Problem Code

Problem

Definition

R

2446 Wound infection, EENCE
post-operative

2447 Wound infection, LEENY Y
post-traumatic

2613 Wrinkling LH
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3. Manufacturer Evaluation Method Codes

Evaluation
Method Code

Evaluation Method

11

A device from same lot of the actual device
Involy

10

Actual device involved in incident was

36

evaluated
Analysis of labeling performed

39

Chemical tests; e.q. corrosion, reaction

21

Computer hardware performance tests
conducted

22

Computer software performance tests
conducted

20

Device evaluated with respect to operational
t

13

environmen
Device from controlled/non-released inventory
evaluated

12

Device from reserve sample evaluated

99

ERRONEOUS DATA

25

Electrical tests of all specifications performed

23

Electrical tests performed

82

Environmental tests; temperature, humidity
and vibration

89

Filter testing

INVALID DATA

30

Mechanical tests of all specifications
d

26

Mechanical tests performed

27

Mechanical tests, dynamic - fatigue test

28

Mechanical tests, static - tension or
comp i

NI

NO INFORMATION

NA

NOT APPLICABLE

84

Optical tests of all specifications performed

86

Other (code unspecified, describe in H.10)

83

Pathological evaluation of returned device

33

Performance tests of all specifications
performed

31

Performance tests performed

34

Performed test to determine if incident was
the result of interaction with another device(s)

37

Photographic images made during evaluation

UNKNOWN

35

User-device interface test performed

38

Visual examination




4. Manufacturer Evaluation Result Codes

Evaluation |Evaluation Result FARR
9 FILTER TESTING Z4NE—HM |
ERRONEOQUS DATA I5-0kd7—%
100 Other (code unspecified, describe in H.10)  [F0# (31— FFEE. HI10ICKEE)
101 Component/subassembly failure (select BR/-ARROFAE (AFI)-DHSWTE
- 03— EERR)
102 Incompatible components STEE
103 Computer hardvare problem 2¥Ba—FA—Foz7OMM
104 Computer software problem SvEa-—2J7 oz 70OME

AvEa—9/ AMOA 5Tz A AOMM |

FIA4> (ANE)_

FHA{ - GROR

Fes44

FTHA -8
5%4/ YA F—T1AA

TYA > - WA
/ AT+ AHER

(FHE)

!ghlﬂl a—p

BN - PS5
WHAME - Tl ICiebau R

123 Electrical problem - operaling outside
ificatl
131 depleti RENOBRBES
132 Premature RRT Indicator (recommended BENO#RTHESN (RRT) I
replacement time)

133 End of life - expected (AL Ehrso
134 - re [l
135 Material degradation/deterioration, 03 t 3. Ehdbo

0 "

136 - n HO -
137 Material degradation/deterioration, @ﬂm?ﬁﬂ: ER. FTMEsRFHzAZLG
138 HOMABRE
14 ed 1 tion SN Vb

41 Failure lo cycle ERREOER

42 IF ial contaminati

43 SREE R F+3
144 n DER VAN
145  |Lubrication excessive %,
(146 |Lubrication insufficient A+
147 Lubrication, loss of mRaaL

Labeling difficult to read/see

151 < v
BN
152 Labeling difficult to understand IR ‘:Eig %TS ?3:1'3?:“
153 Lal n [:] ry SAUYICEERMEN L
154 Labeling contains inadequate instructions for |3~ ( ) PORE AL
THAAICMT SRANF 5
1 |Labeling is incomplete SRU7 (BixE. ®T) TEZ
157 Labeling contains incorrect instructions for SKULY (BIXE, %or) POEM/ A
use/maintenance FHAICMT SEALFER |
159 Labeling is not available ERV PN . BoT) ML |
160 Package insert information Zﬁﬁﬁiggggf;;; _
162 Package labeling inadequate/incorre BRERDA TS AAS
163 Package mislabeled ERTOTH
164 Service manual (use in conjunction with ‘}—E;T\'—;‘nb (DS XYXTI—FE
1
165 User instruction manual (use in conjunction i{—_gi‘?;:?lb (DS~ YFa~-FE
with anather labeling code) S
167 Package insert missing b8 TUES
168 nstructions not available (RAAWATLL
70 danufacturing oF.]
171 facturing - pa Wil - S 3
173 7 i
174 acturing - m Uil - H8H
175 Manufacturing - user inte T et e WP A B B P
176 Tolerance stack-up [hardware-rsaftware) ARICELE (N=F227//7F0x
180 Mechanical problem (i.e. pump, motor, MMM (R, E-F—, 04F¥, 75—
i i \ T, NoFU—, B BB L)
190 |Out of specification METEE
191 Quality assurance h&igﬁﬂ
192 Shelf life exceeded A
193 Storage/shipment | =
194 |mu|zm<na
]

Cleaning error

|ZU-—="7n@%
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Euahiati

Result

=4

RBETRULAHEE OICER
FRAAEMELAVEE - HALLLIZER

37
SEY—EA/ AT

FIEWLER0E
WROMBNERSEA
FAELTDIS—
DRENEH
ML TE ORI > TES
R EEY) I RATEA
EMSLAEVEE HHELILGIC
MHODE - FHE
lgﬂ&i -EAE A/ ERRENOE&ERYS
HEICE

ii]

TS ADEE - REY—EZRMIZES

202 Device used with inappropriate material

203 Device used with incompatible

204 I }

205 Failu

206 Fail

207 Failure to service/maintain accordlng to

208 Incorrect technigue/procedure

209 Misapplication/misuse of devic

211 Timing error

1212 Unapproved use of devi

213 Device used according to la indication:

214 Device u in riale environment

215 Device used with incompatibl ipmen!

220 n of device - un ified

221 Modification of device - by userfuser facility

biomedical engineering deparimant

223 Modification of device - by autherized service

224 Modification of device - by other service
organization

225 t f device - by distributor

230 - i

231 Reuse of disposable devic

232 R 8 f i

8 use dev
R&use of dmnce \mlhuut fnllo\mng

BMUOWE - OY—EIRMIZLS
REILD

BOUIN -
2]

