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BRI IIIE (3~4+) 12HT 5,

o PEENSEEOMIBHRPIG~40bLAUTMAN], XIFE
FED ZRFPWRA),

o IERAPHEMOIIEEZ A T D,

o R—ATAL OEE B CRKEBARF RS 18mm Ak
HULIE 26mm #, TAV in SAV XiZ TAV in TAV ZEjifi4
LA B U T — T A HGICRB B LT AR O F
A 17mm AT H L<IE 26mm #,

o 18Fr ¥ —AXNIL 14Fr YDA TA 2 —AERRBIRT 7

BRI TER,

T 7 A 22 ik H A IR AL A T D,

25U L R O FRA S B FE IR 2338 1) 72 76 Bh R 0D Y I & 105

FBENNHD,

o FATKEORE Bak B9 BB 2 KEWRBE 55 95,

o AL EE O RRAEE AT,

o JERERHER (LVEF) 23 20%AK0i Coh 5 5B LSS HERERE

o JEGEPED SHBNR S IIHEE BIIRYE .

o PRSI ZEIC X0 B LD E R AR AR SRS B,

KBRS = R E R EE R 5 B T KBRS P4

DR Z AT D= B MO 21752 &,

TAV in SAV Z %M 358554, Wilinds, bLILA KL D

72U SAV IZHL T, BEE AR RO BRI O Wi A3 A U2 F]

HEMER D D70 | HEIITHIZE,

RS OEER OB APEIRE SIS TR, BB

LT, BEDOT7 ru—T v AR OMREZ T+ 528,

*% {5 AT

ARSI BB OFER AR E A e A X ThHZ L,
W2 T NAADY AV T EATHT LI Y ERIOFHH TH
Do HFTTHEZR YA RICHONWTIL (TR 1) B, @Y/eT A
ADY AT 7 DOBIT, B EHEFRMVARNSH TODHF
FHEERITRBENNHD,

AP THDT VAT IVTER NRBEINDZ LIS,
H. & REHET 520355, KUERLLIEZ AV Z VT VT
R~ BN LSRR 18 D2 &, + o7t RO
TORERTHIE, IGNELTZHA X0 E2E D



3)

4)

5)

WAKRTHRDHETZE (15 4RI 1), BICHERL 7285641, 15
LA EKRTHRWIEL, HELICIERORBREZ 5L,
IR R O NAVT AT ERIRFRTITEE SN C0D, A4
RSO R EROIMANTIRE S TR 20 | IR S TS
FEIBIZIZ B RN &,

FLEDSEO R, DCS 23 78BN iEE 528,
DCS ZIE AT DRI FAAZ AL v NEERE &) 2k 5T
bHZE,

FBEE ORI e OV F B R BE 2B TSR L Gl B 22 7
IR AEN E IR T DL, KRR/ E BINRT 2 e A% 3
T2EFT, SHIREES I MEAICHY | BRREEIFE 2D
AIREVE D DD,

772 AME DOANENT5.0mm DL ETHLHI L, BRI
IR ADEE . KEYIRE LA FAT KEARD T 72 AE
NLET 60mm DL EEE CWLDIE,
o LR F/REBIROT ZBADEA . KBRS O M B
(I B MR i i & A V-1t / 5 ME & D D £ FE) 73>30° D i35
IZIE TAV OREA R ERET D RETHD,
KR/ IGEBIR, /288 F T/ MEBRO T 7 EADE & K
BAREEER DM FEADT0° D BFAIZIE TAV DOREA R BT 5
_EXThHD,
B T/ EE AR T 2 v AD S G Bl N ERY 7 1
PR TAHEREZOT 7 EAME OPEIL 5.5mm Ll ETHAZ
L. o BEENWEINRY 57 FEBE T/ mBRT 2
T ADI) IIBRF AN EIRY 77 bCa 88 T/ B Bk
TV RADINEH T LRI E T/ R EBRT 7 e —F
EZRVALAITEEICITIZ &
o EHEERBNRT 7 ERADE G 77 BAEA K N O EKIC
BA 1747 PN i B Ik S 1 BEAT 0O BR 17 A5 N BB IRS 7 kA3 JiE L
ZEEERT DT,
EERENR~DT 7 EAFIECBN T, S —AA T 2—
FEiED | HEFFT DBEIE, MHRROBE K OFFR CXWnWT Y
T AEMLD M ZRE T DT DI IR T D28,
KER/ W EBIART 7 2 A0S KEIRO 2 Fimm dh, 2
EEOREINRS , BATRENREE, SUI KBRS O/ &
PMIZHED AR E B9 BRI OV UIEEIZTHIZ L,
INDHOHERN O EFEET L6 E DA HES T
B4 578 (NEOT 7 e ARRMEEERS DL,

*x FEAS

)]

2)

3)

4)
5)
6)

7)

B RER, SUE T/ ME IR & OSEHBINRT 7 A EE W
LA Ty TN 7 a B O IR EE I Th A uiE
BN, BT —T VF o TN AR ORI R A w8
L CRIET DI EEBE T D+ 5372 BRE TR D28,
EEEKRBNRT 7 22 EEZ AV EOA e T 2—3
V—AEMAL, A TA =AM AL, FETIEA
VTA L= ADNL B K AETI T — T VAT LSRR HERF 95,
WA AT R A BRI 2 VO CTAERRE 20
FTHIE, HRMRA CIIMR TERV LM~ DOIEE R THE
RN D AIREMEN D DT, F VLT VT ERIRIESR
VEEESIR\ZE DMOWRIR, 34 AL FEHHITTEME
HRLTNZ 722 E,

Peigrrb |, FRORATN - A RFE ALV LN &,

AEARTR, (RAFVRIE, DCS RO LS 2 FAROB CIERL 2L,

X MRS LD FIE R AR RSS2 356, AR IR

o PP PN AT AR E BEIEL | AERTR, DCS, LS, %

SRS & OVEEES Y KIT T R CORES UL b O L 28

THZE, LLTO&MNE 1 DL Bl Ui, SRR B b

T5,

o (TR —ANTYIRFTAMNE 4 FHO ) —REBEZ CE
720 TN (FRAEDOIEED X BB EOARE 725 T
HEREn5)

« TUNTR— ARGy IIRBIE TS, BT SR T Z T A
UMTHLHAT T

o AT RADBNRSTND, BLITHFN TS

B ([ F 5 1R ] Dt S OVE IR O 2 FIH ] 4.

