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O (YEII7IEA ZE) 577 Al Z=+ Levell(2771), Level2(17171),
Level3(27171)2] 37} AlST22 o|Fod gon, & 469712 Z==
TAE Am. o577 A T BT o &57]79 FA(L2tE,

% A, 1% 5)B AP 9% 2=

-

< OB7|7|2H ZE oA >

= Levell EX

AO01 EXF D101 43 &E 2 M (Patient Device Interaction Problem)
A02 MZE, T, 235 2MH(Manufacturing, Packaging or Shipping Problem)
A03 3tst™ 2 [l (Chemical Problem)

A04 e 2Z4 2M (Material Integrity Problem)

A05 JIH= 2H(Mechanical Problem)

A0B ZstA 2 M (Optical Problem)

A07 I H/EXS S4 ZH(Electrical/Electronic Property Problem)
A08 w&d 2Hl(Calibration Problem)

A09 =32 27X(Output Problem)

A10 2% 2 (Temperature Problem)

A11 ZHEE AZE0N 2H(Computer Software Problem)

A12 AZ 2HI(Connection Problem)

A13 SAl/H8E 2R (Communication or Transmission Problem)

Al14 =¢/s& ZH(Infusion or Flow Problem)

A15 243 /AXNEI 52 22 22X
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(Activation, Positioning or Separation Problem)

Al16 25 XXl 2AHl(Protective Measures Problem)
A17 Metd/setd 2 M (Compatibility Problem)
A18 QRA/QRQAEMIH X (Contamination/Decontamination Problem)
A19 88 HMstd 2XH(Environmental Compatibility Problem)
A20 AX 23 2XH(Installation—Related Problem)
A2 ctdlel AlIESAY N, 1 22X
(Labelling, Instructions for Use or Training Problem)
A22 012k-D1J| I HOlIA X (Human—-Device Interface Problem)
A23 J1J1 A2 2HI(Use of Device Problem)
vy AlHEE D] L= A2 SHIJF 9= Ol &AL
(Adverse Event Without Identified Device or Use Problem)
A25 HUHSE Ol A AFRl 1S (No Apparent Adverse Event)
A26 &85 &Y (Insufficient Information)
MNZ Jisst HEE S0H/2E Qs
A27

(Appropriate Term/Code Not Available)
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O (HAEA-7E HE) dIEAFE Z=e T 28709 ZE=
TAEC lom, A Ol B FAEe] 2 dlls SAs] Sl

= 1 O
aE 24§92 ddels 2e9

2E Levell O
BO1 AlHI/OAEl= D102 HIAE(Testing of Actual/Suspected Device)
802 MELHOI ERE S2& 2E / HiXIS DD HIAE

(Testing of Device from Same Lot/Batch Retained by Manufacturer)
803 AZXDL BHESH SUst 2E / BIXIQ J|J| HIAE

(Testing of Device from Same Lot/Batch Returned from User)
804 HMEAHII ERst T2 2E/ HIXIS 212 HAE

(Testing of Device from Other Lot/Batch Retained by Manufacturer)
305 AZ XD BHESE T2 2E/ X9 JI1D|] HAE

(Testing of Device from Other Lot/Batch Returned From User)
B0O6 DS H AE(Testing of Model Variant)

A2 / A& THE HAE
BO7

(Testing of Raw/Starting Materials)
MZESHC JIJIE AIESotH &kt 2 £= H
B08 (Testing of Patient Sample or

Reference Material Using Manufacturer's Device)

HX HEHES AIEotH 24 82 = X ME HAE
B09 (Testing of Patient Sample or

Reference Material Using Reference Method)

BHALSl JIJIE AIEot 2kt 2 = E&E 228 HAE
B10 (Testing of Patient Sample or

Reference Material Using Competitor's Device)
H OG0l &4

=& HAE

[HH

B11 . ) .
(Historical Data Analysis)
B12 A&k 24 (Trend Analysis)
B13 HILIAOIA / e R (Communication/Interviews)
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STEREYE

