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[Incidence and Predictors of Drug-Eluting Stent Fracture in Human Coronary Artery, Journal of the
American College of Cardiology, 54, 1924-1931 (2009)]
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[Time-Dependent Risk of Fidelis Lead Failure, The American Journal of Cardiology, 105, 95-99 (2010)]
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Sirolimus-eluting Coronary Stent
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REgistry of Stent Thrombosis for review
And Re-evaluaTion

[RESTART Registry; R IERETEE]
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Late Stent Thrombosis: VLST) 184%ITHb. RBZ<LHEELTCVEDEFRATY MEERTBEBMATLRE (K1, /K EST) .
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Incidence of Stent Thrombosis (%)
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Sirolimus-eluting Coronary Stent

Median interval :13 days
(IQR:6-61 days)

Median interval:314 days
(IQR:79-711 days)

p<0.001 (Wilcoxon)

40
30 - Discontinuation of
20 - —— Both Aspirin and Thienopyridine
10 —— Thienopyridine only
0 ‘ ‘
0 365 730 1095
Days After Discontinuation of Anti-Platelet Therapy
Days after discontinuation 30 180 365 730
Both
Cumulative incidence 65% 87% 91% 100%
Number of events 49 65 68 75
Number of patients at risk 26 10 7 0
Thienopyridine alone
Cumulative incidence 14% 35% 52% 77%
Number of events 17 43 65 95
Number of patients at risk 108 81 59 29

BE/MEERE. ATV MMEEDORERHICIDELLELD (K1) . ESTIRVLSTELERUT, B2, S OEEREHH
%<, PCIEEERIDBEICHEL, LSTIFESTH RUVLSTELEL T, &, HERF. D42, BIMEZGHITDB|ED L. BMIE
BERICNAEV, FVLSTIR ESTRULSTEERUT, BEERURAIFVESHNZ L. HERFOBERIEL. FHHNER
[CEVCENRESNTVNE T, INSDTEDSEERBICLDBEERDOEERF. ATV MNIERIEDE D FERKF N FELERH
[CROTCELDUREMZRELTCVNDERESINT Ulc, e, ATV MMREFRERIFROFETEL. VLSTT10.5%T. EST

(22.4%, p=0.003) ATICLST (23.5%, p=0.009) LEBULTELLEN 2 EHBREEROMEREZDELZRHI A

TUfe,

R RERHROEEER (FHLOLER)

Characteristics
N=
ESTOELES
Prior PCI (%)
Acute Ml (%)

Emergency Procedure (%)

LSTOE4ES

Diabetes (%)
Insulin use (%)

BMI (%)
Heart Failure (%)
Hypertention (%)
Hemodialysis (%)

VLSTOELER
Age

Current Smoker (%)

Statin Use (%)

EST
322

42
30
37

43
11
23.8
19
72
44

67.1
31
46

LST
105

50
24
32

54
22
22.3
33
84
29

68.0
27
43

VLST

184

54
22
26

32
5.1
24.2
13
69
4.9

62.9
42
57

p-value
EST vs.LST EST vs.VLST LST vs.VLST

0.16 0.009 0.48
0.19 0.03 0.69
0.43 0.01 0.26
0.04 0.02 0.0002
0.005 0.03 0.0001
0.0002 0.23 0.0001
0.003 0.11 0.0001
0.01 0.54 0.006
0.0001 0.78 0.0001
0.46 0.0001 0.0003
0.38 0.01 0.0007
0.67 0.02 0.03
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Sirolimus-eluting Coronary Stent
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BT REEOIER Tld, B ERARERAECO7 SMBIHERSNICEM B LT, LAD (j-PMS 43.7% vs RESTART
61%) . AHA/ACCRZE D% B2/C (80.8% vs 94.8%) . Diffuse’™dfmZ (40.1% vs 50%) . BE - #EEGRLKRE

(18.1% vs 29.7%) . D IEEB (32.9% vs 51.2%) . BESNEAT VML (1.834 vs 1.54K) . A7V b Z2ERTHBE USRI

(28.8% vs 37.8%) h%<. RERH20.8mmE j-PMSDOZN (16.4mm) EHEUL TRV EDEBRINTVET, ATV
MARAERFDIERAR Tl&. Large Thrombus Burden (G3-4)*'H112661 (73.2%) THERSN. AT FONERITEZ DRI U
28 BPeri-Stent Staining (PSS) %26 (15.1%) . MEDILKIFIAF (1.8%). X7 hDiEIE (Fracture) %94

(5.2%. 66l (3.5%) IFATY FDEMFDIFTHELE) BEEUCERESNTVE T, BRERFHRIDLLEIEFR2D:8D TARIED
ESTHUICLSTTE L. PSSHVICAT Y FOIHENVLSTCERICEVLC ENBRESNTVETY,