BT —T )V KRR F ORI TFIE HEH 17 OEEEET

WP, AR ED T 2SS 5)

o AT hOPTIVE R T HEHIO S LITEER GO B

H7B/NAHNOWAUINS 4 FHO/—NEBIA7m—2A

NI hOERD X, R0 B H MR, FFIC R EEDD

R W A 8 T/ WG, SR 7 2 AD B
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10)

11)

12)

13)

14)

15)

16)

17)

18)

PI-VAL-9018CD

EEOAKILER T, ERFRIFFO A 74 —L
FA T IAEDY A ZHEINER D,

— BAERRDLERES AT KO DCS ZFfAT 5812
K0 BYSE K O UTEERS KO DCS Ol 5a51&
AN B DT BREENT RS O DCS [
JAE R R 8 o NP

DCS MEEENIZHDHM, HARTAYH DCS OITALHHEDN
HTWAZ LR T AL, DCS BHEE KRNI ASH T
B, DCS MBI ARTAY R E LNl

AT RND X EARBEIE~—I2 X AT SRV T 2y
F A RDBEAITEL TR UL, AR 0 BIGH U
PEEFEEITHIZENTED, RBIRHCIE, IR AT HE
2D MICET DRI, TNEMOEDER N T /F 2o —2 I
®;ons,

HEARFREARIED AL T — VT 4 7 K HFNEIZ DWW T
W, (AT ES  E RS ORGA B TNE]4. AR FROREIA H
BT DL, EERDAL T — N T 4 T LI EE T
BEENDE, FE P TROVAY e O LR LB A2 E D 5
SRR EZRD | AR OB BRI E e & DR EHLR AR
HEANZ 7285,

BT IND X AREEME~—ID X R B SRV T 2
F A ROENIHEFIAN A AT RESNC — LD, T —T
N T 5708 UOARRERND BRI T 52 L3RS
720, BRGNS AT RE S &8 2 7244 1 Bl EF 1o &, DCS O
WA BA . RERE ARG, HEINIROMBEIE., R,
MEAOHE, A THROBERENIEEEE2ET), JEie, M
APFELIIBEATFHR, I hbT N TORKERDBZEN
Bd D,

BRI, FRlml Bt L QUi AUIE (TAV in SAV UE TAV in
TAV OA ITEEEER oo 7= AR FRICEERL T g
1) A AR AR B EIS DI LNTED, — Al Heih
L7eb, AR SR i & SOt 5 NSRS 52 SE T&E 2R
7esd | BRI FRlig B L7222 D ECH N AT T o721
& S 57 T ~HED THALE 35, 77 'L 0 X BAER
M =B X BABEME SRV T H o F A MNEAE L C
UWRITF AR, BTG U CAE RS R A L5 5 1A 1% IR S5 (7
Bl 3 2)Z L TED, 72720, AEFpE MR B i
DEITIEEIATHZE,

LR EHRETDHAIT NURAEREICEDZE, 208
B T =T N =AM B ELIR Nk,
Rl L THM (TAV in SAV XUE TAV in TAV D41
BERE S 2T Ha o 72 AE ARSI BEAL L T 5) PRI AN RE AT 5
T HEFTETEBRTR LD RT3 5720 A PO R
SN HCANTATHIZ & R IR O 1 D EWT I | A 1.
£ IR, EEEE S fpE A4, K E I £ 5] &
EITRBENRHD,

AT 2= e O/ U5 AW CrE I L4
RO BB 2R FTT 2356 BERTILE RT3 50503
D, BRDEERHL GEBIIREAZEDS) O FREMESH D56
ZRROTC, BEL AR OB E A RS D LIRSS
U, RIS B % O 1 28 ST KBRS IR A5 s B R
KOG OB, &8 & 0HE, ERFPHERER 2 BRI E
FEETe) | ke, AT ROV UTRADHN B FHiE 5]
FEZTBENLRHD,
ERFOFRHMT L —BARNT Y OWNFT NN T /NS
ZEHLTWAEA . BEDLO R E EHIGRZ R 720
Tl RO T L — BART Y RN TR T L
DOEBENTWAIRE. DCS kBT AR AR EZ I —
ALZRT UL 72720,

N LI REYSE K VDN DV RY 38 5 BE T80T,
FHZICHEISC CEYAEYE 2 TR 59528,
W EOELFNOMEHIL, BAREEFE R THEENH DT
. FHANCBEDOIL T F = L~ULEHIET AL, TR
i, BEROFEHEEE=4—T52L,

*x MRI & #R
FER R B K VTV 712 Lo T AMIE S MR #4 (MR
conditional) THAZENREN TV, AMD MRI 2 RITRE
DEBY,
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A D TAV OWFAFZ BT LA A E 1
FOUTOEM T THEIZ MR AR Y%
ITHTEMTED, ZNHD LI HEDIRN
Bh BEICEENECL AR D D,




* %

BRI |16 T UE3.0T

e RZERIRES A |30 T/m (3000 gauss/cm)

RF Jihite M (CP)
REEFIANEAT | B EEIAL

25K SAR 2 W/kg GRE HEAEE—NR)
SRR K SAR 3.2 W/kg GRH#AEE—R)

A EROBIIR |2 W/kg DAL SAR T 60 53 [0

RE (1 [0 XX i L i LIz A% v )

T—F 777k AELD TAV DEFELECIV T —F 77780

RAET D ARRIED DD, 7 —F 7 77 Mkl
IETDITEFARY L ST A=F DOEMEN L E
AT A= RN 2N

FrE D FGA= AT DIE WA GRS TRV S 26D

237 A= ZBd 95 MRIf S4B 1370,

DAL T 5 SDOFEXITRE OEZHPRIUC LY, i85

A—=Z DI FT N TO FRMEDS LB LD BD D,

TAV in SAV Xi% TAV in TAV 2FEi4 258 E&. 7T —F 7 77+D

EIMERIZOWTE BBE R 27 SAV UL TAV (2B 3

5 MRI 7~V EBIR4HIL,

g

- /R R &

iR EHRT7 A0 —T v 7 EATHEEBIT, ER/ERR O
WL 0 BT U CH LB L U b/ INBogeids . UF £ Dl 7

