creative
comimons

C O M O N S
& X EAlI-HI el Xl 2.0 Gigel=
Ol OtcHe =2 E 2= FR0l 86tH AFSA
o Ol MHE=E= SN, HE, 8E, A, SH & &5 = AsLIC

XS Mok ELICH

MNETEAl Fots BHEHNE HEAIGHHOF SLICH

Higel. M5t= 0 &

o Fot=, 0l MEZ2 THOIZE0ILE B2 H, 0l HAS0 B2 0|8
£ 2ok LIEFLH O OF 8 LICEH
o HEZXNZREH EX2 oItE O 0lelet xAdE=2 HEX EsLIT

AEAH OHE oISt Aele 212 WS0ll 26t g&
71 2f(Legal Code)E OloiotI| &H

olx2 0 Ed=t

Disclaimer =1

ction

Colle


http://creativecommons.org/licenses/by-nc-nd/2.0/kr/legalcode
http://creativecommons.org/licenses/by-nc-nd/2.0/kr/




o

tlo
1
>
10k
do
i
Mo
lo
il
24
g
o

2021 124

A
jlrﬂf%ﬂ 18!
o 6_']_0
E7l7l/&?§f‘ﬂﬂ
_"7
z 94 1@_4



A9 2 T4
A9 2 3 A A
4449 2 % 3 4

AA L o 5 <

2021d 124



bl g T2

9]

92 7]7] RAGRAE o

i1, of

A = 91

Jobzlttar »7A so] uatge] z8s

5

s

_
o

oH

oy
Ny

™

B
5%

%

A
ol

el

A
(5

%

+

o

4|z
o

iy
0

iz
o

o
=0

g

3 oolms]7) A 589 A4 AA

N

—_
"o

Am
%

R

i+

ol

ij]

o ZArE e,

2021d  12€



1o o



77
79
30

W
o B
= > R

34

Abstract e eeeaseesenncsaseensenaseencenscesacaseenesescenaeesscesesesenscesensssesenessensensssesscssssesssssnss



a¥ A

. 20073 ~2019\ o] & 7] 7] o)A AlE Bl H3F e 5

. Model of a process—based quality management

QYSHEIIY +veroesessesssssssossonsansssuntssissosssssassssassossssssssssissossassasssssns 10
TAA A" W 9mr]7] ERE gl oAt
jﬂ-f—;] Zé']_ .......................................................................... 57

H
M =
lo,
11
N
N
2
EN
b
ll
o
ot
H
2
EN
b
riet
S
oy
>
X,



b

=5

=

B e

=

ke

=< =S << =

=5

1. 20151 ~2019\d 2] 5 717] Aakey 8l F& o Ff o,

A AF T EL eeeereeeteee et 3
2. U 777 AZAAL G2 AR 4
3. FAPGAEE W EkA Y F gfAl G el B

B et 11
4, T 27 7]) O] AAFE] KL ILT] B e, 17
5. G O] B 7] 7] O] AFAFE] HLILA] e 19

6. &= 215 7]7] ol FAbeEl KA

(12771 HFA 2 9 80) Bl FFE e 19
7. FDA 9 87]7] o]dAtel]l Ha: Az 2 YR e 23
8. FDA 9|8 7]7] o] AAld ® i

O] B 7] 7] AFERF AJAD v 24
9. M= Form FDA 3500A o AF#] KL G oo 25
10. == A 9 87]7] o] AA ] HILT])BF v 30
11. == o) 87]719 A o] AFAH] B IAL7]BF cveveeereinenene. 31
12. = N S 57]7] ol gAkel HiAfe] g e 32

13. -8 57| 7] o] AAFE] K ILT7]BF ceeereveeemiiieiniieene 36



B Re B

=

B B B

=5

14.
15.
16.
17.

18.
19.
20.
21.
22.

