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1. 93 A =(Severity) H7}
o] A o] AF W& L o] A FEREZE Selsle] thSo 7l uhet
3 7} gkt

}oA% e

BA &

(Negligible)
2ol AZAE o] BAH A JEFS 2P eA Fe AP
1. 71| (minor)
gzt dA g E e 714
A T & deE A
t}. %% (moderate)
ghape]l fAgdE ol 1A E S o] gl 79 A Ve (g, 5
A, Aol Azt A AA Y FAE Q=
2}, A ZH(major)
shate] A7 Eol] 71 A As ) #Ao] e dFAA Ve (T, &5
A, A1) Aetzb EAs A AY TS = e AT

vl %] v A (critical)

sapo] Azarelel 714 Qg H ek Beo] gAY e FoE 27}
A4 Fe(, £F, A, AA)e] Fulg £atel WASAAY @

2. ¥A 7154 (%) (Frequency) 37}t
A o] A ®a ol S ¢ AR H dAHEY ogds 7]l
o2 g9 7lEol wEt H s
ZF. ml$- WA (Very Common)
i o5 7]719] AHE 5 HIWHEHA Ak o] dAtElE vk 5 skl

A sk A5 wa

_33_



IAcs

9

artoll

G

==
K3

oA B v

)

-] -

]_

G

A

wl
=

1

S

ol AALE| 7} W L E A=
O] ALH 7F HALE A =

1

5
-
Fis

]
]

o
o

5
>=
[6)

2} (Common)
ogg7|7] AHE T &

D HT 6ME~1d =

2) Al

ol57)7] o)Al Hal 7leol=g}el
2) Il

W T o T
® = T =
0O — p—
® ° T °
: i oz
d )
SN | o N
o of- of
) Mo T ot ok o o o ok
Ed | ! R B i e F
J ojf ) W
W o oA ™ L
o oW T o o w
T S~ ST AT~ <R - ¥
(ay i N Oof %o N o8
A M M:M ) £l o Hﬁr 1), g
v - S ®ag gu Sxg
% . o F T T
D N
~— o o ~ o)
N -
wooow ° N b X ° RN
T oy FIx o ® 2EW
SN B 2o B . Bt W
~ & Njo ) =0 Nlo R Wno
cl jy ) N
\Ij_ul m ﬁo t._o ,_ﬂof Bl D &o ‘UF Eo ‘_ﬂw._ i
Ex w e N B X OB om N
P2 N Yom B — w0 g T
o =o N DT ~— = N ) =
uaﬂﬁlﬂxua_/%zﬂ
T o oo oo Mook o
anmmﬂ%ﬂﬂ%mqﬂﬁo%ﬂ%
N O —~ 3 E o) —~
rras Uppas
‘UI o ﬁ ‘mW %) o

Joll A Ay -

S
™ O

(o)
=

ko)
yal

S},

9/]

7}

3

5}

= OF(l:

G

=

T

o] T

FAAY, =W

°©

ol At
_34_

o

T

o

)

it

f$¢ =+ ZA(Very Rare)
2 oA 7Y A E

GACEIE RS

k.

“
3. W7+ = (Sensitivity) H 7}



ol57)7] o)Al Hal 7leol=g}el

4. ZA) 2.9 (Potential contributing factor) 37}
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ol57)7] o)Al Hal 7leol=g}el

== OIFJ1J] OldAYl 2vH HE ASE
O (@A BA =) FAF oAt nuHE Al 9
MESTE Be @A B4 e g 9X Ba
< BHAEMEEMIEE &l 307H) >

el 2E 2PN AL
A 51,294

1 1924 ASetE, &Y 10,128
2 1994 sS 7,396
3 2692 A0 28 gt L= 2 8lS 5,673
4 2199 AU OHe 20 £= S glsS 4,906
5 1930 43 4,247
6 1761 =3 &= 2,917
/ 2645 A2t 2H Gls 2,533
8 2388 sS 2o, fFHEs 1,351
9 1802 At 1,351
10 1932 823 876
11 1820 25 830
12 1888 B 705
13 3271 SEHS =N 635
14 1870 =& 607
15 2330 R 602
16 3165 | A0 HX WE 4y 553
17 1028 =g, &1 523
18 2226 5y g 500
19 2348 = 469
20 1848 Sat 467
21 2263 g&3 448
22 2104 A &Y 442
23 1333 29 8 441
24 2513 58 83 420
25 1914 Mt 414
26 2544 2 2 409
27 1695 == 399
28 2271 Az Bts, &4 369
29 1884 23 345
30 2100 =S 338
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N
g

