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— BRI KR EEE

avVER CBSHREE - LDHEE -RB -ER
“RIE -EIBROEORE -EHEBOMLETHI
MEEADQDFEETR -TLILX—

s~/ DB R I/ NR R AME (HIT) 1Y
TOLABEOEHE -El - BEHELE
-fiZEch - FASIRTE

4. 130, EiR. RILERV/DRE~OER
REDREMR VAR, 5., ER. RIBEEDMNRFENT
HEBEN TV,

5. ZTOHDEE

(1) KBRS IEHMMSREEEIRIZEVT, BEOEHOEDN#MMNY
NREREEZONDEHDERIZKYRTURNIT TN ENTZED
RENHD.

[EG ERA#%]
REBBRXIEINGEBROFHAIEIBREDORELERTHEED
FAEMREBEARICBTI2RAGOREURVENMEETMT S0, Bl
ME. SR, FEEACHEBBRRABEREL . TETMER (L.
HRERFHNS 30 ALURNICHKELHBERIEIFREEORL. REBFR
M5 30 BURIZHELDHEE. KBRFHEMI,D 9 ¥ ALIROZMNHE
ZOBMTEEM(TLR) . REFEMNS 9 v ALUAOTRXLIEHMAS
BOEENDETEAEER(MAE) BRAERLL -, BITETEZEICHET,
MZEETOBEREREEF T HREEZAVDEBEE Lz, TETE
BRICOVWTIE. RESMELT. 2 TOERUEEEICEHT S PP
(per—protocol) fRHTE M1 (+THL, ITT (intent to treat) fATEEFIZDULY
THIHAEL Tz, ZTOHER. PP BHEMARY TT BNERIIRHOER
#RL, WEEBIT/NNTH—IURT—)L(PG) Zifit=L 1= (p<0.001) , LA
TIZPP BT ERORREETT,

A HBRTH Y

Rutherford 4358 2~4 BHOIEFEMEEETHY . FAIXEHEAOREBEE S
IRREU/XIENEEEIRIC. ZMHBELE 110 mm UTRUHBLE
ZH 5 mm~13 mm OFRXEHEREOHAENKEEE T HILHM
EEE THRASN - BEEZANRBEBRELL. 2 DETCORAMREE
BRIZETEH0EE 1 DOAHDEMBLEETAIET S ABRNIBE
BIREZGi 2 DFTHTIEENEEN . ETOHBREEIRAIK
DARGTHETHIENTE -, BRUERLEF B -ITHWEREBIIE, 1T
LE-BEER. EEORKRILFE. T2AERE. HLITFAILILRT
T4V RO/ RIF KBRS IZERIZETEF YT RTFUNERDE
LHESN-RENEENT-, ETOBERMEEELE-T . XE 26 &
BRUZ2—D—FUR 1 HEER D 134 EF A ZHFIN T,

B. fMEEE

1. FEFFHEIEE

FTEIMEER . RERFHEHS 30 BURIZREL-#BITEHKEE
DT, REFHEHID 30 BURICHRELLODHFEE, RBRFHHIS 9
s HALUROZMHFEZED TLR, HEBRFEND 9 7 A LURO T KB,
LEDEED MAE FBEFRELT, AREBEOBEMIL. KGED MAE FEZE
#17.0%D PG LT B LT, BERBREBARICBIT2RARDELE
HRUVEHNEETMESEETH A,

2. BIREFEIER

BIREHEIEE (L. 2R ERIN. 30 B S DKM, —XBTE
E M- RAFE, ZRAFE, ZNHRED TLR EI#E, Clinically
driven TLR B3R ZMMEOBMITHEEN (TVR) EE . Clinically
driven TVR [E:## 3 Rutherford 238N ZE{t, ZFFF E A& L e E Lkt
(AB) DEL, RU(EMEICE IO BEREDELTH . £2TH
BIXREHEIEE (&, FHAIEZE R EE (S RBAIZFHEL =,
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C. BEHR

