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4. MedWatch FE&ELAE EX

MedWateh Device Code

lé:)v]i)c]; Device Failure BROTRES
1001 AC/DC power, failure to run on AC/DC(ZR/ER)BHTEHFEE
1001 Failure to run on AC/DC power AC/_DC(ﬁsﬁ/E;}%E) BHTHEETEE
1001 Power, failure to run on AC/DC AC/DC(XR/"ER)EHTHEDBFEE
1002 Abnormal £
1003 Absorption problems TS|
1004 Accessories, incompatible tTR&TES
1004 Incompatible accessories ftEAPES
1005 Inaccurate measurements BAE (8) AT ERE
1605 Measurements, inaccurate HIE (E) AR IERE
1006 Adaptor, failure of FETADFES
1006 Failure of adaptor TETAOFES
1007 Agglutinate, failure to HENTR
1007 Failure to agglutinate HEOFR
1008 Air leak(s) ZTREN
1008 Leak(s), air ZLRREN
1009 Alarm, failure of arterial pressure BARIEIZA T DB RO E
1009 Arterial pressure alarm, failure of BIREICRT S BEMOME
1009 Failure of arterial pressure alarm BAREICREATLIBEHROME
1009 Pressure alarm, failure of arterial BAREICRA T LB OME
1010 Alarm, audible AIEEE
1010 Audible alarm AR
1011 Alarm, delayed BEHROEE
1011 Delayed alarm BHROBE
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1012 Alarm, failure to L DS

1012 Failure to alarm BiROWE

1013 Alarm, false DKL

1013 False alarm EHRORY

1014 Alarm, defective Bk

1014 Defective alarm ZHRO R

1015 Alarm, intermittent 3 AT RERY

1015 [ntermuttent alarm B H HT TR

1016 Alarm. low audible TR oJ EE %R

1016 Audible alarm, fow T RE A RS 4R

1016 F.ow audible alarm TRA]FEE R

1111 Alarm. fatlure of low flow KREICHT EHRONE
1017 Failure of low flow alarm EREICET IEROMIE
017 Low flow alarm. {ailure of BREICHTLEHROMIE
1019 Alarm, not audibic B MATIERTELL

1019 Audible alarm, none A EEEEL

1019 No audible alarm LA ETEGL

1020 Alarm, fatlure of fast heart rate SARICET LB ROMIE
1020 Failure of tast heart rate alarm SRR T A2 EEONE
1020 Fast heart rate alarm, failure of SLEFETLEROBIE
1021 Alarm. no lead YR 7 Z—LGL

1021 l.cad alarm, none )—b75—LIgL

1021 Neo lead alann kP o— LGl

1022 Alarm not visible BHwAHBAHERTEGD
1022 No visible alarm BRAH HRERTEGN
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1022 Visible alarm, none EErBERmEETELN
1024 Alarm, error of warning E5BEORY

1024 Error of warning alarm gLEBEORY

1024 Warning alarm, error of BLEROB™Y

1025 Alarm, failure of warning BESBEROME

1625 Failure of warning alarm ESEROME

1025 Warning alarm, failure of BELSEBOME

1026 Altitude variations BE(RE)OEH

1026 Variations in altitude BERE)OER

1027 Ambient temperature, changes in FEEEOEL

1027 Changes in ambient temperature REEEDEL

1027 Temperature, changes in ambient FEREDCEL

1029 Antenna, failure of T T OWE

1029 Failure of antenna FoTHOWE

1031 Application problems BRIV r—32) ORERE
1031 Problems, application WA (F TV r—2i32) DM
1032 Arcing at paddles NELDF7—IRE
1032 Paddles, arcing at NFILDT7—IIHE

1033 Arm motion, unintended BEELGEW7—LRME
1033 Motion, unintended arm EELGWNWT—LEME
1033 Unintended arm motion EELGWT—LEME
1036 Artifact F—=F277k

1039 Artificial AL

1040 Aspherical lens JERRMEL X

1040 Lens, aspherical ER@EL X
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1041 Aspiration, excessive W FE D 5|

104§ Excessive aspiration BE OS]

1042 Aspiration, incomplete BElTEe

1042 incomplete aspiration USE P Nty

1043 Augmentation. loss of 8 (AT A F—2 3 ) DR/ K
1043 Loss of augmentation ek (A —T AT —a ) DRE
1044 Autofill, unable to EEIBIACEN 3