[ (2]
50 DV BBEOMER
M P O 26 D 1 O
HE BB OEICH D/, R0 M E A

T

Nggaﬂve ults of device testing Pﬁﬂﬂﬁuﬁlliﬂuﬁ L

[Z0f (23— FF@E. Hioickem) |

FMEh3 X180 (E!#ﬂ/ﬂlﬂ'ﬂ:!ﬂl
HrsdM. I-FFHE

236

300 Other (code unspecified, describe in H.10)

310 Anticipated or known (physiological /
orocedural related. but code unsoecified)

311 Anlicipated adverse reaction - longterm

312 Anticipated adverse reaction - short term |

313

FHENOABER - nn
MEhoARE - Bl

nt nsk of Drucﬂ_ure

TEX-]
B& O

Support system mblum & faalli en FADM
nmp,,,p“m,f'm ,,mp,m, Ea(,,,f, . ,ﬂfm"’“ Fh WRARORRNTFRAARL)
340 Unanticipated (physiological / procedural ’Fi: !?i‘:a(% EETSPE T [HF T 3T
)] . a—
341 Un nici I n-long term [FMEhELH
342 n- term [FHENBVABRD —EM
343 Unantigi@g_d gg ;grm complication of FilTEZRNOLES GHE
344 Unanticipated short term complication of FHTEZORBOREES HE
| lorocedure
345 one zL
346 Negative results of device testing 2] (=]
400 Other (code unspecified, describe in H.10) [0k (29— ]E FWHE. HI0ICER)
401 Absorber (COZ2) RN (CH{ERE)
402 Actuator HFHER
403 Alarm 73—4
404 Alarm, assembly S=4L, TATVU=
405 Alarm, audible il L
407 Alarm. high inspiratory pressure S—5h. WBRNE
m, LED 7—5h. LED
409 ﬁ%ﬁﬂ. low inspiratory pressure — 5. {ERFUE
410 Alarm, oxygen pressure —4L. MR
411 Alarm, power 7o—5L. MR
412 Alarm, pressure 7o—hH BH
413 Alarm, visual 7o—bh. AREHR
414 Alarm, volume Fo5—4L. RUa—A4h
16 Display FT4AT A
417 Bacterial filter NEFUT T4 T —
418 Ball F=J
419 Balloon J(Jb—‘j'
420 Battery 1Sy F ) —
422 Breathing circuit GRER
423 Cable =7
424 Cap F+ud
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Evaluati Evaluation Result TR

425 Cassefte v

426 Charger Fr—or—

|42 Circuit board BEE

428 CO2 monitor = A

42¢ CO2 monitor subassembly (only use when  |= RE=S-0¥IT7EATV- (D

icel FINAAD-BTHIREOLEMR)

430 Wire o4

431 Adapter 7¥TH—

432 | =l

435 Conneclor x5 —

436 |Conlrol switches MBS v F

437 CPU (central processing unit) board CPU (PRUNEN) K—F

438 CRT (cathode ray tube) CRT (752 8)

1439 Cusp hAi7

440 Cylinder PP i

441 Cylinder valve DU .

442 Defibrillator paddies BEBBD/ L

443 Defibrillator subassembly (only use when pant|MBBBOY T 7 T U~ (aD7/ (12D
of another devica) —BTHLIREDHER)

l444 \User interface A-—Y—AF—T1{R

(445 TA775b

447 FAA—F

448 Discrete component/device (resistor, Eﬁﬂ)??; ?1: ;f A (EMW. Jv7 >~

449 EKG/ECG subassembly (only use when part [LREOY TR T)— (BOF/ A A0—

HTHIBSOLER)

4 ni CREE=5—

{451 Electrode IU -

454 EPROM (erasable programmable read only |EPROM (R 7 04 5 ASIREBRAILY WA A
memarny) £€4Y)

455  |Exhalation filter BRI INP—

456 Fail-safe system Z1—=)t—TAF AL

457 Flange IS5

1458 Flowmster |Fmt

459 Foot switch |7v AL YT

1460 [Function indicator MR

461 |Gas scavenging A2 NEER

1462  |Gauges/meters A=t T e

1463 Guidewire HAEDA+

464 H: oy —

465 Heart valve cage CRAT—

1466 Heart valve leaflet LRAHER

1467 Heater Eedr=

468 Hollow fiber P&

469 Hub N7

470 Humidifiar e

471 Hybrid circuit NA T v FEIR

472 IC (integra ircuit) chi IC (HMEN 797

473 | tion

474 IC (i i ) IC (SIRES)

47 Keyboard e i

476 Lead conductor U—FR&

477 LED (light emitting diode) LED (RESAA—F)

478 Limit switch USEwbAALvF

1479 hiym ry ATEVFoOLNYTI~

1480 Logic board oYy oR—-F

481 Luer valve T =7

482 HE

1483 Manifold =T~k

484 [Membrane Ii

485  |Mother board IY¥-—A—F

1486 [ E==

487 02 monitor subassembly {only use when part[REE=F—OY T 7t 7 U— (fBDFT/5A
of angther device) AD—ETHLHREDHER)

488 Obturator W)
Oximeter bA=P=

ﬁgg Oximeter (only use when part of another AFA—F— (ROTNAAD—BTHOW

1491 0.

1492 PC (pnnted circuit rd

1493 Pilot ballpon valve 1S40y =T

1494 Pivot 5#: [

1495 Port ‘oad

496 Potentiometer L{E 3]
Power cord £ Bl

49 Power supply
Power switch

S Pressure sensor

PROM (ZFOZSANERARUBMAEY)

Ij'uwf
RAM (S ¥ ALT72EZAEY)




Evaluatio Evaluation Result LZTLE
507 Recorder (tape, stripchart, etc.) Ig_):i-#-— (F=7. ANV TFr—b. &
|508 y =
1509 ROM (read only memory) ROM (RAMUMAAEY)
510 |Sensar 4 —
511 ISolder joint FAEEE
512 |Solenoid JLJAF
514 m &R
515 Stent ATz b
516 Stepper motor AF 9 E—F—
517 Slopcock :
518 Stylet APALIE
519 Switches A F
520 Telemetry equipment FlARU—M#
522 Transducer S RAFa-H—
523 [ransformer E2 74
524 Transistor S DAY=
Tube Fa-7

stopcock, atc.)