& 2 12134 EBIDR—RFZAVEHOHBREES R MERRUVERRIKE
ERY,
& 2. R—RAFAVHOHEBEE R, BEERUEKRIKE
134 fEf5)
HAERER
Bt 79 (59.0%)
i
i (RERE) 66 (9.5)
AE
FAVHEERRIESTURT AVAA 3 (2.2%)
TETA 2 (1.5%)
EAXIETIUHRTAUAN 4 (3.0%)
NIARERRIIEAEERER 0 (0.0%)
BA 123 (91.8%)
Z D ATE 3 (2.2%)
BREERVRIIFI8—
e
BEETL 7 (5.2%)
1FLURICPHT= 18 (13.4%)
1~5 SR OHT- 8 (6.0%)
5 F LYRTIZAOH T 43 (32.1%)
RERELTLS 58 (43.3%)
BRI 38 (28.4%)
EmE 113 (84.3%)
= AR MAE 104 (77.6%)
BILATE—/LILE 64 (47.8%)
BHIREE 56 (41.8%)
DEREDEE 25 (18.7%)
BEICHBARRDAREZ T 22 (16.4%)
BEICFRBRREDAREZ(T 13 (9.7%)
Rutherford 548
2B -PEEDRT 26 (19.4%)
3B -EEOBT 101 (75.4%)
47 -ERMERBEER 7 (5.2%)
TASC Il 548
AR 50 (37.3%)
B & 41 (30.6%)
cH® 32 (23.9%)
D& 11 (8.2%)

& 3 2134 FEBIDAR—RSA U BOBRHFHFHRTREDOFHET
ERS
& 3. RSV EKORHFHHERVREDFE

BREE
FHeR770—F" N=134
R 27 (20.1%)
*HA 24 (17.9%)
] 83 (61.9%)
BRI N=134
ET 59 (44.0%)
2 BBz 71 (53.0%)
3t 4 (3.0%)
ARTR ' N=134
a 29 (21.6%)
i 38 (28.4%)
il 67 (50.0%)
FuLUTRTUNA 57 (42.5%)
HREEDAHRER(Mm)? N=132
T (RERE) 42.08 (23.98)
BRSBDAFT/ A AEEE (mm)? N=133
i (BHREE) 72.09 (29.39)
HREBDT A ABEH ? N=134
1K 51 (38.1%)
2K 69 (51.5%)
RES 12 (9.0%)
4K 1(0.7%)
5 K 1(0.7%)
This
& B ABI' N=199
i (BEREE) 0.77 (0.22)
ShRmE N=201
#55 BBk 154 (76.6%)
5\ B BHAR 31 (15.4%)
#i5BBIRR U5 B BIR 16 (8.0%)
FUIRY—IZRBILE=T /1R % r:(:)(z)oo;
SRR OB KRIFREE 30%L T r:(:)(z)oo;
m¥xE
FEDRE? N=210
oR 182 (86.7%)
FAE 28 (13.3%)
BABRE (%) N=182
T (BHERE) 62.1(15.9)




WEE(mm)? N=209
iy (B RE) 26.6 (16.3)
T4 RBEE(mm) N=212
Ty (B RE) 45.2 (14.4)
T RN DEE

2 a7 SRIZH T B EHE

D. 5k

REBFEAZZINER, 2 TOFEAREREN 1 vA(x7 AR
V97A (30 B)DI7+A—7vF (FUEZIT-. EEEROEEEIL
ISO14155 DEERVIEEENTERICEIETEZERDABREEEMMN
Lz, ETCHAEBRIIBREZRHEZER(CEC)[TKoTLER
—RUHIEESNTz, CEC (FEEFEBREMBEE TFHEE].
TPAD f&fsREE || AR/ SR FH/PAD RE LEHELLL. XIFTA
BEREZRTIBEINSELE, DRREMIHEZ 8% (DSMB) [(EREMEAR
VrDEEEREE=FUT L, HEREERECETIEERMSOTA
Fa— LR ERVRERELEA—L-. BILE-a7SARITEHBRF
BEhRU FU ERBICBRELEENEEEZESERVUT1IILYIRBER
ERZE ML =,