9 ¢l Manufacturer Incident Report H il &% ----- 38
QJE o] Z 7] 7] O] AAFH| KL ILT] Bk cererereerneniseninienienes 49
PMDA O] AFAFE] B LA A o 51
A Form 8(&1=57]7] 2% - 4 S# BiLA)

HAL BFEL e 53
A7 3% mAe 8% N2 5 = A 58
A R Al @S X, dAdaH Bd Az 59
1 BFO] U BF O] AFALE] e 60
TIOBFO] O] AFAFE] crreeerreseerssensis e 61
5ATE] o 27]7] o] atel B4 g



25 Qo

] ols717] AZAE S17 SAl 258 o Al maAl 2 guel

gu77l AlxzAe du771E AHEste 5 SAGE o] dAbd e
FaL, Zt = 7ke] A g ol
TSRS Bl Zhedh Abdel diste]l Has sdsof st shA|RE, 7}
7k AT A2 UE ol FAtd BEAUAAES AMEEAL Sl
EotAl Y B57)7] oAl B E Felof s ASelA e o4

Abel e Bashy] ffs) 24 w7bE MR g2 BRusds w3 24 sk

0

b Amo| thate] AL @ ML 53

¢}

>

o o] AL
B Ay BEE, A 258 ol gabel muAlAE AA vk
T dATE Sl =Ed =4 23kd o577 oAbl BaAA 9




T 9R7|7] AxFAE A
T A 239 ol Al RuAA H L&t

o] =717] Al (Medical Device Vigilance)2] 5242 27 7]7] o] At 2] 7}
sAS FolAY, eSS WAsta gk wHRe Adns 945d ¢ e A

RE AFFonn B2, AgA A3 ke e st Aot

RIS ASSUA AR AT EE P, F3E opld & ot B

gk W29 $kslel= EEoltt. o57]7] Al (Medical Device Vigilance)+w
olg717] o]4Atdl Hil(Medical Device Adverse Event Reporting) %+

Materio-vigilance &= §o12% 37 A&t 877 FAG=TS Hav}



g Aol 2 Abde] diete] RSt glon, BuxtE FAORE Az

71gkol W Bas 3 sfjof ot

20199 8717 Akl e 728 o s AWuH] 98%F ek, =&
& 433xdo® Adon] 89%, FUNS 486xdow Hdddin] 133% 7t
otk U 9wV AFTEE 780xdew H 5d dA¥F 103% B
atlom, 20199 Ve = A9l 2070 =7b7E o mT) 7] AAAE] oF 89.0%
g AAeta Qow, F7e A 1092 AA 8717 Al 16%E A

a3 gth(E 1).7

Ak = 241 it
o7 7]7]
(=9 (=4) (9%) (=4) (9%) (=4)
20154 5.00 3.07 27.11 3.33 29.44 5.27
20164 5.60 3.39 29.19 3.66 31.51 5.87
20174 5.82 3.58 31.64 3.95 34.96 6.20
2018w 6.51 3.97 36.10 4.28 38.89 6.82
20194 7.28 4.33 37.10 4.85 41.60 7.80
Ad )
e 11.8% 8.9% 2.8% 13.3% 7.0% 14.4%
<3 ]"é‘
A
9.8% 9.0% 8.2% 9.9% 9.0% 10.3%
AT




a3 o msl7le e NARGE Ao A w d om
N7 AzQAe w7 ste w50l FAeAR, o8
Zotol e o gs]7] A ofRe] T4 ol dAd uE AFE WK

2 Assha AthE 2)

® 2. 2 o277 AxgAe] FE2a4Y

(5S]: )

5117k
=4 =7} 20161 2017 2018 20199 20204,
TE=ZFY
1 l=n 501 512 618 579 760 2,972
2 = 444 508 564 613 573 2,705
3 =4 250 237 257 237 769 1,752
4 SRS 199 197 213 216 218 1,045

Ul ol57]7] o] dAtdlE wHAESS 20199 51,9697 HaEglow 2018W

WA 280387 thH] ok 85% FUhebglem, 2017d RAAL 60787

e 855%F7FettH I ® 1.7 ol A FoFEetd Azt 20189 5UREH

W &7k-elsd o z717]0] thate] sl A BAE Foiek o At 9 ord

AR tete] HuE oWss =gaga’ ol Fa nt @ oA

Arel Bnu 2 £, Grh dAAEYE Fgsta vk 20189 R F <
H

37|7] erAAA

ju
R R
A
N
o
il
I
ot
ol\
N
rr
Lo
b
N
N
-0,
2\
2,
2,
%
ju
1_
N
o

3, o=7]7] ShHAAAR EUEPHAE Fo F7} 2

o577 AR} dEd b Az dste] Buxrt Astd rAE



SHEe 219

U

uuuuu

ﬂﬂﬂﬂﬂ

a9 1. 20079 ~20199 o8 7)7) o] AAHE »nu &3t

IMDRF+= ‘Strategic Plan 2020914 2ol&57]7]12] A& & A AAS] WA
(Enhance Post-Market Surveillance)s FR3A T 3tUH= A Ao,
GHTF NCAR(National Competent Authorities Reports) 8+ Z & 13S 7))
Astel Al 5 ol E w7F 3P EdA o R wEksta, o w7|7] o] Ak o
WA o)At ZEA R AMREE Bo] B AAEY] SS9
golo] zx8E AAargon” 2020 109e] wx3I IMDRF Strategic