T

33 Vi . il
5 Valve, inhalation 7. B
35 \Valve, inlet port #. A

Valve, inspiratory F
537 Vi port #. HO
538 Valve, PEEP (positive end expiratory #. PEEP (B#® )
539 Valve, pressure limit .
540 Valv { ., UU—2
541 Valve, safety # B

Valve, selector #.
543 Vaporizer H
44 Wiring hamess PER I ¥ 1
54 YE—RIX5Z—

2r4/%—

'Thermocouple wire Y—FEh o TNDAY

548 Accumulator #
MR T7E T~

50 Alarm, self FI—h.
51 Servo T
55 ner IF72U—F—
553 'mml T

Bottom dead center sensor bracket

FRSEAH—TS57 b

|Capacitor (ceramic chip) ALFLY— (53 95F v )
Cascade HAT—F
57 |Compressor (air pump) 327y ¥=(T74h2F)
Concentrator doerhb—9—
Conductor cail HAEILIL
Connecting rod AFxEFP02E
1 assembl G229 T=ALTR T U=
562 Cuff .'337
Cup seal hyFi—=lb
Function lid L1
5 Gears *7
H rr mgAn v F
567 elifix_ coil Hedifix 2 o JI
568 rew (719
569 |nterconnecti ard in [
[570 Line cord SA2a—F
571 Locking sleeve QuoZxU—7
572 Lower piston bearing FTHEAF RS
573 Meter needie Ay =3
574 Motor roll pin Y T T
575 Overlay A== A
76 Piston quides EARAHAE
Eﬁmm ERFoAYF
578 Piston Pads EA Rty E
1579 Plug z; 7 S
ower lamp B>
1 re signal IEHEE
582  |Reed (electrically open) J—F (RAHIM)
‘33__51@!1_'&@ Eir
584 Seal tracheal nw -
585 Terminal assembly F=SFNTELT—
586 Tip conductor coil Fo 7NRRIA Y
587 Tube capillary [EW®EL o
588 i i ) VDT (EFAF 4 R 7L — %)
589 Valve, dump . Ml
1580 ernator L
1591 Altimeter
592 Amplifiar
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Evaluation |Evaluation Result

593 lyzer Eﬁ
594 Annunciator

L]
athal
u+
Antenna T»F
5 Arrester ERREN
597 Attenuator =i
Backpanel IEnEI

588  [Backplane Ny 2TV
600 Other (code de n H f
601 Central processing uniVoperating system -

| leror/desian

AvxEa—#n—Foz7ORA
AXEa—=2 .- A—Y—( 2 ¥—-Tx42
lem AvEa—FU 7 roz 7 OBM

tion RHDME Y —JCMATABHE
i RF (WM& T3
Salety interiock/feature failure E=TF A F -0 /EERARODTRE
User installation error A=Y —DA YA F=II5—
|User maintenance error A—Y—DAYTFRATITFT—
Computer software problem - erroridesign ;:l"/ Ea=#Y72roz7ORMR-I5—-/7F

£
FITU XL
ZI A XAOBMR
KR
h=22
h—2b
tem UTINFALBRCAT A
OAvFEuT

<D RV
TR

—sn@
5§{Amn)®ggg

BEERAE
2 4F
FoEOv2
[

RADBEN
RV F 1]
S— (T4 Th)
5~
YABTIS—
SoFTFud
Uty FIS5—
BATo—

2 &

i L]

F#¥viradxb0—5—

¥yyiratEY

[AEVFOEATS—

lier {direct memol ess) DMA (!!!i'ﬁ—??tz) arkO—-35—
170 (AdH)

65 \Bus conflicts NADIL U2 E

i 'Igrfera TR

r
660 Power transient
1 P i

2 Power seguencing

664 ¢ int
1665 None _
701 User/device interface A—Y=/FNRAAAF—T 4R
702 Display hard 1o read or misleading -;? 2T ADBANU AERELIEREN

ariiss

706 Device dﬂ‘ﬁgﬂ to assemble or set up

jons M EHMICHE > TER
L
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Evaluation |Evaluation Result [FaRR
[Result Code
710 Negative results of device testing WHONRESGEBLL
730 Baffle ARl
731 Ballast NRFAF
732 Barrier AV Y4
733 Beam splitter E—LAT v & —
734 Bearings ANTFTUY
'ﬁﬁ Bell ~ M
1736 |Buzzer E4 i
737 Beit ~ b
738 wer EE
1739 Bobbin =
740 |Bolometer AROA—=F~
741 It Lk
42 Brake =%
743 rush T
1745 |Bus A
746 Bushing Tuira
747 Calibrator FrUIL——
748 Camera hAS
749 Cannula, inner h=a-—L. HE
750 nnul r h=—a—Ll. %8
751 Capacilo ATTF oY=
752 Carrier (v U7
753 Caster FrAF—
754 Cell _ b
755 Chassis ==
756 Choke Fa-—2
757 Clamp 5557
758 Clip EPPF
759 Clock g0y
760 Coder a—5—
761 Coil a4
762 Collimator AYRA—F—
763 Comparator Ak ==
764 Contact lens A8 bL2X
765 Controller J-bO—5—
766 Converter #
767 Cooling module AHEZa-)b
768 Cord a—Fk
769 Core a7
770 Counter howd—
771 Coupler hT5—
172 Cover hii—
773 Crystal DEXI
774 Cups_ hod
775 Current limiter WA wRG
776 Current source L ¥]
777 Cutter 2' W=
778 Damper =
779 Data acquisition unit TSRy F
780 |Decoder Fa—4—
781 D CF L]
782 Dehydrator 52“
783 lay line |
764 - naH
785 Demodulator
786 FoLFA—F—
787 Detector i
ﬁg evice deployer FIRAARMEH
789 ial Y¥ATIL
790 it TIEAT—
791 Disk TARY
792 Divider ShcE
793 Dome | ?
794 Doubler F75—
795 Driver F24/8—
796 Duct g b
797 Dummy load FE-O—F
798 Duplexer FasLog—
1799 Emitter So5-
800 Enclosure I 90— —
01 ncoder Ixa—%—
802 Endoscope Rk
uali P
804 Evaporator
05 Expander !I FRIN T~
806 Extender TIO2AT 75—
807 E xtractor ]
808 Evelet IR
09 Fan 2rz
B10 Fastener BHA
B11 Feedthru [Z4a—EX—
12 Ferrule 2 x =ik
813 FET (field effect transistor) ]FET (MABRBS AR
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Evaluation |Evaluation Result