1044 Unabie to autofill B FEEAEE

1045 Automatic injection system, incompatible |HEFALZXTLOFBES
1045 Incompatible automatic injection system |BEFAATLDTEE
1045 Injection system (automatic), incompatible | (BE)) EAL AT LOTHEST
1046 Automatic injection system overinfusion |BHEFAL AT LOEARBRE
1046 S}iection system (automatic), overinfusion (B8 EAS 2T LD ARE
1046 Overinfusion of automatic injection system | BEE AL AT LD F A B H|
1047 Back-up, failure to NI TITNFREREE

1047 Failure to back-up N7 TDTRES

1048 Back-up, failure to convert to N F TR BRA AT RE

1048 Convert to back-up, failure to NPy I RA Al EE

1048 Failure to convert to back-up ISV T YT E R AR ARE

1049 Balloon rupture I — R

1049 Rupture of balloon INI— TR

1050 Asymmetrical balloon INIL— VIR R

1050 Balloon asymmetrical PN — D IER R

1051 Balloon burst PR

1051 Burst, balloon I — R
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1052 Balloon leak(s) NL—r0OEh

1052 Leak(s), balloon NIL—2Di|Eh

1053 Balloon mushroomed NIL—2 2R

1053 Mushroomed balloon NI—r2EE

1054 Battery charger, defective T FREBIRD R

1054 Charger, defective battery NTUFRBBRORME

1054 Defective battery charger 3T FEEIRD RE

1055 Battery failure I\ T Y DI E

1055 Failure of battery INyTY) DR

1057 Battery, premature discharge of NyTYDBRME

1057 Discharge, premature battery N T)DERME

1057 Premature discharge of battery Ny T)OBRME

1059 Bend B il

1060 Bicarbonate o3

1061 Bifocal lens —EEALUX

1061 Lens, bifocal —EEALUX

1062 Biofilm coating ; ::i:-g?4JbA-:—%4>7“ (biofilm
1062 Coating, biofilm ; :;i:ril-g?aw.\-::—%‘ryﬁ (biofilm
1063 Blank screen TS5 R0)—

1063 Screen, blank TS0 A0 )—

1064 Bleed back TJ1)—K 7394 (bleed back)
1065 Blockage B (955 FAE)

1067 Bolus mechanism failure R—ZRFAEBEOHE
1067 Failure of bolus mechanism R—SREAEEDHE
1067 Mechanism, failure of bolus R—SRAEAEEBOME
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1068 Bond, failure to BREEBH DFRE
1068 Failure to bond HE(EB)OFAS
1069 Breakage of device ERARORE

1069 Device breakage ERAREORE

1070 Bubble(s) wa

1071 Burned PRI

1073 Breakage of burr IS—DEEE

1073 Burrs, breakage of IN—DEEE

10674 Burst WH

1075 Cathode ray tube (CRT) failure TS59 % (CRT) D#EE
1075 CRT (cathode ray tube) failure CRT(T S 8) D&M
1075 Failure of cathode ray tube (CRT) 75 (CRT) D&
1076 Break, cable r—7 L O

1076 Cable break r—7 L O

1077 Calcification Bkit

1078 Calibration error HIEORY

1078 Error, calibration BiFDiY

1079 Capacitive coupling #EES

1079 Coupling, capacitive REES

1080 Capture, intermittent AR Y

1080 Intermittent capture AN R RO

1081 Capture, failure to HEO XK

1081 Failure to capture RO KK

1082 Absorption, carbon e 32 R R

1082 Carbon absorption mRFRRI




1083 Cautery BERY

1084 Channeling Fopoyg

1085 Charge, failure to EEOFRES

1085 Failure to charge ABEOFRSE

1086 Charred =i

1087 Chemical reaction L2 R

1087 Reaction, chemical LR

1088 Breaker, tripped circuit EEESHMESR)

1088 Circuit breaker tripped EEER R HMEE)

1088 Tripped circuit breaker W IR HER

1089 Circuit failure (=] & oD d

1089 Failure of circuit GIF=TOF i

1090 Clean, failure to AEERDTRSE

1090 Failure to clean BRFEROTAS

1091 Cleaning, inadequate AR GER)HAF+S

1091 Inadequate cleaning i 26 e DFAE N b

1092 Clearance DUFILRX

1093 Cleaver, failure of fiberoptic KIZFA =) — 1 — D fE
1093 Failure of fiberoptic cleaver KIFAIN—= — 1 — DR
1093 Fiberoptic cleaver, failure of KIT7A3—2) — 13— D&
1094 Clogged SHEY(EAE)