Plan 2021 - 20259 Key Objectives & 3FH<Ql ‘Strengthening post-market

Lo

rok
o,
9
>,
>
>

surveillance for medical devices and implement regulatory life cycle
processest= #7e] 773} b A5 o my)vle] AdH EAZ A}
g Adw 22 2 A ALe WA 9 222 Fdew, 8]
7] olgAbE] mE Aol AgHE g0l ¥ Axwle] 4L 98] Harmonize

adverse event terminology?] &8-S M7AZ A At rt”



Post-Market Surveillance National Competent Authority Report Exchange
Criteria and Report Form(IMDRF/NCAR WG/NI14FINAL:2017(Edition 2))7}
ks o], IMDRE = Fholl 5rA9] Az 98 5 oddA X3 4

Fo ZURAAY 2T Asgel xS A % olg Baw ¥F 59 3

!

HE W3S 98 I A2 AFsta 9om,” IMDRF terminologies for
categorized Adverse Event Reporting(AER) - terms, terminology structure
and codes(IMDRF/AE WG/N43FINAL:2020(Edition 4))7} 20201l 2-3F= o,
IMDRF o]gAte] §of ¥ =] AbE2 AxdA7E 24 =7ke] A g =l
o dAtel & Hard wj o] 9 o]t m=e] dRAHS AT, AT
o] AERumgk Al AR A AEAES ol FAE HHASFE AL
A AN & Qs &, o dAtelel gk A&3 g % A PR A
I F AS Aoz odHa oY

Ul ofefEel B9 A FEat A28 Y (ICH) & &3 ‘o] oF3F o] GAL
4 ®u FAZFAANEBMRIY AHES 219 62%EH R’
E2B(R3)= o efFaAzst A (ICH) A /MEe]dAte]l R4 (ICSR,
Individual Case Safety Reports)E& A4 0= HAEst7] 98] =€ A%

FAA I FAEFM A AMES AT zhe] FRwe] folAgu}
AR AFFA o] AE o] IS ATT F glo], oAb HiLe
gdsts 5 o 9lom, xFESHE ol datd deolEMolxs 75T £ ke
= goh

S 98717 AZQAE 8IS FEGE T NG 8719 2
AE Aok shvl, A F wAss ol o) tHy AnE AWA
4 EE AAANNOE BAT W B9 o P nIBE FAY
naslobgeh AR 7} kel FARTE Az the o gAtE A At o4



Ao mEE ST Qol, T B/ ARAE Z2ke FAAGA 275
naAAe vhel s goEA shtel oAbt BAHAT A
o777 575l el e A S Sl AEAAE 509 BaA e sl
2 Zske] ARG wustn ek w717 ARAE A 71717k B
He @rke WA LPARE EFetel daggne £ 9 wesok 84
w9l ol Abdle] thekel 2 FbW A thE wuANS v A4sm

gshs A2 dAAoR ol o] 2

fr

e
ol

i

kA, 2 AFE Fule] o577 oAkl B Aol didt WA .
AV AAE ZAFSEY], U o 87]7] AZAA I 2577 o)A EE =
FHor wud F e FA4 239 g87]7] ol tE HuAAZS Akt

oM Zu9 987]7] o] FAd Ba A FET = A= §7] dFelt



w Ae =l 877 AxdATE FEA AT el o] Akl =
w2 Aol tiE Erte] A A oS A F = A WF-9 ¥

e
)
lo

<
ivh
et
N
%0,
rlr
o
>~
>
o,
ju
=
ok
i)
o
2

3. &7 ¥4

o175 7]7] ZAl(Medical Device Vigilance) % 2= 7]7] o] AL H L
(Medical Device Adverse Event Reporting)E #e]3ts= E2 7 g A| 28 o
AR Flstar Azt o FAtdE weld ¢ e AA 3 ZEAZd o
sho] gpebgit

U =717l AXPATE Ju7I7IE FEIE 49 We w7 987
7] ol gAtd Ha qtAlE AESt] AR, BAAF, BiE, Bax A
teto] spetsiar, =l ol 57|7] oAbl Bal 7Ea} 49 W FE=7FY] o
AAbEl Bar 71gks BA ko] S R7]7] oAbl B oAb A 5= A
AE A EAS FRdH Z FEe] oAbl B A4S EAskal o)A

A HAUAAE S & ¢ A= el gefdith



Tl

=0

B

ol 3At#E #E HA

ol
=

E]J__

=)
=

AAA2=E 0 8877

=4

1.

