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D AEMTFR L ENED LR ST TWRWEMBHZ DWW T, RFOTA RT A o ~DiEE M
RS9 5 BT 1S010993-1 [ZHE U CTLL N OFRBR AN SE M S Av7z, AMRIPITRT LT EM S
Ni-HilREERBRZ R BEN RV ET 5 RBEES TR S,

ARSI L CEME S Lz R ERBR O 9 B MEM Elution 35 TIXBMERT RLITRRD &
IR o Te Dy AL GE P AR & 28 K E BRI vl b iv 7z, Ml e 5
PR TlL. 1xComplete MEM  (CMEM) 20 mL %729 5 1 &l (1.8 g) Dt THIM L
YA TR, MR SEEE R 53.72% CTH Y, EXEREIETIE, BTV T I DOAT—
R BB & FRAARRRER I W THIBAAERIT 100% T > 72, AbhZPeid U, WFlS 72 H st
%f@of%\xﬁ_@%émf»&w7w?tFﬁ%ﬁﬁéofw&w7w?tFm|
ppm ZHz 5 LMl EEAZEL D Z LN BHORBEEN OO THLZ LD, K
HER TR BB I, KPICEREL TWA A Z LT AT e RICERT S &%
2 b, EEOBKMERRFCIE, ARICEENDI T NAVZALT AT E RIL3SLEZHEA5
MIEIZ Z 0 ARSI AL, PO Z X7 B EROE L TREHEL SN D720, AR~

DEEII D BRERAREO Y 2 7 13RWEE 2 D,

O EER
AR ERPERER G s P 2 56% . MEM Elution ¥5 & O K HJgE) | Mot &
(M FEAT S OVEE[E REIRFA) . BB (= — A 23R, CHO M (s 128 a5
F O~ 7 A EER) | At e s EmERER, REWEWERER, BRNEOGRER, BAENE
AR, PR
@ RERERS AT B R ORRDR S AT A
AR FE BB, R, RNSORRER, Aty BB, FEVEY AR,
1 AR R

<HBEHHEICI T 2FEDOHN >

WAL, KBIZEERDIANAT— FWEIZOWTHH L7z BT, BEHE L EEE
PEEABRIC I 1T DR O FIED ZH MOV T T 5 L 5. B ITRD T,

HREE T FO L S IchIZE LT,
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A OBETERPTOMEA SN SRV LT LT E K, =& 7 —/L KN Tween80 (2D
WL, BRERFCAT LvRAE L7V, — 0, ARdh & ARG, HE, JRAE R O
B EOERLS (9000MISTFX : SAPIEN OB G (ZBWT, BIEZ VA AT AT E R
WEFEZPIE LIRS R, K933 ppm (8 1 mg) ARH SN TS, Adhz Az ikt
BRICBWTHHEFT AR b THY . BFEORBBARIC I 7V 2 LT AT e R,
g5u B b 2o [ eom omEcRERE 2 L2 C L ams L o 2,
L7zid> T, AR BRIC T DT ROJRRWEIX, 7LV Z LT VT e RThd
EEZD,

Kiwzw AR )=, TR KRR Z AT +2-7a ) — (1:1) ZHW-FH
B B OFE R, WIS IER I =AM < | WEIC A — R E A T &
RN EHIB L7z, AR L7z L5 IS,. R T 5 B — FWEIZ IV Z VT VT
E RTHY, UEWEITERMETH D720, AHEEH L CIXEEREORERE T, %
BELIZ TNV E AT VT RRZEIE L, ~NY— RPEOMEY R ARETH D, L
MWoT, ZNEALTNATE RPAHEIRAET DI ENHLILTO DAKRIEE T o 2 MifuE
SHESHZ AT, Y — R Ol % 526 L 7=,

BEEIL, RO SMEFEERBRSEZ M I TWRWnWZ &b RO # Atk
IZOWTCEHMEZ N 5 & 5. HiFEickdiz,

HEEEIX, LT L) IchEE LT,

At 2 T2 0 A P R SRR S OMAERE 2 B 4017 BB o i S ENC B W TR ESF
BRBDHNT, TOMOLREMFHE B IC OV TH BREFTANEO benoTz, £
7o AR L7 L 018, RMICTFET A2V —FWEIZ I AZ LT VT e RTHY . TR
DR, SLC-SD %7 v MIZ 1mgkg DI NVH LT IVTF e RE5ik FICER#E L
A AR IR bR Y RIS T 5 7V 2 LT VT e R 1
mg THDHIEND, RMIZEGFTDHIZNVZ AT AT e RIZKDHEAMERED Y A7 1346
DTERNWEEZ D,

BAMHEIL, HEEORBICOW TR b o Ll L, AL etticBld 2%
EBHZHOW T TR LT,

(2) tEREZEATIT 53R

<TBHINTEEB OB > (BITEER-1-5)

MREZ BT 2B 28k & LT, 1SO5840 & N FDA @ [Replacement Heart Valve
Guidance | [ZYE#L U T M S v 72 iR 1 F R0 BR A K O\ @ sl i 23 2 ) S 47z,
R R (R ERERARR, R iR vaER, faEhii ez &k O )
TERER) IC XD FROERFE, EOA, W&, IRAVFFEORHmAMT i, A, xt
g (=277 EASE TFX }Uf SAPIEN) & [RI% Otk /1A ERE 2 A4 5 & 3EIT, 1S05840 K&
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UNFDA @ [Replacement Heart Valve Guidance| (ZEXE Z4L TV 5, EOA M ONF i3 D ik
PEREEE 2= 2 e a iz, L EOREBRIERN D, X ToWmK I FrER Iz W
T, LR Z 72T 2 & DR S v,

%%ﬁ%i AR REA R DA TR DIAE L VERE A TR T2 - L 2 HI L LT, ey

I\ZHc R 20 W REAE 2 A7, ~ 27 EASE TFX & UF SAPIEN Z xtFRIZ, —fBofRAE, ik
@E\mﬁ@%\ﬂ@&Uﬁﬁﬁ@%%&ﬁﬂﬁﬁéhkoﬁk\ﬁm®ﬁmﬁﬁfﬁé
as omir L= 220, [
_é@fco pn AR 10 & 50 E 20 3 A #RE L 72 REAT

MR ZE IR e N ATENRE OREA % . SIS NE S, 7o, M LA RFpid, ik
WL NV > o AR C D D, W ONCWIRMBAE N £ Sz, 4 16 58 6 58
DRBRSE THICIET LT, B L7z SR, ARdb & OBFEA 70U EHIEr S du, 78D DL 1
SAIX, A7 L— 2R KENRE I L7722 I K A2 TH - 72, Stz > T,

REBGAT2BOFHMOMEICERNT S b0 Lo S, RO BE&T & BT

mWEHr ST, AFLTZ9BHD O B 3 BHITHRHFMEO 10 MFBEEF I, 6 BAIE 20 %
WIREIZ . AFERANFEM S L7, MIRFRMmA, mATERE, 1R, ARIEENT o
FRIE HICHOWT S BEARFTRITERD S ARW I & WIS T DR K.
TV T KA R ORIRIBRAIZ DWW T b3t~ 7 EASE TFX } OF SAPIEN & [F]% D
REBREGE 2R3 2 E R ST, Aeds. ARV 1 EHIX. AREBAE 20 BICE DR, T
(BB ER 6 BRICEE L7272, Rz dik L7z,

<HBEHFEIZBIT DFEEOHE >
AL, TR SN E =T 2RBRICED I ERHZ O W TEE LR, o
TR LE,

() FERFEEZEAIT HRER

<@ Sh7=BEOBIN > (RFATEER-1-5)

7L BT DRBRICEIT 2 E R E LT, BRI AT AZHLTCA v brT 2—
= — 2y NI, BRARRT Y NY — X7 AFHIEER, BRI AT MK L
TR Y AT ARG MRBR O BMRBEGE S S vz, Rk, 1) £
BT VN =V AT N7 VT L) 20T U AN —2 A7 K BHREBAICHA L, iii)
HEPNLIZB W CTAERPEILE HECTE D ERAMETH L BB AT L) & iii)
[ZoWTIE, ERoMEfEZ EM T 2B E LTSN -8RI L Y, BT TH 5D
LbODA Y haT a——v—2E LT, ARpEHOUMMICHERRTHD Z EPRE
iz, i) IZOWTIE, MBI, (L PaRrEIC BT 2 &k L LT L2 KRB RIME £ 7 /1
ERHOHEARBRICEL Y, BKEET UV NY — 2 27 AOFAVERE K QNBREVERE (I RRE D 72
WZ b WEERE LTRSS 2 SOERBRAEICEIY, f T a—h——
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2O OSEREMERE., T UNY —3 27 AOEAR O EICHBEN 2V RSN
7o Flo. BODRYV AT AIZONWTIEL, A —EHOFH 2B LR R T AT A2
SRR N T S, RREAR VS T AR RARENT,

<HEHEEIZRB T AEEDOHNE >
AL, RSN HEEZEMNT2REBRICED BRI OWTHEAE LR, oh
1AL,

~. UR7GHCET &8
<TBHINTBEB OB > (FRTEE~-1-1~2 K T-2)

VAT GHTIZET 2ERHZIOWTIX, RBICOWTEBLIEY AT XA NEZED
FEht A Je ONFEAR I OBEEE 2 R T ERIDN IR S iz, Fo, BERAF—RFE Y X 7K
BHEIZOW T, U AT TR To 72 U A 7 B E OFE BRI OV CTER L& RN
M Ehi,

<HEHEEIZB T ABEEDOHNE >
BORET. VR OWICET ABEHC O W TEE LR, ha TRLT,

b BUEHEICET S ER

(1) BErk

<$RH SNIZEE OB > RITEE H-1-1~4)

RETEICET 2B BHTOWTIE, RE TR & RERT, BT ELOCWEEHICET S
FEEH S,

<HEHEEIZB T AEEDOHNE >
SOFEREIY . RS HVEICET AERHI O WTEE LR, e THALE,

(2) BHREEIDZ 2 M
<@ BH SN=BEOBIE > (RMAER H-2-1~3 R H-3)