E. Hui/MrE
AREBRICBVTIE. ARBER 9 y AMORIU/MREE 2 FIftRAKEE
HRLE BAXRERO 9 v ABAICEITS 2 FlU Lo/ MREE
REEFRIL 63.6%THoT=. K 4 ITRRERICH THM/MMREDRE
RiRERT,

# 4. KEBIZH TSl /MREED RFER R

T 30 H 97 A 1258
IR EREB LT
sy 134 131 121 93
B/ iR FE % AR E
L-BBRER
RERL 26 (19.4%) 2 (1.5%) 6 (5.0%) 8 (8.6%)
15 75 (56.0%) 19 (14.5%) 38 (31.4%) 37 (39.8%)
2 FILLE 33 (24.6%) 110 (84.0%) 77 (63.6%) 48 (51.6%)

F. REHRUVEMEORER
1. FEFHE
FEMEEDHERER 5 ITFRT, itk 30 BLURNICHEBRXEFHEAE
EORTCRVLDHEEDRLEIHFONEN -, REFEMNS 9~ 8
LADOTEXUIEEEMN 27z, 9 4B FU KERETIC 3 AOHEEBREN
TLR #EMELT=. RRDHES MAE REE(L 2.3%THY. TD 95%E18
XD LR 6.5%& PG T#HS 17.0%% F[E3 (p<0.001) &M, KED
REURUVADEIN RSN,
#5 TEFEEA

F BT SEI (%) [95%IE X ]
ST BEAT AR E N=132

#4& MAE 3 (2.3%) [0.5%, 6.5%]
P& <0.001

HEERITFHEED 30 BUADELT
30 BUADDEHRE

94 ALR® TLR

9w AU D TEO KR

0 (0.0%)[0%, 2.3%]
0 (0.0%)[0%, 2.3%]
3 (2.3%) [0.5%, 6.5%)
0 (0.0%)[0%, 2.3%]

2. BIREHEIE B RUBMARNT

SMHHAERIIEE. FRETHIORERER 305U T T, ADE
BRRTICHBR I FREEOEELEETER(SAE)ZHBLALE
EELT=, 30 A A DRI AT I, 30 B FU ERBEEZ Rutherford
NENFREETELBLTOELED 1 REOHEETRL. BOHBTFR
M5 30 BLARITHEE XITFHEED SAE #HBELGVWCEEEREL
2o —REAFREIFX. BRETHIELCAERSEICMTNHDZEETE
HLI-, AMEABRBINEL 97.0%THo1=(134 Fldh) , FU [TH UL TEE
T 2ILEEFRELI-ZDMETORIRETHEIEE OFHEREREITTRT .
1 7ARY 9 yARRO—REAGFE, HH—REAFE, ZREFE.
TLR [E3#32 Clinically driven TLR [El##5&, TVR [E% %, KU Clinically
driven TVR [B]%## 3% Kaplan—Meier ;&2 LYK HT=,

EBEFFICEVT, BFEZED 30%%F EESFERIEEM o= (F 3). 4
L DB ETERIERIC 5 40 SAE DREMNERIN, A BE
E(L 97.0%THofz. 1 &l& 1 v B FU TRESZIZMFENROHSN
BEhot=ABLEFZITT. 30 BB RO —REER. He—XEE
R RUZRBEAFEEL 99.2%, TLR EHEZE 100%ThHh o1z,
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% 6. BEIRFHEAR (REBEE =)