A 2M ZE Ho(19A X kel 307H) >

il =l
1924 AEZE, AH(Implant, Failure Of) Ql2MU2, X2, MY L= AlE
S22 ol AHO BEEHo=zZ = 2AFG oY L= olaE 0lEE
1 L= YAls ME = X2 22 WM = MZ/ An object or
material, such as an alloplastic or radioactive material or tissue,
partially or totally inserted or grafted into the body for prosthetic,
therapeutic, diagnostic, or experimental purposes.
2 1994 ==(Pain)
3 2692 B X0l AR "& = B S(No known impact or conseqguence
to patient)
4 2199 &tXHoll CHst Z2 £= d98 ¢S(No Consequences Or Impact To
Patient)
5 1930 2t (Infection)
1761 =& Z=(Capsular Contracture) EZE =20 45 BtE X2
6 Ol HHGHK AEH/ The tightening of scar tissue that forms around
the implant
7 | 2645 X2t 23 1S (No Patient Involvement)
8 2388 £ 23, £ M A SHPain Relief, Inadequate)
9 1802 A2t (Death)/M ol =X The cessation of life
10 | 1932 & Z&(Inflammation)
11 11820 £=&(Edema)
12 11888 =& (Hemorrhage)
3271 A &9 M=% (Pericardial Effusion)/ YEHEO2 A=) J|Qlgh Aloty
13 LHel Xl =& AEH Fluid collection within the pericardial sac, usually
due to inflammation
1870 =& (Fracture(s))/ LetHO=Z A= D[Rl Aot LHOl My £=& A
14 EH A traumatic injury to the bone in which the continuity of the bone
is broken
15 | 2330 & 2(Discomfort)
3165 EXH0IH & X OHE MA(Device Fragments in Patient)/ 2I&& XXl 1t
16 N Z X Y= B REESS 3L £ Qe A 2= 2AH
Issue associated with the inability to retrieve device and/or device
fragments during medical procedures.
17 11028 2& A!'I(Anastomose, Failure To)
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o7 7]7] oAk el Hoa 7ol =afel

il =le
2226 A& & (Ca rd c Tamponade)/ &lZ&ol &2 & Q4 L= XM
AMEZ Cloll AY F20 E¢ = M0 SEHZW O= Qlof ALl
I8 20| SIOHEH LME= AEO 24 &8 Acute compression of the
heart caused by increased intrapericardial pressure due to the
collection of blood or fluid in the pericardium from rupture of the
heart, penetrating trauma, or progressive effusion.
2348 =At(Injury)/ XX HAEMHO| &AS SUotHU SHiotXl &1 28 &
19 of AHE E= AEHO ZUMEM MAN EE=E =4 Damage inflicted
on the body as the direct or indirect result of an external force, with
or without disruption of structural continuity.
20 1848 HHAHFall)) 2&AHS ol SZUOZ, UBIHEOZ £&A0] ML A
sudden movement downward, usually resulting in injury.
o1 2263 S X Z=(Stenosis)/) HE L= T29o gz L= A3 Narrowing or
stricture of a duct or canal.
22 | 2104 X2 £2AHTissue Damage)
o3 1333 &2 2el(Intimal  Dissection)/ &29 W= 230 QUL
Pertaining to the inner layer of the blood vessels.
24 | 2513 Al& ™ Z(Cardiac Perforation)
1914 ME 2 (Hypotension)/ =& AWM JHOI0 CHoll GlAZE=E Hax=
25 B0 ¥2 g2, Any blood pressure that is below the normal
expected for an individual in a given environment.
26 | 2544 28 22gH(Ambulation Difficulties)
27 | 1695 |=H(Adhesion(s))
28 2271 XIg BtE LA (Therapeutic Response, Decreased)
1884 E=(Hematoma) E 2819 &AOZ 0lgf ZJ|, 22t L= XX Kbt
Moz ZlE g9y 2Aa480=z FHE= 2., A localized collection
29 . :
of blood, usually clotted, in an organ, space, or tissue, due to a
break in the wall of a blood vessel.
2100 & (Thrombosis)/ 2 LHZ0 ¥ 890l 84, folezs 81
30 As L a2 HIME &40 JACH Formation of a blood clot in the

