Ko TR VRS LB " & S O ICHR
SED LT, SFEEIL. FEGHREIZV
DR IME R O|E 2 HLIRY BT,

B. MIRAZ

FDA DA T A 5tEERRE VT BREX
B NIV A3, 1996 &£ 7T A ROLERE
DHIEBRREEZEIZL T2 208N THh5
Tl EEESRBECEHIIEETHD
. Db, ERBY, TrANVEF Y a—
RWL., ZR O % Access BRI EHBR L TF—

B N— R CEREES. HIRORERE (IR D 58T

7 A4HA, implant DF T HEERO—HR4L) .
RUOREE(REEOEE. BEHERR., E
PORI) Z & CHhE L, BFRIITED Z & T,
FEEOEmEEIrZ L E L, T—4%
Excel WRUZEH L%, b, £LKEB &
D7 a AEFREVER L TRETE21T-o 7,
SEEX, LDIBRILE R ZH0ICERY BT,
- TOHRTHHEHETLIFRES. RUBBLEY
URNT v 745 L, EETREERSS
s, ERTRESICSWTRFET 7,

C. HEHR
[REAHEDT — 5 ~— 2]

F—H X AFAEE&~ A% — (MR: 912, 265 {4) .

HESRTE R (Device: 919,192 ). BEIEH
(Patient: 915,739 #4). ~E&WNA (Problem:
409, 717 ) 72 EMS, Bllx DF —FiZl2>TH
D R, XHEHEIIICS T TV,
EDH, ETEREIET, KEEDT —
HFR—RE LT%IZ, BBROI T XAGEDE
WEMML, RESNZBEALLEZEYH
LT, FHHBEEIZ ENTREICRD LD
L7z, SO EAESICT AL, f#
WICHERT -2 OHEHMHLT, BMIL
Teo ET-, HBEENT-DEIOERLEICL
T implant XN 7-fEss 2 L7,
BMBSERIZ & D8 1E, 905,991 4 (99. 4%)
ThY ., 2HHRITELDHDIE 3,680 14, 3 #25:
806 14, 4 14238 : 281 {4, SRR : 113 LT
Hol-, BEHEBRMEIZOVWTIL, F—E
TYIUTAEBERELRDZLONERGEH -

BRI —1E L THRETHHERENELET S,
BRATIHBBEILOTHRELTWVE Y —X
Hdbol,
WiEIN-BEEIL 15, 739 4 T, MDR 4
HEE LTiE, 912,244 1 TH Y, K., 2,469
(0. 270 I B SR D BE (R L E L Bbh

- B)BEELTWE, &bIT, 553 A 34 L

EOr—RATHY, ERT48L4ZELHDTH
ELTWEr—2bbol,

MDR $j45 5 — # & Device ¥—# H 5. MDR
Key MDR & COEZEREICHFFEDOEETHY
Device 7— I bR SN TV 5) #H#fEF
—¢ LT, BET—F_—2&ER LT,

BEOSBFHRLT 5 2ADERYL 7 5 ANTE
POAFETES, UTIE. ZOREF—F~
— AW HWEROSE (LR, RUSE
[Speciality Panell) ZfM0$ % Z & A FHET
BHo7- 913,001 HIZH>WTHETSH L EL
Teo E7-. 1996 FLRIZIIREHEEFOFER D
EHINTEY, ZhoDERLFALE,

[(#BBeETOTEAEHRE]

77 AREEREMMUIFEET — & X—
AZIEIC, HEBREAOHEL, RV inplant
BEREREREEN 77 K1) 2L,
EBENEA I N 1996 EOBE D, E£rh
BB EICKD L BN 28N L>T8
HEL IR TR, ZO%OREL Lo
D, 2001 LARRIZA 2 12880 L T 2006 4Ei21
10 FEZ2B 2 TV iz, implant B DORENIT .
335, 485 14 (36. %) T3 o =%, implant HE2e
DEHER LRI L FRFROERZR LTV,

iz, BEEERESTEHRIN TV 1996
FLRBRIZOWTIL, BEHERANOREE
A7Z77 K2, 3] biEkLE, TR1] o
B DOHER T 2007 FEIZHTE L Y PE L
TWebDD, BEHEEZAE LTV BIHED
BEAMERIIHFEV VTV D, implant FEE Tl #
FWERE LTV EIREDHFPBETR
(malfunction) X ¥ %< 2o Tvi=,

