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FZ2 ([ERRBHEIE. IU/MREDIESR) | EAOHIBTIZLY
B M/ MRESE D GEHRIRS T 5,

2)

®



@) BERLGVER. Bo0TERR. ITRFATE. B ERTUH
TIDIATL—2av NELDE NABNLBENREITES
BEIhDLHS.

(B) AT MENBRICREL-EMOAHNERT S,

[MRIZEH R UEE ]
JEREPRERER(C k> TAFIEMR Conditional THBZEMTREINTLVS,, K
mEBELLZEEFICHLT, UTISRESNDEHTIZEBLTIE. £2IC
MRIZEEZERET DN AEETH D,
— BRGNS TRUB.0T
—B4RLI5 SR E D WESHY1000Gauss/cmA T
—B K2 5FHLLIRILER (Specific absorption rate : SAR) 2.0W/kgT15
SEDRENILRL =T RE, BEREE—F)

BELS
LREH(EFFHSAR20W/ kg TS B DRB)TRBICELHF IR
RKODEBEELERIF21CERTZENFRIESND,

EfgAE
AEMITOMREEIZETEHT VIV MIa—RICLHIRIGTELR
BT7—FI7IMIRRDEEHNSHI5 mmIkKT B,

3. TEHE-BHFSER

x(1) EBEXETESE
HT—TILDIRETEE
TNAAOHEEERV/XIEFE -EBRF2
RATL—3ay cIURY—S

*(2) EBEXLGHEEEZR

T CRTFUNSTRRWNEIMEDMERILEAE - B
SRR i - MfE

CMARSE - RMEENARE - MEREG (R, BT T)
CERRE - BIRARER R

*— BRI KGEHEEEE, BTE

DavViER - REHREE - DHEE -RR -ER
RE ABOLEORE -EFBOMETH
*MEEADEERER -TLILX—RIE

* - XEESA PL/MRER ISR T BT F T4 —HRE
AN DRI /R AME (HIT) 18
TORRBMMOEHE Rl - ZEETL

JBZEs - fRBHRSE

4. IR, ElR. BEGEERT/DRE~DOEA
AROREMR AL, iR, B RAGERTNMNEZIZENT
HERBSNTLVELY,

5. ZOMDEE

(1) KBRS BRENSHEEEBARICEVT, BEOE P OEOHAY
NRALEZASNIEHDEBICEYRTUR FTDENFED
HENDHD,

[ER R #R]

BIEBBIRIENGEBROF A EERXEORELEITHIEED
FAEMEEARICEIIARAROREMRUVAENEETTET 570, 8
RE. 2%, FREACHEBBKRRABREREL -, TETMEBE L.
HERFEMNS 0 BURNICHKELHBEXTFREEORL., REFHE
M5 30 BURICHKELODHEE, REFHEMNS 9 ¥ ALINOENR
ZOENTHREMN(TLR) . RERFEL,DS 9 » ALURNO TERRUIEMNS
HAEADEEEETER(MAE) RAERLL -, BITETEEICHE VT, f#
WITEETOBERERELR-THRELTAVDILRE L -, TEFM
EHICOWTIE. REAHELT. ETOEBEREICEHRT D PP
(per—protocol) iR &£ M 1=+ T4, ITT (intent to treat) FEATEM(ZDLY
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THEHMELT=. ZD#ER. PP BTEARY ITT EHEHIEREROHER
#RL.ABELIT/INTA—T U RT—IL(PG) &&= L1=(p<0.001) , LA
TIZPPETERADIKERETRT,

A BEBRTHAY

Rutherford 4348 2~4 EDERMEBRETHY . FAXIEHEAIOREES
IREU/ RIS BBEEIRIZ. ZMKRELER 110 mm UTRUSBLE
2 5 mm~13 mm OFRIIEIBREOHERKEEEZETHLHM
BB CTHRAIN-BELRNRHEBRELL .2 DETCORBEREE
RENZETEINEE 1 DOAHADENRELZTEAICE TS ABRNDE
BIREEZEH 2 DETHIIEENEEN . ETHOHEREFFIRKRIKX
DARTHETDHIENTE -, BREREE T -THEREICIL, 11T
LEBBEk. EENAKRILRE. E2FERE. TLITFALILRT
T4V R/ RIE KBRS B TREV T RATUNEABE
CHEEN-RENEEN. S TOEBURELEH =T KE 26 1
BRUZa—D—FUR 1 R D 134 FEFIN B FRIN T,