BRI ORI D EDIFEMETHD 7 0o ) L, KEZJFPEE & 2 fEHE 22 8
WIS U, AR HORIEURHEYE (AL 1S FIEA ST A S5 210 5) 55 4 B iR R
BHERI 1 BB R SRIEURHEHE IS E 6 B L Cidre & e WAL 3 Bl TRE R CIR A L 72
WEIBERShTn5,

FEE X, TR E R e L CiiE s o ERS, EFEHEEOLER RS
PERELR OBRILIZDOWT) (CFRK 13 45 10 A 2 BATEIRFEE 1069 5. LT TR 1069
T LWo, ) OFL 2 (1) OO (7) ~ () IR HERFHTH 2 BUTFELRIHE
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BIDFEHE & L C RN EER S WEHEHFS (EDQM) L W BITSNDEHEEZ AT L TV 5,
Fo, HEBEPBICHE L L —RAY AT ALY, LT U T ARSI
MEIREBR SN EEE TOBMPTETHL Z &, BELVESE & OZMICL 8
(25 2 DR O ORFORIENEH I N TWD Z & WO KE O A RN HER LT
WL EEUALTWD, LEDOREIY | SiZEM e, BSE BAEZFERELE 57
HI SRR 2 0T 2 453 37 D BRI 72 T X & S 0VR STV 2 EFRFEER 1069 i@ %N
DFL2 (1) OO~DEEMEN RS TVND,

A DS TRICBIT 2RO NG L BRETLRE LT, ZAVZ AT AT e RO (O
| YN raS Tt B M N EDENe Ywyns
v ramr i -, Ilsme ) sapncos, ymrroY
20D D MR R i M OSHAR N R 381 2R RNTE(LBEIC DWW Tk, BL R 1 3B AL O
ERESRICE D STV 5,

1) T0D ) BEHARRE O U A IV ARIELREICOW TR, EF AT A LR E LT -
B )7 s L RBREE LTS, YHETAY
ANVART T NAE AT AT e FERIEICE L CEMMEEZ RS2 ERNmSNTWD Z &)
SBIRLT-, UANZNYF— g VBROME R, KSR EIRIRIRE IR A T o
% -%7“/1/5»7/1/?‘1: REHIZ K D 7 A IV ARNELD Dol (90%D D A )V A%
wiet s oz s 1 [posv. xnomrmEEo TRIEY L2
DOARIEL BrERRERA T 5 Z &R Sz &l L=,

2) Cunliffe 5913, V/UANA, 2o TFu A LA KIALITIALAKRET 7V H
TEET AN AT ZNENT ZIEGE S KT A VARG LTz 7 & Dl Rk 2
L. R E 02% 7V Z LT ILT e RERIECEIR, 11 BFQE L, WOBEL
7= 7 H DR O RBIE BiE A B E SN T 21X, ERR 4D U A VAT S
ZERL UANATKHT DU EA BB O bR oTlo, Ko T, YL, U
ANADRNE/TREREAET HEZZX LI AEIRO 7 VEZ VT VT RIZX D0
HITRIZOWTHERRO U A NV ZADRNEEEEZ AT 5 &l L7z,

3) BCOTHIL, T HNTEML Fr A LA (Porcine Endogenous Retrovirus, L T TPERV |
EWVVI L) IR LTV Z EREMBNTE Y WERETO 7 & DigSpAk D> 5 1% PCR
512K Y PERV H13K DNA & 5 UM T RNA 2R S5, HEEHE D38 510 BE R TEK
REZ T 127 2 DA R DB OV T, 0.625% 27 VLT ILT B RIEHRIZ T
11 AL U7 7 2 D i k2> 5 1% PERV B3 DNA 30U RNA 23 H S e
TEPHESNTND Y, Lo T, Y LROLFSME T i, MENEHo v
ANAERNECT DI RBED 7 VA VT VT b KRBT X DR RERGET £ T
121595 Z L SRR S vtz LIl LT,

F o, Bk 3) TR L7 7 2 OB IZ BT % d S0 A& F O TR ORI N O i UA AR TEAL

BEA T 2 Z Y PEIC DN T, HFEHIZLL OV Gl LT 5,
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O ZHOBRIHER SN TWD 7 2 REIIREE L, 700 5 BT~ T 2 FULEDE
INRHDLZEMD, TNVEZNLVT T b ROMBIET~DREZHRT 2 ETITLY

ik LWRIFE 72 D
@ INHNTIVT e NEEROILEICHERERRIX, 7 FKBREEE 72 Lo D R
TRIERLCTH-T,

@ 7 &.OlEAERRIT. 3 S (BERE . ERE. 25RE) 2 AL TR, vvibod
B AR 3 JEfil (GERTE. SGERE. DI ERE) 28 L T0\5D, 2 ofMkiE
EZIE, a2 7Y AR i a T — S R VT T AT RN
FNTEY, ZFOEGELIT—F L 52~T4% K VN T AT UK 4% TH D, L-oT,
R FEIC L B 7V HZ VT VT e ROHEICEIT R W EE XD,

PLEDFHD G FEEIL, KEOFEMETH 2 U b0 ) ORI R ST

HEFMBILTWS,

<HEHEEIZBIT AEEDOHE >
BATERE T, B SEM BHC RS T A B RHC DWW TRA L7 fs 5. B b Sk b Bl oo 22
BT A E TR LT,

F. BRREBREEICBET 28k

<$#H SN E RO >

BRINER O RZEMEOFTE R L. ENEARER 1 308 & OV ERARER 1 3B AL
R ENT (F3), £72. 2GR E LT, HAMNGRRE 2 B oOiE N 2 S,
PR, FHME RO BGE & LI Rl 5,

3. HRRBRICET 2GR R

RRL sk REOIN B K A H
fifi PR AR
RAHE R
[ VR R R 20.E HRER 1A &
[PREVAIL o B~ 20‘ EAEBILS M 64 B (BRKERY Fu—F 3761, KERFFHF O @EEREY
JAPAN] E.ﬂ AR RBRLRT e —F 27 fi) NYHA 7 7 A48
P XT L
. Cohort A ; 699 il GREREE 348 B, 1 ERFICISIT BB [E0E
ﬁiﬁi;% w2007 s HIBEEES _AVRIE3SH) £ G
. H ~2009 fbZhEEkE R B R 2 ToET
us] #»r# . Cohort B ;358 f4i] (GRERHE 179 fil, - i
SAPIEN F£9 H X ViR MELEIASERE 179 f51) EIBER () SEC &
) O ABEOEHAES
BEGE
2008 4 12 HifEmiH X JE e o
PEALSY B A0 SEARSE 2038 (KRS —F) ;@:é;aﬁ“k”é
12 A AR
2008 4F 12 HAEERT X 3F e
PREYAIL ™ EU H ~2010 E{EA(LZH 220 (BT 7 r—F) ﬁmﬁﬁ =R S
Y EECXT FE L i

F12 4 AR GIE AR

18



1) ErEkRs PReVAILIAPAN, 20lle i~ s . werEss-10)

AR T 2 2RI T 2 2 & ANEE 7R SRR O MR D AE B D B R
BRI 2 T 5 A (BIEEEREL 69 fF : RKBET 7o —F 42 ], BLRT 7 a—F
27 ) ZRBE LT, RLOFIEROLEMEEZRGTT 2 2 L& B E L= Zhiak L H A
M) & FEMEE 2 (L B RUBR S [E N 3 sk s W CER S v7z,

AEARRBRIHAAN SN 69 Bl 5 B, 5 6 (BRIMEER EMOKIWIZ L D) &6k
< 64 Bl (RBERRBRT 7u—F 3761, BORT v —F 27 4)) ICFENE I, ZeMED
FRMTEERT & ETe, 20 ) HHIRGER] 4 ] (RRKERY 7 v —F 2 4]« [EERIE R OV FATR
BIRICHHES 1 f, BORT 7a—F 2 4 [GBRp R EREEIZZ D AVR ITB1T 1 fil, 114
H B ARED T OIEBR A% AVR ICBAT 1 6)  AEFES KBRS SEBNMFEYT) 07z
H6HADT A —T v T RRARTHSIRBOLRT 7 r—F 1l &< 59 6] (RARERT
Ta—F 35 i, ROLRT T a—F 24 Bil) DANEMNTRIRER L Shs, EEREEE
ZOWTIE, Al EE (BERYEGERER O O ERE OB ARE) & SR RRY 7 r—F 1
Bl A R\ T2 58 B (RERBRT 7' — 5 34 i #L ST 7' —F 24 f5i) % RFGCFHI S 7z,

FEAZIEFAME B 1%, [ FEMEAT% 6 » H 2317 2 KERS O HAE & OV NYHA OFERE Sy
 (SAS" DL OFEAEEZ) Okl L L, KREIRAOEELS 1.0 eom® LLETH S 2 & KO
NYHA ODHERE BN N—R T A b 1 FEL RdE L T\ D 2 & 2382072 LTV D AEHA]
OEIG (LER) NiHhINiz, RIPERET &7 71 —FIZo0nT, WEFRED 95%EHH
KO FIRIEAS, STk O% 2% & U mPRIEIC X BB R O 95%F X O _FIRME 28.4%

(3 0% (0/11, 95% (XM [0,284])) % LEISZ & & &,

FHDREAT SRR KRER T 7 1 —F 37§, #BOLRT 7a—F 27 FlOF 72 BEE 5ITEK 4
DEBYTH-T,

a SRR A L RHITT 2 FENRETH L LY ERM (F722 FHEFEHRE) 2R DR E A 1 4L LoD
FHFHE K O B e N EHE 2SI L 7o
b SAS (Specific Activity Scale : S ATEBIE VB RIE) « AR /R B #ES) & BE B IR 2 3t S 7= BRIZE, #Hc B ak
15 CHRIERSHELT 5 FEAED O EIE OB LA ROEBREFHIICAEA L Shvd (BHEOREIRETA KT 4
[2010 SEHEThRD) .
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Fa4 FREEYR

BRI 7 o—F  ROLRT T a—F

(n=37) (n=27)

Fln (%) 83.246.5 85.9+5.3
HE (cm) 151.10+7.82 147.47+8.55

K (kg) 49.89+9.90 47.20+6.85

B 13 (35.1%) 9 (33.3%)

PRI
g 24 (64.9%) 18 (66.7%)
B ] I 8 (21.6%) 1 (3.7%)
NYHA 7 7 A 5348
s I 26 (70.3%) 25 (92.6%)
(SAS Fikr)