75 AGEBRELE [H4, 5] iIcBWT
X, BBREETIIZ SR 2B KRETH BN,
implant #23 TIXZ 7 A 3DOHRENKFETH
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272,

SELRICBWTIE, ek X6 )
T, DB E % ([CV], Cardiovascular,
27%) BB EL . TOT, — i - FERARR
([GP], General & Plastic Surgery, 16%).
—Ax95b2% ([GH], General Hospital, 13%).
EEsR (k¥ % ([CC], Clinical Chemistry, 9%).
B ss - W REe% ([GU], Gastroenterology &
Urology, 8.8%) & Téh-71-, —7F. implant B
22 FE 7] T3, CEmLER{CV], 42%) 2%
T RS THELEX, KWT, BEARR
([OR], Orthopedic, 14%) 3% <, BRF} ([OP],
Ophthalmic, 6%) . ###ERT ([NE], Neurology,
5%) . HiFE% ([DE], Dental, 5%). H &%
([EN], Ear, Nose, & Throat, 2%)h3Hézs2fd
[R6] OBOKEEY BroT,

sSER oS FK8, 9l #4254, LI
M RDEROEIMERNEE TH o7,
implant £32 [ 9 ] TOEBINEROBRELK
75 2007 B LTIV D b OO BGE BN
EmizdH 5,

— A B SR ISR (aR e 1 0]
<IX. lHexokinase, Glucose) ([CC], 4. 1%,
UTF[ INESHORKETT) ORENKD
4 < . TPump, Infusion) ([GH], 3.9%). [Pump,
Infusion, Insulin] ([GH],2.1%). [System,
Test, Blood Glucose, Over The Counter] ([CC],
2. 0%) . fGlucose Dehydrogenase, Glucose]
([CCl, 1.5%) & & biz, HERFEEORE - 18
FEHEEZCOBMEN B3I, RVT, BRAEENES,
N— R A OB OREH B, K
e (Laparoscope, General & Plastic .
Surgery) ([GP], 2.8%)Rok&&®s [Stapler,
Surgical] ([GP], 2.4%) 7 & DFIA O
HE,

implant 253 11 JTiX, MDefibrillator,
Automatic Implantable Cardioverter) ([CV],
9.5%) . [Electrode, Pacemaker, Permanent]
([cv], 7.3%) . lPulse-Generator, Pacemaker,
Implantable] ([CV], 5.1%). RO}

[Defibrillator, Automatic Implantable
Cardioverter, With Cardiac
Resynchronization] ([CV], 1.6%) 72 & DERHE

IS, R— A A — D BEEOHRBORENSL,
B EBINR 2 7 > |k [Stent, Coronary,
Drug-Eluting) ([CV], 5.8%). RUEBIHKA
53 k TStent, Coronary] ([CV], 2.8%). K
ERIE A5 h 75 7'~ [Systenm,
Endovascular Graft, Aortic Aneurysm
Treatment] ([CV], 1.9%)72 & D ME RO
mi_ﬁ%: t, B3z, RN L X (Lens,
Intraocular) ([OP], 5.8%) M#MELZV,. A
T#iM lImplant, Endosseous, Root-Form]
([DE], 4.6%). BRUATLHE [Prosthesis,
Breast, Noninflatable, Internal, Silicone
Gel-Filled) ([GP], 4.0%). [Prosthesis,
Breast, Inflatable, Internal, Saline] ([GP],
2.9%) HLidE L LTIV,

s ekoEROHSE M1 2] 2R TH
%L BiEiz7e» T lHexokinase, Glucose]
[cC). TPump, Infusion] [GH] D4 A3EIR L .
2o T [Glucose Dehydrogenase, Glucose]
fccl. TPump, Infusion, Insulin) [GH]A3#&
MLTWB, —F, EEFOHRSHBORSE L
BR L T2,

implant #$2% [ 1 3] TiX. FRilghes, ~
— R A — A EEER SR IIEICEIMER TH Y .
RAL Y XN H 5 OORREIMER T
H5, ANLER, ATLEXBAERES
T3, FERRT Y MXEFHICEL R
W R T v MIRE bRORIT TED o
7=7h5, 2007 IR LT D,

[RRENE]