14 Fiber P e Al
815 Film 4 lh
B16 Filter F4 52—

17 Flasher 259y~
818 Foil TIZ&KAI
819 Foot pedal Zy bR

20 Frame 2l=A

21 Fumace 4
822 Fuse =X

23 Gasket HAT b

4 Gear ¥7
828 Generator Zral—%—
Grille ZU

27 Grommet VEEPTS
828 Ground strap F7—AHA+LS527

29 Guide H4AF

EEH
831 Headphone Ay ERY
32 Heads Aoy B
3 Headset A Ry b
34 Heart valve sewing ring CRARS ) Y
35 Heat exchanger PRAN
Heat sink E=fia
837 Hinge (P
1838 Holder wIF—
1839 Housing N TG
840 lgniter Ak
[821 Imager 1A-Ty=
B42 Impedance converter AE-V2AERE
843 Indexer E ik
44 r 2l 1)
B45 uctar {505 —
46 Integrator AFI—5—
47 1 m A2 d =k
AT=x4AX

49 te er A82T8—
8 I A A==
851 in lar lens) im oL (RAL X)) 157

2 1 f TA I ==
Jack Sy ul
854 Joint SFE VA
Joystick 34 AT4 w2
J Ppit—

57 Junction CyyDiraz
858 Keyer F—¥—

859 Keypad F—-/{uE
Kit b
Knob /7
2 Label A
863 Laminate FEE
Lamp 52000
Laser L=
8 Lenses Lo X
7 Limiter S yF—
Line conditioner A avrq4wat—
BE oad oO—F

70 ock Ov2

B71 [Magazine I
eler N
874 [Magnetoresistor LA

75 ifier HAM

76 Matrices AW PTES
8 Memory AEY
878 Meter A—5—

; IA 06K
880 ne A L2077
1 Cro:
2
3 Mixer SFY—

84 Modem 54

885 Modulator EJal—F—
Monitor e

887 Mount IOCF
TMultiplier INFISAY—

889 Nebulizer (only use when part of another 724 ? — (RO ARAD—BTHOIBE
rlansi [2F 3 4ii)
Network EFA ]

1 Nuts Ttk
B892 02 sensor Y —
T4 A2

894 ti ble Xr—FN

895 Optocoupler AT bNTS—

896 Oscillator AoL—%—
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Evaluation Result FEER
Oscilioscope A0x3-7F
Outiet A b
Oven E i
Pad A
Panel REIN
Photodetector KRN
Photomultiplier ARF
Phototransistor bS5~
Pickup Ev87 97
Pin Ex
Plate ZL—-F
Plotter FO0y%—
Painter A5 —
Polarizer R
Post KRB
Power module BhEZa-l
Pr lifier i I 490 0 25
Prescaler ZURT—5—
Preselector FitLos—
Printer FrE—
Probe Zo-—-J7
Processor oty 4—
Programmer FOs53—
Protector FOoFss—
Proximity switch fil P e Fa
i 5
Pulser S =
Pmum? T
Pyromater N4 OA—%—
Rail [P
Reactor Yroe—
Reader Y—f—
Recelver Lir—/i—
ifie |!9§.II
Requlator blFal—2—
Repeater
ir L=
Resistor R
Resolver LS i —
Resonator LS Rk—&—
Retainer ) Pt
R LFINL
ig-} RF| (RBEETH)
Rheoslal LARS 4 b
Ribbon PE 52
Ring U
Rivet TR
Robot ok b
Rod ovE
Safely interlock =2 F4AF—OuZ
Scaler AT=2-
Scale A=)
Scanner A¥rt—
Scintillomeater P Fl=rahod—
Scrambler A55-T5—
Screen AZU—"
Scriber AP SAN—
Shaft r7
Shield ot | 4
Shift reqgister 72 bR —
[Shifter T kL=
Shunt P d
Shutter Sy P —
Signal conditioner TN TF 3 t—
Simulator #Zal—%-—
Slide AZ4F
Slip ring Ay TUY
i AQuF—=SA7
YISy bTIIE—
Socket STk
Sound absorber HEE
Spacer e
Spark gap AN—D¥r 7
Speaker AE—h—
Spectrometer EEE ]
Splicer AT o744~
Spooler 2T=5—
Spring £
Stabilizer APESLH—
Stand AT E
Stiffener ST i
Strain relief AbbA40)—2
980 Strip line ARU2TSA
981 Substrate EEELS




Evaluation |Evaluation Result [FEER
1982 Sunlamp XM
983 Suppressor EEATE
984 SAW (surface acoustic wave device) SAW (3 BT /A A)
985 Synchronizer o o0FA9—
1986 Synthesizer T % e
1987 Syringe P
988 Table F—70
1989 Tachometer FAX—H—
1990 Tape =7
991 Tee T8
1992 Telephone [RE
1993 Teleprinter FLI) o H—
|og4 e ter 7 z9ﬁ54¢—
995 Television unit FiE
996 [Temperature compensator [EEAEE
1987 Terminal Fl |4
|ags Terminatar P—SR—F—
1999 Thermistor i V. %
1000 Thermocouple Y—Eh TN
1001 Thermometer SEIT
1002 Thermostat b A o A0
1003 Thyristor FAUAS —
1004 Timer FA<—
1005 Trackball LT =
11006 Transceiver e
1007 Translator FovAL—5—
1008 Transmission line [
1009 Transmi LT
1010 Transponder FSYRARF—
1011 Transport S5 S AR—
1012 TRIAC b IAT u2
1013 Trimmer R v —
1014 Tuner Fa—T—
1015 Varistor IVEY]
1016 Vibrator AT —%—
1017 Viewer Eg—7F—
1018 Voltmeter [id
1019 Washer
1020 Wavequide aa& [EFT3)
1021 Window 24 7ED
1022 Yoke -2
1023 None izl
1024 SWITCH, PUSH BUTTON XA T, WLKRS >~
1025 VALVE CAM S ThA
11026 SQFTWARE VALIDATION ERROR YIRSz TONNF =3 DI S~
1027 SOFTWARE, FAILURE TO VALIDATE UZbOzTF. NMUF—-3 /%R
11028 JAW Ja-
1029 KNIFE A2
1030 LATCH 2yF
1031 PUSHER Ty —