lumen of a vessel. Causes include coagulation disorders and
vascular endothelial injury.
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o7 7]7] oAk el Hoa 7ol =afel

8717l BA ZE) FAFSE o A7 BaE = A EFo] o,
NE37E 2 95877 A4 2=/ tis)] <1x =
< o777 M ZEMIHEZ AHe 307H) >
e e SIZI|J| &M ENHE
Hl 51,596
1 2993 A& DD 2H g2 15,025
2 1546 M=E O 5,899
3 1371 SN2 T= 2= XHo AA 3,639
4 1260 It 3,368
5 2682 EX-010| g /SEY 2,955
6 2616 J1I12] R XI0l& 2,953
7 1804 =235 2 &oll2 2,737
8 2923 Ols E£= 0|4 1,769
9 2988 AFAX O O 1,540
10 1104 101 248232 22 1,280
11 1250 SH = 1,216
12 1667 SotA g 1,036
13 1291 =2 I A 885
14 2913 J1010 & CHEAH H=sE 837
15 1081 EEH/E AT 588
16 3266 =2 EXU™H EX 555
17 2579 AHOIZ &4 AN 521
18 1438 UCH &K 467
19 1131 S A 464
20 1036 AN LIEHLI=E B4t 461
21 1105 AHE2Z0| otd= AEY 438
22 2976 MEe HE 411
23 1528 HAHIE HHAS 396
24 1559 2 Al A IH 380
25 1503 oyol sXE 365
26 1065 JI01 £= J1J| #E4ES WR2 ¢& 317
27 1574 SMMHst A 277
28 2614 FE0| M 276
29 1059 2124 & 271
30 3024 MEIF HHE 270
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o7 7]7] oAk el Hoa 7ol =afel

>

< olz7[7] M 2= Ho(19d = &9l 307H) >

0

e
£

3ol

2993

J

Jl M & (No Known Device Problem)

1546

(Material Rupture) M2° I L= MHIWAM HOHMH =22l
4%' 2 XMl./ Issue associated with the bursting or tearing apart

e

1371

21O, Yy =12
M2 B

>
H0l 5 W pal

ial.
2t

HR(Z
I'IF =.

PSEO)
= =

=1

1260

A2 (Loose or Intermittent Connection)
AN REFQO B 2= 2H2, #g, 28

o=

—

=
Itz (Fracture) XHZ Ol 2ted &
S0l e &&=l Z0./ lIssue associated with a partial or

full-thickness crack in the device materials.

2682

C

B X010 22X &/ S &M (Patient-Device Incompatibility) 2Kt S‘—c'/
210101 gek= IiIE é Ao Me|H L= RS d E4 209 As
o 2EE 22X (0 MAUESSE 2H, X2 XMZO0l 2= J[J|e o
dst HY =2otE EI’J = &S)./ Issue associated with the
interaction between the patient's physiology or anatomy and the
device that affects patient and/or device. (e.g. biocompatibility;
Issues, patient's weight exceeds safe working load of a lifting
device.)

A
0 1ir

O

2616

J1019l 21 X10l4(Malposition of Device) Q&= L= K& A O
KX 2012010 Xt 22D 23E 2AH./ Issue associated with
device being positioned in a location other than intended or
specified.

1804 =

== &gt &= (Metal Shedding Debris)

2923

0ls = 0lt= (Dislodged or Dislocated) 2101 YL/Es D] REEE
2 2&E XM OolsSAIZl= JIAHFC & 2HE ZH./ Issue
associated with mechanical force that displaces device and/or
device components from an intended location.