ZATHZE, 7236, AT 7V T KR 5 : 22700B7X00100000) DIE N
i K735k (CoreValve Japan 26/29mm, 2011 fEBHAR) I3V Tk, BL

T OHUEERE - P/ IORIEAHELE LT, MRS, Bt D T

DHARFGAL I BIERIRDHARTGA L [ BT DL,

6 ENBEKRRRCHERELLGIEH - Hn R E

37D HE5E

T AV OGN FH 3 HAli b,
FH 3 Hili b,

TR | FraE s A RIS CIE

/I AR EH O
EeE5)

FHh | PO (~ U2 G OB L

Ttk

T AV OGN TR HAK3 0 H,
Frue RO MEE | TR, &K 3 A H,

* UNLNT7U AT NEOHUEFSKIZFE O 3 BRI RIE (INR 235 g7
BZL),

ok A5 FE NG R B OREHERDIR TR IZHE - C . IR PEREE FFH] (ACT) 2B =4V
745,

2. TEE-HEER
1) EXKeRES

KRS (A S, DCS KON L) DR EAITIZ L TN E £,

ZNBIZRESNDH D TN,

DCS D 2 K

o DCS MR LS DOHEH/ 2T

DCS OEIER R

DCS HERE AR AT 1D KENIRFR 00BN 72 i

RN VR NS 2

TR ATER M OIE R

DCS R S DR 8/ FE ke

PAF OFGUCED N TIBERE AR 2GS 5T S 3pkZe) :

- TL—AOHkK

- 7L —20O R0 (HROER)

- TL—AOPEIREAR A

- ARk

— RNUXA

O )=

- TR

- RROBEELRR

- REASROUINIUTIEF SN

- Wi

- RGP AR (YA REBEDIA~VYF)
AT EN A IA BT & (R E UIFRRE) /A& Bw

2) HERIRHERESR
FROMEBROREEGUIMNT, BT —T )V KERAERF O
FE A A B DI ERV AT L TV E ENDH, b
IZIRESNDHDTIFARN,

T
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DFFREZE, MBI, DFEMES ay s DE VIR —T
EBIREAZE, FEdE, 3 (2t B IR JE S 1)
DME R Z— s PRE LRSS S L.,
L, EATKEWRIEL (tissue erosion) | fighfE, F4T K@K
SME. LE, O, OGS )

o BEGBL T TR T —T VAL F— S var (EBAR
IRA PSR DN AT, SR T R BB IR A
B a2 IR

AR TR LN

AR / FERRSE CEAR A L AE & o)

Jibd 2 o O o S0 ) — PR AR i s VR (TIA) S
F DA DR fEE

o {2 ORRZELN, MR %, BRI BE A 22T 5]
EE A ZEl) = N

I ST AN E BT KB TR o i (B &
DT UTREF 2D iz 5 Te)

o TURAENCEAR T DA OME (BREE, 2290, %9, Hhim,
MR, AEIRSE . R Al AR IR 5, = /=R A MIE
BE, BUERIREE, PeAess)

B SR X

o FKAAR—AA—THEIA B D AT REED D E R D EE (5
BTy s T ey 0MEIE%)

JEYE (BUMSE & T6)

AR 0 S v 1

YA I

TR K 1.

5 1 1

SRR B O AR B EET)

P/ NG, & A SUTRA ~D T L VX — Kt

X ARBR ST 3 B 2 D i e i

EVNE] =5

IRk

i

Aiti 7 N

o DEERITH

gk

A5 I o,

DHEE

bt ZE - e fe ik
PRl

I [ S

=il

T pesE

% RE RS HH i

3. WEIR. ER. REALRR W NREADER

AT XA AN G ZFUGE A~ IR DR 2R OE L)
e i Y O QAVA AN

4. ZTOMDEE

1) BEEREek
AL, R E RS SRS S T\ D, B
HEFTAD L X 2 ZFEORE AEEICTRET D0,
SUTBIER P O F e Db, BEER R, AME .
ARRIZTOAHT DN RER B2 7 RS T,

2) FEHFROENY
Bt d, i S AR RS O BN EFERIZAT > TN D, fil
HENTZARFIL I RS O RO FICHLE DR B
BEREDM T, ZOOHHEIRHE FILER O F~EFE
b, iy b ANF 134 5 FERT T Y B EICEK 35
&, TR M AR TERWE AR, I VE LTV
TER, HLLIE 10%EEOFEE R~V 2 AN E AR
FHEZORERE T 5, IR EARICEM S,

