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1571 Counters, resetting of shock avy e ATLE—DUEY B

1133 Countershock, failure to deliver | # 7 /% —33 v 7 DI=ERRE

1134 Couple, failure to WA AR

1079 Coupling, capacitive e ey

1135 Crack(s) LR

1446 Crack(s) in pallet sy MITER

1639 Crack(s) in tomographic pallet WrEREEEO Ly MIER

1549 Crease or fold due to rupture R FR) LA E Y E

1136 Cross connection saRaxryay (RERR =

Hht)

1137 Cross reactivity TR FUHE

1075 CRT (cathode ray tube) failure CRT (779 .%) Ol

1138 Crush JER

1139 Cuff degeneration H 7 OEE (851k)

2454 Cut(s) el

2587 Cut, failure to B¢ & A2

1140 Cutoff point # v A THREA b (cutoff point)

1141 Cutter-torque-cable twisted or By F— NI =T AORLIE
tangled 7oid DIl

1142 Cycle, failure to HA4 7 ABETRR

1405 Damage from moisture R L ARG

1570 Damage from shipping X L AHHEIE

1151 Damage from surgical FHBRCILDIBEEC-DOINHE (ZF
instrument, deflation due to SR

1550 Damage from surgical FifrRBEIC L 5HEED D DR
instrument, rupture due to

2284 Damage, internal/external NER A DBIE

1143 Damaged screw tapper A2V a2 T ORE

2528 Date of expiration error AHERE (EFHE) OFEY

1216 Date of expiration exceeded BB ((ERAR) I3

2582 Date-related problem, not year | 2000 =iz B L2\ BfHOFERA
2000

2581 Date-related problem, year 2000 #ZBHET 5 BT ORI
2000

1804 Debris, metal shedding EBHHIEY

1360 Decentration of lens L AR

1144 Declotting EEmIEDOEREE (declotting)

1145 Decoupling RS FhyTl) D)

1500 Decrease of pump speed Hor7ODAE— FIRTF

1490 Decreased pressure EET

2534 Decreased sensitivity BERT

1146 Decreased suction | HET

2300 Defective air eliminator =R BESE O KM

1014 Defective alarm B D /R A

1054 Defective battery charger AT U IREEO KR

2302 Defective cable A — 7LD K
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2292 Defective components S ot D R B

2588 Defective device EFAEDKNE

2294 Defective electrical wires TR

1147 Defective photomultiplier (PM) | ¥ EFH#EE (PM) & X[
tube

2301 Defective seal —v (HiEEE) DX

1612 Defective syringe EHEE (EAR) OXME

2299 Defective tube(s) & DX

2298 Defective valve(s) ORI

1149 Deflation difficulties AR (BEAEITITWY)

1150 Deflation due to capsulotomy CIF - L ANHE (ERDkT)

1151 Deflation due to damage from FHRBERICLZ2REOCT- OO (4
surgical instrument K[DIT)

1152 Deflation due to trauma MBI X DM (ER Ok

1148 Deflation, cause unknown FREHEAHOEME (EXDOET)

1139 Degeneration of cuff B 7 OEHE (k)

1201 Degeneration of electrode(s) EBOKEHE (%)

1153 Degradation S (H1k)

1320 Degradation of insulation kDL

1155 Deionizer, failure of i1 A B OWE

1011 Delayed alarm EH ORI

2586 Delayed charge times Fe B OB IE

2577 Delayed/difficult activation VEB R IE /R &

1133 Deliver countershock, failure to | 7 72 % —3i 3 v 7 OEFEFEE

1211 Deliver energy, failure to TR F OB ATRE

1573 Deliver shock, failure to a v 7 OIRERE

2338 Deliver, failure to %A BE

1508 Delivery of radiation to incorrect | 38 7= HEEILIC A sT#R % &
body area

2339 Delivery, inaccurate 2 DA IERE

2526 Dent ~Z

1157 Deploy, difficult to fic & 45 R 8

1158 Deploy, failure to B & 23 R W RE

1484 Deployment, premature BB OBE

1232 Deposits on lens v ADLEY

1159 Deprimed Deprimed

1222 Design failsafe, failure of fEBRBs LIz B3 B R EH D RER

1100 Design problem, collimator o U A—Z OfEr ORE

1161 Design/structure problem R HBE ORI

1280 Detached haptic(s) ERPY L o AT ER O B

1321 Detached insulation HEEOHE

2043 Detachment from respirator LA L—Z (BRE) ORE

1586 Detachment from source V—A (BRERE. SRR, BERF)

P b DB
1104 Detachment of component(s) AR DORE
1256 Detachment of footrest 7w bR OB
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1275 Detachment of handpiece N RE— R ORE

1276 Detachment of handrest v RL-ZX b (handrest) DR

1302 Detachment of parts from IV HER—/ (IV pole) 26 DESEDR
pole b4

1576 Detachment of shoulder rest vz —1L AL (shoulder rest) @

il
1577 Detachment of shoulder support | > 3 /& ¥ — % & — b+ ( shoulder
support) O

2297 Detector, failure of bubble TR RE DA EE

2160 Detector, failure of motion EERIBEEOHE

2504 Deterioration of prosthesis TaiF—E0EE (41k)

1069 Device breakage EHEREOEE

2317 Device contaminated by blood miEi- L 5ERBROER

1162 Device energization, unintended | & L &2 w3 8 o W F

(energization)