HMERE 148 ;]
30 BN R D EREREIRTH 90.8% (N=119) N/A

—REAEE 99.2% (N=128) 96.7% (N=98)
HE—RBAFEE 99.2% (N=128) 99.2% (N=101)
ZREAEE 99.2% (N=128) 99.2% (N=101)
TLR E##E 100% (N=133) 97.7% (N=109)

Clinically driven TLR [B] @5

100% (N=133)

98.4% (N=110)

TVR [t

100% (N=133)

97.7% (N=109)

Clinically driven TVR [Eljg 5

100% (N=133)

97.7% (N=109)

fiTBTHS D Rutherford SEDEL Bl/itiHaE Bl/iEHsE
0.8%/5.1%/94.1% | 0.0% /5.4% / 94.6%
(N=118) (N=112)
fiRTH S0 ABI DEIL ' 0.19(0.22) (N=172) | 0.19 (0.22) (N=168)
TiiE RERE)
RIS DMEEREDE L
EQ-5D BlL#tRE BlLEHRE
BEOREE 6.1% / 49.6% / 44.3% | 3.5% / 54.4% | 42.1%
(N=115) (N=114)
FOEYDERE 1.7%193.9% / 4.3% | 2.6%/92.1%/5.3%
(N=115) (N=114)
AEADEE 7.0% 1 47.8% / 45.2% | 3.5% / 50.0% / 46.5%
(N=115) (N=114)
98 A TR % 8.7%42.6% | 48.7% | 8.8% / 48.2% / 43.0%
(N=115) (N=114)
FRISEEAH 5.2% 1 71.3% / 23.5% | 6.1% / 69.3% / 24.6%
(N=115) (N=114)
LM REIRE (100 AR R) | 7.0%/73.7%/19.3% |15.0% / 64.6% / 20.4%
(N=114) (N=113)
wiQ hR{E (IQR) hR{E (IQR)
I 2(0,4) (N=115) 1(0, 4) (N=114)
STIERTT 10 (3, 19) (N=115) | 10 (3, 18) (N=114)
HIFRE—F 5 (1, 8) (N=114) 5 (0, 9) (N=114)
B ZE EADREHNRTT 4 (1, 8) (N=107) 4 (0, 7) (N=110)

' ABI [FABR R EICFHE

P REABWEERRORETHEIILETT

ZLDWERE (42.5%,. K ) MNFYI T RTUNKICKDABEEZITI
=0, YEBBEEFICEVTCEADEIEFMEBHICOLTEMME

WmEERLL(ER D,

R 1. XYV TRATUMNEIZLDRRERT-H T I N—TOXERF

i ]
Xy G ZATUN T N—T DX EF SERIE (%) [95%18 R ]
SRl A BE A AR BRE N=57
#H& MAE 2 (3.5%) [0.4%, 12.1%]

R XIS FHBHED 30 HLURDELE
30 BURDIDLHEE

9 ALUIRD TLR

9 # B IR D TR D KL

0 (0.0%) [0%, 5.3%]
0 (0.0%) [0%, 5.3%]
2 (3.5%) [0.4%, 12.1%]
0 (0.0%) [0%, 5.3%]

9 ABFEETDELTD SAE ZKR 8 ITRY . 2 BOWERENTETE
BATITBYIY Ehiot-, FDEAIE FU FEERUVETLTHoT=. ET-L
T-#EEE (X187 B HIZH LA, BB XIEFHREDOBEEILL. HF
REMEICKYIMELLIZEST-, 9 v AR A ETICHEEED SAE &
FELUESEE N1z, 97 BB R ETICRMOBBREEERELHE
Shighot=,