Q-9 9% P
KT MEFIOERIZLL T O LB THD,

Attempted: IO FEPZRLONIHRELE T, FHEOT
7B AN —MTGENEHT LT,
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Implanted: SEESICA AL 24 XA A T BRBRE 4EH, w5 30 H 12 2 H 24 1 H
e s | FRAESR| B | FRAESK | Bk | AR
1. AR FHRNET CERVEREEEXEIRFEEEETHIE SAVR| 8 19% | 18 | 2.7% | 29 | 4.4%
EiTEE DA LA BE TAVR| 3 [0.4% | 11 | 1.5% | 16 | 2.2%
0/ 0 0)
#B5 B R =L ER (The Medtronic TAVR 2.0 US Clinical Study) %2\\;% g (1)’(2)(;2 146 (2)'2(;2 292 i’gof;
fezp [V S = po g MK =2 . . -
K US BEARBIBRITHIIE, FRIEIER{L, FE R, SRR HOMEE TR0 To.om | 2 [0s% [ 7 | 1.1%
Bch o, A —~r |[TAVR| 2 [03%]| 4 | 06% | 6 [ 0.8%
e ot A o S DENS SAVR| 2 [03%| 3 [04% | 5 | 0.8%
R T Mtk 30 HOR LR A H P TAVR| 25 | 3.4% | 31 | 4.3% | 42 | 5.8%
30 B M SAVR| 22 [ 3.2% | 29 | 4.3% | 37 | 5.6%
8 TR | REE® EEZ AT [TAVR] 3 | 0.4% | 6 | 0.8% | 11 | L.5%
N=60 =i SAVR| 11 | 1.6% | 15 | 2.2% | 18 | 2.7%
IR 1 1.7 FEdsssk&72vy [TAVR| 22 | 3.0% | 25 | 3.4% | 31 | 4.3%
DL 1 1.7 fisg 2 SAVR| 11 | 1.6% | 15 | 2.2% | 20 | 3.0%
Lo AEIE 0 0.0 a4/ [TAVR| 18 | 2.5% | 26 | 3.6% | 31 [ 4.3%
JE T3 0 0.0 EEA k9 Him [SAVR] 51 | 7.5% | 59 | 8.7% [ 63 | 9.3%
B o&PE 0 0.0 ; TAVR| 27 | 3.7% | 27 | 3.7% | 28 | 3.8%
TR 3O TIA 1 1.7 R PR SAVR| 21 [ 3.1% | 23 | 3.4% | 24 | 3.5%
ENPERT 1 1.7 arERAA TAVR| 3 [04% | 3 [ 04% | 3 | 0.4%
E%%;Eﬂu h 1 7 2F— 3 SAVR| 13 [ 1.9% | 13 | 1.9% | 13 | 1.9%
E RS\ MR T 0 0.0 O AETE TAVR| 6 | 0.8% | 13 | 1.8% | 16 | 2.2%
TIA 0 0.0 B SAVR| 9 | 1.3% | 11 | 1.6% | 11 | 1.6%
MAF 77| AT Y TAVR| 9 | 1.2% | 25 | 3.5% | 38 | 5.3%
7 e AL A DHiE 7 17 RO BIENSE o R T 6 T 2.4% [ 39 | 5.8% | 47 [ 7.1%
HE 6 10.0 KA R—AA—F [TAVR| 125 [ 17.7% ] 138 | 19.6% | 153 | 21.8%
(235 1 1.7 HeiA R ! SAVR| 41 [ 6.3% | 46 | 7.1% | 53 | 8.2%
2 DHE 16 26.7 1 R—=AFAWHT IPG/ICD 2 A N TV E &4y 1 R ORI &
By /FaEa kT 7 11.7 ESAA
§§ : o1 # 10 % 24 A OMATHME Implant £H
I .
e 3 5.0 R | TAVR [ SAVR
25— 1 2 3.3 FRERGE (mmHg)
25— 1 1.7 30 H
27— 3 0 0.0 n 706 644
FRIER IR 1 1.7 ¥y £+ SD 8.43 + 3.49 10.51 + 4.04
EEE 1 1.7 12 A
FOBE 0 0.0 n 665 599
PR 2 2 %9 BEBR AR 0 0.0 ¥+ SD 8.74 * 3.58 11.27 * 4.81
BTN —AA—H* 6 11.8 24 7 H
i Ip N —ARA—T 6 10.0 n 605 509
JEBIRPAZE 0 0.0 ¥ £ SD 9.04 = 4.05 11.65 + 5.56
* N AT A VRO AE SR 2 A L QWO BRI E S, E2F O ERE (cmd)
# 8 i 30 H OB PMFTMEEE 3°nE' — —
5 30 H ¥+ SD 2.20 + 0.57 2.03 = 0.58
Bigk | RAEE®G® 125°A
N=58 n 567 526
KERFP IV SEH) + SD 2.23 = 0.63 1.96 = 0.57
DI 21 36.2 24 A
R 21 36.2 n 534 428
W 16 27.6 SE¥) + SD 2.24 + 0.65 1.99 + 0.62
R~ 1 0 0.0 RENRFR 5
AR 0 0.0 30 H
P~ 0 0.0 n 723 649
S 0 0.0 L 20.1% (144/716) | 73.7% (469/636)
KEYIRF LT TR 72N 12 79.4 HOPFh 40.4% (289/716) | 20.8% (132/636)
NI CHORE ) B /R D R 35.9% (257/716) 5.0% (32/636)
PR/ PG E 3.4% (24/716) 0.3% (2/636)
i oap = il 0.3% (2/716) 0.2% (1/636)
2. AR F RO SEITAIREEREEE XBIRFXEEZE TSI 12 7;} - -
BN EBE DR N 689 605
= - 7L 39.4% (267/678) | 72.2% (433/600)
I 36 5 B (Low Risk) ) o PR 23.5% (159/678)_|_19.3% (116/600)
KUW}W“%@(LOW Risk) (2l & |, MEAEZ L, 22 36 R B R T IR I | 32.9% (223/678) | 7.2% (43/600)
HIRCHD, S AR B S | 4.1% (28/678) 1.3% (8/600)
%9 itk 24 9B OBWKAER Attempted 4K H e 0.1bU/678) | 0.0% (0/600)
— 30 H 12 2°H 24 7 H n 620 516
iRk 3R] Bk | AR ik AR 2L 49.3% (302/612) | 75.9% (387/510)
TAVR N=730, SAVR N=684 bITh 21.1% (129/612) 15.3% (78/510)
ABERBET UERE | TAVR| 5 | 0.7% | 18 | 2.5% | 31 | 4.3% R /RN D P 27.5% (168/612) 7.8% (40/510)
EER Mz [SAVR] 17 [ 2.5% | 29 | 4.3% | 42 [ 6.3% PR/ PR EE 2.1% (13/612) 0.8% (4/510)