2379 Device failure EFHAEOFREG (FHEONE)

2590 Device fragments/device, EEAHEMR EREHEOMETH
unknown location of

1628 Device material, tears, rips, EFMEAMBHIE, &%, )
holes in

1525 Device remains activated R RIIESRE 2 S

1526 Device remains implanted EFRARIIEKA, BiESURE

2589 Device tipover WHExOE#ERE

2588 Device, defective EEH RO KM

1670 Device, incorrect care/use of EEHBEOR--#FER FH

1663 Device, inoperable EFH B DOBRIETRE

1328 Device, interference with FToF—EE~OFH (HE)
monitoring

1527 Device, or device fragments EERAAEFFRERREOWFNEE
remain in patient OERITEE

2608 Device, removal of {non- MZAERV) EFRFARORKRE
implant)

1628 Device, tears, rips holes in EFRARICHEE, A%, K

1260 Device/material fracture(s) EFAE A MEORE

1541 Diagnose rhythm, failure to By C B89 B RW D KR

1165 Dialysate BT

1166 Dialyzer, failure of BT RS DR RE

2609 Difficult to close PR &/ R

1149 Difficult to deflate WHgHREE (ZERPHEITIZWN)

1157 Difficult to deploy BOE S Rk

1251 Difficult to flush AR EeH E

1254 Difficult to fold 1 0 B0 g

1310 Difficult to inflate N ok AR

1316 Difficult to insert AN

1331 Difficult to interrogate = SR /Y iSE  ]
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1467 Difficult to position i)

1487 Difficult to prep Y S R

1496 Difficult to program 7a T LN HE

1528 Difficult to remove RENEEE

1668 Difficult to unwrap BRE DS R

1680 Difficult to wedge BTHHIZN

2577 Difficult/delayed activation {EEh D K8, BT

1168 Disassembly I HE

1352 Disc escape, leaflet y—Z Ly b FT4R7OHBE

(leaflet disc escape)