—F. BBESE L. TREEAEIX 825
(124558 (Code 7)) &, BAREESREEIX
409, 717 Iz > TWB, ZD I B, RER
Code & BIE ST b= bDiX, 409,672 T
H 0. MDR & & L Ti. 286,666 4 (%K
D 31.4%) TH o 7=, Code HF & 7= MDR
1EIZ D& | FEH1.43Code SN TS Z
ki b,

1 Code M 1E 192, 528 14 (67. 2%) . 2 Code
i3 71, 440 {8 (24. 9%) . 3 Code I 18, 696 4
(6.5%) . 4Code 12,8814 (1.0 FETH o7,
Bk i 34Code T, 17 ¥E23iZ 2 Code T 2AF &
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NimbDOThoT, B Code BfFSINIHLD
T, BRI EERORES a— Rt Eh
b0, BE—BEOEEESEICR—DOTES
gO— PR ENTELO, EThHoT-,

gk L=, R T —F~—2(913,001 #)
DN, MDR Key O E#E % bRV 7= 905, 169 DT
—FE#BWT, LEOTREANET—¥4
409, 672 {FIZHESB O BIFRS AWML, 7
INAFTRE T o 7= b DI 405, 682 14 (99. 0%) T
HH., UTOFREENBOEHIIZDOT—4
TIToT2e AKEBYIZ Code MFTENTWVB T —
21X, 1998 ELE K1 4] THY, 2006 &F
MHRELTVWD,

REARTIX, RAG.6%) »EZEHEL. £
Dt (4. 7%) BV, T b, fETIIZ A
R ipBim, UBROEFHLIZE W, £
DOFEFR, 359,951 FTOEE LR D,

2. UTOEHTONR—E 7= %) i,
EREERNBEAREERE L LIBEED% T
HY ., BEBRBREOFOREED% TILAR
WZ LIZEBE IRV, FHERICBEL T,
EEHITE T 5 1998 ELIEDT — ZIZHE SV,
F7-. ATFTOEEH TlX., implant 53 % XAllH
+, HEBRelcngEiHE L,

SR TR 1 5] T, DM ERICV]IA
%<, ¥EEL ZEDTWVWD, RWT, BF
SER[OR], —fi% - BEARIRIGP]. —RIA
%% (GH]. IRBIZ[OPITH o7z, LIRIME R
MENZ LT, EBOSF77 [K16] H
SLHELMNATHD, ENLELY, BERAR
FHRREMERICH B,

FTEAENAE MR 7] &L LTk, %8I
1Z. #H Texplanted] (5.4%). A~ FF vk
f&% lremoval of implant] (5.1%). AHNEX
22 [Device remains implanted] (3.0%) 72 &
OBERIICET A OB KHE L. BRI
#8 (Device breakage] (2. 8%) . 28R B Device
failurel (2.7%). BIEPL [Impedance, high)
(2.4%) . BN TLeak(s)] (2.2%). ¥ 7F
¥ —7B [Capture, failure to] (1.9%) %D
FTEERFNTWD,

RO ZVEBRIZ OV TO— LR/
¥u 757 [K18)] (2R L7-, implant B8{%

OBENRZ LRI, DRMEROBERD S
BrEdTWAZENZITHLHALNTH D,
o, BB M1 9) °b, HoiAAEE
ASE fPump,. Infusiori, Implanted,
Programmable [GH] ] ZFR\ /- {th4>BF DHEER (7
T 7O R TRT) A ELBAEEN L TV
VWOIZH B 5T, LRME R [CVI DR (7
7 7R OERTRT) OEMERLGIEETH
Do

[DBnE ROBBORES

FEGIIHMEOEE - ARl T, £D
NELRRAZ LD, SEEIREEN—
EL L, HOEMER O 5 LMELE RO
WTHETAZ LIZLTE,

9, BBO—BRATEET LI L, BE
HBoL o HERE T2 0] ITRTEEBD T,
FRABENZE, ~X— A A—HESEILE S ITKITT.
ATV AT =T, LEFBEA TS,
B R21] 2R23L. #7—-TLED
WRIZR LNV H OO, BRflEiE, ~—X
A—J1, EEIRA T > b (FFICEYRHHR) I
HEMDE LV, 2238, BIZITAR LTV,
BB DB OMEIBO L THDEH00D,
EEFTEEMLS>OH -7,

