03_06

European Commission, EUDAMED Time line, 2022.06, URL
https://health.ec.europa.eu/system/files/2023-01/md_eudamed_timelin
e_en.pdf

- XXX - "':r"‘-. _\.I_.I_ -I_-]i .-".ll_ i3



=)
T T

One-stop PMS platform 7H 2 0] Ci{ e 22| M
DHE S A A0 BHE 2T HopRE FM M SAELCH

AT F EAHEE(Post-Market Surveillance, PMS) 0 CH&H 2|2 2| 220 FASEHLE S S8 21212 0|
ARALE|, B EE, 2| E HE 5 & o] S £ fle ERE((THE) One-stop pms platform) & 7'
il Fom, siE FHEE NS H 2R HE 4L 280 2|Hg §HEAX BRES T W
#pnE s ch

ARESHM LS HlAE BE S BV B STEY St of2 B o E 0% gLt
AEeh AT pMs BEE ST SmET O0h2 =25 SeiZEAY o

HE AL YSECUE ~8F WFHCIH A E2 HET AT WFMM ZFAZUCH

el ArghoL 2 3H H gle s M ofge| PR S BeFA M LA AL

* I

1

S
=T

g7 2ot

[ ®7)-mA}
[leizez
[ 7

[121ek

- xxxi - -__x* ;&i



4.

&

7.

St 2|2 272 AT E A S Post-Market Survelllance, 951 PMS)0| CHEjM 22 <

1.
HyLay
B el ef IS B HABLICS,

() PMso] CHElA B R a Rich
() PMSE 2D ME|D eS| RECE
) pMsO] CEgA REC)

o

(__IPMSE & S0 BTk

2 7lEe PMSE SET A LS D JlgL e+
B e BRI E R BATEILICE
() PMSE AlW3| 3 2ict

() PMSE A|BSET K] RO

3. PMSE SIF| HRHLYH O, 0lF7t RAY LT (B2 E s

[ pmsE =T o1 g5
[] == Aol ofLl7| mE
[Irms =3 SHE SatM

|_' 7|l

4 PMS EE T 0| dAL, 58, 212 HEls S008ls F717F o2 A g Ty -
B el Ef SIS HABLICS,

_n
el
(]
_d
7k

- xxxii - i



8. 5. PMS EE A MBots ERES FAYYMN? (BExSH S

[[] S8 (https./fudiportal mfds.go.kr)
[ ] 012 (https/ivwww s fi wiscripts/cdrh/efdocs cMAUDE /search cf

[ =2t~ (hitps./ansm.sante fr/)

[ 93 (hitpsrwwe govuksdiug-device-alerts)
LJ_\intht.H - e ek
| =

9. 6 U EUBUM SESICLL SFE HO| A0S 2/ FEEFLUCH

[ 52 nzse mes?| og
[ a7ty 2228 547 ctE
[()5mg, o|alary, 218 =% 202 224 o 1t

[]7Iek

10, 7.6% FUFM SHsCl SRE HO| 0T o H FESFUO

A ==

[ ety

[ % i85 Bolat2i0 BMS siLbY CH2 2 sjof g
(&% mEe @7 g

[l =718 825 HAI7 0HE

[l e=ta, oM, 2|2 HE 2z gelsop ¢

RELE

1. 1 MEE BAUE0 HUELHA ARSI ST
B el epRIE R BAIRIL(CS

-

I AREFICL
() AME®IE| gerh

- XXXiil - i L jﬂ —1—?_-,' Eﬂ



120 2 W EElM ALRSHAl Berta FESHIOE olFoL fAg Ut -

13, 3 MER ZUZHM YHoE AUNSH SE 7SS0 2URUT (BeSRT15) -

[ 3712 ol4ald, 2548, 22 58 Hs
(3218 unM BE =4 2|5
(&= oA, 258, 218 54 24
[ad a5 agfss

[ 3=7)4 o5 o 2 My~

EL

14 4 MEF SHEHM PR AFeH B 750 FAYUT (O, Bat=R 8% -
?ls 8)

EFR ST A A 2 AFEL|CE
S{RAEOILE 3T Y U2A B of2ie] HEHE BFAIY FAI S

MBS 2| 27| 7| L=t At 2|RK|

Tal.
Moail.

0] 2EEE Googlen] BHEHLE £ 0153 HEEUCL

Google 2 F%|

R o A&

sk
SIWVERSTY



Abstract

A study on the proposal for
improvement of medical device
post market management
system based on safety

information collection

Choe Minji
Department of Medical Device Development

The Graduate School, Seoul National University

The size of the domestic medical device market reaches an annual
average of 10.6%, and it is an industry with strong regulations in
that medical devices are used directly on the human body. During the
initial design phase, the safety and effectiveness of the product
should be continuously monitored throughout the entire period after
marketing.

The number of medical device adverse events reported to the
Ministry of Food and Drug Safety increased from 137 in 2010 to

53,904 in 2020. As products of various items are released and the
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medical device industry develops, the number of abnormal cases is
also Increasing exponentially. In this study, the medical device for
post market management systems in the United States and Europe
were compared and analyzed with the domestic situation. The
difficulty of collecting safety information was confirmed through a
survey of medical device companies.

Based on the analysis results, a one-stop PMS platform that can
check safety information for each country in one platform was
developed, and a post market management method of the medical

device was proposed in consideration of companies.

keywords : Medical device, Post market surveillance,

Safety Information
Student Number . 2021-24145
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