1361 Disc lens A% (dise) L X

1309 Disc, incomplete opening of T4 AT OREBRAA

2149 Discharge, electro-static BEHNE

1169 Discharge, failure to BEDAEE

1057 Discharge, premature battery NoF Y OBRBKE

1362 Discoloration of lens LV XOER (BRE)

1170 Discolored £ (EA)

1322 Discolored insulation EEOER (BA)

1171 Disconnect BHmrlo (BRE2Y3)

2541 Disconnect, failure to BRI 20

1629 Discrepancies, telemetry ERAEF—F DR —#

1376 Discrepancy of magnet mode MERET—FOFR—H

1172 Disengaged iz (Glkr)

1175 Disinfect, failure to HEATE

1176 Disinfection, HELTEY
inadequate/improper

1177 Disintegrate SRR (BB

1178 Dislocated =L ({®fL)

1281 Dislocated haptic(s) RN L XX EEMRAL

1934 Dislocated intraocular lens BH L X (IOL) Rz
(IOL)

1179 Dislodged BrE (F2Eh)

1180 Displacement B

1181 Display misread F 4 AT LA (FR) DBRH

1182 Display, erratic FAAT LA (TR} DAREE

1183 Display, failure to FErahizn

1184 Display, incorrect FADFED

1304 Displayed image error REENT-EHBOED

1185 Disposable FV TR

1607 Disruption of suture line RS HRORAL

2412 Dissatisfaction Al (AEE)

1186 Dissection figE|

1187 Distilled water, contaminated R K DIER

2158 Distortion of lens aberration L XD h UL E

1188 Dome collapse K—Ad-o58 (~T &)

1189 Dose calculation error FBEHEDRY
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1191 Drift e (fFh, FUVZH)

1611 Drive problem with syringe EitdE (FA&E) OFRBORE

1410 Drive unit, motor stalled or T RENEB S I B E
jammed

1192 Dry, failure to FAETER N

2407 Dull vy

1414 Dull needle HEDHL X

1234 Ejection of film cartridge, ERLAZV AN 405 =Yy
unintended COHEH

1193 EKG/ECG analysis, failure to LEMX (EKG/ECG) D#fi R alge
perform

1195 Elective removal BIRAFRE

1196 Elective replacement ERPZHE (B

1483 Elective replacement indicator |[ZEIREOZH (FHh) A VP — 4
(ERI), premature (ERI) ®igR

1198 Electrical failure ERAIHE

1197 Electrical shock ERa vy

2294 Electrical wires, defective B R

1194 Electro-magnetic interference BTk (EMD
(EMI)

2345 Electro-magnetic interference BETHE (EMD OBEAHE/ FEEH
(EMI),
compatibility/incompatibility

2149 Electro-static discharge BENE

1349 Electrocution from lead(s) U — NI L DRVER

1200 Electrode contact(s), problem BREOERIZET 2 RE
with

1201 Electrode(s), degeneration of BRBOEE (%)

1199 Electrode(s), failure of BB B fE

1202 Electrode(s), fracture of EBWOMKE

1203 Electrode(s), migration of BHROEE (migration)

2289 Electrodes, arcing BWDT — 7 &

1205 Emergency power failure FE FAEROWE

1206 Emergency stop button or switch | BEAELRZ £ A A v FOEfE
failure

1207 Emergency table stop failure TF—7NLDBEEEFOREE

2345 EMI, (electro-magnetic EMI (ZBR:T#) OEEHE/TEAGHE
interference), compatibility /
incompatibility

1194 EMI, electro-magnetic EMI, BT
interference

2505 End of prosthetic life 7 a7 —OMAFEEYN

2555 Endarterectomy suture BRI BR O #&E S SR BT T
breakage

1480 End-of-life (EOL) indicator, #Hmglh (EOL) A Y& —#DiRE
premature

1208 Endoscopic accessory fire or ST S OBREE F - 1 IR AR
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melt

1162 Energization of device, ERE L 2w & o0 WE
unintended (energization)

1431 Energy output incorrect T RALF—HADERY

1209 Energy output to patient tissue | BoBEFEFE DT ALX—HAH
incorrect

1210 Energy spectrum incorrect TRAF—RALT MLDEY

1211 Energy, failure to deliver TR F— O R E]EE

1212 Entrapment 7o dhird. (B LIA®D)

1213 Enzymatic cleaner, failure to BRIV —F—DRBRETERN
remove

2319 Enzymes, erroneous evaluation | .D-fFffidEsE DM O Y
of cardiac

1480 EOL (end-of-life) indicator, EOL (FEMh) 4 TP r—F0@mRE
premature

1483 ERI {elective replacement ERI (BR#ZHE[ER] T 7 —
indicator), premature 2y DIBF

1214 Erosion [

1182 Erratic display T4 AT A (RFR) BAEE

2290 Erroneous blood gas i A 2B EE DR D
measurements

2319 Erroneous cardiac enzyme DR RRERDFHEDRR Y
evaluation

2591 Error message given TT— A oy —TORR

2528 Error of expiration date BEhER (ERSR) DRy

1345 Error of laser pulse timing L=V ZAD A I T DEY

1024 Error of warning alarm BRI ORY

1215 Error or warning message, LT —FREEDA v E—UNRE/H
failure to produce Xh e

1078 Error, calibration BEDRY

1097 Error, coefficient FEORAY

1111 Error, computer hardware Az —FN— 2T DHTT—

1112 Error, computer software A a—F YT AT TOTT—

1116 Error, connection BEoR b

1189 Error, dose calculation FREFEORY

1304 Error, image display FoRSNEBORY

1317 Error, instaliation BATiT DB

2594 Etched/sharp/jagged/rough/ser | = v F v 7 /Rof=iRiE/EFZX X7
atched WHE Ml 5l -&E

2319 Evaluation of cardiac enzymes, | DBz OFMORD
erroneous

1216 Exceeded expiration date AR (ERER) Th

1567 Exceeded shelf life HiHE (ERHR) h

1041 Excessive aspiration WEDOHF|

2527 Excessive manipulation 1B E OEE

1464 Exchange of gas, poor H A IR T4y

2528 Expiration date error BREARE (FHHIR) D&Y
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1216 Expiration date exceeded HEHHAR (BERYIR) Eih

1603 Expiratory or inspiratory phase, | M E - IIREHICEE
stuck in

1485 Explantation, premature TN FEHE R B

1217 Explanted SEHE

1218 Explode R (#3%)

1651 Exploding tube(s) T OWR (JF3)

1301 Explosion during hydrogen WEE LK RBEE T OFE
peroxide sterilization

1509 Exposure to radiation, B L2 HE~DRE
unintended

1219 External fiberoptic break NERS T 7 A 23— D)

2284 External/internal damage PER, AR D18

1220 Extra needle B HRAE N

1221 Extraneous radiofrequency wave | 7 &5 & O BB 1%E(E
transmission

2154 Extrusion of implant BRAEOMEL

1222 Failsafe design failure fabRbs b2 B3 HaREr DERL

1006 Failure of adaptor TETEORES

1029 Failure of antenna T T F O E

1009 Failure of arterial pressure AR IZBE T D E RO
alarm

1734 Failure of automatic injection BEIEALV AT ADOFEABEIZET S
system to infuse &

1055 Failure of battery T ) ORE

1067 Failure of bolus mechanism R— T A NEBEOWIE

1632 Failure of threader R LY BOME

2297 Failure of bubble detector KA LR O BE

1075 Failure of cathode ray tube 77w % (CRT) o#ghs
(CRT)

1620 Failure of check-catheter alarm | Fx v ¥ « BT —FIALEH L AT LD
system [

1089 Failure of circuit (=] 3% O b &

1117 Failure of connector pin axyF (R Ov-oOREE

1129 Failure of cooling system GHL 2T AOYRE

1155 Failure of deionizer BiAa A EEOMEE

2379 Failure of device EEHEBEOTRBES (EEBOHE)

1166 Failure of dialyzer AT AR D

1199 Failure of electrode(s) EHED &

1205 Failure of emergency power FEHEROME

1206 Failure of emergency stop BAEIERY o EFITAAS vFOHEE
button or switch

1207 Failure of emergency table stop | 7 —7 A OBRBELEDFRES

1222 Failure of failsafe design fEfERh IR I BT B ERE D KR

1020 Failure of fast heart rate alarm | SO BT 28O S

1093 Failure of fiberoptic cleaver KT 7 AN—T J— R —DEfE

2151 Failure of film processor 7 4 VAR (processor) DEKME
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1258 Failure of footswitch Ty b AA v FOEE