—%5. TEANE X2 2] <@L T,
lImpedance, high] (4.9%). [Capture,
failure to] (4.1%). lOversensing] (3.6%) .
Battery, low] (3.1%). [Pace, failure to]
(2.9%). TNoiseJ (2.5%). [Shock,
inappropriate] (2.3%) 72 FDEXHARES
ErhEER LTS, £, BE
(Dislodged) (3. 7%) . FAZE (Occlusion) (3. 3%) .
(AR Device remains implanted). &
(Damage, internal/external). 1HH
(Explanted) . E#RAIE (Lead(s), fracture
of), 2’/ — U HEZd (Balloon rupture) &M
HEbZW, FOREELEMEREZRL T
770

(D& ROR BENE (ERIER) ]
LT, EREZSRINC OV THIT ZRA T,
Ox b EHDE 1o - AL B MBIZE
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[Defibrillator, Automatic Implantable
Cardioverter] [E 2 31 Tid. lImpedance,
high] (9%). lOversensing] (9%). [Shock,
inappropriate] (8%). [Battery, low) (7%)
AEL, TRHIEET, BRIRLDEEX
bnd, WTERbLEMERNE LroTs, &
B, BROBEIEE > TV ARED T T,
Battery, low)] 7% 13%&—&Eh o7,
OR—2AA—HER - R [Electrode,
Pacemaker, Permanent] [X 2 4J] Tid.
lCapture, failure to] (12%). [Impedance,
highj (10%). TDislodged) (8%). [Threshold,
high) (7% QIETH Y., Wb EMER T
Hol-, BB, BBOYEIIBE TV OR
£t cix. [Impedance, high) 3 14%& —&
Ehol,

O~— & 2 —# [Pulse-Generator, Pacemaker,

Implantable] [ 2 5] Tix, [Capture,
failure toj (8%). Pace, failure to) (7%).
[Qutput, none] (7%) . &R B [Interrogate,
failure tol (G%) DIETH Y. W bkl
IR (X2 6] Tho7ods, 2000 FiC
r— 2 BR LN TV, #iZ [Output, none]
13 2 DAEIT 300 14 (RERE D 26%) 2B X TV,
LWz, ZOEDZOBREOBIREIZR <,
BN E TICIEB > TOWRVWEERTH D, 2B,
fEEEEL E-oT-]EDF T, Output,
none] N 8L —FELNoTL,
OB FEENRAT ~ & [Stent,
Coronary, Drug-Eluting] FE2 71 TIiZ.
[Occlusion) (44%) ASEMEETZE . Device
remains implanted]. [Dislodged] 72 &3
IZET A 8EDMIZ, [Fracture(s) of
device/material] (4%). TBend] (2%) . [Damage,
internal/external] (2%)72 & DOi4Es DORKIRIC
mNAMELHol, EHBIRK28] TH,
[Occlusion] (R L THAM L T i, 728,
RERESFE-T-REDP T, 0cclusion)]
M2 Y 58% & EBIENCE ot —FF, Hds
DOMEIZEE > TWBHREDOP TIX. Bend)
IR T—FEZ 2T,
OF&#IRAT > b [Stent, Coronary] [ 2
9] i, #FE Dislodged] (22%) H3/EEIHI

122 < . W T ldevice, incorrect care/use
of] (9%). TAdvance, failure toj, (Balloon
rupture] &#HVTUWT, [Occlusion] 4% 5%
LT ThHoT,

OB oA HBIBRIBNEE [Defibrillator,

Automatic Implantable Cardioverter, With

Cardiac Resynchronization] X3 0J TH

#/p - LiX. Battery, low) (23%)A3%W\Z
LT, ExEBERLELY, BEHEELH
STREDPTIE 14%, BEOHBITEE T

WABEDPFTIX 2T ThH o1,

O AMmEN A T —T /v [Catheter,

Intravascular, Diagnostic| (X3 1J TiZ.
Mmplant, removal of] (22%) ASEFRIAS,
MDevice breakage| (16%). [Fracture(s) of

device/material) (7%). [Leak(s)) (7%)
LB OB EE U TWABILZV, L,
[Fracture(s) of device/material) (2004~

2006 EDWENFLE) RV TIE, 2003 FLL

gioWmE T3 2] %<, iR Em

Thb,

ORI ERREM A A T —7 /v [Catheter,

Angioplasty, Peripheral, Transluminal| 4
3 3 ]I, [Balloon rupture] (26%) . [Balloon

burst] (23%) . [Removal difficulties] (9%).
[Source, detachment from] (6%) & #%3% DA

