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COMPUTER 3vEa—% |HARDWARE N—=E2ITF hardware Computer Hardware OK C61402
SOFTWARE L3 N JIFITY soltware Compuler software issue OK C63269 112
CONNECTION i DEVICE-DEVICE CONNECTION ISSUE L3 % device-device connection 5sue Connection issue I1SO<FDA 62952
[DEVICE PATIENT CONNECTION ISSUE L3 |device-patient cor issue —— NOT MATCH
DISCONNECGTION L3 g disconnection Disconnection FULL MATCH |C63223 1171
FAILURE TO DISCONNECT L3 2541 DYMLI-ET S El ]Famm to disconnect fallure to disconnect FULL MATCH C63180 2541
FITTING PROBLEM L3 2183 Y HICE T SHE Fitting problem fiifing problem FULL MATCH C63142 2183)
LOOSE CONNECTION L3 1371 DA Loose or ntermittant connection loose connection ISO<FDA C63055 1371
[ECECTRICAL [w=® DEVICE CHARGING OR BATTERY ISSUE Lamnw—r)xmwi davice charging or ballery issue Fallure to charge HALF MATCH |C63193 1085
l‘_
— Issue HALF MATCH |C63030
DEVICE INOPERABLE L3 davice inoperabi Device inoperable FULL MATCH |C62079 1663
|FMLURE TOPACE L3 fallure o pace Fallure lo pace or properly pace ISO<FDA C63169 1438|
FAILURE TO SHOCK L3 1573 l?ﬂlllr! to shock or properly shock  [failure 1o shock IS0O<FDA CE3158 1573]
[ELECTRONIC WHMS __ |ARCING L3 2583 75 Arcing i FULL MATCH 63301 2583
SPARK L3 2505 ANA—5 |Spark spark FULL MATCH C62837 25
ENVIRONMENTAL ] FUMES OR VAPOR - ADDED &/4/08 REXIIRS [fumes or vapor |fumes or vapor Fumes of vapors 0K C63129 2529
PARTICULATES L3 1451 F Particulat fliculates FULL MATCH C62879 1451
HUMAN FACTORS |LAME® |DISINFECTING, OR STERILIZATION EE 1 B disinfecting, or sleniizaton Device disnfection or steriization  |OK C63008
IB5LI8
INCORRECT CARE EF T incorrect care Improper or iIncorrect procedure or  |OK7 C62862 2017}
method
DEVICE CONTAMINATION DURING USE L3 [[5R@B08 M Contamination during Lse device contamination during use FDA<ISO C63018 1120]
1120
EXPIRATION DATE EXCEEDED EAMREL COMA [expiration date exceeded Device expiralion issue OK C62998 1216
||Nm£nuars DEVICE CLEANING L3 1091 ':F%mglmug Inadequate device clean linadequate device cleaning [FULL MATCH C63000 1081
INCORRECT CONTROL SETTING L3 1126 sl E30) Uss of Incarract Control Settings _|incorrect cantrol setting ISO<FDA C63264 1126
INCORRECT PROCEDURE L3 2017 FRELIOER Improper or incomact procedure of | incorrect procedure IS0<FDA C62862 2017
mathod
INCORRECT PRODUCT L3 1494 TR0 B OER Usar used incormect product for Incorract product ISO<FDA Céaoaz 1494
intended usa
INCORRECT USE Tl A7 incorrect use Care or Use of Device Issue OK C63318 1670]
]MNNTENMCE [FFeE maintenance Device maintenance issue OK C82977 1379|
OPERATOR CALCULATION/CALIBRATION 5ﬁtl:&6h RRERET operater calculation/calibration efror |Operator Calibration Error HALF MATCH |C62882
ERROR L3 —
STORAGE GE slorage Inadequalte slorage OK? C63005 1600)
[INCOMPATIBILITY Wz DEVICE-COMPONENT L3 WB Lo R—2 davice-companant Companant or accessory OK CB3020
lincompatibility
DEVICE DEVICE L3 WEM device-device Davice-device incompatibility OK CB3236
DEVICE - PATIENT L3 WHIEEM device - patiant [Patient-device ncompatibiity OK C62919 2682
[INFUSION/FLOW A -I0— |DEFLATION ISSUE L3 1149 Iﬁ Defiation issue deflation issua |FULL MATCH C63249 114