1263 Failure of function indicator HERE A > U — F ORRBAD R
light(s)

1265 Failure of gas delivery system HAEH T AT LOWKE

1621 Failure of gas-leak/loss alarm HARBN/BRICETHER AT L
system D

1283 Failure of head immobilizer SRERE SR Ok

2386 Failure of high inspiratory mEREIZRET A EROWE
pressure alarm

1300 Failure of hydraulic system HE R D S E

2157 Failure of interlock(s) HEEIORES

1367 Failure of lens washers Lo Ve O MfE

2593 Failure of locking mechanism | EE ($HfE, oo & 7)) BEOWE

1369 Failure of lockout mechanism 2y 770 MEEORE

1017 Failure of low flow alarm BREICET2EROGE

2387 Failure of low inspiratory BEREECETIEROKE
pressure alarm

1375 Failure of magnet BEDTRE

1615 Failure of message-battery AovlE—2 0 RyF )« A5 —F 2%
status alarm system R T LOHE

1616 Failure of message-check AovtE—U - Fzyv I/ EBER AT
electrode alarm system LD

1617 Failure of message-leads off AyE—U . U= K47 (Fth) B
alarm system AT LhDHE

1618 Failure of message-service Ao¥T— - RAEHRI AT LD
alarm system ke

2382 Failure of meter A —HF — O E

1407 Failure of monitor T F—DEREE

1406 Failure of monitor display alarm | £=%— - F 4 X7 L A iE T 5EH

D

2160 Failure of motion detector ENER R DS

1409 Failure of motor F— X DEE

1489 Failure of pressure sensor EAEr4— (BHaEE) O%E

1493 Failure of probe Tu—7 (§eH OFREE

1513 Failure of rate modulated pacing | FHE L~ ~2— 7 « o —DOHE
SEensor

1519 Failure of receiver Vi (G, TR T

28) DHE

1520 Failure of receiver stimulator Lir— N —Ri R O E
unit

1568 Failure of shielding T (L —AF) OFRAES

1578 Failure of shunts Ty es D E

1579 Failure of shutter o B — DR

1580 Failure of side rails H#A4 RL—NDOFRES

2324 Failure of solder joint EATFESEDAREE

1590 Failure of speech processor BFE7otvy (NBEE) ORE
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2304 Failure of stopcock valve bk b=y r) FOREE

2323 Failure of surgical graft FHTABHEFOTRBEE

1619 Failure of system to activate VAT LMEBIDTREA

1215 Failure to produce error or T —FFEEDOA - UREH
warning message oY WA IR

1635 Failure of timer F A =—DHE

1646 Failure of transducer EHigs (MU AT 22— —) OE

1647 Failure of transmitter REEH (EXE. ZEEE) onE

1648 Failure of trocar EEH (toh—n) OFREE

1672 Failure of valve(s) 7 (7)) OFRES

1025 Failure of warning alarm B O E

2315 Failure of water purification HR AT b (EEE) O&E
system

1677 Failure of water softener process | BUKEBEOMNE (T#E) OALES

2524 Failure to advance ATE L7220

1572 Failure to advise shock a v ERELZD

1007 Failure to agglutinate BEDODRR

1012 Failure to alarm B oskE

2522 Failure to align UESHYE (BH) OoFBE

1539 Failure to analyze rhythm BENCET A0 FRES

2585 Failure to aspirate pipette P~y MRS ORES

1047 Failure to back-up Nyl 7w 7TORES

1068 Failure to bond e (BE) ofRBEs

2440 Failure to calibrate B IFANHE

1081 Failure to capture RO

1085 Failure to charge rEOCAEE

1090 Failure to clean wiE (k) OTES

1114 Failure to conduct EEORBAe

1540 Failure to convert rhythm RO XL WA GE

1048 Failure to convert to back-up Ny 7Ty TR

1127 Failure to cool mHIAFRE

1134 Failure to couple A PIRE

2587 Failure to cut LT & fevy

1142 Failure to cycle TA 7 IEHERR

2338 Failure to deliver EHARE

1133 Failure to deliver countershock | # 7 % —31 3 v 7 OREREE

1211 Failure to deliver energy T R F—OEH AR RE

1573 Failure to deliver shock g v 7 ODIEERE

1158 Failure to deploy B @23 AIRE

1541 Failure to diagnose rhythm RENZET D 2HOKRRL

1169 Failure to discharge HEOHAES

2541 Failure to disconnect BIRUIILE W

1175 Failure to disinfect {E# A~ AIRE

1183 Failure to display FoR LW

1192 Failure to dry BLERTERN
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2610 Failure to fire BUK L7z

1252 Failure to flush KPR RE

1255 Failure to fold T BEAH R

1286 Failure to heat ME S e

2340 Failure to infuse HEA (FEEA) T

1332 Failure to interrogate FHLAFEY oRc R al-Fsa

1379 Failure to maintain RTFR+45

2533 Failure to obtain samples Bk (L) BELSRZN

1863 Failure to osseointegrate FyveAdA T V— bREE

1542 Failure to override rhythm BELETE (MR TERL

2291 Failure to override ¥HEo— F&REER (BFE) T&x2n
semiautomatic code

1439 Failure to pace A— o P RRE

1193 Failure to perform EKG/ECG LEX (EKG ECG) DR AI6E
analysis

1476 Failure to power-up EANBEN SN

1488 Failure to prep HE(R T RE

1492 Failure to prime AEEN A RE

1497 Failure to program Tl T LT EE

1502 Failure to pump B 7 OE

1581 Failure to read input signal ATHEEDOFHERY TEE

1517 Failure to recalibrate B IETRE

1213 Failure to remove enzymatic BEES U —F—MRrETERN
cleaner

1532 Failure to reset U FRRE

1536 Failure to retract SIAHTERE

1001 Failure to run on AC/DC power | AC./DC (%5 ER) B H TEEF

fE

1466 Failure to run on portable mode | & —#& 7/l « £— N C{EBIARE

1582 Failure to select signal 5 (7 F) OFFAEE

2547 Failure to separate SrBETEE

1563 Failure to service EELARE

2536 Failure to spike AL T THE

2170 Failure to suction 5| 7 5E

1521 Failure to transmit record e DIE{ETEE

1669 Failure to unwrap EESRNE

1683 Failure to zero Yo TE L

1110 Failure, computer T a—F O

1124 Failure, continuous mode e — FORES

1198 Failure, electrical BN HE

1299 Failure, hybrid NATYy FORES

1323 Failure, insulation WEEORRS

1223 Failure, intermittent Ktz A~ BE

1384 Failure, mechanical AT B

1312 Failure, no infusion of injector BEAZBOEAMECETIRAES

system
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2311 Failure, out-of-box out-of-box DR EE