EBEELCLTHAH LS, EHE TIIESN

K& hotz, BBOHEEIIEE>THWHIHEE

O T, Balloon rupture], [Balloon

burst] & &2 28% & X T,

O KBk 3/L— 2 [System, Balloon,

Intra-Aortic And Control] [ 3 4 [ iX. %

MEE TRIEIRRE L DTN TH D,

O [Wire, Guide, Catheter] [ 3 5] Ti.
Source, detachment from) (20%)723%< .
MWire(s), breakage of] (12%). [Tip

breakage) (8%) . [Removal difficulties] (8%) .
Device, incorrect care/use of] (7%).

Device, or device fragments remain in
patient) (5%). [Device breakage] (4%) & .
BEOHBEEL TWAHIHE,

O% kLS Tissue, Heart-Valvel] [ 3

61 Tix. #fEY —2 [Paravalvular leak]
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(26%) BEFMIZEZ L, FIEEH ) —7
[Leak(s), perivalvular] (6%) HEREINT
VW5, [Explanted] (13%). [Replacej (6%) ®
iz ¥ . ZBX Deterioration of prosthesis]
(11%) . OO - ZFL (Tears, rips, holes
in device, device material] (6%). &
=4 lIncomplete coaptation) (5%). AIKIL
Calcification] 78 & & EEFITFHFEALIE
BAHGEWTWNDE, B, AOFREGIIEE-
TWBHEDF T, Replace] #3 32%& %7
> 7=, FEHBTIE, T (Deterioration) TD
BOEDSEMN E LD,

Oz EF THeart—-Valve, Mechanical]|

T3 7 JTix. lExplanted] (67%) . [Implant,
removal of J (9%) . [Device remains implanted]
(8%) 72 ¥ DEBHERRORENEBETH Y |
£ (kS E4%. [Paravalvular leak(s)| (4%).

[Leak(s), perivalvular] (3%) b#EINT
WB—FKT, A7y b GHEREA TStrut
fracture] (3%). FBAKA+4 [Disc,
incomplete opening of] (2%) 7% & DOEEWFIZ
BEMGRAREAE bLh o=, FOREESIZE X
STWBABEDF TIX, Disc, incomplete
opening of| % 19%& —&% <, DWW TEHE

Sticking] & 16%& Zh o7z, FETHDHFT
I%. lStrut fracture] 23 16%& [Explanted)
(45%) ICIRWTE D o7z, LA L, ThHoD®
&1 2000 ERYIEEE TT, RbITRERB S
HLIEFICD L leoTETWD,

(DR ERORES
UTICik, @ERTrEE
TiRd %,
OE#EH Impedance, high) TR 3 81 TiZ.
KpAmENES (Defibrillator, Automatic
Implantable Cardioverter) (47%) & ~X— R X
— &M [Electrode, Pacemaker, Permanent
(38%) MMETH Y, mE L bICHMER Z2 =
LTuvo,
O [Capture, failure to] K3 9] Tix.
lElectrode, Pacemaker, Permanent] (56%)
BRY¥EAEED, thd [Pulse-Generator,
Pacemaker, Implantablej (20%) &

& (@R EERD ]
BRI DREHTIZ OV

Defibrillator, Automatic Implantable
Cardioverter] (19%) 235 & Th o1, FiER
TiL. lElectrode, Pacemaker, Permanent]
N bHEIMER Th -7,

O_loversensing| [K4 0J T,

[Defibrillator, Automatic Implantable
Cardioverter) (62%) A K¥%EH&H, KT

[Electrode, Pacemaker, Permanent] (20%)
M%<, Y [Defibrillator, Automatic
Implantable Cardioverter, With Cardiac

Resynchronization] (9%) & Pulse-Generator,
Pacemaker, Implantable] (8%)23%8& Tdh -
7-o EHFBTIX, Defibrillator, Automatic
Implantable Cardioverter] A Ex & IENMETH
Tohol,