B. FMEiIE B

1. FEFMEIEE

FEMIEE . KEBRFEND 30 BUAIZEELTHES XL FHEE
DR, REFHID 30 BURNICHREL-ODHEE, SBFHEML 9
T BLUNOZHRED TLR, AEBRFEMND 9 4 B LR O TR AL
LIEHEED MAE HERLLT-, KBOBEMIE. KE D MAE HAFE
#17.0%D PG ELLE T A LT, BEIMEEBARERICEIT2ARNDEE
HERUEDEETMETEETHD,

2. BIREHMEIEE

BIRETHEIEE (&, SEE AT, 30 B A DKM, —RARE
- RAFE. —RAFE. ZMNHFED TLR E#E, Clinically
driven TLR B ZMME OB MITEEM (TVR) BEE#E. Clinically
driven TVR [B1##3 Rutherford 733BM 21k, R E465 B RAET LB /T b
(AB)DZEE. RV (BMEICE SO BEREDELTHI=. &2TH
B RETMEIEE (. FHEEEL R EE T ICRBMIZEHEL =,

C. BEER
412134 FEFIDOR—RSAVBEOHBREES R MERRUVERRKIKE
1Y,
R4 RZAFIVEDOHEBEES R, BEERVEKRRE
134 5E45
HEERER
Bt 79 (59.0%)
£ip
i RERE) 66 (9.5)
PN |
FADWFRERXEISTUORTAAAN 3(2.2%)
FOTA 2 (1.5%)
BARIETIIYARTAIAN 4 (3.0%)
NIARERRIFERFEEFEER 0 (0.0%)
BA 123 (91.8%)
ZOIbAGE 3 (2.2%)
BEERUYRIIT7H5—
L4 FE
BUEEAL 7 (5.2%)
1 LRI PHT= 18 (13.4%)
1~5 ERFISOHT 8 (6.0%)
5 £ KYRTISOH T 43 (32.1%)
RAEBELTLD 58 (43.3%)
HERA 38 (28.4%)
SIE 113 (84.3%)
= AR MAE 104 (77.6%)
EaILATO—)LInEE 64 (47.8%)
BEEARER 56 (41.8%)
DHEEOBRE 25 (18.7%)
BEICHBRHRBEOAREZIT 22 (16.4%)
BECFRBHREDARER T 13 (9.7%)
Rutherford %8
28 -PEEORT 26 (19.4%)
3 -EEOWIT 101 (75.4%)
43 -EMERBEER 7 (5.2%)
TASC Il 558
AR 50 (37.3%)
B 41 (30.6%)
CH® 32 (23.9%)
D 11 (8.2%)

# 512 134 EHIDR—RSA U BFDO B ZHFBRVREDOHHE TR
T



® 5. A—ZASAVRORFZHRBRVHFEDORHE

BERAER
727 TO—7F" N=132
{8 27 (20.1%)
*HAI 24 (17.9%)
Tl 83 (61.9%)
Py Lot N=134
1 #pts 59 (44.0%)
P 71 (53.0%)
3 &bt 4 (3.0%)
ARTE N=134
A 29 (21.6%)
% 38 (28.4%)
1Al 67 (50.0%)
Fo U YRTUNE 57 (42.5%)
BREEDRHHER(Mm)? N=132
Ty (B RE) 42.08 (23.98)
BREGOEHT/SARBEE (mm)? N=133
Ty (B RE) 72.09 (29.39)
BREEOT MRAEEEK? N=134
11X 51 (38.1%)
2K 69 (51.5%)
EES 12 (9.0%)
4% 1(0.7%)
5K 1(0.7%)
FHE
RigEs ABI' N=199
i (B RE) 0.77 (0.22)
ARmE’ N=201
15 B Bk 154 (76.6%)
S\ i B Bk 31 (15.4%)
B B R U5 B BIR 16 (8.0%)
TURY—IZRHLI=T A 2% N=201
100%
AREDBEAREREE 0%UT ' N;g(y
100%
nEE
WEDR? N=210
Bz 182 (86.7%)
BE 28 (13.3%)
BABMEE(%)? N=182
T (BERD) 62.1 (15.9)
WEHE(mm)? N=209
Fiy (BERE) 26.6 (16.3)
THRAZBEE(mm) N=212
T (BERD) 45.2 (14.4)
T RN D DEE