1313 Failure, overinfusion of injector | EAXEBEOBRIEAICET 2 RAES
system

2506 Failure, structural HENTEE

1314 Failure, underinfusion of EAEECEAARIZET 2 RES
injector system

1105 Falling component(s) HEOET

1013 False alarm EHRODOB|Y

1224 False claim 7 L—LDiRY

1226 False output A (T Ry b)) DB

1228 False readings RIEEDRY

1225 False-negative test result BERREGREREE

1227 False-positive test result AR RAEM

1020 Fast heart rate alarm, failure of | BH.DRABICHETAEROHE

1649 Fiber/trocar incompatibility WHE (77 A=) S bhabd—LDR

Ba

1230 Fiberguide incompatibility T AN—HA RBREES

1334 Fiberoptic break or EENFEBITTOX T 7 4 S —g)
fragmentation during intra- - iiR
cavity procedure

1219 Fiberoptic break, external ANERIE T 7 A 73— DHIT

1229 Fiberoptic break/separation T 7 A= DIE S B

1231 Fiberoptic cladding material Y7 7 A S —gETBA D4y BE
separation

1093 Fiberoptic cleaver, failure of K77 A 3= =D [E

2567 Fibrosis AR

1233 Filling problem FIE DORRA

1234 Film cartridge ejection, BERILBRWT 4 VA A=t wPD
unintended HEH

1235 Film processing, inadequate T A LR A (FEY)

2151 Film processor failure 7 4 ) LALEREE (processor) D#EIEE

1236 Filter TANE—

1238 Filter break(s) 7 4 F— DR

1237 Filter leak(s) 7 4 F— DR

1242 Filter tear(s) 7 4 N F— DN

1243 Filter, assembly TV TN E—

1244 Filter, inadequate REE L7 4 B —

1679 Filter, problem with wedge Tzl 74 —ORE

1556 Filter, problems with sediment | L4 (sediment) 7 - /% —OR%E

2308 Filtration process, inadequate ASBNEBER+45

1245 Fire whbE

1335 Fire or flash during FHE (ME) PRS- Rk
intraprocedure

1208 Fire or melting of endoscopic PAREENTB S DR EE F 7o 12 hAE
accessories

2610 Fire, failure to B L 2w
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1123 Firing, continuous L% AL

2183 Fitting problems B fst i+ O RRE

2383 Fixation, revision of internal NEEDIELE

1246 Flaking TL—%F

1247 Flammable A RAME

1335 Flash or fire during FH (OBE) PITRAETIRE
intraprocedure

1249 Flowrate, inaccurate REN IR

1248 Flowrate, restricted HEOHIR

1634 Fluctuations of tidal volume —EERE (BRE) OLE)

1250 Fluid leak(s) iR

1251 Flush, difficult to ke’ 8

1252 Fiush, failure to KA A EE

1290 Flux rate, high MR E

1253 Fogging 29

1549 Fold or crease due to rupture W () ICLABELEHRYE

1254 Fold, difficult to o B DR

1255 Fold, failure to 0 BERRROTHE

1257 Footrest break 7w b LA FOREE

1256 Footrest detachment Ty LA MO

1258 Footswitch failure T hAA v FOE

1259 Foreign material 2

1202 Fracture of electrode(s) BROWIR

1282 Fracture of haptic(s) AR L AR ORKIE

1350 Fracture of lead(s) U — FEDHEE

2413 Fracture of leaflet y—7 L FOEHE

1260 Fracture(s) of device/material ERR A $rEomEE

1602 Fracture, strut TR OWEE

1261 Fragmentation o8 (B

1334 Fragmentation or fiberoptic ERERNRHEITPONT 7 1 S — G0k
break during intra-cavity sy i
procedure

1527 Fragments of device remain in | EFFA B O A BBEEOENILERE
patient

1262 Frayed Zoih EOED)

2529 Fumes/vapors R

1263 Function indicator light(s), e v U — 2 OBRBAOE
failure of

2316 Fungus HE

2592 Fuse, blown b = — X ORI

1264 Gain, inadequate B A R REY]

1265 Gas delivery system failure H AEH AT bHOETE

1464 Gas exchange, poor HAZERY AR5

1621 Gas leak/loss alarm system, H 2RI BEOER S AT AOYE
failure of

1266 Gas output, improper HAOHANTEY
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1267 Gel leakage % el

1268 Germicide FEA

1269 Glass, shattered H T AR

1270 Gradient increase EELOHE R

2323 Graft, failure of surgical FiFHBHEAFOTREE

1271 Grounding malfunctions ERE

1272 Growth, will not support i (BRE) OXEARAHRD

1274 Handpiece break N RE—RDREHE

1275 Handpiece detachment Ny FE—2ORE

1277 Handrest break »2 B A b (handrest) OMEE

1276 Handrest detachment N FLA b+ (handrest) OfR%E

1278 Haptic(s), bent RN L AR O Y

1279 Haptic(s), broken RN L XX R ER OB R

1280 Haptic(s), detached IR L XX RO

1281 Haptic(s), dislocated AR L o X FFERMRAL

1282 Haptic(s), fractured B L v XX FFEROREE

1111 Hardware error, computer A a—Fnn— KKy FDTTF—

1283 Head immobilizer failure FRENE E B OIS

1284 Head motion, unintended B LUVETOEE

1681 Head(s) on screw, incorrect Bofe AT Va2 -~y K

1285 Heat ! (s

1286 Heat, failure to mExien

1287 Heating, inadequate MN#A A5

1289 Hemofiltration Mm#EA18

1290 High flux rate i an]z e =1

1291 High impedance A e—F AR

2386 High inspiratory pressure ERREIZBET 2B HROME