NO INFOR| WL
NA NOT APPLICABLE MASNZL
UNK UNKNOWN |ﬁ
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5. Manufacturer Conclusion Codes

Conclusion |Conclusion =37
Code
40 Another device caused failure thDF/NAXABFBEERE_LE
91 DATE-RELATED PROBLEM, NOT BfMEDME,. 2000%F (Y2K)
YEAR 2000 (Y2K) ME T3/
a0 DATE-RELATED PROBLEM, YEAR BtEEDMEE,. 2000%F (Y2K)
2000 (Y2K) [
97 DEVICE NOT MANUFACTURED BY ?&T&iﬁé N=OTRIELT
FIRM A
92 DEVICE NOT RETURNED - NO TINA ZAFKEH - BRELSTONG
EVALUATION WILL BE PERFORMED|Y
95 DEVICE NOT RETURNED - TINA KB - FEOH TN
RESERVE SA % PR =i
96 DEVICE NOT RETURNED - TINA ZAFIRE - FihRE
SURGERY PENDING
a3 DEVICE PROBLEM ALREADY BEODT /A ADME - F@EHTT
KNOWN - NO EVALUATION WILL BE |zl
PERFORMED Ny
94 DEVICE RECEIVED IN A CONDITION |7 AR REEL 1EHHRET DT /A
THAT MADE ANALYSIS IMPOSSIBLE|A D&
70 Device discarded - unable to follow-up |7/%A R BEH - ;B854 Al
71 Device evaluated and alleged failure |5l CARAE EN/=T /51 AD
could not be duplicated BIRMNTELGZMO -
72 Device evaluated and alleged failure |FETARSGEEINLET/NAZAD
could not be duplicated - cause of gggv&n#:& - BRORE
&
41 Device failed during assembly $A L THRICT /A A0
64 Device failed during pre-test/pre-trial gﬂmisﬁ?mmmmr:ﬁw A
42 Device failed just prior to use TN AL ERE AT AR L /-
43 Device failure directly caused event |7 /%A 2;‘3$i%ﬁﬁ§‘]l:iﬁ
44 Device failure directly contributed to | 7/54 ADRRA B BRI ICBR
nt —
45 Device failure indirectly caused event |7/54 ADAREA MBI BR
EEC LA
46 Device failure indirectly contributed to |7/31 ADB& A TEIERT I B |
47 Device failure occurred and was TNAADFAEHEIY, BR
related to event CRELTL
48 Device failure occurred but not related |7 /51 AD B EEE < o /=18,
to event BRICIIBEL TNV 7
49 Device failure related to maintenance |T/\A ADARRENATFH R
ICEE L TVvE
61 Device failure related to user handling |7 /%4 ZOJJFLHG#J—*Y—O)#I
=t \
50 Device failure/lack of effectiveness TIA ZADFEE /RO RN
related to patient condition BEORELMEL TVA
51 Device maintenance contributed to FTINAADA YT F 2 ANBERIC
ovant §'—r) L
65 Device operated according to :IH AIIHERICTE > THRIEE O
63 Device repaired and returned TFNA A (FER RN
52 Device was out of calibration TNRAADFvUTL—a %
Tbhiaho/k
53 Device was out of specification but this |7 /34 XTG> TLHVEN
dw to event 72‘ "HCIINEU‘CL\T&L\
54 Device was out of specification in a FINAANBRIBABT S5 CHE
BTV
99 ERRONEQUS DATA I>—DHBZT—F
* INVALID DATA i e d
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Conclusion |Conclusion =17

Code

55 Intermittent failure directly caused m@ﬁg;:ﬁ‘ﬂ%ﬁ‘ﬁﬁﬁ‘li:l&é
avysnt [ o=

56 Intermittent failure directly contributed |MREIZARENERATICERIC
to event w5LE

57 Labeling related RO Pl

NI NO INFORMATION H®aL

NA NOT APPLICABLE BHZNZ

67 No conclusion can be drawn BRAEERN

78 No device failure TNAZADFAEEEF N

74 No failure detected and product within [FESEEEZINT. HRILH
specification [CH>TWS

75 No failure detected but product out of [FEEREHRES A, HRE
SDeciﬁcaﬁon &m':}ﬁ? 4 \EL \

76 Operational context caused event BEKRSRRER_LE

77 Operational context contributed to BEKANSERICESLE

68 Other (code unspecified, describe in ;;Dﬂ! (23— FF%E. H10ICE
H 10) i

58 Software/firmware caused event YI72bD2T7/ 77—A01TH

L § .33 chull 0 =R
59 Software/firmware contributed to event [V Z b0 27 /77 —AD T H
HERICHFSLL

88 This is a report of an accidental R RISE21581002.200REZ L
radiation occurrence (ARO), submitted | Y il & WA R RO METRRGIR
pursuant to 21 CER 1002 20 £ (ARO) B&ETHS