B14 ) .
(Analysis of Production Records)
316 AMEXH/ H 3K HS & OOl 24
(Analysis of Data Provided by User/Third Party)
316 S5t MESMUAMN HMEZX 22 J|D|
(Device Not Manufactured by Reporting Manufacturer)
B17 BIE L Xl &2 J|J|(Device Not Returned)
B18 HJI= & Xl (Device Discarded)
B19 E2&otH BEE JIJ|(Incomplete Device Returned0
HAEE ol 82 %= 8= J|)]
B20 . . .
(Device Not Accessible for Testing)
OFal Z2AGCX &2 XA R
B21
(Type of Investigation Not Yet Determined)
B22 & 28 AEB(Insufficient Information Available)
QLALJSL HBSEHX &£2 =22
B23

(Specimen Requested But Not Provided)
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SERRRAAE

Level3(367H)&] 370 AlST=E=Z °]FoA 3o, & 148
TEO . TE HAE AEIE H4lo] HE— =4

27 AYets 5E9

231 sjoleele]

i Levell 20
CO1 sol=l ME2stA 2Xl(Biological Problem Identified)
Co02 sol=l MI|& 27X (Electrical Problem Identified)
2ol MIP)| &84 2H
C03 ) . .
(Electromagnetic Compatibility Problem Identified)
C04 2ole M4 2 (Interoperability Problem Identified)
MNE2/SXE st crez 2 XA
C05 . ) .
(Labeling and Instructions for Use/Maintenance)
SolE ME ¥/ = st 2
C06 .
(Material and/or Chemical Problem Identified)
Co7 2ol= JIHA M (Mechanical Problem Identified)
Co08 Eol=l 2stM 2 X (Optical Problem |dentified)
C09 solEl AMN AA 2HI(Clinical Imaging Problem Identified)
C10 Bol=l ATEQO 2K (Software Problem Identified)
C11 2% 2XM(Thermal Problem)
Ci12 2ol E5 AlAE 2HI(Protective System Problem Identified)
C13 2ol &= 2 (Operational Problem Identified)
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C14 B X MZ 2Xl(Patient Sample Problem)
C15 Eol=l A 2HI(Environment Problem ldentified)
C16 solE HZE WA 2H(Manufacturing Process Problem |dentified)
C17 Bol=l RI B4 M (Maintenance Problem ldentified)
C18 2ol 2& / H& 2HM(Transport/Storage Problem Identified)
C19 JII2MIoF &AL X 2£S(No Device Problem Found)
C20 Mgt AA0| 1S (No Findings Available)
oo XAb 22 UoIsel 21
(Results Pending Completion of Investigation)
MZ)lsst HES 20/2=0 88
C22 . .
(Appropriate Term/Code Not Available)
C23 Eol=l At24A 2XHI(Usage Problem Identified)
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O (IAAEE FT) UURAAE FE+ Levell(187H), Level2(217H) 9]
20 AlsTEE ol FA AoH, F 39712 =T FAH A=
Hu#E Abglel #ddd 779 28 29str] A =4

i Levell O
D01 21010| J1J] EH(Cause Traced to Device Design)
D02 AERA Q82 FHE K0I(Cause Traced to Component Failure)
D03 MEESHMZ =&= 20l(Cause Traced to Manufacturing)
D04 25/820] 0l(Cause Traced to Transport/Storage)
D05 ol el |Ql(Cause Traced to Infrastructure)
D06 stA {0I(Cause Traced to Environment)
D07 S X B4 20l(Cause Traced to Maintenance)
D08 & 29I(Cause Traced to Training)
D09 ctell 20I(Cause Traced to Labeling)
D10 J|1J] 23 R0I10] Oftel ol
(Cause Traced to Non—-Device Related Factors)
D11 A &901(Cause Traced to User)
D12 J1019) ed& DR & (Known Inherent Risk of Device)
D13 QIXEl J|J|(Falsified Device)
D14 2 X=E 22X S(No Problem Detected)
D15 20l BAML X LS(Cause Not Established)
D16 o2 225 UWE £ 2S(Conclusion Not Yet Available)
MZ Jisst HEs SUH/2E 98
D17 (Appropriate Term/Code Not Available)
D18 AOTEYN RES 2H(Cause Traced to Software Coding)
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e =E) A9
o