2988

A A ol 0F2(Naturally Worn) HE2 0 85 22 L= 22 209 2gE
SHOZ 0o Mz ML =4 = 22l 2= HHH st M
S =& 2 2H./ Issue associated with material damage to a
surface, usually involving progressive loss or displacement of
material, due to relative motion between that surface and a

contacting substance or substances.

10

1104

UI—H

11 28 E2 22l(Detachment of Device Component) J1J| &/E&=
1 FELA0F AZEAU 22lE HAUA SIS0tk &2H 22lE At
2tedEl 2./ Issue associated with the unintentional separation of
the device and/or its components from something to which it is
connected or attached.

11

1250

SH S=(Fluid Leak)

12

1667

E0t8& (Unstable) J1J1 ¥/E= I RAREEQ HAEQ| o¥¥o=z X
clE Xl HAHL MNZEA 2= A t@% 2 Hl./ Issue associated with
the connection of device and/or device components not possessing
stability, or is unbounded.
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e
£

Zol

1291

2 2d0EA(High Impedance) J10] RAEE L= J|J|2 X &
Ol Q&= B0 =2 =9 M) dIaAe 2= 20,/ Issue
associated with higher than intended electrical impedance levels
between device components or device and patient connections

r

M HE

14

2913

JI210F Ol&D CHEH Z=E(Device Operates Differently than
Expected) JIJIE &Soll] AME6ts SO A= s HAE o
A 2HAE 2XH/ Issue associated with any deviations from
expected performance while operating and using the device.

15

1081

EE/2E ATH(Failure to Capture) @Z24aIBH)|9] A X222 AH9|
SUE0ILD XNHHQ &2=22 ZHoIA 28 JW 2HE 2H./ Issue
associated with the failure to achieve effective and consistent
depolarization of the heart resulting from the electrical stimulus of
the pacemaker.

16

3266

bal
Al
U
=

ZRHEY AX(High Capture Threshold) Gl&E/26ts AEL =

Z NE EEIFE LA Aol ERE &2 WX ¥

ZHl./ Issue with the amount of output energy needed to
iac depolarization being higher than expected/desired.

had

M HA He

2 4 "0
m |0

Q o Hr

C
(2]
D

a

17

2579

rd
M4 AIH(Failure to form staple)

=
UH| o

18

1438

19

1131

oM

>l oo
o

FXl (sensing)
=~ al Mol &=AS YA AT

orrosion) &2+, BHA =35 SOl =ME ©

== =9 & 249 st = MI|gtEe A Bt 23 E 2H./
Issue associated with the chemical or electrochemical reaction
between materials, wusually a metal and its environment that

produces a deterioration of the metal and its properties.

>
=
|J

nr-e| &2 {1>
2

=
C

4

U

J

20

1036

AAN LIEIL = of &b (Artifact) Al &= G40 2td = Ex=21 &
g=l 2H (0l ECG Aol LIEILI= dl4l)./ Issue associated with
impurities or interference in a signal or image (e.g. ECG artifact).

21

1105

PHEE0 otdE AEH(Component Falling) S22 Qlol J1J| AL
20| X LA LetNOoZ B =2 RN 22 R(etoz XH
FE= HiE)ez oldeEs A 2HE 2./ Issue associated with an
undesirable descent of a device component due to the force of
gravity, usually from a higher to a lower level, usually the ground or
floor.

22

2976

ME P& (Material Deformation) 25 &0l 2lof ZME 2% = E4
o X &%= Mz vt 23S =2H./ Issue associated with an
undesired material change in shape or property caused by external
forces.

_42_



o7 7]7] oAk el Hoa 7ol =afel

e
£

Zol

1528

23

MO0 02 S(Difficult to Remove) AFEEI N L= ZAIJITHALEO 2
HOHO AFEXOF J1J1E &Sotd Y= R0 J1J] /L= J17] =4
22 HUAU HAHSH=O AFEXIF 82 d8ote Al 23E
AMEXS D101 ArE10 23 E 2./ Issue associated with the use of
the device in terms of user experiencing difficulty to take out or get
rid of a device and/or device components, even if the operation is
being performed according to labeled instructions for use.