U UNKNOWN A8

66 Unusual event REDER

79 User error caused event A-—Y-—IS—HERELE_LL

80 User error contributed to event A—J-—I5-—NBRBSLE

62 User interface contributed to event ﬁ-;gzi =114 ANER

60 User-interface caused event A—YHY—A 5 —T 124 ANER

- L




#qH—-2

WIRALSEI—F ¢ > YWGHER
. H#f . 200843 0 240 (H) 14:00~16:00
2. WA PR | ARt

. W o JIRA : A (R . X/ BEEL: A (R) #HER) L/ A= A—h—HaEs HH.
A, /B GE. 8. =01 MK/ JNDN SRR gl / HEEX o wled / R

ditl / b i/ 3& 7 b W/ ERE - BRI (Z8) (HOFRRE)
J. MR 1-l FRE2—-F 4 YOl ()
1=2 A BLEAER 0 5147 - RO d
-3 & '*umlt.u T4 WG TR I EE N\ 2k Yk
-4 28 CIEMABOFLEME (O—F) @& - L3 (RRGER FQR"%'I
1 'l a\&‘q | {ﬁxwm%h’-"i ” ”“ﬂ{j_ }:)IM& L 1\/ ’\:JL 3 ('f‘llﬁoﬁiﬁ'} ;\rlj”m!ghin

5. sl o
1) WGAN—DOR
.  HilEM S OB E OO T 2T o 7.

2) AWGHIROITE. HMRINESD 4
FR G RIEES &El&?ﬁ#nluﬂfﬁr‘r Ku)hl"’ oK ET 52 &4% <, HitLBEOMHIZ/- TS,
H:ui"mf'?fﬁfi )Lf-l:U?_Jb ] 4 b -i')'“f u_lﬂl%i |“ | l" f?’J‘{\ + f._L'ff N, if:lj A :7
O a4 H M E 2T !7
éﬁ‘ir‘iLlPﬁﬂE-‘-r{;f;aﬁi:-1~liﬁ‘ o a— B{eEdte s,
FHGHEBOH 'fl:u'Jﬁlﬁ#il%ﬁiﬁuﬁﬂiﬂ’éﬂrﬂin<. kR ET 5.
FDARBIZABRGO—T ¢ 2 7EREZEDHTWHWAHAOMBIZRIMEEHEEL, FDAZF—
MR O—FENA, BRHI—FHHMTEHS FE.
BElz s T SEEMIBO N —Y > T REHRREN TS,
ZHGKIZZh &R AICFERICEBBB )N —E Y — R EEKL, &20BEIETE Q- RREG
W TEOESBRELRFRTON] Z2EMAKIZTLREERL. TO LR CRB XN HElE00E S
DOPTEWHESHEREROBMEERLS T ELE LT,
BEXMTENSRAELSZEHHLEH50, FRHEHESOMBOME - Az AbesTRI-TY
HZEOFERERT T EHRE,
llit"l',lﬂﬁlh_ THRZEDSTWS (FRSHEBEHEREBEZGDODER4 0 0BMERZHTNS) &
NMAFERH REOIEE 2 T oD 5

o R—AA—h ke %iT L TERH _ﬁaﬁlit,—cn{;w"ﬁiam LTHED T EL,

. o WEEIZEE A, BOBMOEELZ A CED TN, FEEFHELTITEHM SO B Z B

LT FiE.

VAEES S
Hif: 4 H 22 0 (K 11:00-13:00
WA« PERHCE | 2

EL I

157




]

W2MARED—F ¢ > VWG ek

ELE 200844 22 H (&) 11:00~13:00
WA - P BRSH 1 2R

HAEE - JIRA - &N (R) © =X (R8) / HET : i (%) . #E /
N—AA—N—thikE: HH. K. /ERT : S, 885 =M (R) . W4/
INDN Zp b2 < vy (R) / BN : wIdg / WRHE T o il / R EEE /
a5k Bk /
EEgl o Err)l (GoFReg)

AAZERE - 2-158 | RIFRGI—F 4 2 /WG E (B
-1 FEHEHEOSE (ERT)
ol 8
© AR WG M S AR RS T B FAS o f. EIEFEH & L THEN KEO RIS & o i

WHEELL, FRPSIEPNS ZREOGNZAHANIRRE L T8l TV,

SR BUFREICHATIZTEBMOAEE, Atk NS ESBOBRIZ DWTHREEMA TEDT
W Z&eheoi, — WBHAE~OITE (R

PMDAZp S s 8 AlfsE ., AHBHELRIERATHEBMD RARLE S,
BWHI—FELTEHTPED NN ZERFCRELPOBOERDALDZEEEI TS,

FDA 28— F & LT GNDN OO AZZZHBIL T30, parent code A<, k& pRT G0
WEENZNTEO, WEEOIREIZA- T, @5 L 2@/ NEGFEFT 2Bz,

BMAZA Fizdh -7 506 SE O FDA @ product problem code (3L~ @i WiBa i3 1S0 B0 KES
fbitfED ST S,

Event Problem codes @ R LANED SN DD B 2 HER TIZELAMO -0, AFTETwl.
WA TT % Evaluation Codes (Cause code EFFEEAD FREDH) DLW TSNS
Wl L7, B G TR IS0 0RO BE|ZkD,

J— e b OTHEMIZEMS B oNUE, ZBRICIECTYUZZTR A MMIBHENTES
affEtkib o b0 EEZ NS,

B L THONT—FLNOFREMBOH L>— bORBLAEREZN., INELICH TS
ICERHO AR GHBOMBEETICH -MBOEDEEDEToTWEEL &L ko7,

R 22 i

HEF: 6 A 13 H (&) 11:00-13:00
W : BRI 2 2

Lk

158



WIMAREGI—FT ¢ WGk B

l. B : 200846 13 E (4 11:00~13:00
2. Wi P B 2 Sagee
3. HIEE o JIRA : @ (R) . =X/ HEET. : A (Gideh) . & /
N—AA—A—ie: Hm, k. BRE(Z 2787 . K (BAEX®R  /
EBT : g 68K () . =H. &4 /
IMDN J3pFb - vp§ / HIEEYE @ o9 / RS T 0 &l / 2 iR /
a0k K/
ol BN (GRS