3 (8.1%) 1 (3.7%)
STS U7 27T (%) 7.79+3.43 10.55+5.28
Logistic EuroSCORE (%) 13.32+5.99 18.59+9.55
BRI 7 (18.9%) 4 (14.8%)

S URDIW YT 0 (0.0%) 1 (3.7%)

W12 » H TOfRAEH 1 (2.7%) 1 (3.7%)

FHEA R IE B BT KR T 7 u —F & FEi L IEGNC B Dk ER I
38.2% (95%(EHEX M [22.2, 56.4]), KOWRLART 7' r—F % i LI-JEFNZ BT HikER
1% 45.8% (95%(EHE XM [25.6, 67.2]) TH Y, W OEFEXHE FRRE S FRNCHE L7
284%% LD Z LR TE ol (RS KDV6),

5. BKRIET 70 —FI2B1T 5 EEARVERHmE B Ok

NYHA 7 7 2538 (SAS 5 Dt %)

1 L ek RE Bl A

PR 1.0cm? L I 382% (13/34) 50.0% (1734)  5.9% (2/34)
Ir TS 5.9% (2/34)

(6 5 HIF) 1.0cm? i 0.0% (0/34) 0.0% (0/34)  0.0% (0/34)

YER D 95%(FHE XM : [22.2,56.4]

£ 6. FRLRT T r—FITBIT D EEANMERHmIE H O piE
NYHA 7 7 25348 (SAS /6 Dt z)
1 Bl R NI i L
0 A 1.0ecm’ LA 1 45.8% (11/24) 29.2% (7/24) 4.2% (1/24)
(6 » A 1.0cm? A 0.0% (0/24) 0.0% (0/24) 0.0% (0/24)
WERD 95%(SHEXIH : [25.6,67.2]

20.8% (5/24)

BIRHIFHARE H 0 5 & fERERT 71 —F 2 i L 72 EGNZ 31T 2 FHEIEIE 81.1%

¢ PHMETIE T 1) T8 AT, 2) AR E~E 30 B (£7 H) BN, WTFREWST T MACCE (BB, O
FE, WzEh, BARRLER) ORBBNE, 3) KEIRFPVRNS 2+ L VI L VRE, O02TEMETHIZ EETD,
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(3037 #) . TN AL 91.7% (33/36 ) T otz, FHMAIAD 7 HIL, TN
A AN 3 B (FHREEAR AR 2 GILROSP DHAE 1.0 cm BUF 1 61) Je OVEZLOM I AE A
HF4 (Major Adverse Cardiac And Cerebrovascular Events, LA TMACCE] &\ 9) 4] (3E
CROMNEFR 2 ) Thote, £z, BORT v —F & Ei LTIERNZ BT 2 FH1
RN 61.5% (16/26 B) . 7734 AL 92.3% (24/26 i) Th o7z, FHHMAEITH
ST 10 Filik, 7351 AR 2 4 (b\ﬁ_ﬂ%#@ ZiE A4 (Valve in Valve® X (N AVR |28
17) ) K UO'MACCE J8L2° 8 5] (BELC 3 5, fd2cr 6 fiil, EH D) Th o7z,

ZEMEFHEIC OV T, BRI 7 u~7’“75:7*<ﬁm LTZERID 5 BIETHNE 2 B (5.4%,
VNN & D02 AT =B R ODiifE . (BEEAEAR) 45 146) THY, 30 H
K6 # AMIZEIT % Kaplan-Meier 2FE T FIHERIL, ZAVEI 94.4% K% TN 94.4% Th o7z,
KB T 70— F % F2hi LIERNC IV T, 6 AR OBIEIICII LA HFRIT 30
fHil, 681 THY . ZD H LinkEa ?&E@J@ﬁ}—%% (RRBIGRDY TREENEDH Y | 257
BEMED Y | TZ20BEMER L) & Shcbo) 13, BB T 13 #1, 17 fF. FHBE
23 18 fﬁ 26 ﬁ:TZ‘é)of_ (£ 7). o, s /?&0).%55%75) BETERVWEERAE
HLIL, RET Oy 7 KOHMIAE 2 fl, LR —7 Dtk %, RAR
iﬁﬁ@%ﬁi\ ﬁ@]ﬂﬁiﬁﬂi%\ ERelEE . KBRS D OIRBRIBENL, S — AR 2D
F 1FNZAH DI, Wb FHEMATHR 30 ALUNICHBL L., £72, BREET 1 v 7 13%
BLL72 2 B R ONRAARIEMRE SR BL U 7SS 1 BIOFE 3 filld, ~_— A A —TI —DfE 2 iA %
DEE SNz, FEPIZA4FORES (10.8%., »S— 3B (ZD 55 1 FliE r—
VIR B B ORR) M OMCE R OIZ X DHEERIER 1 1) 3B bidz,

d FNLZEHEE 1) FOFT U AN —ROREH, 7 I A = 27 AOENL ORI & 25 b FUOEE 0 FE4T vlEe /e
DT I —CTRKEARFWFED 2+ F 72X LV BRETH D, 2) KBRS O ERED 1.0em? LLETH D, 3) U220
NMNEIZATANR OBBEINTND, O&TEHRTIZEETS,

e RFPONMNIARFEZRET D L,
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£ 7. BRIRT 70 —FIZB DHas FHORREBNEE TE WA HERR
[RLRBIR 03 57 C & AL A

s T T
FFE BB 30 13 18
MBI 68 17 26
IR T 5 (13.5%) 1 (2.7%) 1 (2.7%)
Vo A= 3 (8.1%) 3 (8.1%) 3 (8.1%)
KERFE PR 2E 2 (5.4%) 2 (5.4%) 2 (5.4%)
fibdFE I 2 (5.4%) 2 (5.4%) 2 (5.4%)
HH i 2 (5.4%) 2 (5.4%) 2 (5.4%)
SERFEET T Y 2 (5.4%) 2 (5.4%) 0 (0.0%)
D I 2 (5.4%) 1 (2.7%) 1 (2.7%)
B RERE 2 (5.4%) 0 (0.0%) 1 (2.7%)
DE R —F 1 (2.7%) 1 (2.7%) 1 (2.7%)
AN AR 1 (2.7%) 1 (2.7%) 1 (2.7%)
D FEME I SMHE 1 (2.7%) 1 (2.7%) 1 (2.7%)
eV A= 1 (2.7%) 1 (2.7%) 0 (0.0%)
i 1 (2.7%) 0 (0.0%) 1 (2.7%)
LB AME) 1 (2.7%) 0 (0.0%) 1 (2.7%)
fiti 5 o IfiL 1 (2.7%) 0 (0.0%) 1 (2.7%)
DV 1 (2.7%) 0 (0.0%) 1 (2.7%)
Eisklaza 1 (2.7%) 0 (0.0%) 1 (2.7%)
FEEL 1 (2.7%) 0 (0.0%) 1 (2.7%)
ML 1 (2.7%) 0 (0.0%) 1 (2.7%)
PN ) [RIES 1 (2.7%) 0 (0.0%) 1 (2.7%)
T —T VBN 1 (2.7%) 0 (0.0%) 1 (2.7%)
KBk w2 O OIREBRFEE 1 (2.7%) 0 (0.0%) 1 (2.7%)
2 — IR AR 1 (2.7%) 0 (0.0%) 1 (2.7%)

BLRT 7 u—F &£ LTEFI O 9 BAETHNL 5 6 (R4 2 6, RfE, BrkbekE
FEROBERIBF AR 16 THY, 30 HLRD 6 » HMIZHK T 5 Kaplan-Meier 425E T [A]55E
FIXENZEI 88.5% KL N 80.8% Th o 7c, #LRT Vv —F &Ik LTIEFNZIBNT, 6 »
AR OBEMRNCRBL L= A EFEERIL 27 #1718 fFTH V. =D 5 LIk - THEESA
ERGUT, IREDED 22 1 34 1F, THEIEN 196136 fhTHoTm (F8), B, MRS
FHOKRRBERAEE CERVWEERAERFRGIL, BRFEET 2y 7 6 i, i 3 #l,
K2 Bl KREMRFPES, 0%, EEINRFAZE, FLARE., B AR, BAES 1 65 FHETT
% 30 ALANICHBL LTz, £z, OAR, LEME), DIERITEA 1103 FHEHMIT% 31~180
HICHBL LTz, EERLDEMEINEE L | fl, BR2EET o v 7 BREBLLE 4 FlOF S
Bl A A — B — DR Z AR FE N STz,
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* 8. BOLRT T u—FIlB Dt FHOKREBNEE TE RWAHERR
[RLRBIR 535 T & R EH

s R T

R L 27 22 19

AT 78 34 36
SERBET O v U 8 (29.6%) 8 (29.6%) 5 (18.5%)
DARA 5 (18.5%) 2 (7.4%) 1 (3.7%)
MK 5 (18.5%) 2 (7.4%) 5 (18.5%)
b gE 4 (14.8%) 3 (11.1%) 3 (11.1%)
LEAE) 3 (11.1%) 2 (7.4%) 1 (3.7%)
H 3 (11.1%) 3 (11.1%) 2 (7.4%)
EW7ay s 2 (7.4%) 2 (7.4%) 2 (7.4%)
DRI 2 (7.4%) 2 (7.4%) 2 (7.4%)
£ ifn. 2 (7.4%) 0 (0.0%) 1 (3.7%)
sEENREH 2 1 (3.7%) 1 (3.7%) 1 (3.7%)
=R TR ARAE 1 (3.7%) 1 (3.7%) 1 (3.7%)
/N E € 1 (3.7%) 1 (3.7%) 1 (3.7%)
B ARk 1 (3.7%) 1 (3.7%) 1 (3.7%)
FLIRZE 1 (3.7%) 1 (3.7%) 1 (3.7%)
M7 L7 F =k AR FF—EHN 1 (3.7%) 1 (3.7%) 1 (3.7%)
M7 L7 F =k ARFF—+F MB HN 1 (3.7%) 1 (3.7%) 1 (3.7%)
REMIRSP i L 1 (3.7%) 1 (3.7%) 1 (3.7%)
I IE 1 (3.7%) 1 (3.7%) 0 (0.0%)
AW ey s 1 (3.7%) 1 (3.7%) 0 (0.0%)
At Hp . 1 (3.7%) 0 (0.0%) 1 (3.7%)
BAA 1 (3.7%) 0 (0.0%) 1 (3.7%)
BEIT 1 (3.7%) 0 (0.0%) 1 (3.7%)
BlEPHE 1 (3.7%) 0 (0.0%) 1 (3.7%)