2 a7 SRIZE 1T HEHE

D. ik

HEFHAZZINE. 2TOFEXNREREEN 1 vA(x7 IR
V9rA(x30 B)DI740—7yF (FUEZ T, EEERNDEEEL
1SO14155 DEERVEEENDERICEISEMERDAREEEMMN
HIE LTz, ETCODEEERIIBRBRFERZRESR(CEC)[TLH>TLER
—RUHIESNT, CEC FREEBREMHIRMEE. T FHEE].
TPAD f&fRBEE || [ABREER/ SHERFH/PAD RE LEHELLL, XIETH
RERTBHINDELz, IRREHETMESE SR (DSMB) (TREMHEAN
VrOFEEREE=FOT L, HBREEREICETIER, NSO TO
Fa—ILERRERVREHZLE 2 —Li-, BMIZLE-a7SRITHBRTF
HPRU FU RRBICRELOEEZEBRUT1ILYIRBER
B EEmL =,

E. Hl/hiR3E
ARBERICBWTIE. ARPBER 9 vy AR ORIL/NMRE 2 FIGtAEEE
HRLT, BT RERAD 9 7 ABAIZHTS 2 AU EORM/MRE
ARIEHSFE(L 63.6%ThHoT=, & 6 [ARBRITH T BHM/MEEDIRE
KiRERT,

& 6. KFEERICHITBHM/NMRFEDRFERR

fa 30 H 9vA 1258
gg;gﬁmau: 134 131 121 93
R/ REZRE
L-HERE R
RERL 26 (19.4%) 2 (1.5%) 6 (5.0%) 8 (8.6%)
1 % 75 (56.0%) 19 (14.5%) 38 (31.4%) 37 (39.8%)
2 FlLLE 33 (24.6%) 110 (84.0%) 77 (63.6%) 48 (51.6%)

F. REURUAHEORSR

1. EZ5T

FEFMEROFRER 7 ISR, Tk 30 BURITHER ST HE
EORTRVLDHEZEDREFAHAONGN > HBRFENLIA L
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RO TR ELN>T2, 9 7 B FU REEETIC 3 BOHEREH TLR
FEMELz. KBDES MAE AER(L 23%THY . TN 5%EEXHE D
LBR 6.5%(& PG THA 17.0%% FES (p<0.001) Z&MD, RBDREMH
RUEMMEN RSN,

® 7. TEFMIER
TREE FEGIR (%) [95%1E FERE M)
STl 7] REAS RERE N=132
A& MAE 3 (2.3%) [0.5%, 6.5%]
PiB <0.001

AN ITIFREED 30 BUADET
30 BURDLHEE

97 AUA® TLR

9 7 AR D TR D KL

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. EIREHEIE B R UGB

SHHARRINEE. FEHETHIORFEEEED 0% T T, BDE
FRATICHBR X EFREEOEELMEESR(SAE)ERBLANIEL
EELT=, 30 HEE A DKM AIIEIL, 30 B FU JMBeRE (< Rutherford
SENFRATELBRLTOLKED 1 REOHREETRL, BORBFH
M5 30 BRAIRNICHE XITFHEED SAE #XRBELAENLEERL
foo —REABELIZ. BREBTDILLCARSMMIICMRNHEIELETE
LT, AMEABBINEL 97.0%THo1=(134 fI5) , FU [ZHULTEE
Mg BILLERLI-ZDMLETHREIREHMEIEBER DERERSITRT
1 ARV 9 »ARRAO—REAGFE, MBI —REAFE, ZREAFE.
TLR [El##3E . Clinically driven TLR Bl TVR Bl R Clinically
driven TVR B3 % Kaplan—Meier j&(Z&YK&HT=,

EBREFICEVT, BEREN 30%F LR FfEHIFEM o1 (X 5).4
ZDWHBEETERENIC 5 #-0 SAE DRIAFERESN, 2EEAERK
(L 97.0%THotz. 1 Bl 1 ¥ A FU THEBMICORAROHLN
Bhot=hNBLEBEZT7 .30 BREADO—XRFEAFEE. ME—XHE
£ RUZREFEE 99.2%. TLR E#ZHEIX 100%TH o1,

% 8. BIXFHEIEE (HEBEE)

HFER 148 94A

30 BF R D RRERKIARTH 90.8% (N=119) N/A

—REAEE 99.2% (N=128) 96.7% (N=98)
HE—REAFEE 99.2% (N=128) 99.2% (N=101)
—REAEE 99.2% (N=128) 99.2% (N=101)
TLR M 100% (N=133) 97.7% (N=109)
Clinically driven TLR [E 85 100% (N=133) 98.4% (N=110)
TVR [ 100% (N=133) 97.7% (N=109)