alarm, failure of

1433 High output HhH+HH

2426 High pH pH EH

1470 High potentiometer readings BVEHOTROMERE

1491 High pressure It EF

2459 High readings P Y A A

2457 High test results BREREEI G

2574 High threshold REME A/

1293 Hole(s) 7 (—sL)

1325 Hole(s) in insulation BT N

1613 Hole(s) in syringe HEREE (EAZR) 1T

2305 Hole(s}, burn BREEIC L BN

1628 Holes, rips, tears in device, ERAR. EFHEHAEHIR, BEE,
device material a5

2385 Holes, rips, tears in packaging WEEIT R, B, 8

1553 Homemade saline, use of FRAEBAEE L FER

1294 Hose line occlusion R—AEROBAZE

1295 Hose line rupture F— R EROEE
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1296 Hose mismatch T ADTEE

1298 Hot oil leak EIBOMDREI

1299 Hybrid failure AT Ny FORES

1355 Hydraulic bed system, leak{s) BEZ=y POy R AT LABLD
from i

1300 Hydraulic system failure HE R OB

1301 Hydrogen peroxide sterilization, | iBER{kAKEWE D DIRZE
explosion during

1303 Ignited Rk (FEKD

1304 Image display error RRINT-EBEORDY

1408 Image on monitor of poor quality | €+ =% —DOHEFR

1305 Image orientation incorrect B D FAEDRY

1306 Image resolution poor BEBEOKT

1358 Image reversal, left or right BB DELRNE

1291 Impedance, high A e—F A R

2285 Impedance, low A = RET

2154 Implant extrusion Bl OFH L

2384 Implant, lens Ly RIEKE

2320 Implant, removal of BHER ORE

2321 Implant, repositioning of B o¥S

2322 Implant, reprogramming of BHEROTo ST AER

1526 Implanted, device remains EFREIIER, BEShRE

1307 Imprecision AIERE

1266 Improper gas output 7 AOE A S

2309 Improper rinsing Ve ds Al

1176 Improper/inadequate M H A
disinfection

1393 Improper/incorrect method FIEDAEEBEY

2017 Improper/incorrect procedure FIE (FH) SFELRY

1337 Inability to irrigate EEHABE

2339 Inaccurate delivery EHB T ER

1249 Inaccurate flowrate REMNAIERE

1614 Inaccurate markings on syringe | /E&H 28 (AR O-—F L THALE

E

1005 Inaccurate measurements HIE (fB) PATIERE

1609 Inaccurate synchronization R (R#A) A TERE

2456 Inaccurate test results BREERSTIERE

1662 Inactivation of unit EBEDIFEITEE

1091 Inadequate cleaning EiE (BEE) ARt

1130 Inadequate cooling BEI A+ 5

1235 Inadequate film processing 7 A L DLERF A4 (RES)

1244 Inadequate filter ABER T 4V F—

2308 Inadequate filtration process A WAL A+ 57

1263 1264 Inadequate gain A VA

1287 Inadequate heating nEtr+%

1318 Inadequate instructions R (fe) BAR+s (REH)
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1442 Inadequate pacing R THEREY

1533 Inadequate resistance b 7 S

2167 Inadequate safety interlock(s) FeRAA ¥ —a v 7 BAREY R+

53)

1564 Inadeguate service s (&R AR+

1569 Inadequate shielding HEifg (—A F) A5

1596 Inadequate sterilization WE S5

1600 Inadequate storage #F (RE) 2@

1643 Inadequate training FIIES Bub N ey

1176 Inadequate/improper HENTEY
disinfection

2280 Inappropriate prompts a7 B AREY

1574 Inappropriate shock a7 BAEH

2283 Inaudible voice prompts EFE 7o 7 RARERAZN

2345 Incompatibility/compatibility of | ERT# (EMI) OBE&M4/ FESHE
electro-magnetic interference
(EMI)

1004 Incompatible accessories TRARFEE

1045 Incompatible automatic HENEA R T LAOREE
injection system

1108 Incompatible component(s) BROFES

1230 Incompatible fiberguide Ty AN—HA RBTEE

1630 Incompatible test strips B R (test strips) M FES

1649 Incompatible trocar/fiber WM (TrA3—) Jhab—n1LDOR

BE

1650 Incompatible trocarfinstrument | h = —  HEENRES

1042 Incomplete aspiration B5| e

2507 Incomplete coaptation BENITE

1309 Incomplete opening of disc F AR OEEBAR+4

2312 Incomplete/missing packaging WENATEEAEEIN TN

2286 Inconsistent algorithms ToAd) XL B L

1126 Incorrect control settings H#H%E (control setting) MFRY

1508 Incorrect delivery of radiation to | 32> /= BRI 12 R % BB
a body area

1184 Incorrect display FROEY

1431 Incorrect energy output ZRAF—HHORY

1209 Incorrect energy output to BokBFHE~O LXK
patient tissue

1210 Incorrect energy spectrum TARAF =AY RADEY

1305 Incorrect image orientation B O F RO

1319 Incorrect instructions far (@f) O@EY

1383 Incorrect measurements BE (fE) DFEY

1424 Incorrect occlusion A IERERBAZE

1449 Incorrect parameter calculations | /35 A — % —DFEMDFEY

1654 Incorrect placement of tubing E2EDRD

1494 Incorrect product WERORY
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1495 Incorrect programming of HES o751 70RY
caleulations