1095 Clumping R

1096 Coagulation HRE

1097 Coefficient error FRBDRY

1097 Error, coefficient FE#DRY
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1098 Coiled HEOF

1099 Collapse DAN(ANTH)

1100 Collimator design problem oY) A2 DO FETORIRE

1100 Design problem, collimator Y A—ADEETOME

1100 Problem with collimator design QYA —BDHEFTOEA

1101 Colony forming units oA=——REE

1101 Units, colony forming an-—HEEE

1102 Compatibility i =R

1103 Broken component(s) EROHE

1103 Component(s), broken R DIRER

1104 Component(s), detachment of HROBR%E

1104 Detachment of component(s) BROBRE

1105 Component(s) falling BROET

1105 Falling component(s) HEMDET

1106 Component(s), overheating of a0 @E

1106 Overheating of component(s) e DA %R

1107 Component(s), worn HaOER

1107 Worn component(s) BADER

1108 Component(s), incompatible MGOFEE

1108 Incompatible component(s) HROTES

1110 Computer failure OV a—2 0

1110 Failure, computer O A —2 O

1111 Computer hardware error A a—RN—EITTDOLS—
1111 Error, computer hardware aAVEaA—2N—FOTF7DLIS—
1111 Hardware error, computer A A—BIN—FITTDIT5—
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1112 Computer software error AEA—RYINITFDIS—
1112 Error, computer software AEA—RYIRO I P DIS—
1112 Software error, computer AVEA—2YIE I FDIS—
1113 Concentrate B

1114 Conduct, failure to re -1 F =R

1114 Failure to conduct ZEOTRS

1115 Conductivity nEE

1116 Connection error 30 kU

1116 Error, connection EHony

1117 Connector pin failure AR (BERA)OECOTRE
1117 Failure of connector pin AR (BHRE)OECDFRS
1117 Pin connector, failure of B -aro4nF84

1118 Contact lens, problem with trial set IR XE RV DORERE
1118 Lens, problems with trial set of contact AL XAV OIS
1118 Problem with contact lens trial set AR AR Ay DEE
1118 Set, problems with trial contact lens A3V XE By ORE
1118 Trial contact lens set, problems with AEOM U XE AV ORMEE
1120 Contamination i S

1121 Continuity, intermittent B AR

1121 Intermittent continuity EE A TBERY

1122 Continuous EHA

1123 Continuous firing AU

1123 Firing, continaous EHT R K

1124 Continuous mode failure EHE—FOTES

1124 Failure, continuous mode ESE-FOFRES
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1124 Mode failure, continuous ERE—FOFRRS

1126 Control settings incorrect $ {028 5 (control setting) DY
1126 Incorrect control settings IR 5E (control setting) DERY
1126 Setting of controls, incorrect HI#E% 7 (control setting) DFRY
1127 Cool, failure to AHIT AT RE

1127 Failure to cool AHA T RE

1128 Contraindicated coolant AR D AINF]

1128 Coolant, contraindicated EREIEORHF

1129 Cooling system, failure of B AT L O E

1129 Failure of cooling system BHIV AT LOWE

1129 System, failure of cooling AL AT LD E

1130 Cooling, inadequate BEHRA5

1130 Inadequate cooling AHAF+4

1131 Corrode B

1132 Break of counterbalance h o 8—NSADHE
1132 Counterbalance break N B—INSADUEE

1133 Countershock, failure to deliver Ao B3y OIEEFREE
1133 Deliver countershock, failure to hoB—av I DEETHE
1133 Failure to deliver countershock Hho 83— 39 DRETEE
1134 Couple, failure to Al BE

1134 Failure to couple EHE R Bl HE

1135 Crack(s) a2

1136 Cross connection HAORAFT A (RERER. TEES)
1137 Cross reactivity XERKHE

1137 Reactivity, cross XERIGHE
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1138 Crush E&

1139 Cuff degeneration HODEH ()

1139 Degeneration of cuff HI7OEH (L)

1140 Cutoff point HvhA 2R A 2+ (cutoff point)

1141 Cutter-torque-cable twisted or tangled 2‘;’3—4\“’7'7_7‘)"@ BLhFi3d
1141 Tangled or twisted cutter-torque-cable 7;“;:}'-"-Hl«’?-’T"ijﬂ)#&Lﬁhitli-’b
1141 Twisted or tangled cutter-torque-cable 2‘;9-4*%9—’7‘-7”@135#!.351‘: 3%
1142 Cycle, failure to A OIBETRBR