|IMPRDPER FLOW OR INFUSION L3 [FAT G o—RTEA improper flow or infusion limproper flow or infusion [FULL MATCH [Ceat10
INFLATION ISSUE L3 1310 ‘B Inflation issue inflation issue FULL MATCH C63076 131
NO FLOW L3 TR—AtE no flow INOT MATCH
OVERINFUSION L3 1311 Excess flow or overinlusion overinfusion |@¢FDA C62882 1311
- UNDERINFUSION L3 2182 Insufficient flow or underinfusion lw’dsdnhsbn ISO<FDA 62823 2182
[[NSTRUCTIONS/LAB g:guvs INCOMPLETE INSTRUGTION L3 incomplete nstruction lincomplete Instruction [FOLUMATEH [Ce3088
ELING
INCORRECT INSTRUCTION FOR DEVICE | Tl )7 X I3 E W% [ iR |Inadequale instructions for healihcare| incorrect instruction for device use  [ISO<FDA C63087 1319
USE L3 1318 # essional
INSTRUCTIONS MISSING ’EH*E instructions missing Instruction missing OK C82912
MATERIAL HH MATERIAL BREAK OR FRAGMENTATION L3 |[HHOBRE- 358 l_ material break or fragmentation Material fragmentation [FDA<ISO €62960 1261
MATERIAL BURST L3 1074 HHOWN Burst material burst FOA<ISO C62972 1074
MATERIAL CRACK L3 1135 2549 Crack material crack FDA<ISO CE28T1 1
MATERIAL DEGRADATION L3 1153 HEDRE £k D material degradation FDA<ISO C62970 1153;]
MATERIAL DISCOLORED L3 1170 HED; Malenial discolored material discolored FULL MATCH CB3224 1170
MATERIAL PERFORATION L3 2205 HHOB - BIC Material perforation material perforation FULL MATCH C62967 2205
MATERIAL SEPARATION L3 1562 HHOO M Material separation |material separation FULL MATCH CB2964 1562)
MECHANICAL (TN DETACHMENT OF DEVICE OR DEVICE WEE- oo R F0I detachment of device or davice Detachment of device or device FULL MATCH |C63242
COMPONENT L3 component W ol
DEVICE DISLOCATED L3 1179 device dislocated D or dislocated ISD<FDA C62050
DEVICE LEAKAGE L3 1354 " i Leak device leakage FDA<ISO 63058 1354
DIFFICULT TO DEPLOY L3 1157 AA——W D) BRLGERT [Difficult lo deploy difficult o deploy FULL MATCH Céazad 1167
1370
FAILURE TO DEPLOY L3 1158 UXN——W D) sk A TR L |Faikure to deploy failure 1o deploy FULL MATCH C63183 1158
FAILURE TO SEPARATE L3 2547 Y DATE 3 Falure to separale failure lo separate [FULL MATCH Ch3158 2547}
IMPLANT FAILURE TS5 R | plant failure Imptant. Faiure Of DK C50603 1924
|MECHANICAL JAM L3 [T TEReT) | mechanical jam Mecharical fam |FULL MATCH_|C63039
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19218 LEVEL matching by FDA code referring malching by visual confir )
19218 LEVEL 1 fiiapaneas! 19218 LEVEL 2 |7‘1—9213 LEVEL 2{Japanese) S Abaach P T O T T A ol TDART NCI code | FDA code
MIGRATION L3 1395 (1] Migration of device or device | migration |t5c|<|=m | C62817 1305
comyg
PREMATURE DEPLOYMENT 1484 (AN ——80) RT3 ﬁ?mm deployment remalure deployment |[FULL MATCH CB2863 1484
SELF-ACTIVATION OF DEVICE L3 1557 WimmBEE? B2 E ML [Self-actvation or keyi self-activation of davice |IS0<FDA C62844 1657
NON MECHANICAL _|FFlm#) CHEMICAL L2 [ | [ chemical Chernical issus CB2945
COMMUNICATION - RADIO SIGNAL L3 AIE—CA R I_ communication - radio signal Radio signal problem OK? C62856 1511
FAILURE TO READ INPUT SIGNAL L3 1581 [A DEHFR Fallure to read input signal faflure to read inpul signal FULL MATCH Co3164 1581
OPTICAL L2 2] o Optical issue OK C62053