1535 Incorrect results REEREORY

1543 Incorrect rhythm interpretation | fEENIRET B ORY

1681 Incorrect screw head(s) BoltR7 Va2« ~y F

1555 Incorrect seal —ILDEY

1583 Incorrect size RKEE (B4 X) DB

1588 Incorrect source Y—2 (BER. LRFE. BEHRE)

DRY

1623 Incorrect table incrementation F—=T IO ORY

1670 Incorrect use/care of device Ef#H R OB - R/ EE

1676 Incorrect warning light S DRED

1682 Incorrect wavelength EEORDY

1393 Incorrect/improper method FEDTFEE,/BY

2017 Incorrect/improper procedure FIE (FH) PTESRY

2405 Incorrectly placed syringe HEHEE (FEAR) Ov—F L VED
markings )

1374 Increase milliamps (MA), unable | S U 7 <7 (MA) ##RKTE /2
to [P

1270 Increase of gradient FELODHK

1501 Increase of pump speed R A — FOEmM

1491 Increased pressure EALER

2535 Increased sensitivity REOLR

1604 Increased suction WEl ADHER

1623 Incrementation of table F—T DS O
incorrect

1263 Indicator of function light(s), BEES U — F OB OBRE
failure of

1310 Inflation difficulties R AR RIS

1734 Infuse, failure of automatic BEEA AT LOFABECCIETS
Injection system to Fod =4

1312 Infuse, failure of injection HEAEBOFEABEZET 5 REE
system to

2340 - Infuse, failure to N (FREA) THE

2341 Infusion, intermittent FiRE) (Wrecey) EA

1734 Injection system (automatic), (BE) EAVAT LAOEABEIZMS
failure to infuse TR

1045 Injection system (automatic), (BEN) EATVAT AORES
incompatible

1046 Injection system (automatic), (B8N FEASRTLOENBE
overinfusion of

2307 Injection system (automatic), (B8) EALRTLAOBEARE
underinfusion of

1312 Injector system failure, no HEAEECEAMEICETITRES
infusion

1313 Injector system failure, EAZEBOBRBEAMIBETLERES

overinfusion of
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1314 Injector system failure, EAEEOEATRIIETAFRES
underinfusion of

1663 Inoperable device ER AR OBIETRE

1581 Input signal, failure to read ADEBOFTAIUY 6k

1316 Insertion difficulties = NES)

1603 Inspiratory or expiratory phase, | PR T XRTMBIZEE
stuck in

2386 Inspiratory pressure alarm, ERKEICETLIEROME
failure of high

2387 Inspiratory pressure alarm, ER ST 5 EROME
failure of low

1317 Installation error Eftitoza

1318 Instructions, inadequate B8R (mh) BFER+SS CREYS)

1319 Instructions, incorrect B (fw) DOEY

1387 Instrument/object, abrasion e Ryl L DB
from

1650 Instrument/trocar ME/ Fab-- BN TREE
incompatibility

2391 Insufficient pressure ENAR

1320 Insulation degradation b} N

1323 Insulation failure HEEORRE

1321 Insulation, detached MEEOBE

1322 Insulation, discolored HEEOERS (GER)

1325 Insulation, hole(s) in IRz

1326 Insulation, none M e L

1327 Interference T (hE)

2345 Interference (EMI), BT (EMD O@E&H/ FESH
compatibility, incompatibility of
electro-magnetic

1194 Interference (EMI), electro- BT (EMD
magnetic

2314 Interference (RFI), BEHE (RFID)
radiofrequency

1328 Interference with monitoring FoF—EB~OTFH (HE)
device

1329 Interference with pacemaker ANLN—RAA—FH—~DF¥

1378 Interference, magnetic N o

2157 Interlock(s), failure of EFOFES

2167 Interlock(s), inadequate safety |ZEH A F—o v 7B REY (R4

53)

1330 Interlumen communication N A L REE

1015 Intermittent alarm Er 2N )

1080 Intermittent capture B T

1121 Intermittent continuity EHE DI TR

1223 Intermittent failure WrisR 22 A &

2341 Intermittent infusion RIKRY (Wigeed) EA

1443 Intermittent pacing NI S BTy
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1558 Intermittent sensing RSN A3 Wi