#8.97ARAETO SAE

BRERER 134
SAE WEAEL-BEBRE 30 (22.4%) [43]
hBEHS VI RS 1(0.7%) [1]
Hif £ f 1(0.7%) [1]
DREEE 4 (3.0%) [4]
REOHEE 1(0.7%) [1]
BIDE 1(0.7%) [1]
EmELre 1(0.7%) [1]
EEARE R 1(0.7%) [1]
BERRE 3 (2.2%) [3]
SHitEdim 1(0.7%) [1]
EfpHMm 1(0.7%) [1]
EAIL=T 1(0.7%) [1]
—-2SREL USRI 0RE 2 (1.5%) [2]
EIaY Ak 1(0.7%) [1]
mERRTUAEAE 1(0.7%) [1]
BRESJURERE 4 (3.0%) [4]
HORRND D L TAI4YV VLA 1(0.7%) [1]
[LES 1(0.7%) [1]
i S ES 1(0.7%) [1]
PRERRES 1(0.7%) [1]
BT, D ESIUNESSHE 8 (6.0%) [10]
IREREE 1(0.7%) [1]
LHE B 1(0.7%) [1]
FEANL=T 1(0.7%) [1]
RG] 1(0.7%) [1]
itk s 1(0.7%) [1]
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i ALIR 1(0.7%) [1] CBAS [, W. L. Gore & Associates, Inc. D5E2FR+tT#HS Carmeda AB
EDRMEE 2 (1.5%) [2] DEETY,
AllEERS 2 (1.5%) [2] 37 .GORE, NAF/N—>, TAE—TI Y5 R, VBX, VIABAHN & LUEEH
KB LUEERE 1(0.7%) [1] DTFHFA42(AT) 1% W. L. Gore & Associates DEFIETT ,
B LlufE 1(0.7%) [1]
Bt B S JUREFROFED ERESUR)—TEELD) 2 (1.5%) [2]
ffiRRIE 1(0.7%) [1] © 2024 W. L. Gore & Associates, Inc. / BAI7&RI&
RSZARAE 1(0.7%) [1]
HRERER 2 (1.5%) [2]
BRI 1(0.7%) [1]
M EHEREE 1(0.7%) [1]
BHLURBHER 1(0.7%) [1]
SHEEE 1(0.7%) [1]
FRIRER, MO9S S U RR 1(0.7%) [1]
EEEE TS 1(0.7%) [1]
IR 8 (6.0%) [11]
KERBHIAR AR BE 1(0.7%) [1]
it 1(0.7%) [1]
BBRILERHIME avY 1(0.7%) [1]
AR BT 2 (1.5%) [3]
1) i8%ER 1(0.7%) [1]
REBARFAE SRS 1(0.7%) [1]
REBIRSRE 1(0.7%) [1]
RS I 1(0.7%) [1]
FHEBEBELRS 1(0.7%) [1]

3. MERIIZ K BT
FEHHER ICOVWTHAB THETNAEE (XEHLNE N 1=,

4. INR~DEH
IRIZBVDTHERBRKEE X—BRTERBTEED, Ko TEHRKR
BRICBVWTMNRIZB TS5 RADREMRUEMERFFMEL TLED,

5. #ERDFELDH

9 yABRETOARBDREURUANMEZTMT 5120, 5E MAE
REFFTETMEE LLTHRE Lz BE MAE AL 2.3%THY.
M I5%ETER D LR 6.5%% PG THS 17.0%% F[E->7=(p<0.001) , 9
4 BB R ETICHEEREED SAE #RIBUIEREAL. RE D HEEE &
ERL|MESNEEMNoT=, MNZ T, Rutherford NEEDLTIL R U HEEEIREE
DELEEH-RIRTMER (£, 9 » B IA0—F7YvTHRETIZH T,
FEERER DERE R Y QOL DR EMNBHLN . HELTLV =, UEKY.,
RRAREBRICEVTHEBIROFEIBEEREELETIEEDAR
IZERTIAMDREERUVAMEN RSN,

[REAZERVADHME]
| REFK BRSEERITRET S L,
* 2. GRS EICRER (B R (ST P ITED)

[EEXBR U XEFERE]

FEXH

1. Linkins LA, Dans AL, Moores LK, Bona R, Davidson BL, Schulman S,
Crowther M; American College of Chest Physicians. Treatment and
prevention of heparin—induced thrombocytopenia: antithrombotic
therapy and prevention of thrombosis, 9th ed: American College of
Chest Physicians Evidence—Based Clinical Practice Guidelines.
Chest 2012;141(2)Supplement:e495S-e530S.