1142 Failure to cycle TAILBELRR

1143 Damaged screw tapper ROV T—/I"—EOEEG

1143 Screw tapper, damaged AV -F——EBDIBIE

1144 Declotting A MRDOPRE (declotting)

1145 Decoupling BEES(ThyFuLy)

1146 Decreased suction 5| H{ET

1147 Defective photomultiplier (PM) tube HEFHEE (PM) B ORI

1147 Photomultiplier (PM) tube, defective KEFIEEPM) EDO XK

1147 PM (photomultiplier) tube, defective PM (A BFIEE) & DR

1148 Cause of deflation, unknown FRETHADILE (B KIT)

1148 Deflation, cause unknown [REFBEOUREE (ZROKIT)

1148 Unknown cause of deflation JREITRROUIAE (R 0KT)

1149 Deflation difficulties AR FEEREE (B RARIHIZALY)

1149 Difficult to deflate IR FEEREE (BRARITIZLY)

1150 Capsulotomy, deflation due to DEICLHNHTE(ERDOKT)

1150 Deflation due to capsulotomy U R DU (ERDKRIT)

1151 Damage from surgical instrument, deflation] F B AIZ L 3BEO-HOREE (TH

due to

i
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Deflation due to damage from surgical

FHF|ARIEDABOLHOIFE(ER

1151 instrument DkiT)

1152 Deflation due to trauma SHBIZ L HUNFE (BT D KIT)

1152 Trauma, deflation due to SMEIZ R DINGE (B DIET)

1153 Degradation SR (%1E)

1155 Deionizer, failure of B A A B DR E

1155 Failure of deionizer AR A A B OREE

1157 Deploy, difficult to ECENEH#

1157 Difficult to deploy BN

1158 Deploy, failure to ECE A o] AE

1158 Failure to deploy BCEA T ATRE

1159 Deprimed Deprimed

1161 Design/structure problem it HEDMRR

1161 Problem with design/structure BEtHEORR

1162 Device energization, unintended EELGELEEOIE (energization)
1162 Energization of device, unintended ERLEZWEE DML (energization)
1162 Unintended device energization BERLGUVER O ME (energization)
1165 Dialysate ENTE

1166 Dialyzer, failure of BT O WE

1166 Failure of dialyzer E IR OB E

1168 Disassembly iR

1169 Discharge, failure to WEOTES

1169 Failure to discharge MEBEOFRRS

1170 Discolored ZEGRE)

1171 Disconnect EHEETEH O (BREYS)

1172 Disengaged i3 B (L)
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1175 Disinfect, failure to HE Aol Rk

1175  |Failure to disinfect MERATRE

1176 Disinfection, inadequate/improper HBH T L

1176 Improper/inadequate disinfection HENREY

1176 Inadequate/improper disinfection HELNREY

1177 Disintegrate SR RE)

1178 Dislocated $5f (R {sL)

1179 Dislodged PR (BE)

1180 Displacement B

1181 Display misread TARAT LA (RTF) DRE
1181 Misreading of display T1RATL A (FF) DR
1182 Display, erratic FARTLM(BTFINBTFRE
1182 Erratic display TARATLA (TR BFRE
1183 Display, failure to RSO

1183 Failure to display T|RENGL

1184 Display, incorrect REROD]Y

1184 Incorrect display FROIRY

1185 Disposable ELVETHRA

1186 Dissection AR &

1187 Contamination of distilled water HBAKDER

1187 Distilled water, contaminated EKDFR

1187 Water, contamination of distilled ZBAKDER

1188 Collapse, dome F—LD 250 (~NZH)
1188 Dome collapse F—Ld D5t (ANIH)
1189 Calculation error, dose RaEstRnRY
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1189 Dose calculation error AREHEHORY

1189 Error, dose calculation A&FEDRY

1191 Drift i (Fh, FITR)

1192 Dry, failure to R TELGN

1192 Failure to dry IR TELND

1193 Analysis, failure to perform EKG/ECG {>BE (EKG.~ECG) DR A al gk
1193 EKG/ECG analysis, failure to perform OB (EKG./ECG) DRt F ol e
1193 Failure to perform EKG/ECG analysis L EE (EKG.”ECG) DEH A0l 5
1194 Electro-magnetic interference (EMI) BT % (EMD