4. ®AHVEE - 1 W2EAREGO—F 0 2 WGEER (%)
3-2 &tk R & SO F excel 7 71 L
3-2-1 HEEL
3-2-1-1 URFk 3-2-1-2  EEZ:9) WA (underconstruction)
3-2-1-3  JAMEI B&#l%| 3-2-1-4 A I0Pegss 3-2-1-5  WKER3R
320-1-6 BHHFTIIY 3-2-1-T —EMWATHR-2-1-8 REHR
3-2-0 A=A A—H—
3-2-3 pERRT
3-2-3-1 M MAE—% s 3-2-3-2 hF—FIN
3-2-4 thFiE T
3-2-5 JIRA
3-2-5-1 HRERWI AR (HOH B EN) 3-2-5-1 MiERE
3-2-6 4 T
b. Ak

';aas{wn‘ﬁr::. FNpEK W77 —N&B0HtHo7-. PPT 771 IILOM)

FrA—AA—H—WRE S OBMFOLEIEKEYH o, HE - fik—R_E (72787, #HK (HE

HKidi)
© fEERBROMBREDODOEATHI S E~OHMEZ RO TITL, TRENE.

Ml OALEHBEO®KE Ly —FE2Tic& T EESBIICERBOR \..llluuu.il!ﬁ?\'iﬁiﬂlﬁé -HiED

ENELEDEITOLEBSEEZRSG. TLOLZEOHEMMEAELIZ.
(1) 3-2-1 BEL
IRETEEELT, ATIF - R, BRAARAZEARA. (UIIESANSOHIE S L THEHR

A Z 7O HOIZHET 4 Am.

JAMET PSS A FE LT, BB TOFa—THEOHIZ, JEWMF -7 HFRMENTOA
Motk =8B IMMEF—~x—2hebBhLnEEbhab0MEo-0TTF—F{ELTEW.
(2) 3-2-0 AN—AA—H—

BEOMBRSERM LT NZ ¢ T, BEOFRBEEC#ME L HF—HFEirolz.

(3) 3-2-3 E&BTLT

PG BAOWERROR—. B0k & O S L T,

(4) 3-2-4 EHET

1275 MABHERRSHLOT, FREEBEROETHEL .

(5) 3-2-5 JIRA

ABREESFLGTHL M, WA EFROKY|
BERBIC DL TIE, BRASRABNIEMNY—FELTHOCAS. ~HKI AZER

7=, BBONKE, BERANZEDARIZSTLEETROEZ AL,

(6) 3-2-6 4r#r L

BRI DD TAREAIBEVL S XD 77 29— 2D TR L TWA, HPERMHNE
kY,

PHED AR ED ) Z 71/, RESADL ORI AN —-FKFFRGELTHS.
WEBIIRERNZAREZE UT, HOK - d4%. SHERITOER LORBSSZLOTIREN

e

Wikt s, BFOLSka A Modaastdh-o .,
JEFEHUF I = 4 &,

159




£ WGz miffT/ i 7 2N u-cM NS, lHRI (L 2 BT ’:" Li”'ﬁ'uz-';- <, EREERIZonT,
.n-f' L7 BREHITHEIZHELTIELWL, TvES DIEMEIZT A S'J.'" ol '-:.f.-/.- 7«

o) [

: F’éﬁ.w’)liﬁ o ik 1Lrift!_ LTid .H A rﬂ‘" rt}rl' ely) . AR ":',J;Z.-
4 }"‘L_'}_;f:r"tﬁfr b r_-\n..‘. I‘I'I/‘Uf\cm \-L&:. "Iﬂ:nl{‘_\_r\-..r, /r ek LE

- CODING POLICY =M@z T %

_‘; B "‘WWJ-_, lJ. !‘.uJ.‘I.’.fJ"[iﬁdi‘i j-“f:-.
s NHF—F - N—=LOXH
+patient problem. problem code. cause. evaluation x|
CHEROSMICEC 2, B GECRES, EXTUNy FEBED, LALS, dizETEOMND,
A L ‘\W’-i.‘.’.’:’ﬂiifi SHETITD,
RGI—=I ; RINETIZ, BRELAL.

SRl 26 T o T AP AR o dRR R RO |

Ll

160




-

[Ty : 2008 THITH (KR 13:00~15:00
TR [ BT 2 il
Wig# - JIRA @ &l =X / HEL: @ fh (%) . & (R
KT . i® (&) . 58, =M.
HEX : (i / T c g /
N—AA—h—liks: B, k.
PEREME . BN () (ECFRER)
AHPEE 0 -1 BW3MAREGD—FT 1 X /WGHRER (R)
]'J't 1 I-]\riHilill DEH (HIET)
4=2-2 AHEGHEBOSHE (N—A A
4-2-3 _CODE i HE¥ (2 T)
4-i-4 l*.l.’THIm- DHRA (o FH D)
-I‘j‘i‘!']__” Il/"'f”lrnbii‘w} fj”{\*\'?
i=2 .'.=|H |5 _FHGHE (3—F)
4-2-b -.ll”l"ll\’i*‘«l (j’j’hl L)
-2 T 1 GREa1—F#E (0%
4-2-8_ 1'£ﬁllrnu fi (HEEX)
1-3-1_GHTF-SG2 Wk & ORIy G ot
4-3-2_GHTF-5G2 \n s o v&do
ol ¢
MERH Y E A TIRMEL.

B4AEFRERGO

M) 22 TiE

s :
-2 T

9H 26 H (4 10:00-13:00
[ N 2 Sl

F A4 UWGHRYE

wA (R)

AFT b fk / WEWLT

/ INDN 3 F44 e

-1)

A TIRA (DPC £

7 kL ZhE)

(JIRA 58 0053)

161

Bt

il (%)

i (%)

Ll




BSWIARGO—F ¢ - IWGR SR

. HEf J008 49 H 26 1 () 10:00~13:00
2 Mo [ PRESRS 2 2ol

3 EHE o BUERAE JIRA ¢ Gl X/ HEL: A#h (R) o @ () /
A=A A= —Mpas: |mm. #k /EBRT S F5 =W () . mE (») /
JNDN 43 F42: - Py / HPSE - wipd (%) / R T o sl Geg) / e o iHiE /
aET L BR Y/
b - LerrNl (GOPRRG)

i M T E
=2 15019218 A R&a—FK
a4 562 A€
o FHGMEE (23— F) W#&_JIRADPC )