C

B
o
=y
£l
!
Ton

ol
o

7} B

g Al 2~ " (Quality Management System)

%

B

of wel Al oAFA

5}

274}

—~

3}

Fays

el
=

A& & (Product realization)

(Product)¢] 2= 2 #E& 0|

kv
=

o 73

-
=

il
uze]

-

N

ol

=

2y 2.2 12

o

A LE A Fol A

=K

Fo AAg

g wAste] 4

W3}, of

PN
T

o
é'é‘

=z
=

ol
=

gozn AFddA SACdA 1y

ol

4



Maintaining the effectiveness of
the quality management system

Management
N7 o .
and
Regulatory
Authorities
Customers
and Measurement
Regulato Resource ; E .
guiatary ‘ ranagamail analysisand - = Feedback
Authorities improvement
F Input Product Qutput
R Praduct
= @ u

I3 2. Model of a process—based quality management system

20161 3€el ISO 13485201622 /A EeH, Togr7] Az F F4
el A, [A12019-255 7 AR A ENeH, fgEr7] FAAYTAE
(ISO 13485:2016) 7W8AES wkdstol ‘olmr]7] AFAHUR 5 AAVIE S
FAZ3E ATt TYET7] Ax 9 FAHY 1H, o dF JHoR
828 RUH# % =74 (Monitoring and measurement)o] 822 &7+ 3]
(Complaint handling) % 823 Al Y=ol X il(Reporting to regulatory

authorities) Z38Fo] 1A= THIE 3).

_10_



B 3. FEAEG N Wl kALY 9 Aol Ba =9

ISO 13485:2016 2 "o]57]7] Az 2 Fd#E] 4, 9o =%

8.2.2 &7 A 2] (Complaint handling)

82.3 1A Z=rol H il(Reporting to regulatory authorities)

ISO 13484:2016 124 % Tolg7|7] Alzx 2 ZAAY F4, A= B
(Complaint)’& 3 o] Aestar Qo).
“EYHComplaint)ol & Z2Zo] A E Hloj ogr|7|e AW EFA W A,

=
goh Bvhs FHete B gk A B ARE Aol o a] AF8-H el
wel EdA e HSEAA st A XRE S 8T]7] o] Akl B H
28 Fo ARV #HE F Advk FHE BV Foll pAG Tl sk
A= HAL AR F o] dAtdEl(Adverse Event) Hial i T @aE
(Advisory Notice) @& tl/del slgst= Evto]gtd, fAIG o o5& HilF
ofdlw o] B o] o] AAb#E| K L (Adverse Event Reporting) & x}o]
=3

_11_



Th

s ofstm™,

o

A

5

b1 9

R Al el ®as

kA 2]

1=}
=

ol
)
oF

g AR7F gFAZ=ro] It

A7t @

E

2 AR

7l HE

EK

A E = A

2] (Risk Management), 2] 57]7]

)

7+ Al (Post-Market Surveillance) 2} =

ko3
T

73 Al(Medical Device Vigilance), A] %

ddse st

_12_



o] ZAtd @ A=A

o
=

=K

==
"o

ol

al7

bl o0

xg 3

o
=

B Hu, & Aol

-
R

, EA &

j
=

0

ulr
=

3}, ALgHE o87]7] AR(EEY, UDI, Lot(Batch), ##4

i

g2}l Al 1
Kol o

sk, 7t

b Hagu=HA 8l of

)

B

o

!