1559

24

22Xl Al (Failure to Sense) Al L= =XE ol AU LME NS
g XSG flol 2218 A= (0 2%, =Y, SH)0l BtSS UEd
JUE=E A JD1e D&Y 2HE 2H./ Issue associated with
the failure of a device designed to respond to a physical stimulus
(as temperature, illumination, motion) to transmit a resulting signal
for interpretation or measurement.

2l

25 | 1503

Hol 0| =X (Pumping Stopped)

o6 1065

JI21 = J171 REEE WS 28 (Blockage within Device or
Device Component)

1574
27

SX™AEH EA(Inappropriate Shock) &I OHXIC XSG Mg 2
gd=l 2./ Issue associated with the inappropriate delivery of an
electrical energy

28 | 2614

FE0| M2 (Wrinkled)

29 11059

2224 & (Bent)

3024
30

MEZIOt W& (Torn Material) &, BIED] L= &N 2o 2#48 MEIt
SHAN 2D AHL x2Aez Redie A 2HE 2H./ Issue
associated with comprising material(s) being pulled apart or into
pieces by force, wrenching, or laceration.

O (FAHL

& ST) FAG oAt BusE Aol glo), WEa)

o T T o5 oA s

o nE TEA A

A 2,571
1 764 ZEE d=x 409
2 527 = 394
3 1023 s 258
4 423 HOIE 167
5 510 HlA 161
6 3038 JHHIE 155
7 431 HEH 132
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o7 7]7] oAk el Hoa 7ol =afel

of ¢ = PHLA 2024
8 435 HUEH/AZ R 119
9 987 Z=AHD| 107
10 851 %g;jéiﬂ(lNTRAOCULAR LENS; 10L) 71
11 3085 I+ 65
12 3073 S A 2ol 58
13 3072 [Sa 50
14 3088 Ht = 46
15 525 sB 37
16 518 AEFEE 35
17 3110 AHIOIZS 32
18 925 HO 32
19 3123 = 32
20 420 HH & 2l 31
21 816 Z'H 27
22 865 2l Ol A 25
23 3127 & X 20
24 3194 SRS 18
25 864 S 17
26 430 oI/ M A 15
27 772 HH /€ N 15
28 3067 SHETI| A 15
29 529 WS, MA 14
30 451 M= 14
< FHEA FZE HoMoA T A2 307H) >
A &9
764 ZHEd X (Contact lens) &2 2% {0 =0l= W&, 08 L= =S
1 gl = /A correctlve, cosmetic, or therapeutic lens placed on the cornea
of the eye.
5 527 H¥HY(Valve) dXC S82 HOUHE == JUZF EAHE IJIAH IIDI./A
mechanical device designed to control the flow of a fluid.
1023 21&(None) JIZ1 LXdt= JIDl L= FHELAI S22 LIEFHCH/An
3 indication that there is no device or component that matches the
Criteria.
423 HIOIS(Cable) Z01JF 210 U2 USIIE 2T = 2T FASt 2
4 FHEHM ASE &%% 2= ATE AAE el EZX./A long,

thin, multistranded rope or rope-like object; a multistranded conductor
designed to carry signals over a distance.
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o7 7]7] oAk el Hoa 7ol =afel