i
nnd Ader B8 Asz Gggs @

< AdZdge-dads 3 B4 E= ME| ZE oAl >
== Levell EX
EO1 Al Z A (Nervous System)
E02 A, M, HSE0H(Mental, Emotional and Behavioural Disorders)
EO3 ol gl 2T} (Blood and Lymphatic System)
E04 H A H (Immune System)
E05 & 2t H|(Vascular System)
E06 A & (Heart)
EQ7 S & D1 (Respiratory System)
EO8 = (Eye)
E09 2t 0IZ(Ear and Labyrinth)
E10 2| & 2 H (Gastrointestinal System)
El1 2t &l (Hepatic and Biliary System)
E12 LH=HI, CHAF & S 2(Endocrine, Metabolism and Nutrition)
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E13 &l 22 H(Kidney and Urinary Tract)
Ei14 MAID| 9t F8H(Reproductive System and Breast)
15 Al 20t A=

(Pregnancy, Childbirth and the Puerperium)
E16 222 H(Musculoskeletal System)
E17 ole 2 1jsk Z&(Skin and Subcutaneous Tissue)
£18 B 24, & L HISO0IH

(Neoplasms Benign, Malignant and Unspecified)
E19 2+ (Infections)
E20 & AH(Injury)
E21 A= 88 =(Procedural Complications)
E22 TAF & RSA A AH(Investigations and Diagnostic Tests)
E23 2Bt ™ ZH0H(Generalized Disorders)
E24 J|EHOthers)
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O (AP AZE Ir) AAITF Z=-17%F A= Levell(2871),

647) 2]

H 3=

sz T YL, 98IV G B A

ol FAtHE AxE AWstes ZEY

S
"

i Levell 2O
FO1 X2 BF=S9l ¥ 3H(Change in Therapeutic Response)
FO2 A2 (Death)
FO3 Ll AH(Brain Death)
FO4 Xt X (Delay to Diagnosis)
FO5 X2/282| XIH(Delay to Treatment/ Therapy)
£06 £ OIstM Alz=o B
(Disruption of Subsequent Medical Procedure)
FO7 JIE =49 25t (Exacerbation of Existing Condition)
08 Qe = D2 HH
(Hospitalization or Prolonged Hospitalization)
FO9 EHOF Afoll (Rl oHl)(Fetal Harm)
SHE/EMASE X2 L= MY 5
F10 (Inadequate/Inappropriate Treatment or Diagnostic Exposure)
F11 A0lst &=&/&2-EH/ABH (Minor Injury/ Iliness / Impairment)
F12 QE=st &4/ A Y/ AGH(Serious Injury/ lliness/ Impairment)
F13 Q& /@ 2F(Misdiagnosis/ Misclassification)
F14 X 22 AHAHE(Prolonged Episode of Care)
15 oIXl=l J|J| = A=gdEH=
(Recognised Device or Procedural Complication)
F16 JIH#==" ol 24 (Reduction in Life Expectancy)
F17 &l A (Sedation)
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F18 T & (Rehabilitation)
F19 =X =TH(Surgical Intervention)
F20 Al2tst 52219 & (Serious Public Health Threat)
F21 OlAtX] 28t 23H(Unexpected Deterioration)
F22 O AX 28 XHA =M (Unexpected Diagnostic Intervention)
F23 HAX =8 258" =M (Unexpected Medical Intervention)
F24 E5 28 =2 (Insufficient Information)
F25 HAX 28 =171 2&Z(Unanticipated Adverse Device Effect)
F26 A2 20 52 H& 2U3(No Health Conseqguences or Impact)
F27 EXF i & (No Patient Involvement)
Fog &gjrga HNESH DE/EN SUS .

(Appropriate Health Impact Term/Code Not Available)
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QO Y&V -84 F&) 98577l #FAH84 FE
Level2(22071), Level3(6871)2] 37] AlZTx=
& 295719 ZE= A A= o577

G o1
JFL we REF QR THLLE AWFE 2

mo

< 9277 FHMA FE oAl >

C =
) .
o] F

AR

o]
o

Levell(77}),

oA

._7
‘l__

Aem,

5 A

e Levell X
M=st o Fst

GO (Biological and Chemical)
&I L XD

GO2 (Electrical and Magnetic)
=3

GO3 (Measurement)
Il A

GO4 (Mechanical)
2 st

GO5 (Optical)

GO6 b
(Safety)
J|E}

GO7 (Others)
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