K

)

=3

X0

17 g

A el

sk
=

B

o] FAIG el Ha

=)
!

g
i

3 #

A

i
o

)

R

¢

i

R
]
o
o
~N

—

<H
e
Nfo

Mo
)

;OD
23]

N
o

&FA]

)61—

o] FALHl,

ki3

A2, A EE

o] o]g7]7] olAAtdl H.ar(Medical Device Adverse Event Report) A Z~€lS

8 Harsjof gt

T

_13_



g Fdsta, AE Byl BT dds HstE AS BAS s ordt
A HdS A AR 225 ebsta, AdE 2X7F HAEsta AT
5 AT ve AHE 225 Fd5te], FdE X7 A4S A=A
& gt =X fFads gdorsttt

ISO 134859 /A ZZAMA~E A|AZFA D dHrEX (Corrective Action

and Preventive Action (CAPA))¢|H, Al x| (Corrective Action)+= ©]v]

A AT J1E % Jlg Ba Are) B4 Az AdE 49 59

BuE R oA E EARSHE Bl A4 WA A Ade de

A3t Al A (Correction) 2 Al A ZX](Corrective Action)E 3 27 9

oA AAde sl & Hart o, oA dojux] FAARE TAHAS

A9 e b S A A9 MRt FAE S Qs $AT <4
E QPRI WAHYE A5 Rt Fad A8 Ak

_14_



o

e

T

ZRANAE

SR

Fohe A ellA

=z
a F

—
o

N
el

o3

=K

Hi

7}

NEIE

/\O]—

A G ol o]

=il
=

(Risk Mismanagement File) @ dlo|&

_15_



2. 98 7]7] o]AAtE B A=
. @

gu57)7l Axda 2 FaddAs TRV, A13EA1R B AISEA6
golg Teu77IW, A6xA4Zel wet FEALAAE FAF HAM, F

AAYAA = T9987)7] Ax 9 220 7+, g8 Ja57)7] 22494
2o #Aefet BxF W FAE) o] AL E Edtsta e B Al Aot &

g TRV, ABIEAY A8 e, TeRTVIVIN M@, A2Tx
A1, A3BEALE, ASlzA4el wet SJ57]7]e] kg 2 FaA % #d
d O AEE Asuy AR (57719 ARgel o7k F-zhg TAALE B o] At
H)E AFoFEetdAzE ks el wel Hustu ded HHdEAE
Fdsop . FAdur7l= TRV, A2EAY o577 A
dFste AFoln, MGl sr7le TAdNG 27| 7IH, A4zl <A
atol  Te]g7]71W ) o wheh b H FaAdd ddE RS ARy AR
7} el s ojo} s} D8N

A F o FEA A= oA I QAFEAY Aagk o577 tisho
el ot HH BIE 20189 59%E oFsegden) foav)y] 2z
£ 5 dHAd AR #Ele B A, 2 20199 4L MG ES Foke] F2E

CERR > L ACERF DI

Rag wae] SeHE AR Astm gom, oF Fi FTu % =9l gl
=

ol
f
e
©
il
N
N
o
)
il
_,>L
l
_.—‘;

_16_



-
e

o) 7] 7] 2 FAH (A 2D A,

)

B

AL, ol E57]7)9ke]

0] =
A -

R84

& abel, 9% gRel o8]

b ool Abel 7k Al

3|
“

o

tH, oAt

3l o} &

A~
4

ARE

sl

o

A 1o

0

S

e

o

o

A51%

Folg 71 71 Al 8413 |

ol

b A A5Z AL

5|
R

A AR Ao &

s 4)°

A E S Boasof

= E7hA] o)A

5

A A

PZO)

3]
s

pul

s o8 7)7] oAk i)

E 4.

2

A51F A1

o271 719 Al 3]

o

oo

o

—_—

—

0

—

il

—

0

™

|
N

o-

o)

aforah)

7F2 KAl

=
=

el

2

A51%F A1

T g7 71 A @A

o

—_
fife)

]

—_
fife)

s

~
fi%e)

_17_



R

o] A}l

A512&A01

RS
SRR

-
T

F

0

0

X

o

7

.

A5Z A1

R4

sk oAb, 1

PAbe 7t

A
o

gFWAY A

& 7}-

e
XOE_

ki3

<

71 ek

AL

304 ol ®i1
(Thet, 354

N

e
=
o
il s

rvzel

X

-

Bl

oj
o

=
e
I

o
ﬁo

ojn

_18_



o7 7]7] FAE G oAt E Badtr] flsid s TEA 1] g 8717 ol
At BaA (g7 71H 52 2o mel) B [EA 2] o= 7] 7] o] dAbeEl Al
M (MRS ARGt Aol okEQbd Aol Al EBoketH, SR8 HA
- (http://emed.mfds.go kr) & ©|&3AY FH- P2 FTO 2 o] AL R IaLA

£ AEE + UTE 5, 6).