o 39|
510 dlM(Sensor) & L= A0l Itss AMSE MH6IH X=20 HSE =+
5 JUEE AHE IIJ1./A device designed to respond to a stimulus by
generating a signal that can be measured or interpreted.
3038 JtHIE(Catheter) A0l HXHE ML HLE AMOUA HHE = JAEE &
6 HEl KA SB8./A flexible tube designed to transfer fluids into or
out of the body.
431 Ol El(Adapter (Adaptor)) CtE JI1JI2t S&0| JtsotE=2 &A= D)
7 JI./A device designed to make different pieces of apparatus
compatible.
435 HYE/HZE(Connector) J1J] 2te] HAIIsE2 MIBot=E &HE DD
8 = AHZJ|J]./Any device or coupling designed to serve as a link
between devices.
987 Z=AtJI(Syringe) otLIS] Lol S It Ues= ANS AEIHZA el
g 1 OEE 2Hile MY S22t 24DEs &AHE J1I1./A device
designed as a rigid cylinder with a plunger at one end and a delivery
opening at the other.
851 ¢134+AH (INTRAOCULAR LENS; IOL) FESE(IOL (intraocular lens)
10 implant) Xt +=3HME LDHME &= JUEF =2 I/ WO oAIEE &
HE wd = /A corrective lens that is designed to be implanted
within the eye capsule to replace the natural lens.
3085 J|7?*(Mechanism) Jls2 s+8g = UATE & SH0l= 2522 +#
11 A& J1J]./A device consisting of moving parts designed to perform
a function.
(o 3073 A c2i9l(Hose Line) HXHE &HEs %= UATE HAHE RS EE /A
flexible tube designed to carry a fluid.
3072 S A(Hose) UHE HLEE £ UTE HIAHE K4S SE2./A flexible
13 . )
tube designed to carry a fluid.
3088 Hi=(Needle) Z0[JF 21 Ji=Ci&n RS 229 J1J] EE./A
14 . . .
device part with a long, slender, pointed shape.
5 525 S5 (Tube) &2 ARIHS 22 29 J|J| £= PHRA./Any device
or component shaped like a hollow cylinder.
518 AEFLEI(Stylet) MAHESS HHotHLE AR AIDID| 2ol His, IHHIE E=
16 NeHE Soll SUE = UESE dAHE a2 25 &84A. /A thin metal
wire designed to be passed through a needle, catheter, or cannula to
stiffen it or clear it of debris.
3110 AHIOIZE(Staple) 2SS0t RANE = Ues ARHA MMz RHE =
17 & JIJ]./A fastening device consisting of a bent wire designed to
pierce and hold.
'8 925 EI(Pump) %M IAA=s =HGEE EAE  JIDl./A device
designed to facilitate the movement of a fluid.
‘9 3123 E(Tip) S35l 80| WES SH2 ZH./The extreme end of something,

especially something pointed.
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420 HHE{C|(Battery) 3lstEtES Sofl MRS MHE = AT=E AAHE I|Jl./A
20 device designed to produce an electric current through chemical
reaction.
816 ZE(Filter) A2 SWHAIII=X0 2ZHGIO0 HE 2HS HIHSIEE EAHE
21 JIJ]./A device designed to remove something from whatever passes
through it.
o0 865 IOl M(Laser) &S Lo M HIg2 YUES 4 JASE SAHE DIl /A
device designed to emit a monochromatic beam of coherent light.
3127 &XI(Unit) BCt 2 J1910 SEYTSS A E XAl MStA D101 /A
23 largely self-contained device designed to be incorporated into a
larger device.
3194 &= HI(Adhesive) 20 Ol&tel 28 L= X2 2FHAIes 2Z./Any
24 . .
substance that affixes 2 or more parts or tissues together.
o5 864 I(Lamp) ¥ F&= g2 MHE 2= JAZ= AHE I|JI./A device
designed to produce light or heat.
430 2A0101/& & (Wire) 2E& L= JIEF SH2 fd = ASUL &) LS
26 ol dHE 2= I /A metal strand designed for signal or power
transmission or for structural or other purpose.
772 HB/EIM(Cover) HH A2 JielHAUL, SHMALE EHU BSE = U
27 £ &A= Z2H./An object designed to conceal, enclose, cap, or
protect something.
3067 sHE=IlA(Handpiece) &0 =10 Us S MESIES AHE 1A Il
28 o A2 /A part of a mechanical device designed to be used while
held in the hand.
529 &S, MO (Valve, control) HxC S&2 &S £ UATSE Ll WE2=2
59 S0l, AIAEIA AlSH CHoll BtSoIH HsEHES ZHE HE./A valve
designed to regulate the flow of a fluid, especially one designed to
operate in response to a signal from a control system.
451 M =2(Electrode) 32 F= AIAHDO B2 FHEGEE A= ME
30 HMI./A conductor that is designed to make contact with part of a

circuit or system.
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