Clinically driven TVR [EI5#5 100% (N=133) 97.7% (N=109)

fifRTH 5D Rutherford SN ZEL BloiSRE BieiSRE
0.8%/5.1% /94.1% | 0.0% /5.4% / 94.6%
(N=118) (N=112)
A DSD ABIDEL 0.19 (0.22) (N=172) | 0.19 (0.22) (N=168)
F9iE REERZ)
HRTH S DEEREOE(L
EQ-5D Bl RE BLASRE
BYHORERE 6.1% 1 49.6% / 44.3% | 3.5% / 54.4%  42.1%
(N=115) (N=114)
BNEYDEE 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)
TR 8.7%/42.6% 148.7%| 8.8% / 48.2% / 43.0%
(N=115) (N=114)
FRISSERAH 5.2%171.3% /23.5%| 6.1% /69.3% / 24.6%
(N=115) (N=114)
SRR EEIRE (100 AARE) | 7.0%/73.7%/19.3%[15.0% / 64.6% / 20.4%
(N=114) (N=113)
wiQ Rl (IQR) thRfE (IQR)
EEL 2 (0, 4) (N=115) 1(0, 4) (N=114)
SITIERER DT 10 (3, 19) (N=115) 10 (3, 18) (N=114)
HITRAE—F 5 (1, 8) (N=114) 5 (0, 9) (N=114)
RBEEEZE EHBEEHRIT 4 (1, 8) (N=107) 4(0, 7) (N=110)

! ABI AR (5@

P REABWNEERRTKETHAHEETT .

ZLDWHERE (425%, T 5 DXV T RATUNAICLDRERERZ T
=&, HRHEBRERHAICBVTESOEIEFMERIZ OV TEMAE

MERBEL=(R 9,

£ 9. XYLV TATUNKIZSZARBERITEY I I L—TFTOITERF

i ]
X T ATV T T N—T DX EEHE SEBI (%) [95% (R X M)
Bl AT AEAS HRER E N=57
#4 MAE 2 (3.5%) [0.4%, 12.1%)]




WX I FHEED 30 BUADET
30 BUADLEHIEE

97 AUA®D TLR

9 7 A A D TR D KT

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 ABEETHDETN SAEEZK 10 [TRT .2 BOHBRENETETME
BITTH Y Ehiot=, FDEHIT FU FREER UL TH-1=. FET-LT=
HERE L 187 BEICHELTLIA ., BB RIEFHEDBEE L. HRE
BREEICKYIMELIZE ST, 9 ¥ BB R ETICHEEREEED SAE 2R
LE=fERIEE Mot 9 ¥ A SETICRADEBEEERLERIN

Hhot=,
#10.9 y AR RETO SAE
SREREXK 134
SAE A R4 LI-1HERE 30 (22.4%) [43]
MNAEHEVY AR ER 1(0.7%) [1]
HintE m 1(0.7%) [1]
DR 4 (3.0%) [4]
SELHEE 1(0.7%) [1]
BbE 1(0.7%) [1]
gmtELre 1(0.7%) [1]
BEAREE 1(0.7%) [1]
R 3(2.2%) [3]
S 1(0.7%) [1]
B 1(0.7%) [1]
BEAL=T 1(0.7%) [1]
— -2 HERE LU SR ORE 2 (1.5%) [2]
DRI MRE 1(0.7%) [1]
MERATVIEAE 1(0.7%) [1]
BAESSUFERE 4 (3.0%) [4]
YORRDY L T4I4Y VERE 1(0.7%) [1]
fifi ¢ 1(0.7%) [1]
TR RIS 1(0.7%) [1]
RS AR 1(0.7%) [1]
R, PESLUCREASHE 8 (6.0%) [10]
BIRERE 1(0.7%) [1]
ERBEEH 1(0.7%) [1]
BEANIL=T 1(0.7%) [1]
BA&RREEY 1(0.7%) [1]
R 1(0.7%) [1]
%A 1(0.7%) [1]
IEDRERE 2 (1.5%) [2]
RREEA 2 (1.5%) [2]
REBLUREEE 1(0.7%) [1]
BHUY LLE 1(0.7%) [1]
Bit, B S JURERHOFEY @ERE JUR)—TEED) 2 (1.5%) [2]
fitiBR A 1(0.7%) [1]
BIALARAE 1(0.7%) [1]
HEREE 2( 5%) [2]
EDIREE 1(0.7%) [1]
& PSR EE 1(0.7%) [1]
BHLURBEE 1(0.7%) [1]
SHEEE 1(0.7%) [1]
FRIR SR S L UHREE 1(0.7%) [1]
IS MERAE MR R 1(0.7%) [1]
ISR 8 (6.0%) [11]
KERBHARAZ B 1(0.7%) [1]
MfE 1(0.7%) [1]
FRLE= RO IV 1(0.7%) [1]
BB AT 2 (1.5%) [3]
PP 7 1(0.7%) [1]
REBARFAZEMSER 1(0.7%) [1]
REBIRSERE 1(0.7%) [1]
RAEMER M 1(0.7%) [1]
REEETE 1(0.7%) [1]