OBZE l0cclusion) (K4 1] Tix. E¥k
HAEIFER R T > b [Stent, Coronary,
Drug-Eluting] (90%) 2355 THV, 2FEBOD
WE#ARAT > b [Stent, Coronary} Tt 6%
ICBE R0, —FH. REBIEZE->TH
HHREOP TR, TEMHREREBIRA T >~ b
1 329 Th o 7=, FHER T HE YA EEIR
ATV NOBREEMIZLVWHORH D,
O_[Battery, low| [ 4 2] T,
[Defibrillator, Automatic Implantable
Cardioverter] (58%) & [Defibrillator,
Automatic Implantable Cardioverter, With
Cardiac Resynchronization] (33%) ThH® b
nTwW=, mELICEIMER Th o7,

O _TPace, failure to] X4 3] Tix,
[Defibrillator, Automatic Implantable
Cardioverter] (34%) & [Pulse-Generator,
Pacemaker, Implantable] (24%) 3 K¥% 5
DTV, EHEB T, 24 HEINER T
o,

O _[Shock, inappropriate] (X4 4] Tik,
Defibrillator, Automatic Implantable
Cardioverter| (82%) MFa& Th o7, EHER

TH, LTV,

O Device breakage | 4 5 J i, [Catheter,

Intravascular, Diagnostic| (27%) &
[Catheters, Transluminal Coronary
Angioplasty, Percutaneous] (16%)DH T —
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FUENAR %< . KO TR Mevice,
Hemostasis, Vascular] (12%) %oz, A
Fv NEOHRELEN- T, EHB [K46]
THX. 2000~2002 EDW|ENEL | Fokidt
DOEEBRIZBVTH 40 &2 TEhoo TV,
O_IBalloon rupture] (X4 7J Tik. A2
mEWHMRA AT —7 /v [Catheter,
Angioplasty, Peripheral, Transluminal]
(31%) . FENRRFZRHT A B 7 —F /L [Catheters,
Transluminal Coronary Angioplasty,
Percutaneous] (23%). KEIRA/SAL—
[System, Balloon, Intra-Aortic And
Control) (22%) A3FET. [Stent, Coronary]
(11%) . lStent, Coronary, Drug-Eluting) (3%)
MR TV, BERRFERITA T —7 v D
wiEmA R E <, 2007 FTIRHMDOFLLLET
bholz, BEEELZHT-REDOPTIE, K
RN SV — D 50%E BhvoT-, —FH. A&
HIZBE > TV A HEOFTIE, FRmER
TR A T — T L (44%) & BRI AT A 2
F—F IV (33%) MED> T,
OEHOFEIE Lead(s), fracture of] (X4
8 | TIX. B #MENSR Defibrillator, Automatic
Implantable Cardioverter] (50%) & ~— R X
—#E# (Electrode, Pacemaker, Permanent ]
(49%) BFa E %2 HH TV, BREEIZBOHREHE
MM EMLL. 2007 FIZ_X—RA A — N BRBOEH
EEEREUE, EEoTWS, REGIZEE
STWAEREDOT TIE, X— R A —HEEN
87%% LTV,

[ g E R OREAS (EUR) )

EUAE SN TV 3 HE (DIBLE R 2
TIX 6, 215 ) 2 H2BRICES R4 9] LT
BB L. BRiBEhES [Defibrillator, Automatic
Implantable Cardioverter) (32%), ~N—R A
—# &R lElectrode, Pacemaker, Permanent|
(25%) . ~—A A —#H [Pulse-Generator,
Pacemaker, Implantable] (23%). 2WrF Mm%
WA F—F )V [Catheter, Intravascular,
Diagnostic] (16%) 23%< | fiZ 1%L FTH -
o £H, R R A—HEHBLISMT 2007 D
HLOMRFEE T, N—RRA—HEMRIT, 1998~

1999 2% < Bl TR LEIRE T Mguy,
FAEEONEMNICES TS50 LTHD
L. Battery, low) (9%), TElectrode(s),
fracture of] (9%). lOversensing] (6%).
lTmpedance, high)] (6%). [Shock,
inappropriate] (%) &ML -7-, £H. L
2D, [Electrode(s), fracture of) LAZ+
1% 2007 £DHLDOAFEE T, TElectrode(s),
fracture of | I&. 1998~1999 Fiz%< . Fkf
I3FE EEIR STV, el kD
[Electrode(s), fracture of] MFREETD
EUIETR—AA—AERIZERTHHD
ThoT,