IR TAVR| 3 | 0.4% | 15 | 2.1% | 25 | 3.5% Y 0.0% (0/612) 0.2% (1/510)
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Hif/ ‘ 23mm 26mm 29mm
. FHPARX N=114 N=74 N=29
= SEFJ+SD 1.10 = 0.43 1.55 = 0.58 1.72 = 0.58
[ElPN SAVR i a2l 3 DR 8 e USRS S 27~ 4%k T 12228
IZEE AS D728 SAVR &2 T T4 AT A7 MEWBRE DR n 48 28 12
ﬁk%ﬁ(ﬂ%iﬁ;;ﬁo @J)ﬁif%@@bi:ﬁénm&sm oD EBRIL EVE SEF+SD 1.12 + 0.31 1.61 = 0.69 1.92 = 0.80
BRO> SAVR AR E D el izl S Tnd, PN
#1130 B, 14, 5 4 OBRRR 0 R
n 101 69 28
30 H 1% 5 4 L 51.5% (51/99) | 32.4% (22/68) | 33.3% (9/27)
2 22| BE E2 | BEE | 22 bTh 26.3% (26/99) | 32.4% (22/68) | 22.2% (6/27)
FAEER | ZRAE | BRAESR | RAE | RAER | BA [E3 21.2% (21/99) | 27.9% (19/68) | 44.4% (12/27)
(95%CD) |fEpIHk| (95%CD) |FEBIEK | (95%CD) |JEfiEk AR 1.0% (1/99) 7.4% (5/68) 0.0% (0/27)
AERSE L 2.3 5 4.1 9 13.9 95 i 0.0% (0/99) 0.0% (0/68) 0.0% (0/27)
S AE T 1(0.3-4.2) (1.5-6.7) (8.3-19.1) 12 728
0.9 2.8 11.3 64 38 15
I 2 6 20 n
RIENSE 0-2.2) (0.6-4.9) (6.2-16.2) AL 43.8% (28/64) | 45.9% (17/37) | 20.0% (3/15)
L 5 0.9 9 2.3 5 6.7 1 b 32.8% (21/64) | 16.2% (6/37) | 40.0% (6/15)
<01242> © 31’;1-3> @ 43’120-8> B 23.4% (15/64) | 32.4% (12/37) | 20.0% (3/15)
7 e : 3 : 3 : 6 T 0.0% (0/64) 5.4% (2/37) 20.0% (3/15)
| 029 (0-2.9 0.6-5.7) T 0.0%(0/60) | 0.05(0/30) | 0.0%(0/15)
N 0.0 0 1.4 3 7.7 11
N 0) (0-3.0) (2.5-12.5) # 14 £ SAV A XD 12 >3 OMm4TEIE Implant £
e 0.9 ) 1.4 5 1.4 5 _ -
w ©0-2.2) 0-2.9) (0-2.9) R/ = ;AV iﬂﬂ"; ;‘ -
0.0 1.4 1.9 mm mm mm mm
DA IR s . : . FHAX
LPIBER ©) O Jo30| ? |ooazn| ! N=16 N=54 N=66 N=49
*  Takeji et al, Clinical outcome after surgical aortic valve replacement in Eﬁﬁﬂj_‘:@‘%(mml-lg)
low-risk Japanese patients with severe aortic stenosis, Cardiovascular 30H
Intervention z,md Thcrapcu_tics (2021) 36:121-130 n 11 45 62 45
** f;ff,?;j ﬂﬂ}ﬁﬁﬂ% ABREERLTORITAREER TS, i SE#)+SD [21.09 & 5.60(19.42 + 8.65 16.90 = 9.04 | 15.44 =+ 9.80
sk SRR R LB 50 R RO BT L5 AR 12 °J4 - = 5 =
n
3. SAEF A IEIT TEREUVERER £ LT B K BIAR&E 1K SE¥)+£SD [ 19.39 + 8.49(17.75 & 8.13]16.42 & 9.24| 13.47 + 7.68
HEETHIEBHTEEDORE A 0 EECem?)
30
;’E%Eﬁﬁ%ﬂi%ﬁ(TAV in SAV Study) HEI 7 35 55 41
A US BRARREBR AT IEEIEA L, MR IEFRBRTHD, SE¥)+SD [0.89 + 0.25[1.19 & 0.48[1.30 * 0.60| 1.48 + 0.53
12 A
£ 12 itk 12 »H OBRIKRHE Attempted £ - 3 53 36 58
SEHI+SD [0.90 & 0.21]1.16 + 0.30 1.41 = 0.70]1.75 * 0.94
= mf : ;Iéiéﬁ wu;&z 75);2@?3 =T RBOIRS
N=227
ZEAENGE 5 | 2.0% | 29 | 14.4% n 12 47 63 46
LS T Tis T 6 T 72U |75.0% (9/12) [43.5% (20/46)[42.6% (26/61)[28.9% (13/45)
PN 5 0.9% 7 3 6% DTh [16.7% (2/12)[30.4% (14/46) | 32.8% (20/61)] 28.9% (13/45)
éffﬂmtq] 1 0.1% 3 6% [ 3 8.3% (1/12) [23.9% (11/46)]21.3% (13/61)|37.8% (17/45)
TIA (iﬁ,ﬁ%ﬁm%@ 1 0% 3 &% R 10.0% (0/12) | 2.2% (1/46) | 3.3% (2/61) | 4.4% (2/45)
T - 5 1200% 1 58 127.1% EAS 0.0% (0/12) | 0.0% (0/46) | 0.0% (0/61) | 0.0% (0/45)
iy Ea Ry I | 14 | 6.2% | 24 | 1L.6% 12 54
I3 33 | 14.7% | 37 | 17.0% n 8 35 52 34
é;i;ﬁ%gﬁﬁ S tTom T o3 oot 72U | 50.0% (4/8) [40.0% (14/35)| 54.9% (28/51)] 29.4% (10/34)
E A 9 1 0% 5 10% DTh | 50.0% (4/8) [25.7% (9/35) [ 23.5% (12/51)[35.3% (12/34)
jgﬁﬁﬁgg 2 0.9% 2 0.9% 35 0.0% (0/8) [34.3% (12/35)] 17.6% (9/51) [ 35.3% (12/34)
SRR E 7 T 760 [ 32 [154% PR | 0.0%(0/8) | 0.0% (0/35) | 3.9% (2/51) | 0.0% (0/34)
< — AR AT T B T8 | 25 T120% HE | 0.0%(0/8) [0.0%(0/35 [ 0.0% (0/5D | 0.0% (0/34)
< - - ==y — =0 I SAV ZR- A ADBMBEAEDO HEE Imm EOFEMEDYF A XL,
KA —AA—=IRGARCHEZS) | 18 [ 10.6% | 24 | 14.8%