(2) KkEEEFRAB (PARTNER US, 2007 4£ 5 H ~2009 4E 9 A, WAHEEIF 1-2)

INA Y AT THEGENED B E KBRS 2 AT % BE" (BEEGIER 1,040 61 : S4BT
A U R 7 #E [Cohort Al 690 f5il, SMELFHiriE IS+ [Cohort B] 350 fiil) Zxtgd LT, ARfhd
%%?wf%és@mN@*é@&@ﬁ%é%@ﬁ#é:&%ﬁ%&Lk%%uAﬂmﬁ
X VR LAV HEBGRBR DN S, 27 JiaR B\ T HEE S iz,

Cohort A [ZFB W\ TiX, fAANL %Mf:ET%J&iﬂf%ﬂ&ln‘\ijtﬂL77"u —TF . RO KRIRT 7=
—F OfRH PR EMZ T2 2 L O TERVERDIROLRT T e —F RISy oh, 77
2 —FHE D & AICRBRRE L OSMVEL Y AVR BE GHREEE) ~0 1 1 1 OBEEREIT 2T o7z,
—7J7, Cohort B {23\ TIE, RKIRT 7 10 —F O] 70 B 25 7o TIEB 2 R KBR 7 7' 1
—F# GUBREE) L OWERIRERE CHIRRE) 125010 2. 11 OEAEREI T B3 Thil,

1) CohortA

PEREEIZEI D DU Bz 348 Bl (RRKHRT 7" 1 — T8 244 i, #0771 —F B 104

£ Cohort A IZ W TIE, OB M SMEHE R OEBRBNEHT L0 FilF U 227 15%LA L& fEm &, STS YR Z 237810
BA LA, 8 DU logistic EeuroSCORE 7% 20% LA EToh 2 BENMEAAN BNz, FT2, VAT 23T O 1 DO
LARWEATHDRL &b 1 AL EOARIENTHIIEL 15%LL ETH D EiEmmfhid, G LRAI cOhonAc
BEkE 5, Cohort B (2 DWW TI DM A A BHE K OB ERZ N EL O i O 14 | ﬁEt&DE%TEﬁ%TﬁE&r VARV
RN 5S0% % B2 D BEDNEAANGND Z & & LTz,
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f) J OV AVR BEIZEID DF Hav7z 351§l (GRRKBRY 7" — T BaHE 248 fi], #&0LR7 7
= —F 5 RREE 103 f51) 23 ITT METAER & v, EEFHEHE OfTcIGEM & S, 2
D5 HEBREETIE 4 6] (FEMATAEE 2 61, FHEAPKREELEOFEOELE 1 6) .
AVR HETIE 38 5l (FATfER 28 B, FHEAEATHIE C LK O FHATIRIEEE S 5 6)) BNFEED
%m%mﬁﬁ%ﬁmbkkw D R REREE 344 5] (RRRIRT 7 1 — - 240 1],
DRT 7 a—F R 104 1) J OV AVR B 313 5l (RRKBET 71— T FREE 221 6, #&0s
%77m—%ﬂ%ﬁ%W)ﬁAﬁmmd%ﬁ%Hkéh,*é@%ﬁﬂ%ﬁﬂ&éhko
FHETY KRSV MIET 7o —F 205 Uiz 11 FRFICBT DR &L,
KTHBEDAFRIZKH L CHLEMETH L Z L2 RAET 5720, L~ —T 130075 & &
iz,
ITT fEATEERI O R BFERIT, FID LBV ThoTz,

£ 9. ITT MNTEEICI T 5 £/ a1

BKIRT 7 a—F BOLRT 7a—F AR
ot HREE FRER ot HRHE BRI ot HREE FRER
(n=248) (n=244) (n=103) (n=104) (n=351) (n=348)
A 84.89+6.56 83.93+6.73 83.62+5.82 82.87+7.04 84.52+6.37 83.61+6.83
i (n=247) (n=244) (n=102) (n=104) (n=349) (n=348)
R 165.28+12.37  166.04+13.51  169.98+23.44  164.82+10.95 166.62+16.41  165.68+12.80
(cm) (n=247) (n=244) (n=99) (n=102) (n=346) (n=346)
(LGN 7439+£17.62 76271999  73.77+17.79  74.07+22.53  74.21£17.65  75.62+20.76
(kg) (n=247) (n=244) (n=101) (n=103) (n=348) (n=347)
v B 136(55.1%) 148 (60.7%) 62 (60.8%) 53 (51.0%) 198 (56.7%) 201 (57.8%)
M 111 (44.9%) 96 (39.3%) 40 (39.2%) 51 (49.0%) 151 (43.3%) 147 (42.2%)
- 17247 13/244 4/102 7/104 21/349 20/348
NYHA (6.9%) (5.3%) (3.9%) (6.7%) (6.0%) (5.7%)
Ja - 107/247 102/244 44/102 43/104 151/349 145/348
e (43.3%) (41.8%) (43.1%) (41.3%) (43.3%) (41.7%)
- 123/247 129/244 54/102 54/104 177/349 183/348
(49.8%) (52.9%) (52.9%) (51.9%) (50.7%) (52.6%)
11.61+£3.48  11.84£321 1189344  11.77+3.64  11.69£347  11.82%3.34
STS VA7 Z2a7y
(n=247) (n=244) (n=102) (n=103) (n=349) (n=347)
Logistic 29.04£15.62 29.11£16.66 29.69+15.75 29.86+£16.06 29231564 29.341+16.47
EuroSCORE (n=241) (n=237) (n=95) (n=100) (n=336) (n=337)
) 97/247 104/244 44/102 43/104 141/349 147/348
VR
(39.3%) (42.6%) (43.1%) (41.3%) (40.4%) (42.2%)
QU FE Qi 63/247 65/244 40/102 27/104 103/349 92/348
L AESE (25.5%) (26.6%) (39.2%) (26.0%) (29.5%) (26.4%)
WE6—12 5 AD
[ 3/247 9/244 6/102 1/104 9/349 10/348
(1.2%) (3.7%) (5.9%) (1.0%) (2.6%) (2.9%)

ML . R AR

FET L RRA 2 N THD ERFOIE LT [EHEER L BB & AVR BEORER 2225 0.0256,
95%(EHEIX [ FRRIZ-0.0295 TH Y . FER23-0.075 225 Z L HRBREED AVR BRI %
THIELMEN TR ENTZ (F 10, K4), £7-. Cohort A IZBITHEIKKIT Y RRA 2 hD
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5b . FHEAIRIIET 76.1% (248/326 ) . T84 ZERINT 81.9% (267/326 i) T o
7,

7% 10. Cohort A (Z331F 5 EEFHNIA B ORkAE (ITT fiEATER)

1 A TR e e =D 95% P&
VERFOMEERGE e .
(Kaplan-Meier) RO R O PR ;f; B = e pAST (Log Rank #i1E)
AVR B RBRBE AVR B BB - TR
0.7320 0.7576 0.0256 0.0244 0.0230 00335 -0.0295 3.0014 0.0013

60- Hazard Ratio(95% CI):0.93(0.71,1.22)
P=0.6163
9 40
=
‘=
=
(=]
=
) 20 4
g
3
=
B — TAVR —AVR
0 6 12 18 24
Months
MNumber at risk:
TAVR:348 298 260 147 67
AVR:351 252 236 139 65

[X] 4. Cohort A IR 2 EFEKIL (TT AT, TAVR : :REREE)

LAMEFHIIZ DWW T, BRR 500 Eé% J:é*']ﬁ'ﬂi\ VERFIZ 1T D i As X
1B PEEE I f O BRI R P I 31 2 B M A OHE . BRILAE ~D M A DI
BB CTAHE (P<0.05, Log-rankfiiiE . UTFH‘%Q) (ZmmoTe (K1), EhwEFREE O
WA T, ﬁ?ﬁ‘ﬁwﬁ&U‘\lﬁi’ﬂi%ibfzi%@ﬁi$% ZBWT, KR (5
JRPHR 2R L) . MR REORBRDRBRECABICE >, 72, THITX2
WHEHFEZRLE LT, &L "\77Iﬂ“—ﬁ"f@'u”“ﬁ%ﬁ/\{ﬁ'@ﬁﬁ (FET) 234, KD

8 ARRBRICIRIT D F AL, 531 2R AR £ 72133027 B UNOWFNAEW T T MACCE O3B 7
<. DOKBARFWFEN 24+ FE-IT L VRETHDL L) LEKRLE,

h KABRICEB T 573 2L, [HOF VAR —RORME, 7Y =27 LADEIL ORI L Db ROEE o

S AT RE 72 D 2 — CRBIRP WA 2+ £ - I3 LV BETH D Z &, KEARA I DA 0.9em® LA EREWZ &, 2

OGN R ER EHNLEIC AN TR R —oBE SN TNDHZ & EFELTL,

MEAIHEIL, Secm ZBX 57T 7 © A O MIE, ZRKENRE., ShEricE, SIERHIN, RAEHRIEE, m& 2L,
WA REE, WSR2 ETRETHY ., 205 bEEMESIHEIRO X S IcnBEEn, O KkEkEEE. @
FELC, 3 HLLL B o LBV ES D, B, AARHA 2 — Ry g VIR LT 7 AN R TIET 7 AR
WOMmEEE (BREE, PereiE, 24, m, B, EBiRE. miE) . O@MmENORAERNSAET, Pz pnE
LT D0 B LR AT 22 R g B B L 2 D im i JE e (FEAMZERR)

EF o BEBICAEANACORmNSAEBEITRBIRICEEIL, BT L,

-

25



i & LT, BRIRY 7' —F TUHIDGREREFIZ A LT, RO R EE13, Frerkne
AEBRME, TINY =V 2T AOREA (BEPREERRO/NLV— R, A R — A4
WA, =AW, =A% 7 FUME) BE BstErmE She, £ ST
~OBAT B (BasZEfesh], B OO RE G445, KO 7 & AEACRE26]) #H