1194 EM], electro-magnetic interference EMI. BRETF 5 -

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

1195 Elective removal EIRMRE

1195 Removal, elective EIRMIERE

1196 Elective replacement BRI (EHR)

1196 Replacement, elective ERMZH (B

1197 Electrical shock BRI AVY

1197 Shock, electrical BRiavld

1198 Electrical faiture B AHE

1198 Failure, electrical BRI E

1199 Electrode(s), failure of T 0D E

1199 Failure of electrode(s) EREOWE

1200 Contact(s), problem with electrode EEOEMIZHITSHE

1200 Electrode contact(s), problem with BEOEMIZET SRIHA

1200 Problem with electrode contact(s) BHEOEMICREI SRR

1201 Degeneration of electrode(s) EBOLEE ($H1E)

—198—




1201 Electrode(s), degeneration of BEROEHE ($£1L)

1202 Eiectrqde(s), fracture of BEOKE

1202 Fracture of electrode(s) EROWEE

1203 |Electrode(s), migration of B8 D B (migration)

1203 Migration of electrode(s) BEOBE (migration)

1205 Emergency power failure FEAEROKE

1205 Failure of emergency power FEABROBE

1205 Power, failure of emergency EFFABROMME

1206 Button or switch, failure of emergency stop| R 2B ILARALEI- XA F D&
1206 Emergency stop button or switch failure  |RRBFIERILEL-IEZZ M VF O &
1206 Failure of emergency stop button or switch |BRREBIERIE-IT A1 vF O¥E
1206 Switch or button stop, failure of emergency | SRR B IR AL FT-IZ XA VF O
1207 Emergency table stop failure T—ILORABELOTAS

1207 Failure of emergency table stop T-JILOREBLEOTESE

1207 Table stop, failure of emergency FT—ILOREBLOTAES

1208 Endoscopic accessory fire or melt R RKEOBIRE TR
1208 Fire or melting of endoscopic accessories |NIRFHBROBIRET- (TR
1208 Melting or fire of endoscopic accessories |NREFTRBRHORABRE - (TMRE
1209 Energy output to patient tissue incorrect  |B-of-BEMB~DITFRILF—H A
1209 Incorrect energy output to patient tissue |- BEHFHAB~DIIILEX—HH
1209 Output of energy to patient tissue incorrect |FR->/-BEFEHB~DITRILFX—H B
1209 Tissue, incorrect energy output to patient's |BR->F-BHEF~OTRILFT—HAH
1210 Energy spectrum incorrect IRILF—ARTGPILDRY

1210 Incorrect energy spectrum IRILF—ZARITMLDR/RY

1210 Spectrum, incorrect energy IANF—ARTLILORY
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1211 Deliver energy, failure to IHRAF—DEHF A RE

1211 Energy, failure to deliver IR —OEH G RE

1211 Failure to deliver energy IRILF—DE L e gE

1212 Entrapment t=&Ad (BACA D)

1213 Cleaner, failure to remove enzymatic BEI)—F—HRETEGL

1213 Enzymatic cleaner, failure to remove BRI —FT—HRETEEL

1213 Failure to remove enzymatic cleaner BES)—F—DKRETELL

1213 Remove enzymatic cleaner, failure to BEII—FT—DBETEGL

1214 Erosion BB

1215 Error or warning message, failure to IS—FH-EIBEDAvE—UAEEHEN
produce Ly

1215 Failure to produce error or warning IS—FEESEDAVE—UHERSH
message TELN

1215 Message, failure to produce error or Io—FEEEDAVE—UHREREN
warming &by

1215 Warning or error message, failure to BETHIITS—OAvE—UHERESH
produce Ty

1216 Date of expiration exceeded AR (ERAME) h

1216 Exceeded expiration date B (EABE) Th

1216 Expiration date exceeded AR (EAHR dn

1217 Explanted 45 :4 7

1218 Explode BRE (17 5E)

1219 Break, external fiberoptic SE I TT A — DY

1219 External fiberoptic break NERKTFA 3 — DR

1219 Fiberoptic break, external SRR T 7 A A— D)

1220 Extra needle #HVRES

1220 Needle, extra #AREN

1221 Extram-eogs radiofrequency wave SRRSO 5 B HGEE
transmission

1221 Radiofrequency wave transmission, SIS () B L

extraneous
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