X2 HAERFHARI DM EEF L DYFH

EST LST VLST p-value
EIFSRAEE>30% 11.2% 5.6% 2.0% 0.156
Akt 33.7% 441% 12.2% 0.004
U ER 51.7% 44.1% 551% n.s
ZFUNEERTEE  20.6% 34.3% 25.3% 0.094
PSS 8.0% 5.9% 347%  <0.001
by SN £ 2.3% 2.9% 12.2% 0.050

MREIFVK DD DRFHEMICBEIRURET D ENVEEFTOHRE N SHMSNTVET, SEDEFFETIE. DIEERE.
ATV RNEERTEEITDCEIFEVTNOREFPICBVTHRZLLZEND L. ESTICBVTIFEEERRESR (>30%) gLl
AL ZZTEFDEST. LSTTEVCENSHKERFITICFRNERFNEST. LSTICEAS I SalEEM. PSS (Late Acquired

Incomplete Apposition:LISA) . A7 bDOIFIENVLSTICRIET HAREMEDNRESINTVE T, IRERESTARTL I A KNJ—
Cl3HhEsD SRV CEIRIEHROBETOETH TH D, SERERIEHRSERBHRZEIZ RIENEREIDLENDFETT,

ATV RDBWEBICALTIEVWN KD TS Y NI+ —LATHEETDIIENRESNTVET, CypherRFV M EBEURERD S

DHE*TIE. REDHWI%~B8 TEF LDATY MEEHNFELEL. ZNOSDRTY MEBHMICBITDBIREREEXIEIN15%

~38%. BM{THEREZE (TLR) (9% ~50%&EHETNTVE T ATV MEENRESN TV DREFES TEMFEREBLT

B ATVIR.ABEIRK. ATV RNEERTEET D EEDHDEE (Hinge motion) DE5XZEEENRA TV MEIED

BRAFEULTEREINTVET, Shaikhs CRE) *FEFIAHR T (DES) OBREFICHIIDR T MEEBICDWVWTHEET U,
20X REILEKRZEITDCypherATF U MNE. =TI T A VICHUBERZEZERIKCHIELPIL. ATV NFIC

L UBMEOHND (FR) B REFKHELD, EVIE—YaVDREEZ(FPTVREELDTELS. A—TVEILTFHFAUIC

EEUTATY hOTIBICEDATREMNBEVEZERULTVE T, Fle. EEHERLTVSESBD. CypherAFV MMIXIRBEHR T TD

FHRMDEL, Fe. MEHADOSZSWVWA—TUEILICKULT, 7O0-XRE)LOHEBEEERF TS IFv—2HBILPTVIRTH D

CEDDEBELAT Y MEBENEBENEZICHREINDCEBHMENTVET, BB, 7—T VU ZILEIRDODES & DL B ER.
BHSEN0.39IC TN LIzStettlerSDNetwork XF B *S[C BT, CypherA 7 hDEERBIEN L > TS EVSTREIF

B ATV MEEDBARBBICHEZSZ DD ICDVWTIFRIFRTIERETY,

*1: Thrombus Burden® ¥ *2:Honda Y et al., Circulation. 2003 Jul 8;108(1):2-5.
GO :Thrombus’&U *3: Aoki J et al., Catheterization and Cardiovascular Interventions 69:380-386(2007),
G1:7>F7F Ethrombus5ULFR Umeda H et al., Int J Cardiol. 2009 Apr 17;133(3):321-6
(Densityh'&#U\, Haziness. BB, HEBOOEDERIEE)  *4:Shaikh F et al., Catheterization and Cardiovascular Interventions 71:614-618(2008)
G2:BHSHIEIRENS D, ZORAENMERD/2LUTF *5: Stettler C., et al., Lancet 2007;370:937-48.
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1 The two primary locations described above account for 90% of the chronic fractures identified by RPA. The remaining 10% of chronic
fractures occurred in DF-1 connector leg and the proximal portion of the RV coil.

2 Kleemann T, Becker T, Doenges K, et al., K. Annual rate of transvenous defibrillation lead defects in implantable cardioverter-defibrillators
overa period of >10 years. Circulation. May 15, 2007; 115(19): 2461 - 2463.

3 Byrd CL, Wilkoff BL, et al. Intravascular extraction of problematic or infected permanent pacemaker leads: 1994-1996. U.S. Extraction
Database, MED Institute. PACE May 2000; 23(5): 927-928.

4 Bracke FA, Meijer A, vanGelder LM. Lead extraction for device related infections: a single centre experience. Europace, May 2004; 6(3):
243 - 247.
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