HEa3nrz,
F1l. BARFZHERBSIC LV HE SN AEFRJEFE. Kaplan-Meier ¥4 3)
BKIRT 7 a—F BOLRT Ta—F AR
KRR ABRAE *f RRRE ABRAE poiiskis R
BRI~ S A 300 4(1.8%) 41 (17.1%) 4 (4.3%) 3(2.9%) 8(2.6%) 44 (12.8%)
14F 5(2.4%)  42(17.6%) 4 (43%) 6 (6.6%) 9(3.0%) 48 (14.2%)
30 9 (4.2% 11 (4.6% 5(5.6% 4 (4.0% 14 (4.6% 15 (4.4%
A A 2 A — A (4.2%) (4.6%) (5.6%) (4.0%) (4.6%) (4.4%)
14F 9 (4.2%) 13 (5.5%) 7 (8.1%) 5 (5.2%) 16 (5.3%) 18 (5.4%)
30 0 (0.0% 3(1.3% 1(1.1% 0 (0.0% 1(0.3% 3(0.9%
R L A (0.0%) (1.3%) (1.1%) (0.0%) (0.3%) (0.9%)
14F 1 (0.6%) 4 (1.8%) 3 (3.9%) 3 (3.7%) 4 (1.5%) 7 (2.3%)
o 300 3(1.4%) 8 (3.3%) 5(5.5%) 8 (7.9%) 8 (2.6%) 16 (4.7%)
' 14 3 (1.4%) 10 (4.3%) 6(7.0%)  10(10.4%) 9 (3.0%) 20 (6.1%)
Mz E 72 30H 3(1.4%) 11(4.6%) 5(5.5%) 8(7.9%) 8(2.6%) 19(5.6%)
ﬂ@ﬁﬂxrﬁmﬁéfﬁ 14F- 4(1.9%) 14(6.1%) 8(9.7%) 13(14.1%)  12(4.3%) 27(8.4%)
300 3(1.4%) 6 (2.5%) 4 (4.4%) 7 (7.0%) 7 (2.3%) 13 (3.8%)
P zEp
14F 3 (1.4%) 8 (3.5%) 5 (5.9%) 9 (9.4%) 8 (2.7%) 17 (5.2%)
300 0(0.0% 2(0.8% 1(1.1% 1(1.0% 1(0.3% 3(0.9%
S A o (0.0%) (0.8%) (1.1%) (1.0%) (0.3%) (0.9%)
14F 0 (0.0%) 2 (0.8%) 1(1.1%) 1 (1.0%) 1(0.3%) 3 (0.9%)
i 300 58(26.3%) 40 (16.7%) 20(21.8%) 10(9.8%) 78 (24.9%) 50 (14.6%)
4E 65(29.9%) 51 (21.7%) 25(282%) 13 (13.2%) 90(29.4%) 64 (19.2%)
S 300 52(23.5%) 27 (11.3%) 20 (21.8%)  8(7.8%)  72(23.0%) 35 (10.2%)
e 145 58(26.7%) 37(15.9%) 25(28.2%) 11 (11.2%) 83 (27.1%) 48 (14.5%)
) 30H 1(0.5% 0 (0.0% 0(0.0% 0 (0.0% 1(0.3% 0(0.0%
A (0.5%) (0.0%) (0.0%) (0.0%) (0.3%) (0.0%)
14 1(0.5%) 1(0.5%) 0 (0.0%) 0 (0.0%) 1(0.3%) 1 (0.4%)
A b 300 8(3.6%)  55(23.0%)  5(5.4%) 5 (4.8%) 13 (42%) 60 (17.5%)
14 9(4.1%)  55(23.0%) 6 (6.8%) 6 (6.0%) 15(4.9%) 61 (17.8%)
30 7(32% 34 (14.2% 4 (4.3% 4(3.9% 11 3.5%) 38(11.1%
L o A (3:2%) (14.2%) (4.3%) (3.9%) (3.5%) (11.1%)
147 7(32%)  34(142%) 4 (43%) 4 (3.9%) 11 3.5%) 38 (11.1%)
A 300 10(4.8%) 13 (5.5%) 6 (6.8%) 4 (4.0%) 16 (5.4%) 17 (5.1%)
7 4 29(152%) 39(17.5%) 11(13.5%) 14 (15.6%) 40 (14.7%) 53 (17.0%)
- 308 7(32%) 8 (3.4%) 7 (7.7%) 5(5.0%) 14 (4.6%) 13 (3.8%)
R
E 11 (55%) 11 (4.7%) 8 (8.9%) 6 (6.2%) 19(6.5%) 17 (5.2%)
S 300 2(0.9%) 0 (0.0%) 1(1.2%) 0 (0.0%) 3 (1.0%) 0 (0.0%)
bR 2%
14F 3 (1.4%) 0 (0.0%) 4 (5.1%) 0 (0.0%) 7 (2.5%) 0 (0.0%)

Cohort A DIETHIIZ, 30 HFRFZIWTIREREET 18 il (5.2%. KBRT 7' —FHE 9 i,
DRT 7T —FRE9 ), AVR BET 25 6l (8.0%, KERT 7'm—F iRt 18 B, LT 7
a—FXREET7H) THY . 1 FERHCBW IR T 81 il (25.7%. K7 7'a—F
5141, DRT 7 —FRE30 ). AVR BT 78 5] (25.2%. KERT 7' v —F-xHaRE 55 4,
DRT Fa—FxEE 23 #]) ThoTo,
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2) CohortB

RRBET 7o —F 8 GUREE) K OWEROIRIERE Gt BREE) (TR0 11T & 47245 179 il
DS ITT fEMTEERT & S, FEEHMIE B O GERH & Shvic, 20 5 HEBREEO 4 41 (F
BREATRIFE 1 K Ot SR IE~ DT 2 ) 2 bR < BRBREE 175 i, SREREED O ORBAT
U722 & N 2 7= NEHHOTEIERE 181 Bil)Y As treated fIENTEEM & S, MRS
L3I,

2B, RERRED 7 B CREENFIEESN, 2D 9B 6 61T BAV BMrbhiz, FHEFIED
HpX, 772 mEORE (KPR CpmimmgE, AgspoREaRA g, o~ —
A RE RN, M E IR O G B EIRPAZE, SRR, BES 1) & B Ot o RE A

Q) Thotz, £iz, WEHIIEREEED 140 B (78.2%) TBAV AEfiShiz, ZDH
B 36 B (20.1%) 1FEHEIFEM A, 9 B (5.0%) T3 I[EL 341 (1.7%) T4 [BFEkS
Nz, KRB TIX, MR FIHEIGH THo72Icb b 53, 11 4l (6.1%) T AVR, 6
Bl (3.4%) TEAEEBLRKERSA SAMBHET 0, 461 (22%) BKESNTRI T —T
VKBRS BB AT ST, S OIEFITRBREMOBEEHO R THDL EE X
D Z EME . ITT EATEM KON As Treated SENTEM OWT IR W T HXEEEE LT
B oiic,

EET Y RRA » MITEBREM 28 U CToOCEEESR | & OV Finkelstein and Schoenfeld
EEAWZET R OFHABRROBEAES ) & L, NEMEEREIC K 2 \RE 2 REEd 5
ki,

ITT TSRO EREFEF RIILX 120 LBV Th o7,

# 12, ITT RHTEERIIC BT 5 T/ a5 =

(n=179) (n=179)
Flln 83.18+8.292 83.12+8.597
HE (cm) 165.05+9.395 164.87+12.238
IR (kg) 73.43+20.149 72.81+21.522
o Bk 84 (47%) 82 (46%)
Lok 95 (53%) 97 (54%)
il 11 (6.1%) 14 (7.8%)
NYHA 7 7 A55¥4 i 87 (48.6%) 87 (48.6%)
v 81 (45.3%) 78 (43.6%)
STS Y 27 a7y 11.88+4.830 11.18+5.798
Logistic EuroSCORE 30.38+19.093 26.45+17.206
BE PRI 63 (35%) 57 (32%)
Q ¥ IE Q I L gE 47 (26.3%) 33 (18.4%)
B 6—12 » A DfuzEH 422%) 5 (2.8%)

ST PEbE M R AR

FEAMEFAGIE EH CTh 23 BRWIM 48 U Co TR, 1 A Kaplan-Meier 4=
TERNREREE T 69.3%. NEHAGTEERET 493% Th D | BB OEBMES R E N7 (37 13,
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5., T, WELEOFHABRRDOBESFLIZ-O T Finkelstein and Schoenfeld 112 XL 0 figZ4T
L7z g, MEEOBEMOETOMAE DD ERRICB VT, NEIIIRREE O B2
JEIZFET L= BIEE 45.1%, I ABE L7=BIEIE 124% TH D OIxt LT, sBREEA LI
B L2 EBIA 1 26.5%, JEIC ABE LB/ 42%TH Y, EOMERIIAE L 2-72 (F
14), %t&@ﬁ]\ﬁm AL FEREHMERIIX 6 [T ThoTo,

Cohort B | BIRAIFHEIE H D 5 B, FHEAORINIE 71.8% (122/170 #1) . T /34 A
L 78.2% (133/170 ) THoT,

# 13. Cohort B (Z81F 5 24E1C (ITT it 4EH)

I B WEFRTRIERE
JiE 3 179 179
HRHF 221.3 169.3
HH (=30 A) 9 (5.2%) 5 (2.8%)
FECHEC (%) 1 4F 55 (30.7%) 89 (49.7%)
w=RES (>30 A) 62 (34.6%) 102 (57.0%)
FH (=30 H) 62.65 34.72
100 FBEFITxTT DL HE 1 38.38 71.79
mhEH (>30 H) 29.96 65.87
Kaplan-Meier A£{E% (%) 30 H (95%CI) 95.0(91.8,982)  97.2(94.8,99.6)
1 (95%CI) 69.3 (62.5,76.0) 49.3 (41.8,56.7)
Log Lank fEIZ L % p i <0.0001
NP — R 0.55 (0.40, 0.74)

Hazard Ratio(95% C1):0.55(0.40,0.74)
100 P<.0001
80+
= 60-
[1F]
©
= 40
>
e
@ 20+
— Test — Control
D T T T T
0 6 12 18 24
Months
Number at risk:
Test:179 138 122 87 26
Control:179 121 83 41 1.2