1 R—2FA LK IPG/ICD AMHAEN CWAHIRTE & 0 RHZE T2,
2 R—=RFAUWEZ IPG/ICD DA EN TV DHIRE & 551 K O3 R
F20,

#£ 13 & TAV A X% 12 2°A OMFT8IEE Implant £

HiRE/ 23mm 26mm 29mm
FHPAX N=114 N=74 N=29
¥ E 82 (mmHg)
30 H
n 98 66 28
SEH)+SD | 20.83 = 9.08 | 14.13 + 7.68 | 11.73 + 4.21
1224
n 62 37 15
S +SD 19.96 £ 9.18 | 12.24 + 6.32 | 13.68 * 6.69
A% 0 EmRE(cm?)
30 H
n 30 60 25

4. SAEHFMAOBITTERVERNEEEXRBRAREEEZFTTD
IRIEBENBE DRIR

#8 5} B& IR 5% BR (Expanded Use Study(EUS 5% B&) ESRD a/k—k)

K EUS #BRIL, =779V 7 KGR 5 :22700BZX00100000) % Fu
7o, X, FEMAEZ (b, ZhEsx LEREBRCTHY | JEBEIEDO EE K
RS PRZE K O K72 PR B2 A L, SVRHO KBRS & a1
FoTH% 30 B ETICTAHIC BT 248 UIA Al Wi )72 BB EE D
BOHENECBYAZM 50%LL ETHHETHISNDBEEWHRELL
THEESITZ, BSRD aR—MNIBEREABIEEZ LB LT RS
R4 (KDOQI (2&D CKD 233 CAT— 5) MILEN 217> TR
WEDDIL T F =2 IVT T AR 20ce/ 5y Kl D BEERTH S,



& 15 itk 60 A DERK KR Attempted £

30 H 12 A 60 2°H

Bk L 3R 2 il L Je AR 2 il L 38 k=R 2

N=131
AFEKIFE L T HE . o | 114 )
HERG AL 708 | 5.4% |47(48)| 36.3% 121 89.9%
AFERBEL 10 | 5.4% |4646)| 35.5% (ﬂfb 89.9%
LI BE 6(6) | 4.6% [22(22)] 18.3% [55(55)| 68.5%
I7 B 3 1M | 0.8% |20 | 1.7% [ 7D | 9.8%
AL H—~ a4 00) | 0.0% | 00) | 0.0% | 1(D) | 1.8%
ESNPERE 22) | 1.5% | 303) | 2.6% [9010)| 13.3%
E R 1M [ 0.8 [20 [ 1.9% | 7D | 9.9%
Hi i 2727)| 20.7% [37(46)| 30.5% [49(70)| 56.3%
R G . . .
= ket 44) | 3.1% [13(15)| 12.2% [22(26)| 27.4%
Y H I, 23(23)| 17.6% [26(31)| 20.5% [33(44)| 44.0%
FEIME S DHE 88) | 6.1% | 99) | 7.0% | 909 | 7.0%
D AEZE 44) | 3.1% [810)| 7.1% [12(16)| 14.3%
LIRSS 00) | 0.0% | 00) | 0.0% | 1(2) | 2.0%
IR AR SE 00) | 0.0% | 00) | 0.0% | 00) | 0.0%
MACCE! 1143)| 8.5% [5269)| 40.1% (ﬁ% 90.9%
KA —ARA—=T1D . . )
A7 33(33)| 28.9% [37(37)| 33.5% |45(45)| 50.8%

I R B (ERA )

o

2 Kaplan-Meier {EIC LD ES AR,

3 FRBIESEL R, N TR | SR ARAE, SEARE, i 5 SUTA T

DNIREITER T2, HOVIITEF GG L LI DT S D F A 2 —

el BiET S

FLEYET,

4 MACCE (Zi&, 25ERZE L, D2 (MD) | Rfd2EH K O A L2 —

varnEgEnd,

5 N—RFAUETAR—RAA— T KT ICD %4 L TR 13453 o E

FNTUVRNY,

# 16 it 60 2>A O MFTBI#E Implanted £

#if/ 26mm 29mm 31mm
FPAX! N=28 N=45 N=57
P E#EE? (mmHg)
154
N 27 36 50
%) +SD 9.63+4.73 8.39+4.10 9.14+3.27
1224
N 20 20 26
%) +SD 9.66+3.78 8.87+4.37 9.68+4.20
60 2>H
N 2 3 3
S5 £ SD 8.50+0.71 10.71+2.99 4.19+1.46
E3hF O wER 2 (em?)
154
N 25 37 48
%) +SD 1.57+0.42 1.83+0.47 1.82+0.47
1224
N 20 18 22
%) +SD 1.62+0.47 1.78+0.48 1.82+0.74
60 2>H
N 2 3 3
S5 £+ SD 1.59+0.40 1.54+0.78 1.95+1.28
REVIRF R 2
154
N 27 38 50
2L 34.6% 23.7% 34.0%
bTh 3.8% 5.3% 8.0%
(233 50.0% 63.2% 50.0%
A 11.5% 7.9% 3.0%
HE 0.0% 0.0% 0.0%
12 24
N 20 20 27
2L 30.0% 45.0% 26.9%
DI 15.0% 5.0% 3.8%
[ 3 45.0% 50.0% 61.5%
A 10.0% 0.0% 7.7%
HE 0.0% 0.0% 0.0%

PI-VAL-9018CD

HiM/ 26mm 29mm 31mm
FPAX1L N=28 N=45 N=57
60 A
N 2 3 3
2L 100.0% 33.3% 66.7%
b 0.0% 0.0% 0.0%
[ES 0.0% 66.7% 33.3%
WA 0.0% 0.0% 0.0%
FE 0.0% 0.0% 0.0%

1 EUS #& B ESRD =R —R~Cid 23mm OFp i3 SN0 -7,

2 SERIEEGE R OE TR DO N 1%, Dra—0RT A2 E RS TE
T cdd,

3 KRBIRFHIRO N UL, fifrshioboma—oRE8ThH s,

E AN EAE SRR

AR N ERT 3555 L, BN O CEES AT E, JEEIE
A, BB A —7 R THD, 10 BIOPWRE |EIAL I T
7

£ 17 & 12 A OEEK R Attempted £

30 H(N=10) | 6 »AHMN=9) | 12 »H(N=8)
i | ReieER 2| R L BRAESR 2| Bk L B8 AR ?
;ﬁ:;ggf&tmﬁé 00) | 0.0% | 00) | 0.0% | 22) | 25.0%
I R A
EN A 00) | 0.0% | 00) | 0.0% | 22 | 25.0%
N 00) | 0.0% [ 00) | 0.0%5 | 22 | 25.0%
%‘f@yﬂ:jﬁ;’i/ 00) | 0.0% | 00 | 0.0% | 0© | 0.0%
RN ES 00) | 0.0% | 00) | 0.0% | 00) | 0.0%
E 00) | 0.0% | 00) | 0.0% | 00) | 0.0%
N 00) | 0.0% | 00) | 0.0% | 1(D) | 11.1%
INGIEPS 00) | 0.0% | 00) | 0.0% | 00) | 0.0%
N 00) | 0.0% | 00) | 0.0% | 00) | 0.0%
MACCE? 00) | 0.0% | 00) | 0.0% | 33 | 33.3%
N 00) | 0.0% | 00) | 0.0% | 202 | 23.8%
N LFp AR e 00) | 0.0% | 00) | 0.0% | 00) | 0.0%
FREERIE 00) | 0.0% | 00) | 0.0% | 00) | 0.0%
HEREEEIZLS
A= A—HOREA | 00) | 0.0% | 00) | 0.0% | 00) | 0.0%
28 4