2. Warkentin TE. Heparin—coated intravascular devices and heparin—
induced thrombocytopenia. In: Warkentin TE, Greinacher A, eds.
Heparin—Induced Thrombocytopenia. 5th ed. New York, NY: Informa
Healthcare USA; 2012;(20):573-590.

[RERFRERVREREDO KA XTAHFHF]
HERFTES:
BAI7ERSH
TEL:03-6746-2560
(XHFERELRL)

HEEE:

AJ)a. ). IT7-TUR-TYLIT—Y#
TAIHERE

W. L. Gore & Associates, Inc.

U.S. A

7/8



w* 3K 9 ATVNZTMNFADUTR

o ;"ffﬁ ;:ﬁ'; RERBEEOTLS BAUBEEOIS ZT’;%%?;;’jf%“Eﬁ
awd | T30 | Sox | mmenm | DEITC s | memme | BEOT e | oaraae | sooe
(mm) (mm) Fn (atm/kPa) (mm) (mm) (atm/kPa) (mm) (mm) (mm) (mm)
29 7| 12/1216 | 50 276 | 15/1520 | 53 273 8 223

5 39 7| 11/1114 | 50 378 | 15/1520 | 54 375 8 320

59 7 [ 11/1114 | 50 57.7 | 15/1520 | 53 57.3 8 51.2

29 7| 13/1317 | 60 275 | 15/1520 | 62 273 8 243

] 39 7| 14/1418 | 60 374 | 15/1520 | 6.1 373 8 333

59 7| 14/1418 | 60 575 | 15/1520 | 6.1 57.4 8 523

79 7| 12/1216 | 60 770 | 15/1520 | 63 76.7 8 736

29 7 [11/1114 | 70 273_| 15/1520 | 74 268 11 194

, 39 7 | 12/1216 |70 370 | 15/1520 | 73 365 11 26.6

59 7 [ 12/1216 | 70 57.1 | 15/1520 | 73 56.7 11 46.9

79 7| 14/1418 | 70 773 | 15/1520 | 7.1 772 11 68.1

29 7| 12/1216 | 80 269 | 13/1317 | 81 268 1 237

8 39 7 | 12/1216 | 80 362 | 13/1317 | 8.1 36.1 11 30.0

59 7| 12/1216 | 80 56.1 | 13/1317 | 8.1 56.0 11 473

oL 59 8| 11/1114 | 80 594 | 13/1317 | 83 59.7 162 44.1

79 8 | 12/1216 | 80 793 | 13/1317 | _ 8.1 79.4 162 58.6

0 39 8| 11/1114 | 99 354 | 13/1317 | 102 | 353 13 31,1

59 8 | 11/1114 | 100 | 563 | 13/1317 | 103 | 552 13 446

29 8 | 10/1013 | 109 | 257 | 12/1216 | 114 | 254 162 178

» 39 8 | 11/1114 | 110 | 347 | 12/1216 | 112 | 346 162 258

59 8 | 10/1013 | 110 | 549 | 12/1216 | 114 | 545 16? 428

79 8| 10/1013 | 110 | 739 | 12/1216 | 115 | 737 162 60.6

¥k | RFUN STMEATMEZER TCRMILET ARIBEMO NV — AT —TUDBBEITES (RGITEMID/NL—UAT—TILIEEERTLVEN,)
2 A BT TOIn viro DRI RICE IR T UM STFORIMMBRERLTSY ., BRABRTH13mmBERBZ DR TN STMERICDOVTEHEL TV,
° BABMSIN vitro S TORBITH> TN D T=th. —MRAIESELTHRAT S L,
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