5. Cohort B (ZE T D475 (ITT fi#HTEER], Test : #BRAE, Control : WEHHITRIFRE)
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7% 14. Cohort B (BT AT K ONEARE (ITT fi#AT )

weat & REREE vs NRHOTERRRE
N 32041
a) WNEMIEIREED BE DN EICH LT 14466 (45.1%)
b) WRHTEIREED B D3 eI AR 3979 (12.4%)
c) = Dfth 3753 (11.7%)
b) BERBED B I AL 1345 (4.2%)
b) B OLEN I T 8498 (26.5%)
p fE <0.0001

Hazard Ratio(95% CI).0.46(0.35,0.59)
100+ P<.0001
80+
®
= 60-
©
o 40-
273
s
LI>J 20
— Test — Control
U T T T T
0 6 12 18 24
Months
Number at risk:
Test:179 117 102 56 22
Control: 179 ]3] 49 23 4

6. Cohort B [ZHIT DAL KO ARE (ITT fi#HTFE] Test : 3RERHEE, Control : WEHIRIE
#f)

BIKELHERZBERICLVHESNIEAEEFLRIIR 15 DEBY Thotz, £z, FEh
RSB N L EHE R A EERO S b, WRIIRREE L 0 & BBREE CREEN & -
TEEARERIT, MRFENESR (RN M E L ORGESh fEE 2 S Te) (NRHITEH
B 3.9%. EREE 14.9%) . i (NWEHTEHEEE 8.3%., #BREE 13.7%) . HiIf/&HF5 (N
FHEOTEWHE 5.0%. #RBREE 13.1%) . TS OHE (NWERHEITEHERE 5.0%. #REREE 8.0%) Th
STc. —J . WERNEREE L 0 HRBRBE CRIEMNMED > T ERFELRIT. 5 oML ARE
(NBFATRIRTE 51.9%., RBREE 17.1%) . 8% (NEHROTERRE 22.1%., REREE 1.7%) T
Hol-,
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TR TEROVEFFRE LT, 773 XOWRESHE Shz, MFIEHITIE, 7)Y
— VAT LEFEALEDT-E A, = ANIZO - 7 ) o ENT AR S L —
VEENCNCHEE Lz, Lv L, HA RUA Y RVERFRNEZE LR E Thorol, Ak
% MHRBIRGE CEBI L, MESABIRCREMN Lz, £72. 1 Pl CAER ORI ATD
Nz, BFEEBNL, ERFOMEIZRGF TH 720, FRROIEE, BE KBRS, i
ERTPHGE, IR, S RFPEITRORD v 7o D, SVEH AVR DS ETT STz,

HBORAAIZ I (FUAY =2 27 KO 6k, EEROME 1 {FROF VY
— VAT LIERFOME 1 1) WS, o, SARFH~OBATL 11 (s
ke 5 PF, FREHEOBEN 4 (EROT 7 & AR 2 1) Wi S,

Cohort B 0 30 HIFODIELH (L, #ERHET 3.3% (11 41) . WRHOTEHREET 2.8% (5 1)
THY ., 1AERHTB O TIERBREET 30.9% (54 #)) . NEHIRHERET 49.7% (89 #) TH

ST,

#15. MKRFZHELZER IV HESNIZATEES (As TreatediEHTEE)

FH (30 HLI) =R (31 A LK)

IR TR I R IR TR R BRI

(n=181) (n=175) (n=181) (n=175)

BRI 29D T4 6 (3.3%) 48 (27.4%) 4 (2.2%) 3 (1.7%)
KENWRFE O T A 121 (66.9%) 4 (2.3%) 62 (34.3%) 2 (1.1%)
RARMEA AR 9 (5.0%) 7 (4.0%) 5 (2.8%) 2 (1.1%)

b2 A S — @ PN i FE 1 3 (1.7%) 11 (6.3%) 5 (2.8%) 10 (5.7%)
2 2 (1.1%) 8 (4.6%) 5 (2.8%) 6 (3.4%)

& A BHiE 9 (5.0%) 58 (33.1%) 5 (2.8%) 0 (0.0%)
FERRFES 1 (0.6%) 3 (1.7%) 0 (0.0%) 1 (0.6%)

HH I 24 10 (5.5%) 51 (29.1%) 20 (11.0%) 17 (9.7%)

DR IE 0 (0.0%) 0 (0.0%) 1 (0.6%) 1 (0.6%)

BAA 3 (1.7%) 3 (1.7%) 5 (2.8%) 2 (1.1%)
AR 17 (9.4%) 11 (6.3%) 83 (45.9%) 32 (18.3%)

HARE (F#ED RRA 2 R) 1 (0.6%) 5 (2.9%) 2 (1.1%) 7 (4.0%)

Bk (%)

<HREBHEICB T DEE O >

AT, ROMAE T OICEEZITo T,

(1) AdmOERIMEMTFIZONT

HEEZIILL T L 5 I8 LT,

BIIE, AS 2% L CIZMNEIAK. BAV, AVR O 3 FEEOIBEIENM T TWS, NE
FHEFR IO BIER OHEITZ2 I 2 57212 7o, BAV bRl EAROHEIZX T 215% T
X722 e MIRHIER L IEE WV, BE O THRUGEICR BRI EEZ BN D AVR b,
ZDY AT OFESH D EIEE SOOI L WIGAER DD Lo fEEZ L TV 5,

AbbiE, A v F =Ry g VIRIEOF SR L O EH7: AVR OF S 2 G LT AT S
A ATHDLID, KRFEATHY 2RO, ARFHTO X O RIBIRHNERN R L 78D, L
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o T, ABIZARFHRNREECTH Y . T E TIRENRIGRIED 2o - EilnE =5
ot U A7 I BB ITKRT 28 LWDIBRIRIIE Z R EIC S 6T b D & B R D,

RO, REOEERIINESITIZONWTUTDO L H2E L5,

HE AS ITHT HARTGHEIEIL AVR ThH D, WRTAIHELZ AT 2 8%, mimEE, Oif
BRI TS T, B OMERAMIEER 3L EE & 72 D AVR IR ERER & <. PRI R A
OHEDERAD TaE 725 LB &, AVR O#IG &3 b2t s, 2ok Hik
SMBEFIN D FEht 23 W EE R SEBNZxE U T, FIRFELIMAE FLIRIE & v o T FRpIRIE M T b
TWDHDD, RHEFIED T, F LWEMTPROBGEITIZE > TR, £7o, ke,
AFITIBNT S BAV DRENVRIFPRAEZICHT H A v F—_X v a UpE e LTI LTW
7ed, < OBET 1 FLINICHIRAE 2 0T 2 &0 5 BUE CIREmRM 2 i5R FB L LTiX
RV I QAV/ANR

ZOXIBRBREEEE Z D & REIE, JEINHIAOHE Y R 7 238 < SVBHRO IR E LT 3 52
it R 7 R BRI P22 FR A 1Tk L O LUWRIE IR IR A R IR B IC b 72 B T ERICB N T
RN ERIIHD L E XD,

(2) AFMDEERFARIZOWT

AR 2 U LSRR SRR I K E COAFER S LTV D Z &b KEERAKFER Cohort A 3
B & T NA U A ZIEFNC BT DAE TS LA 0L TEZ R EE &k, KE
KR Cohort B 3R 2 T REEAERIC 31T D FMIRIRIC L U7e RS O 2 73 28
7RER EWNERRER 2 ENERREE AL MR T &R LTI 21T - 72,

1) ErETVERAWKEREKRBREEIC X W R OBKRFEZT > 4O T

HEEFILLL T O X 2 IC@A L7z,

KERBRIZIZ, RSOFTET /L [SAPIEN] 28HWHiL TV 5, SAPIEN K77 7
POZAN TN TN P D RS NGV Y Nt N L )
VU OEBRERBENTWD, TS OEFE ST, ERFROMITEIEMERESCT Y N
— VAT LOMRRICHET L ENEESIND,

Afh KON SAPIEN DAERIPIZ OV TR, FERRRFBR AR O bLle > & [R5 OB - 1k
FHIRE, AL OMMERZ AT 200 THDL LYW LT, 62, FAEKFE W
MR R BR R CREREAR SR & O PREVAIL EU, PREVAIL TA) ([ZBWTH, BER
VAERHC T 2B 2h9r DA, PREEGE, RORERZE, 72 SR = K O & P i 1 BY
L CHAERRRREDOMEREZEMEEZFT L2 EDRINTND 20, RibEiHET 5
(ZBE L. SAPIEN Z W2 BRRBR AT A MM 42 Z L I3 RETH 5 L E 2 D,

—J. TIANY =T AT AZHONTIEL, BRI T, KRFARICZ ) 7Sl
Rk Fpa v —r BEICBEN S A HFIEICER, 7 U =2 27 Ab /MRS LT,
soeacs. T == cheonssas, s

PEICRAD L RN H Y . FHORDROFHEEOFHFFRICEETLLEAOND
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7, TUNRY =T AT MIOWTIE, Z OEFRT O R ERBR A O ik 21T - 72,
FEIVRE ORI L 72D TRERIIER], 17 ZpER ) T FERREIER] ITkn
T, AdnZ W [EWNERARRER AT & SAPIEN % Hl 7o K [E BRI ﬁ@mm:k%&%
ROLNT, BIEFRMEERLTCNDZEND, W7 U NY =227 AORARMERE
TN EB X L, BRI ONTIL, T)N)—VXTAﬂ%LTéﬁ£$%&UK
HEDORHBIFIZOWTHRINEITo70, £ 16 LV 17 \R7@Y, W7 7 m—FIB T
A & SAPIEN OFARIC R E RZEITRO b h-72Z E b, ARk SAPIEN ©OF Y
WY =V AT LOEL TN EDOZRVECKRE R % RIT TRk &Ex 5, L
235 T, AEEDOT YV NRY = AT JMTOWTIE, [N R RBR AR M Ok [ i R 2 B
AR E WM 2 2 &34 B2 5,

F16. FHICHEHET 2AFEFEREBE G0 H, BKBY 7o —F)

gk [ PN e PR e 5 K [ e PR R
PR RR Cohort A Cohort B
. EpERS . EpERS " EIpiES
S . SEIH . SEI% .
(Kaplan-Meier) (Kaplan-Meier) (Kaplan-Meier)