1 BEBRE B CFSA40) .

2 Kaplan-Meier 12 LD FRIEAR,

3 MACCE (Z2E1, DHETE, £ TOMMZEHR | HEOKBIRFIZITD1H
BREBALIZLOLERT D,

4 NReAGAURFZAR— A A= D%l L O E 138 72\, CEC |

E TR,
£ 18 itk 24 » A DM FTENRR Implanted 5 H
| 158 | 122»A | 242H
FHERZE ! (mmHg)
N 10 6 4
S5 £ SD 7.50+3.03 6.22+1.38 7.75+3.45
A3 OERE ! (cm?
N 10 6 4
S5 £+ SD 1.93+0.63 2.30£0.21 2.13+0.33
RENIRFHHR 2
N 10 6 4
7L 10.0% 33.3% 50.0%
b 30.0% 16.7% 0.0%
[ 3 60.0% 50.0% 50.0%
A 0.0% 0.0% 0.0%
T 0.0% 0.0% 0.0%
1 EHEEZE KR O O EFEO N KT, bTa—0/"FA—2E G T&
=1,

2 KENRFHIRO N 3, i rahiobma—0RERTHH,
*% 5 SNEMFMAEITTELOER S LGB AT—TILHIX
BIRERFEE T LEEORIE
KELDRAR)(TVT LY RRY)

2773V 7 Evolut RKFRE 5 :22800BZX00414000) , =27 237
Evolut PRO K83 %5 :23000BZX00196000) . Evolut PRO+ AT A

13/15



HAGEFE 5 : 30200BZX00272000, PRO+ET VKN FX E7 /L)

PI-VAL-9018CD

b\’C TAV in TAV ZJiifT U7 BE BT 2t AR E T TH D,
# 19 % 1 4 DK LS Attempted £ (TAV in TAV)

N=579

19.0% 20.5% 5.1%
X
ks NA (91/480) | (80/390) | (34/225)
. 0.8% 2.8 3.1
i NA 4/180) | (11/390) | (1/225)
: 0.4% 0.0% 0.9%
gk NA (2/480) | (0/390) | (2/225)

Kaplan-Meier ¥ EIC LA ER AR
CERI%, ZH£EK)

30 H 14

** 6. KETIT—IRT—RIEIT5MET I AR RE

IR 3.4% (19, 19) 15.3% (75, 75) -

ML 5T 5.3% (13, 13) | 5.3% (26, 26) RELVZARY(IVT LT RRY)

ENPESH 3.7% (21, 22) 4.5% (25, 26) TVI VYA F—2E0, a7 /30 7 Evolut RKRE 5
S 3.5% (20, 20) 4.3% (24, 24) 22800BZX00414000) . =t 7 S L7 Evolut PRO (UK 38 & & :
;H;I[% t:Eﬂ 0.4% EZ, 2; 0.4% EZ, 2; 23000BZX00196000 ) . Evolut PRO+ ¥ A 7 A& (/K B & % -

i 0.0%(0, 0 0.0%0, 0 30200BZX00272000, PRO+EZF /LK U8 FX_EF /1) AHV S

BT T (TTA) 0 0.0 | 01,3 R -

HEOME & IHE 1.6%(9,9) 1.8% (10, 10) *

Atz H 3 i, K i, 7.9% (45, 46) 9.7% (53, 57) # 22 % 30 H DRLMFMEE Attempted £

N 0.4% (2, 2) 1.7% (8, 8) _

BT 2B HTIEE DB A 1.6% (9, 9) 2.0% (11, 11) Kaplan—MeleE ﬁgg{;éiﬁ%@ﬁ
o = JEH

\gﬁifl NICD EETOR 5 15 (29, 29) | 6.2% (34, 35) pp— 5] S
g = EFBIR |\ pamw | BEDR

gfgﬁifi N/ICD EET 6 on (05 98) | 8.0% (32, 33) N=L225 | s | eilngoz

KR AL —~vvar | 0.9% (5, 5) 0.9% (5, 5) FEKISE T 3.9% (47) 4.1% (151) [ 2.4% (2,653)

Z DD T E SO LIEFEHT X e 3.8% (46) | 6.7%(249) |3.4% (3,686)

S Sy 1.8% (10, 10) | 2.2k (12, 12) TN T TE 0.7% (3) 0.3% (1) | 0.4% (396)
= o 5 PES 3.2% (39 6.4% (238) | 3.0% (3,306

?ﬂt@?f EMXEAA 560 (30, 95) | 5.8 (33,30 ‘D%ﬁﬁﬂ%ﬁ 0.5%((6)) 0.4%((14>) 0.3%((380))

A AMAE 0.2% (1, 1) 0.2% (1, 1) INRITS 0.0% (0) <0.1% (1) | <0.1% (44)

RRIPhET o A 0.4% 2, 2) LA4% (7, 7) EDENTIMMIK] g on (104) | 9.7%(363) |5.6% (6,152)

1 R—ZFGA MR —AA— N UL ICD A EN TV AIEBI G NS, i __

2 N ATAUWECA— A A XUE ICD ZHGA N COHIEGIIE S Fhre ﬁfﬁ@ﬁﬂﬁ%f/ﬁﬁ 1.8%(22) | 2.3%(85) |[1.4%(1,573)
B R—2A—% /1CD % 11.8%

e T 9.3% (112) | 11.7% (435)
EJ gk E! (12,953)
220 PHERZRCAPIRSA O EA Implanted S %;g\é%ﬁﬂ/f@ 2| 10.9% (111) | 13.5% (433) (1123'560/1)
fﬁ‘fﬂ) ffsg‘;‘é Iﬁ?‘f;é 3;\;*_‘?;; 1 R AT A BRI A A UL ICD A B CO B Bl E o,
— Imrz&% o) = — 2 R—RAFGAUBEIC A —AA—H XL ICD A FN COBIEGNTE Fhe
miig, \

oy |449 £ 17.0141.0 £ 15.4141.3 * 19.0]37.9 & 17.8 e

AL (130) (229) (95) 23) # 23 Wit 30 HORZMPFMHEH Attempted £ [
iy | 160841125 +6.7[107 = 66105+ 6.0 =
—E | @ (230) (123) 38) BT [0 VA P —