TELEMETRY DISCREPANCY |3 1628 :nim:o:irﬁ-—ma Talemeiry discrepancy telemetry discrepancy FULL MATCH 62830 1629
OTHER T OTHER Ot othar NOT MATCH
OUTPUT/READINGS [HA &% ENERGY OUTPUT INCORRECT IFNF-—BDETTES anergy outpul Incorrect Output energy incorrect oK C63002 1431
NO DEVICE OUTPUT L3 1435 HARTUL No device outpul no device output FULL MATCH 62900 1435,
[RESULTS INACCURATE TiMLBEEn resulls_inaccurate [Incorrect or inadequate test results_ |ISO<FDA C62829 2456
PACKAGING/SHIPPIN |25 - 83 DAMAGED ITEM L3 2284 (TR 1] Device damaged prior (o use damaged flem [IS0<FDA C63015 2284
G
DEFECTIVE ITEM L3 2588 TR Detective ftam defective ftem FULL MATCH C63250 2588
DEVICE PACKAGING COMPROMISED L3 |SROTA device packaging compromised Packaging Issue OK 62939
INCORRECT DEVICE COMPONENT B Incorrect device component shipped |Incorrect device or companant OK CH3084
SHIPPED L3
ITEM CONTAMINATED IN SHIPPING L3 ]nﬂmm T ftem contaminaled in shipping iten contaminated during ISD<FDA C63019
manufacturing or shipping
POWER WA LOSS OF POWER L3 1475 BhORE7) Wik Loss of powsr 10ss of power [FULL MATCH C63052 1475
PROTECTIVE 3 F)EVICE ALARM SYSTEM ISSUE L3 1012 F5— L WREI - F Davice alarm system ssue device alarm system ssue FULL MATCH J,- C(3033 1012
FAIL-SAFE MECHANISM ISSUE L3 AR EHLLTRAE |fail-sate mechanism issue Fail-safe mechanism issue FULL MATCH |[CBz2887
TEMPERATURE AN BURNED DEVICE OR COMPONENT L3 BEX IR FrORE burned device or component Bum of device or device component_|OK C63286 1071
ifns 13 1245 £3 Fire fire [FULL MATCH C63143 1245
FLARE OR FLASH L3 P ESArLEA I fiare or flash [Flare or flash [FULL MATCH |C63140
OVERHEAT L3 1437 o Overheating of device or device overheat llSO:FDA C62883 143
component __l
SMOKING L3 1585 [3t] Smoking ki IFULL MATCH [SELE] 1585
UNINTENDED FMmME |DEVICE OR DEVICE FRAGMENTS REMAIN [MB X IIWBO—SO®EAMA [Davice fragments In patient device or davice fragments remain in [FDA<ISO C62946 1527
FUNCTION IN PATIENT L3 1527 i3 patient
DEVICE PERFORMANCE ISSUE L3 1456 :im&n-fﬁlr:ﬂbb*l device parformance ssue Mechanical issue FDA<ISO CH2961 1384)
UNIT INACTIVATED L3 1662 WEDGET unit inactivated NOT MATCH
USABILITY mmE DIFFICULT TO INSERT L3 1316 [ Difficull 1o nser difficult o insert [FULL MATCH TH3233 1316
DIFFICULT TO REMOVE L3 1528 [ Difficult o remove difficult o remove FULL MATCH Ca228 1528|
BIFFICULT TO POSITION L3 1467 [REER Difficult 1o position difficull 1o position FULL MATGH 63230 1467|
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Problem ) NGt ource |Source ‘ I
Gode | |Problem &R ioermm BRI GoncoptFOA P (FDA|Subsat e e R gt {LOTN | - |soc " - |
CDRH) |CORH  |Name i |t e [LLT e~ LLT KANJ |PT COD | AN avaluat | ~D3IA 3 y
| Code Code jp-n etntl |ndicator scope 1 [ME : E [PT.NAME PTK |ABB  |on e |2 “ | BB A~DIAUE |English [Japanese |
f | | ' | |
. . ! — |- | | '
| |Patient_ | [ | L I | - l
Marrowing of the orifice of the KR FEOME-I2 - ' Ir =
717! ) | ~ A = Problem | |
1717} Aortic Stenosis | KTARBRRE  |aortic valve or of the supravalular | £ O# FOSMA OB [c50462 1717 |Aorte & F | ore | I 10002006/ ™ |k oK A B | |
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