D. &8

AE EEHZ AW FDA DFREET—F I,
HE£HEPEANE LELOTIHRZWERAREENT
BY ., KFEEZH L ETHREFORMEICE
WTIERZ A - DI E2{To7-bDTH
Do
EROREAMBIFCIX. EROEF 2 REE
THZENERORARTH Y, LEMTETH
CETHIEMRLDITBERWVWI EZHE
FTRETHDHN, EREHDICIIEEICED
REBRTHLHAHIEIIEETHD,

7=, FEARENZVERLSENR, £O
FERESOBEBNENEWVD Z LIRS
2, EBEOFEREMNIEFICEVFTRESE S+
SIZHY, —EOHMBTRAEEGIHEZD LT
iE, BRMICRERLZ DD TH D,
xb ., ERABOBAEXP AL, F-.
implant B2 DR AL, HEDIAHEF (fEFEF)
EREAOBHNRRDIWREERHY., &b
IZHE BRI > T LE D, - T, AHE
DEHBER LS T THLEREREDT-DHTH
D, YRZFHO—BTHDHZEIZEETS
VENXH D,

ek, BOIALBRMBENIZR, RUN—A A
—Hh 7 8T, EFERETESNICESOT
TV IRRENTVAEED, B THoTH
BEOREANROMNDRTWNEWVSIHER S
Hd LB,
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[FEABREDT — & <—2{L]
FEA&~AZ— MR EE) ITIE, 1HEICE
BOMBENESENTWIERERH Y, HBoD
e LTid, 919,192 T, Zhid, 911, 062
D MR BREIZOWNWTTH o7, 1> T, 1, 203
HIZ >V TEEBERS B LN 27D T
RV EHEEINS,

F7. EETF—F_X—2 T, 1MDR#EIC
BHEOMBNBEH IN-EHEREIN, TR

EXNBEOBBORERBRLIZODERDTI-OD,

FEAHBEICLVBELTVWDLEERD,

[#BeAEToORESHE]
fEEEERRINOERN ST 7 [K3] @
implant 233 Tl BEHELZ L LTV HHE
DF DR DHEEEAR B (malfunction) £ 0 %
ZL o TWBAN, BERARTHLZLEND

VR Z L B b,

75 ASEMELERD [K5] @ implant
BETIIZ 7 A3 DHREDRETH o753,
implant #3213 27 S A3 MNBNZ Lick B &
Bbhb,

SEREER T 7] @ implant #E3i2iBV
Tix, BFARIHR TIT inplant #2N L2
L. RERTEREBALV XOBRENRLZWNZ &,
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File Name Size in Bytes Size in Bytes Records comment (~2007)

VDR Data MDRFOLZIP 6215KB 44279KB 135664 | MAUDE Base records received to date for 2007 912265

MDRFOITHRU2006 ZIP 33646KB 235433KB 776601 |Master Record through 2006

FOIDEVZIP 5421KB 30001KB 136456]Device Data received to date for 2007

FOIDEV2000.ZIP 2953KB 15229KB 53209|Device Data for 2000

FOIDEV2001.ZIP 3166KB 16254KB 57712|Device Data for 2001

FOIDEV2002.21P 3363KB 17283KB 65523 |Device Data for 2002

FOIDEV2003.ZIP 3528KB 17981KB 67572|Device Data for 2003
Device Data  |[FOIDEV2004.ZIP 3036KB 14973KB 57057 |Device Data for 2004 919,152

FOIDEV2005.ZIP 4644KB 24826KB 93510|Device Data for 2005 )

FOIDEV2006.21P 6426KB 34806KB 135078|Device Data for 2006

FOIDEVBS ZIP 3349KB 17553KB 63186]|Device Data for 1998

FOIDEVD9.ZIP 2897KB 14867KB 52882|Device Data for 1999

FOIDEVTHRUD7.ZIP 5305KB 31436KB 136917[Device Data through 1997
Problem Code |DEVICEPROBLEMCODESZIP [8KB 121kB | 825]Device Problem Codes | 825
Problem Data__|FOIDEVPROBLEMZIP [1325KB 15201KB I 409717|Device Problem Codes | 409717
Pationt Dat [PATIENT.ZIP [11578 I5301KE T 135001 MAUDE Patient Records received to date for 2007 | 915730

atent Dats | PATIENTTHRU2006 ZIP [5308KB [27514KB I 779748[MAUDE Patient Records through 2006 ’
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