150 = 7.2 112+ 57105 + 58] 9.3 + 4.6 N=1.295 HEBIR | T\ 2111 090
30 H S=Sa0d9 =3,774 e
S0 H (106) (182) ©3) 38) N3,
| 14.0 £ 7.2110.9 + 6.0 | 10.0 + 4.8 [ 10.0 + 4.1 ¥ ERFE (mmHg)
— (66) (113) (51) 1) N 886 2,611 80,440
RO O EE (cmd F#J+SD 79453 7.9 + 438 8.2 + 5.1

ez | 0T £0.3 [ 08£0.3 1 09F04709=06 KBRS 20 i

S A7) T (15) (208) (92) (22) 2L 53.3% (475/891) 45.1% 13.1%
i 1.4+05 | 1.6+05]19+08|21+08 — =4 (1,188/2,634) [(35,060/81,303)
——— (103) (183) (100) (33) P . 24.4% 25.7%

30 H 1.5+05 | 1.5+06 | 21*08|20+07 i 25.0% (223/891) (642/2,634) [(20,930/81,303)
— (40) (56) (23) (6) o . 27.9% 28.2%
| 4 1.5+06 | 1.9+06 | 1.9 0.7 | 1.6 £05 BE 20.0% (178/891) (736/2,634) [(22,930/81,303)
— (31) (41) (22) (5) S , ) 2.8%
S 1 . W 1.6% (14/891) |2.5% (65/2,634) (2.297/81.303)
K SUAR i & B ¥ JE Implante o . . 0.1%
(N=575) i 0.1% (1/891) | 0.1% (3/2,634) (86/81.303)
= T [(RESERUEHMAME]
. 14.9% 58.2% 55.6% 59.2% s
L (85/572) | (308/529) | (235/423) | (151/255) I RELE ) . o .
i 10.7% 22.7% 21.3% 17.6% RS 5~25°C TR, IREZEMN LA & QNS 2 BT D &,
o (61/572) | (120/529) | (90/423) | (45/255) S LR TR LS B H Y IR S0 AR A A
HT—T VKOS B B, SRS OEFT AR 528,
e 22.6% 18.0% 19.1% 19.6%
= (129/572) | (95/529) | (81/423) | (50/255) 2. B
b | e 0 1.0 S TSRS IR IR I BT 2
= | (166/572) | (5/529) (17/423) (7/255) SAYSEEE s
o 22.9% 0.2% 0.0% 0.8%
== (131/572) (1/529) (0/423) (2/255)
KBRS JE BRI
79.8% 76.7% 80.9%
ZL NA (383/480) | (299/390) | (182/225)
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PI-VAL-9018CD

[(ZBEH]

*% 1. BHT—T VKBRS B M7
(1) EXZREHE~DIRE

1) S KBRS P2\ B D4y e ik - R BR e
4 AEMICED, A5E ORI EY B OHE~DX G
I CTEDIRHI 3 7 RSB\ C AR ME S b L
5, BERA LD FTRERHEA T,

2) DIZIITDERAS, WG A BESFL 568 O REEIz I R
DEMEIZET D+ 07 B e T RIS A IHEZ TR 5+
IR E ST LT AR HOWOND LS, Bl S bl
O EepnEE e RE AT AL,

3) BHHZEALEEED b RS SHEIS R SR LD BH UM A
INDHZEDIRNTIMBERIHNEITIZE,

() B CKRENRA I ROMALIEVEIS LK 9D IE M 0 B EE K E)
WRFPIZEEAT L, OB P Z T T3 DA TE T, A
S DR YL ABE 1> TR EBTHA L I SN 18
BT ERE ~DIRE

1) —EHOREGINER—SNDETORMIL, AT Z 95 5EH]
EEEXGEUT, A RETAEZ TV ORI R
%[ R SRR AR A B SE CHUE 9B L b I, TR
[OST ETIA = A A N

(3) O KEARS SR OB LV AL K 3 DARE e o 5 R
WRFIRAEEA L, > OB TN E T D2 &N A HET, A
EIC I IR YL B 1> Tl ETH DO LI S i- I8
PEBHT BB ~D IR

1) FAGRHGEIZ Y 72> CHEH S N B R S BR A | AR D BRI B
I AR BEBE ORI TR T, RIS % [ 3 L R
HEPHA O 51 T 5L LI, BEITIE U T2 &
EHTHIL,

@) SRR B LT REDIRAE (R Fr OFBSRER 4 (e, PRS2,

XUEE DEE) L DIE RN D FPIERE S H L, 2> 24 FH T
Wiz M T I HZENTET | RMICL DGR N YL BE 1T Eo
ThF THHEHMS B MEEIT BE ~DIRIER

1) —EHOEGINER-SNDETORMIL, A Z 95 5EH]
ARG E LT, BRI 2TV O RAEARAT R
%[RRI R AR A S TS 9 &b I, TR
[OST IA e T A R N

(5G)  EHT =TI E L KIRAE (R F OBSRE R 4 (B2e,
PABA 4. UFZ OB ICKDIEMEIED FRIFEIEZ A L 22D
SBH T A T T A2 LA TE T ARSI L DIBIRD M % d
FILeoTRETHL RIS NI BE ~DIRE

1) AR&hEAd AT DREGI S EIE SR E LR 21T
VN E DOFRAE RS Fe A2 3K PR R B AR O i o8 CH AT
THEEHIC MENL U Y) R B A o2 L,

[WERFTEXEERCHEXZETOREXITEHF]
WIEIRIEESR  HAAR M= 7S 4
B A —HPR—hEH— 0120-998-167

BESEE . ANMa=v It CKE)
[Medtronic, Inc.]
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	(5) 経カテーテル的に留置した大動脈生体弁の機能不全（狭窄、閉鎖不全、又はその複合）による症候性の弁膜症を有し、かつ外科的手術を施行することができず、本品による治療が当該患者にとって最善であると判断された患者への治療
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