2287 Intermittent shock a v 7 ISR

1599 Intermittently stops 12 1E 3 T fe Y

2383 Internal fixation, revision of HNEEDEE

2284 Internal/external damage W, A OEE

1543 Interpretation of rhythm, ZECETHBEIROBD
incorrect

1331 Interrogate, difficult to BN = oy oY E 5L

1332 Interrogate, failure to WG T&Eizn

1334 Intra-cavity procedure, KENFERITHONXT 7 1 ~—TIH
fiberoptic break or EFEay:
fragmentation during

1335 Intraprocedure, fire or flash FH (0LE) TITBBEE S IERAK
during

1919 Intrauterine contraceptive FEMEESRE (IUD) OfE
device {IUD), removal of

1336 Invagination fia A

2293 Invalid sensing LR Junt

1934 IOL (intraocular lens), IOL (RA LV X) fRfiL
diglocated

1935 [OL (intraccular lens), IOL (N> X) &
migration of

1337 Irrigate, inability to HEPEARE

1919 IUD {(intrauterine contraceptive | IUD (FEWEIRER) OFE
device), removal of

1920 IV catheter pull out BIRNA T —TNO5| &R X

1302 IV pole, detachment of parts BiER—N (IV pole) HLOEEBDE
from %

2594 Jagged/sharp/rough/etche FXESRRE Ro R/ HE,
d/scratched ToFrd 5o

1410 Jammed or stalled motor drive | F—Z BREH¥ER (MDU) 23ELEFE -
unit (MDU) IR

1557 Keying/activation, self AT XA TS RLT T IT

L=

1338 Kinetic ik

1339 Kink L

1340 Knot #E

2531 Labeling, missing F_ANRTORE

2381 Laparoscopic sterilization FERESE T AL FAT

1342 Laser nozzle separation L—H— 7 X0 5EE

1343 Laser output above L—H—H A EEL
specifications

1344 Laser output, unintended ERLWL—F—HN

1345 Laser pulse timing error L—HF— LV RADEFA I T ORBRY

1346 Laser tip separation L —— iR D 4 BE

1021 Lead alarm, none Y— K77 —A4Li2 L

1347 Lead(s), breakage of U — FROWEE
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1348 Lead(s), burn(s) from U — F#D 5 OB

1349 Lead(s), electrocution from J— FRRICLARER

1350 Lead(s), fracture of U — F#BORE

1351 Lead(s), shock from U— FEhbDv s vy

1352 Leaflet disc escape V—Z7bw b5 A7 0OHBEK

(leaflet disc escape)

2568 Leaflet disruption due to suture | & #HEE L2V —7 L v FRRE
abrasion

2540 Leaflet disruption, cause BERFBOY —7 v MEAEE
unknown

2413 Leaflet fracture U—7 vy hOBER

1298 Leak of hot oil SR OHBOEH

1354 Leak(s) R

1355 Leak(s) from hydraulic bed ME=Z=v POy FURATANLD
system b=y ah

1587 Leak(s) from source V—Z (BAER, HEE, SRR

B O

1008 Leak(s), air ZESIRA

1052 Leak(s), balloon AN— DRI

1237 Leak(s), filter 7 4 I H —DEN

1250 Leak(s), fluid 53k

1390 Leak(s), membrane EoRh

1450 Leak(s), paravalvular FERE ORI

1457 Leak(s), perivalvular F+ BB ORI

1465 Leak(s), port TEEO (HAY D) OFh

1357 Leak, radiation B RIRa

1267 Leakage of gel TR

1358 Left or right image reversal g D I 5

1934 Lens (IOL), dislocated IRA L X (I0L) Rz
intraocular

1935 Lens (IOL), migration of I0L (BBRR LX) BE
intraocular

2158 Lens aberration, distortion of L XD hs AU =

2384 Lens implant L AR

2184 Lens replacement Lo XA5HE

1367 Lens washers, failure of L XEeiEs s

1040 Lens, aspherical FEEFEmL X

1061 Lens, bifocal —EEAL VX

1359 Lens, cloudy LA DEY

1360 Lens, decentration of L XOR L

1232 Lens, deposits on L R hEY

1361 Lens, disc ¥ (dise) L X

1362 Lens, discoloration of L ZOEE (BE)

1363 Lens, malposition of Ly ADNBRE

1411 Lens, multifocal EHELSL X

1364 Lens, opacification of L AOFEHET
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1118 Lens, problems with trial set of | = # 7 b L XEAE v FOREE
contact

1365 Lens, repositioning of L v ADALE DERE

1640 Lens, toric r—Y s X

1366 Lens, vaulting L ADOT—FROEAY

2505 Life, end of prosthetic 7u T —POmREHTN

1263 Light(s), failure of function MR U — ¥ OB OKE
indicator

1676 Light, incorrect warning EEITORY

1294 Line, occlusion of hose R AEBROAE

1295 Line, rupture of hose R— A BB OWEE

1368 Linear B (EHR)

2590 Location of device/device EFRHE /ERAAMAOMEBETH
fragments, unknown

2593 Locking mechanism failure BEE (BHEE, vox7) BEOHE

1369 Lockout mechanism failure vy 77y EEONE

1370 Looping Bk (BRiZied)

1372 Loose o Py

1371 Loose connection(s) R DR &

2296 Loose temperature probe BETa—7DOES

1043 Loss of augmentation g (A— AT —3l) OER

2408 Loss of osseointegration FvtAA TS L—a  DOEL

1475 Loss of power EH (BhH) ok (KT

1534 Loss of resistance HEhoES (KT)

1633 Loss of threshold BIEDET

1671 Loss of vacuum HZEEREDOER

1016 Low audible alarm TR

2584 Low battery Ny 7 VOREE

1017 Low flow alarm, failure of EREICET2EROME

2285 Low impedance A= H 0 AMET

2387 Low inspiratory pressure alarm, | {KRSEICET 2 EROWE
failure of

1434 Low output HAET

2425 Low pH pH{ET

1471 Low potentiometer readings EALZEFTOFE Y fEAMEW

1490 Low pressure ENET

2460 Low readings FoE D {EAMEW

2458 Low test results BEREEMNE

2575 Low threshold B{EEW

1373 Lubrication Wi (k57)

1374 MA (milliamps}, unable to TYNVTURTE (MA) 2 ATER
increase W

1375 Magnet failure BEOARES

1376 Magnet mode discrepancy BRE—FOA—E

1377 Magnet quench, unintended ERE LW EBEAEE

1378 Magnetic interference BRI L 5T
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