R 5. §= o &7]7] o] dAd BalA

Hi & H 3z} H 3142
(2] 1] 9 57]7] o] AL
ol 271714 7 _
2 amel RuxEa7171852 %=
ol ALE B T BEE)
22} [ 2] 957]7] o] AL
T o57]7] MR A3 A (4H] A

¥ 6. 32 oJuv]7] ol AAtd RuA (B VHFA 2 ogol) B iV

T o gAR HiL g
B FF HxHudA, F7FRuda, AFRad
o S, =9l
H A=
T 7o
TR, S ¥ AT, A B 7TE

IR o877l A=A, 29 B

_19_



fv_All ~
- \mo :
% 5 it
) o ;
—_ i » R ;
2 = R
) il E N % :
Eﬁ.lg,w %%E hwww : ;
_dc m ; § C 760 mm_u 0 ol N
ﬂ : ¥ i i ! >
B , o] m ~ No B £ r :
E o mo 70 ]ﬂ k- O n_u .OL
gy X = 9 Sty : ¥ |
= o hil= o =T e SN VL :]o " E]E : i
— ° 7 7 7 m_._tl ﬂ 1]‘
3 = | W < o W oy = : 2 3
~o iy - o -~ E° o — ) OM s i
xX s 0 —_— 0 OH X >AO -
_ %! mo XK T n UL ¢ Ll
o | : Nﬂ_ : %/yl HA.I ) 30 0 Wﬂ nm
,mo U..# - = file) ,.UL Jl m :IAW._ »AO ,AO
o N ~ M o Ed - . % :
- 'Bo o o o= TR = 3 b
'Bo g 7T - i . : ;o]_
Hr T o AN :
= Hin - =0 o : , : 1;:4_.,“ :
~ 3 o 2 _ L ® R * 3
L 6 § ;oH E._o ~,
= @ e 2o 0 5 =
™ ol R ~ 5 ™ ; . : : :
™ e B = o T % c & L
JXI _i y Ec- ﬂL > —~_ —_ ﬂyl ~ 0
N T B 6w ° o " g
1_x| 1_. 2 ] , < W _
O = 3 5ok X v
7 &o o o J X —~ —_
Bo X N G - s s
gy oy o i - s
e B AN 7
HE &Ko o] | ' | | ﬂy
| 1 —
M- X ,Zﬂ K - oTy .
w N f TH X . 0
E . = i T
~ X & ﬂ
o] oy X, = 2 J_
_,_ oL u - Of
; —_
=0 : :
o : "
wAO
Yo w o
G
0 i~ HL
<

_20_

EH(A T o 7)




oA ma =

(b2} e 2 gk 2o AlsEel od b EA

74 = ) i

AH, FAR D 9 FHFHI Al 7]A])
A EA 2=

o] GAH]
og7]7] BARE

rTIE
TAex =
Z2] A
Zx| W - 39§48, ZAH(inspection), n¥k Al E

=278
M, FASE RYUHY, s A, 37 W
4, 718k (AHgA = A s T

AHA=

_21_



g, m=

vl  FDA(Food and Drug Administration)®] Medical Device
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717] olAAtEl S BRauwta 9lomw, MDRE FDAZF 987]7] AsS RUHH
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Abstract

A Study on the global harmonized adverse event

reporting system for domestic medical device manufacturers

Young Bo Jo

Department of medical device engineering and management

The Graduate School, Yonsei University

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

Medical device manufacturers should investigate and improve
adverse events or safety information that occur during the use of
medical devices, and report on reportable events stipulated by the
regulatory authorities of each country. However, each country’s
regulatory authorities use different adverse event reporting systems,
so In a situation where it 1S necessary to report medical device
adverse events quickly, medical device manufacturers may report one
adverse event in a different reporting format for each country. It is
practically difficult to write, report, and manage every time.

Therefore, this study proposes an global harmonized adverse event

reporting system that can manage adverse events in an integrated
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manner by investigating the procedures for managing medical device
adverse events and the adverse event reporting systems of major
countries exported by domestic medical device manufacturers. The
medical device adverse event procedure can be managed through the
quality management system, and the adverse event reporting
deadlines were different for each country, the major report items of
the adverse event report form were similar. Based on these results,
the adverse event management procedure, adverse event report
decision tree, and global harmonized adverse event report form were
proposed.

It is expected that the global harmonized medical device adverse
event reporting system derived from this study will help develop and

introduce a integrated report format.

Key words: Medical Device Adverse Event, Standard Report Format.
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