]
|
952 FREME (O—FK) W a2k

9-0-3 FHRGME (3—F) WM& _h

5_5_-1 ’1‘ l'l ]”l:f] (:T I"‘f Nﬁ N 7\)‘ _’] .
5-5-5-1 F Lu!ilﬂf':lﬂ‘r/l’ﬁ*‘lﬁﬁ Iii}a.l

1-a-0-3 T\IL it (:] ) ﬂﬁ H'AEE‘ 5

-6 B FEE S A T

kW
L. AfmaE et (%) OfE
< il sk g i, ST 4.
cABERBIZOWTOHPEE LTI 1S019218 i A aa 5 Lic v T, FDA HEBIRIZIEWT A—2
-
HLHH, HAERMBTERZLIZED S, R bELD2D013,. MBOER - RATHS,

[ 8%

. 15019218 @ MJL}:LNJMJ!i&HFinaleHmﬁ.iztiim‘cwlrwmh
< ISO19218 iz DT, AMIZEET L, ABMEHE (Cause Codes 2 OMMitEZ &R T H0H
1E) SdnFE /e HiE (DIFFICULT %, ENiFEML LW &lkhanhs uJ%‘HfE’“ HobhTHENRL L
HMOZNUHE) Z220WTAREFZ7TO S ITHMT S,

3. FDA M I'Dd{“ e it .
«FOASERIRET v 75—k Lz, i3l —LX—=JBRBO T L,
(hitp://www. [da. gov/cdrh/mdr/373 appdxb. himl)
cFNTAT/OTLLATI—F834Mi. AT+ b707LA0—FE78 3HiA
c SHEBIRERIZOWTIZIEFNE PR 6 0 HRMSEIT S 27 4.
KETOMRIZBEOLWTIAARET LB FRGMEROPASBRATI 2ONIBERBIRTE S,
RIS N T AELWEGIR, IMERMNTSIEMWEEN TN A,

4. GHTF—SG2 & il
0 HiZAZ DTSN 4
» kB2, 3EERT S,

5. fl\ 1.’((%' PR A"”’mlﬁ- )'iif FOM O FEF & B bk i
GO EZTT, BOFEE. GNSACHEEEOIAZ F
5-1 JIRA (DPC {:)
- EOPEE FDA - FTHEIT4E, | $RZROTEYSI— FOMILAST S,
- R THEREMZ L TIEL Wb,
- B {}{n;‘-ml‘&.lﬁ‘- “HECFikEERM L TIZ

-2 AXFTk

162



ERLAMBE, LA 4TRSS (BkicT ol ) EB&RIE (Bekizb LThateps, ) 18—
iz

k> Thad,
A EMEHE S WERTHASEAIH TS, BTSN T 2K o S 92018 5.
a-3 ViR R
c A—H—OBMAIZ O WTRERL W E,

FReMk DA 12, TEDFEMOEEH ] RIEZIE X0 290,
54 R—2ZA—N

- [FFEAR & MR TEEAE, D £ L08R THES RIREI N MG O &/ MR - [
lllb“-‘)ﬁ-u/k ‘g_'r""‘--t{'_j.(ﬁ LTWhaih fJ‘li}& fLT V7= q—f-‘h\

P, EEMIZEG0HEEELFEIZNTHD o TELL, EHOMBLEKRTHS

s ERMAREEFEESLTIEL L. &AL Short & Leakage o #E. 7c&.
5= .1 iﬂxgh L.

cEBROMERIZTIALT, MMwﬂ%mﬁ

s ARGERE NN HU@) . WA uii’!l LT MA% Lgf, H58TATHR
THREESNEREFARSETAIEAHEL L. AILHETH-T *mﬁ'l'ﬁ;ﬂ TOKEEZRTHIG
WEEE LTI hAaXEHGLGFET S,

1\"u_;"h'i"w;fﬁlfﬁz‘&f;ﬁ} B SH, PAE, ARG 2RI AZNAEREGICR
BRIz LW EER, FEBIIMAMTERIZHELEWREGELT AR &L=, -,
LN D) b H'Iu’iﬁélkJ“C‘ilfix\fx"-[, ol (BAE, R, i) BREFRGETS
YT WD, SHERAICEDFRAGERBTAHSHHEET S, IBEMBEREM) 2£5
%:&JEIK‘:}']T{:in!‘;t;‘I-"-f'r'L'C!ﬁMT/ BB SH LT ENEMEN. ZHIZRAO— R THRET
NENMIDWTIHREZRG HoanThah, SBOBEE L5700, B TIIET L TiED
TWAARGHRIZ -BEFMICTOTRHNTASZ EICERITIH 26D EBDN/:.

— RO ER  REEND ST S E, GBWEL LRI 22 8513, #OBTOEE TH
THANG LRI NV ETHSD, (AN ZSMIZH L TOER. ) WS B i

LN

M EOPREEFT MG E 20 HE50, CHEFRRGHBICSDAhEMI DL TIHRNEZ ST 5,
a-6 S lalWFTEE 2

< MedDRA oz, St A7) — (WE) CHEBLAV. ([TREIIBIEEENZEhTTHES
(MedDRA | H KK IEE S RBIN—F 1 H—2 a CEEESM (ICH ToOl MO,
P78 & Hu e AR AR
EERENE S EANAEESESEIETOLLS, HCXEFDAOMMIIAAIZE 2 TKREREIZLS
IR THS.
6. Kol T o
« FDA % fli Codes OfIR (37 F— L)
+ 1S019218.7FDA @ Level 182Coding B~ Feedback to SG2 in Ottawa (f185)
s kids. IZELSATESTOBMEGFRBOEE (ETESCR)

7. 5HOTE
2 HETIZHRFEIT D THAFRT AT T L AICDWTHRERORERHICE T EHELOMD F
WHEZMEL, KOTAI v b TO7 L LAOBHEF v 24 7T 5,
We 25l T
ABE: 11 A 13 (4) 14:00-17:00
Hip © GG 2 S0RE

BLE

163