LS 2/37 94.2% 20/240 91.6% 18/175 89.6%
Hifn. 2/37 94.6% 25/240 89.5% 31/175 82.1%
H 7k 1/37 97.2% 14/240 94.1% 16/175 90.7%
EgRE R4 1/37 97.2% 7/240 97.1% 8/175 95.4%

#£17. PHICEETH2HERSREE 30 H, &LRT Fa—F)

] N g R 3R K[ g AR R
54 P i
[N Cohort A
. [k . A3k
SiE fH . SE B .
(Kaplan-Meier) (Kaplan-Meier)
biAT 3 3/27 88.6% 10/104 90.1%
HA ifi. 3/27 88.9% 12/104 88.2%
fig 7k 5/27 80.7% 14/104 86.1%
BN A 1/27 96.3% 12/104 88.1%

OB T, ARRICET 2HEEORMAE RS2 b DL LTTALE, —FH., 7V
Ne U 2T B~OEFEATONTIE, BFHEDRIAT 5 & 5 T E AP G 5 MR
BRRE IS & AT A DFERRD BB LT TR, FFRERRIC L - T b2 H
BORSEMARIE SN TS Z LA b, FITFL SAPIEN % U7z K E Bl 4 AR
OFHMIZHWD Z & IXRTRE &l L 7=,

2) RERKRRT VA o OZYMH

AR IL. Cohort A I3 TIE, AMEHFIR & OIE/EZ L ILIRIC T, 1 FIRFICI 1T H3E
T ELEESEAY, Cohort B IZIWTI, il NRHNTEE & O BEVEA bl ic T, BRI 4 8
U CORRT RN FEFEMIEE & L CREINT 2 X, AHRIEEBA~DON ARKDD
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RETMITAHEL LCRY L EX D, AVR OifTAREEBHEICE - T, A2 AVR
R0V 9 DIRIEE BEE LICIRE CThHILUE, B PRICOVWTHRHMET 2 Z L3 EHET
b5, BIEAIZHOWTIE, 2 SN KERKRBROREER 5 FR Ok & & O
Wt AN 6T D RRAEMAT 21TV RO FEME &L L a2 MR 2810, LEISUT
THEG)72 U A VRBULLE 21T O BN S DH LB X D, 0B, BEBRFEMITRERIZ O
TIE, REHEREICRETSZ &

—J7, Cohort A DIELHME~—T 2 % T5%EFHE L TNDHN, ZORERMIZOWVT,
HEFEF 1L FDA & OFFE LA WICBW TIRE SN LML TV 5, AFRICBIT 575 7.5%
ERRMICRIE LB 2 5 2 LI ENE DL T2, FEEO R RBRAE & I £ 2 Al
THZEE L (13) REOFERHEIZHONT] DEBMH),

3) AREDEFEZMEIZONT
O FMARBESNCI T 2 RERTBEITK 3 5 Bl
KEEEIRFAER D Cohort B Tld, X T&H 2 NEHIIRIEEE 78.2%IC BAV 28 F i S 41T
W2 Z LD ANMEDOFHII~DRENR S S T, KIERRRRER O 5 OFE S, BAV
ZIEhE UTIERI D 1 AR 51.9%, BAV Z 350G Leino TIEBI D 1 FALFRIT
39.8% TdH v, BAV & FEfi L7 TR EFEDOTH N RVMHM RO bz Z &b, WE
HIEHERED 2 < T BAV DM THOIL TN Z EIIARMDOFHKIZ B W TR A T 2178
LEBZ BN, UL b b T, RBREEOEFENNRIEEREC L TKIE
ICHELTWDH 2 E (R 18) 2D, WRHIBREEIC 63 2 3B A OB I IEE S
7o AR T L 7=,

©@ FiNA VAT EBNZE T BABFMITRTT 5 LM

SR T L CREBBEDIELETH D L B2 DRI OV T, HIFEHIILLF O X
NI LT,

FEEEOFBRAAE > DIBREED 1 LTI 24.3%, AVR BED 1 LTS 26.8% T
boleZ &b, FETROAEIT-2.5%. I5S%EHXM D EIRIT3.0%E 720 | RICIESME
~— YU A=0.03 DEEIZE W T B BRI AVR BRI 2 A M A R L TV D,

WAL, UTO X128 25,

Cohort A TIIFHLME~—T UL T5%EREINTEY, 2) ODHTIHERZL I
EIFRICEBIT D57 75%E WRICHS E B 20 2 L ITITBand 508, Km#kmm
FEDOHCRDZEIT-2.5%, IS%EFXHE O ERIZ3.0%TH Y, IELMENRINTZETH
HEEE ORI AN ATRE CTH D, 7272 L, BRERAE CIIMze P s & OHER S0 Y
27D AVR BEE I L CTHEICE S (14) OARGFFAD Y 271250 T) OHESBH) |
KENRF VLT B T S mR TA LD Z & (TQKREARF W] OESI) 215
FWIRGE DML L2 AVR X E OF FMEITRH S 7 BRI ARE 2 5 1 méhflﬂtﬁ
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WeEZT, 612, T u—FR0 1 FAEFERTIE, BRI, BT 7 e —F

(R CHEE T (GREREE 78.7%. AVR BE 74.8%) TH D Dl ﬁbf\%®%77u—
FITBWTIIH MR GRERRE 70.9%., AVR f 74.7%) Lzl CEHY (F18), b
RT 7 —FIZONTIL, i@ﬁi&#ﬁ#%%k%zt(m)%mm77u—%®
ArE-S1F & U A7 LR IC DWW T DIESM),

718, KERGERBREEE (1 1)

Cohort A Cohort B
| _ BRI RS _ HER R
PR AVR RERAE AVR Bf B KW
78.7% 74.8% 70.9% T4.7% 69.1% 49.8%
A7 (51/240) (55/221) (30/104)  (23/92) (54/174) (89/181)
P=0.3283 P=0.5534 P=0.0001

P : Log Rank & /E

@ KEIARFHF

k%%#ﬁﬁ&@#%ﬁﬁﬁk%K\W%Kﬁ%ﬁf%ﬂ%ﬁﬁ%bf%w%$f
WSRO Hive (R 19, 20), #MEHHEIL, W% AVR RICRD D 2 & ORI E
WL Vﬁf%of%$%®$ﬁ%%_%%@%&if EDRRITRE I TWD
D=Lt REEOEMEEICITRHEEDSED . AVR O X & LTSNS
NHRETIERNWEB T,

719, KERGRRER 31T D KREWRF W O 3 A B
Cohort A Cohort B
KRENRFR R SN DR SN
B AVR Ff AR AVR B AR INEHTR R
i n=233 n=211 n=100 n=90 n=169 n=176

ML 25(10.7%) 29 (13.7%) 12(12.0%) 13 (144%) 21 (12.4%)
Ay 68(29.2%) 62 (29.4%) 28 (28.0%)  25(27.8%) 36 (21.3%)

R 121 (51.9%) 86 (40.8%) 53(53.0%)  43(47.8%) 76 (45.0%) 80 (45.5%)
LR TE 15 (6.4%) 30 (14.2%) 5 (5.0%) 8 (8.9%) 31(183%) 20 (11.4%)
HEE 3(1.3%) 4 (1.9%) 1 (1.0%) 1(1.1%) 4(24%) 3(1.7%)
NA 1 (0.4%) 0 (0.0%) 1 (1.0%) 0 (0.0%) 1 (0.6%) 6 (3.4%)
30 H n=209 n=156 n=79 n=75 n=151 n=127
L 17(8.1%) 77 (49.4%) 16 (20.3%) 35 (46.7%) 9(6.0%) 8(63%) ...
A 52(24.9%) 52 (33.3%) 27 (34.2%)  28(37.3%)  29(192%)  37(29.1%)
BREE 107 (51.2%) 24 (15.4%) 31 (39.2%) 10 (13.3%) 88 (58.3%)
P 31(14.8%) 2 (1.3%) 4 (5.1%) 2 (2.7%) 21 (13.9%)
HE 2 (1.0%) 0 (0.0%) 1 (1.3%) 0 (0.0%) 2(13%)
NA 0 (0.0%) 1 (0.6%) 0 (0.0%) 0 (0.0%) 2 (1.3%) 1(0.8%)
6 1 H n=185 n=121 n=62 n=54 n=111 n=89
L 16 (8.6%) 57 (47.1%) 15(24.2%)  28(51.9%) 15(13.5%) 5 (5.6%)
A 48 (25.9%) 47 (38.8%) 18 (29.0%) 18 (33.3%) 15(13.5%)  24(27.0%)
R 89 (48.1%) 17 (14.0%) 24 (38.7%) 8 (14.8%) 68 (61.3%) 43 (48.3%)
HIEERE 28 (15.1%) 0(0.0%) 4(6.5%) 0(0.0%) 1e%) 13(14.6%) .
i 2 (1.1%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 2 (2.2%)
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NA 2 (1.1%) 0 (0.0%) 1 (1.6%) 0 (0.0%) 2 (1.8%) 2 (2.2%)
1 4E n=164 n=112 n=61 n=47 n=96 n=54
ML 17(10.4%) 56 (50.0%) 12 (19.7%) 18 (38.3%) 11 (11.5%) 4 (7.4%)
2 50 (30.5%) 41 (36.6%) 26 (42.6%) 22 (46.8%) 19 (19.8%)
B 81(49.4%) 12 (10.7%) 21 (34.4%) 6 (12.8%) 49 (51.0%)
P 13 (7.9%) 3 (2.7%) 2 (3.3%) 1(2.1%) 13 (13.5%)
HE 2 (1.2%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 2 (2.1%)
NA 1 (0.6%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 2 (2.1%)
NA : Not Available
72 20. KERAKFERICIT 2 778 PR O R A
Cohort A Cohort B
1 JE PR FER DR (LN
R AVR #f FRBRHE AVR B B WRHTR R
fitT Al n=234 n=212 n=100 n=91 n=169 n=176
MEL 234(100.0%)  212(100.0%) 100 (100.0%) 91 (100.0%) 169 (100.0%) 176 (100.0%)
> 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
B 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
PR 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
HE 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
NA 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
30 A n=212 n=157 n=79 n=75 n=151 n=127
L 41(19.3%) 112 (71.3%) 24 (30.4%) 56 (74.7%) 22 (14.6%) 1 (0.8%)
i 47(22.2%) 30 (19.1%) 23 (29.1%) 13 (17.3%) 29 (19.2%) 2 (1.6%)
R 90 (42.5%) 10 (6.4%) 27 (34.2%) 5(6.7%) 75 (49.7%) 0(0.0%)
PR 29(13.7%) 2 (1.3%) 3 (3.8%) 0 (0.0%) 17 (11.3%) 0 (0.0%)
I 2 (0.9%) 0 (0.0%) 1 (1.3%) 0 (0.0%) 1 (0.7%) 0 (0.0%)
NA 3 (1.4%) 3 (1.9%) 1(1.3%) 1(1.3%) 7 (4.6%) 124 (97.6%)
6 »H n=186 n=121 n=62 n=54 n=111 n=89
ML 40 (21.5%) 94 (77.7%) 23 (37.1%) 45 (83.3%) 28 (25.2%) 2 (2.2%)
s 40(21.5%) 17 (14.0%) 17 (27.4%) 5(9.3%) 13 (11.7%) 0 (0.0%)
B 76 (40.9%) 8 (6.6%) 17 (27.4%) 4 (7.4%) 57 (51.4%) 0 (0.0%)
SEEE 22(11.8%) 0 (0.0%) 3 (4.8%) 0 (0.0%) 7 (6.3%) 0 (0.0%)
A 2 (1.1%) 0 (0.0%) 0 (0.0%) 0(0.0%) 0 (0.0%) 0 (0.0%)
NA 6 (3.2%) 2 (1.7%) 2 (3.2%) 0 (0.0%) 6 (5.4%) 87 (97.8%)
14 n=164 n=112 n=63 n=47 n=96 n=54
MEL 45 (27.4%) 87 (77.7%) 28 (44.4%) 36 (76.6%) 23 (24.0%) 1(1.9%)
N 44(26.8%) 18 (16.1%) 15 (23.8%) 6 (12.8%) 19 (19.8%) 0 (0.0%)
BRE 60 (36.6%) 4 (3.6%) 15 (23.8%) 4 (8.5%) 39 (40.6%) 0 (0.0%)
R 11 (6.7%) 2 (1.8%) 3 (4.8%) 1(2.1%) 10 (10.4%) 0 (0.0%)
I 1 (0.6%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 1 (1.0%) 0 (0.0%)
NA 3 (1.8%) 1 (0.9%) 2 (3.2%) 0 (0.0%) 4 (4.2%) 53 (98.1%)