3. MR KRBT
FEFMHER SOV THAIMTHRET A E LR NG T,

4. INR~DERA
VRIZEWTHAZEMBIIRE R X — G RE TG, Lo TERKE
%ﬁ( BVWTMNRIZE TS RADREMBRVEMEEEFMLTLVEL,

5. HERDFELD

9 yARBRETOARRDREMRUANMELTMT 5726, & MAE
FERFFTETMEE ELTHREL. A MAE FAR(IE 23%ThHY.
Z0 95HEBR D LR 6.5%1% PG T#H B 17.0%% FE-1=(p<0.001), 9
s AR A ETICHEEEE D SAE #HIELERIEEL. RANDEEMEE
BRILHEINEN o=, MMZ T, Rutherford 55D T L K UHEREIR B

DEREED-EIRFHHEIEE (L. 9 7 A7+A—7YTHAETISHE T,

ERRAER DERKE Y QOL DR EAEDHLN ., HEL T, LLEKY,
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KREBRICEVWTHEEHIROFRIEEREER
|~Eﬁﬁ¢’5$nu DREURUVEEN RSN,

REEHT HEEDRR

[(REAZRUEHHEE]
L REFRSESEEHTRES S,
2. BHME: SN EICESR (AR (AT —H LD

[(EEXERRUCERAER k]

FEXHR

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.
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REEE:

AJ)a. ). T7-TFUR-TFYLI—
FA)VhERE
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CARMEDA #&Uf CBAS [E, W. L. Gore & Associates, Inc. DFEEFEHT
% Carmeda AB DEETT,

TJ7.GORE, TVRIIL—F— NATN—=V TAE—IVI X,
EXCLUDER, VBX, VIABAHN & kKU EBE DT> (AT) &, W. L. Gore &
Associates DEETY ,
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£ 11. AFVNISTMNFAOUT R

R ~ra - FEN G BB =
5 o— "RTY F | o "ATY > > >

MR Tl | ek | EREEE | oS | Goor | BAMEE | 5oDls | hoor PRANEE | T
(mm) (Fr) (mm) & (mm) (mm) &*(mm) (mm) (mm)
29 6 12/1216 5 28.3 16/1621 54 28.0 8 22.3
5 39 6 11/1115 5 38.5 16/1621 55 38.1 8 32.0
59 6 12/1216 5 58.6 16/1621 54 58.4 8 51.2
79 6 14/1419 5 78.9 17/1723 53 78.9 8 721
29 6 15/1520 6 28.3 17/1723 6.1 28.2 8 243
6 39 6 14/1419 6 38.1 17/1723 6.3 38.0 8 33.3
59 6 15/1520 6 58.6 17/1723 6.1 58.6 8 52.3
79 6 14/1419 6 79.4 17/1723 6.2 79.6 8 73.6
29 6 8/811 7 27.9 11/1115 14 27.7 11 19.4
7 39 6 8/811 6.9 37.7 11/1115 14 374 11 26.6
59 6 7/709 6.9 58.7 11/1115 14 58.5 11 46.9
79 6 8/811 6.9 78.6 11/1115 14 78.5 11 68.1
29 7 11/1115 7.9 271 15/1520 8.4 27.0 11 23.7
8 39 7 12/1216 8 317.7 15/1520 8.4 375 11 30.0
59 7 12/1216 8 57.8 15/1520 8.4 57.7 11 473
79 7 12/1216 7.9 78.3 15/1520 8.4 78.5 11 69.6
8L 59 8 11/1115 7.9 58.7 16/1621 8.7 58.4 162 441
79 8 12/1216 8 79.4 16/1621 8.6 79.7 162 58.6
29 7 13/1317 g 26.6 15/1520 9.3 26.4 13 20.4
9 39 7 12/1216 ¢ 36.5 15/1520 9.5 36.0 13 23.2
59 7 11/1115 ¢ 57.9 15/1520 9.6 57.7 13 38.1
79 7 11/1115 ¢ 76.9 15/1520 9.6 76.6 13 62.7

" AFURNT STMRATMEE R X CGEMILRT ARIEMD/NIL—2hT—TILBRBEIZED, (RRITEMD/SIL—2AT—TILIEEFEN T, )
2 A BT TOIn viro DRI RICE IR T UM STFORIMMBRERLTSY  BRFEBRTE13mmBERBZ DR TN SIMERICDOVTEHEL TV,
° BABMSIN vitro S TORBITH> TN D T=th. —MRAIESELTHRAT S L,
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