NA : Not Available

4) REOREMEIZOWNT
O EREEHEDY RZI1THONT
2 K DML A PRIE I DWW T, Cohort A @ 30 H X N 1 4EIFIC38UN T, AVR (2 kL
LC—H U TRAERNEVEA RO B, Bz oW TiE, KEORERI 30 A
UNIZBEL TS Z &b, RMEETFEICHAET Y 27 BN EET L0 & Ebi
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72 Cohort B (2T % 30 H LN DOIRA RIS N NEHTREREIZ L BEFICE W
iR En (F21. 22),

21, AR D EERRBREEO E Lo (30 HER)

30 HES K B R AR ] PN AR AR
Cohort A Cohort B
Kaplan-Meier FERIR LR HERIR (SN (IR
ERES AR AVREE BUBREE O AVREE RABREE  OREOTRRRE

96.3% 91.8% 91.3% 92.4% 93.7% 97.2% 94.5% 88.5%

A (6/240) (18/221) (9/104) (7/92) (11/175) (5/181) (2/37) 3/27)

P=0.0457 P=0.7871 P=0.408 P=0.567

MACCE 92.5% 89.1% 82.7% 84.8% 89.1% 94.5% 91.7% 88.5%
(18/240) (24/221) (18/104) (14/92) (19/175) (10/181) (3/37) (3/27)
s 96.7% 98.6% 92.1% 94.5% 93.1% 98.3% 97.1% 100.0%
(8/240) (3/221) (8/104) (5/92) (12/175) (3/181) (1/37) (0/27)

77.0% 96.4% 95.2% 94.6% 66.8% 95.0% 83.7% 85.2%

i PRAE

(55/240) (8/221) (5/104) (5/92) (58/175) (9/181) (6/37) (4/27)

P : Log Rank f&7E

22, AREICEET B EEERBREGED £ & (1 FHF)

| AR BN ] PN B R R
Cohort A Cohort B
Kaplan-Meier [EONIH TN AR (EUN]I TN
EpEES AR AVR Bt ARERRE AVR Ff AR PEHTR R EE
78.7% 74.8% 70.9% 74.7% 69.1% 49.8% 91.7% 75.0%
A (51/240)  (55/221)  (30/104)  (23/92)  (54/174) (89/181) (3/37) (6/27)
P=0.3283 P=0.5534 P=0.0001 P=0.102
MACCE 77.1% 73.3% 66.3% 70.7% 65.7% 47.6% 88.9% 71.4%
(550240)  (59/221)  (35/104)  (27/92)  (60/175) (93/181) (4/37) (727
s 95.7% 98.6% 89.6% 93.0% 88.3% 94.6% 97.1% 95.7%
(10240)  (3221)  (10/104)  (6/92)  (19/175) (8/181) (1/37) 27)
o 77.0% 95.9% 94.0% 93.2% 66.8% 91.8% 83.7% 85.2%
/& & PHE

(550240)  (9221)  (6/104)  (6/92)  (58/175) (13/181) (6/37) (5/27)

P : Log Rank /€

KO HEREIT, Cohort A IZ 51 5 TN 76.1%, 734 22013 81.9% TH Y |
A MBS OHENAR TN L U £ 2 <O LD RMIZONT, Bl RIZEBWT,
FEPELINTELT, +ORIKREEEORR T v F2VRINTWD TN 272
WEHIWT L7z, Lo T, BEFHICHT L0 L —=7%1T75 & LB,
AEIZ X DERIC IV BEERAIHEN —EHECTHRAETHZ LI TEH, o7
RV THY, ZHICKILTEDZENEELEEZ D, I LIREESITHEEIC
HLTH, ZNOOFHRBAITME LB 2 | I SCEFICTHEEMRE 21TV, SCE%

k AERBRICIH T D FEOEINE, [FA AR OARTEE 30 B (£7 B) UROWTIAENS T MACCE ©
REINR L . ORBNRF TN 2+ T LV IRETH L L] LERL.

L ARGRERIC 31T 2754 AL, [HROF VAU —KOEM, 7YY =3 27 AOEIROEHC L 55K H FORE O
A ATRE 22 0 2 — CRBINRFGFA 2+ 7212 L VETH S = L. KBRS DAL 0.9em? LLERZ N &0 A
R B A TR N OB ESNTNAZ L] T8 L,
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(R RBANKETH D Ll LT,

© Valve in Valve F#

R D b == T =2 T RN TR, ASBEEREO bail-out fif & LT Valve in
Valve 23FFRI STV | ERRABRIZIVTiZ, Cohort A (27T 7 fil, Cohort B 12T 4 #i,
EPTRERIC T 1 BT STV, Adh A VW72 Valve in Valve DA ZE & 228 1HEC
DONT, HFFHIFUTO X S IZHI LT,

BUE E TR O BRREBR A 22 & . Adh & V72 Valve in Valve D& & OV
PIMEITRERE STV WS, I &L D Valve in Valve D3R E & L CHE— DXL
EHIr SN A 12X, Valve in Valve DNEBESNDHVLENHH LB 2 5,

EHAE T, BARRERZZ T T2 <L FERRRERIC X 25Hl H 1T TV 2 &
©. Valve in Valve COfEH A2 AE LR MO AINE & ZEMEICHO VT I TY
RWEBEZ D, T L, KR EZROFRMAZERLE, BNz REIEL 2 L
DRAFEE & LTI L SN EICIRY | BRAEAALE & LT Valve in Valve % il
1TT5 2 EHEFNICHEREI D250 EB 2, ARihz W7z Valve in Valve TH D
FhE & BT HOWTI 25 Ml STV W E Z IR SCEICB W TR
HTLELT

5) KEERRBREAEDEN~DOHNEMEIZONT
OXKEEGRFER D xt REED AR DOVT

KIE AR IR E SN RO G E BARNDRAEE L TOMFET 52 L DY
PEIZDWT, HFEEIILL T O X 5 IZH Lz,

Cohort A {ZDOW T

H AR RN DL E ST — 2 R — 2 O 7 — & X — 2 &% L7z 7,883 #il0> AVR
\ZB84 % Handa & OHE NI HEREER O @RI 725 . KIERGKFBR Cohort A
OXIREEL, BAARANOE#REE (80 #&LL L) K VAEFHY 27 K1 OREENRFE .
FVEETHLEBZDILD, HARANGREED 26.5% CrEBR/ S A /X 27 (Coronary
Artery Bypass Graft Surgery, LA'F [CABGJ &\9,) MREIFFCHIITSNTEY, ZD
30 HEECRIT 52%TH D, ZOfEIZ. KRN DDOHEIZE D AVR B TD 2~5%,
AVR+CABG TD 5~7%DELFLFEHETH Y | KEKFER Cohort A DxfIREED 30
HIELER 6.5%LHA~NTH, BEHRDLVEETHD Z L 2BETE. HRONA
VA7 BEFICHT D AVR OFFEHITRETHH EBX 5, ENRRENH L& —ITB1)
% 80 mLA_EDEEE TR D AVR O 1 AEAEFRICONTIE, 80~88.1%'" & D 3
H 0 KEFEKEKER Cohort A DXIRRIED 1 FEAELFR 73.2%IT00 KB 72708, K E Rk
AR Cohort A DXIRHED N LV EE CTHL RN H DL Z L AHEZDH L, HXKT
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NAY AT BEICEITD AVR BOERNGEIIRSE TH L EEZD, LEN-T, KE
FEERFRBR Cohort A Dt FREEDFABRAAE & AF ~IMFT 5 Z L IXA[RETH D &I L7,

Cohort B {Z2W\W T

KEEFRFER Cohort B DX HREEIZI W CIXERIOHWNIZ X 0 feild 2R 0N &IRE
722 Eb, < OBETBAV M HEIT I, KEEERRER Cohort B DX RAEIZIS U
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