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D AD Cpaxy Thax AUC MENZIL L4 Fﬁ:\ 1.3 {%\
LefEICHML, vl ARiE, PLFTEL
NZZEORBHTHDT AT T LIV TFTE
AR RTFARAF NI NLFTELADNTNOIHY
I LB RIS o T,

v a A | fEEEREE 24 Fllc, 2 FEOY Y AR N
R FlEHNT, vr/rARY v Eva ) AROH]E
Behic X 2RWEEOMAEERZFH~Z, v al
LAAZEMCTRAZG L-HAORR & i L
LA 7 aRRY L 300mg VT METF
BTN EHERE 4 BRI%IZ 2 Y AR 10mng
EROKE5T 5L, v AZADEYE AUC 13 33
~80%. ¥ Cpax 1T 33~58%. BFAICXZ v#nL
Too ¥R U LRI E LT 2o Tz,
2 AR Y O AUC & Tt Cpax (2 b BT
ot

{ats ABFAE 33 fillc, o 1 U A A bmg & B G
HHWNEL 7 B ZRY > 300mg (YT FETF
K 7EN) Feho 2 RefETR O 2 REf RIS
L., 7 B XA —"—THRE 5L 2MAEER%
PRI, v ARY S 2 BRI R U A
2 EPRG LT2BA D Chay & AUC X, 1 U A RHE
MBEGOEE LR TH -7, L, 2 Bfil#
WG LTEBADY B ) AAD Cpay & AUC 1, &
1 U AAHMBEEOBED 126%% Y 141% T -
770

TV 2n | fdEEREE 24 I, vu ) AAROEK 2mg/ B
v A vy | RO=FransBr) aa~vA v ogER (=)
2mwA 3l LT 800mg & 8 W) % RN
HL7-W, EwERETOYr Y ARz 20~
A OEYFERRIHRICHEBREENRD S
Nize v U AAD Cpax L VAUC 1T, Z N 4.4
B, RO 4.2 fEITHEIN L, Toax 13 0. 4 BERIER
L7z, =V A=A 20D Chay XMOVAUC 1F, T
AL 6%, KON L7 fEISHEIN L Thax 1 0. 3 FF

RIfER L7,
NRZ NI | @ ERE 26 Fllc, v u U ARFROHK 2mg/
L KO, RT3 )1 180mg (12 HifEf) % [RIFFS-

L7, EFIREETHY 0 Y LA LTI LD
EWFHRIHRICAERREENRD LN, v
U 2 AD Toax (AFTZEALDN 23> T2 8 Cpax J2 OVAUC
L, FNEN 2.3 650 KON 2.2 L7z,
NRFT NI NVD Cpax LOVAUC 1E, & HIT 1.5 F5ITHE
MU, Toax (3 1. 2 WEREETRE L7,
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AEOM | L TFOEANL, BO#Fh Lizve U A 0L
iz &9 | CERMICA B R EYBIEMHEAERANBE S
WCOFRT | edotz, al AR E D OEANIHEE
REZ2EEA | REIE TR T 2 2N TE D,
Tvruen, DAk, SIUNUT T IR,
=7, JAVF AR/ F =)L A R
SO —, L R=yar, ALT7 A NFH
V= )V/ M) AZTY A
T | LTFOHEYIL, >u ) AAOMPiERE L2 ER S8
YA | DBENRH D,
EH ANV T LT FARER] =V =
NUE
CHEER 7 b= =, Taf Y —)L,
A FFary—i
a7 RRIUEWE . 7 7V Aa~v A,
Vagwfiy
- HALEEBRIT A U KL AR R
77K
CFEOMOEY)  TaTE I ) TF VATV
B =, FAFS5)— HIV FaF7—
PHEHR (U FFEL, A PFEL, BFT)
B, RIT 4 FELE)
LT OEANL, > a  AZADMPREZKT S8
LDBENRD D,
CHTAUDAH IR 7= /8L E
H—)L Tx= kA
U ERNEMHEEROD 2B ETE NI b
TiEAR,
sL—7 | L —F TN —Y T2 — AL CYP3M IC L Do
TZN—=> | UV AZOREEMGEIT DB ENRHD,
Ja—R
A3y |43 U4 XY YT (Hypericum perforatum)
A FX VU | X, CYP3A4 & P-PE/-AH (P-gp) ZFHET D,
VuEA | m U ARIFCYP3AL & P-gp DEETH DD,
i AKLEHELZBREN LI VF XY VTR
BRT L. val) AAOMPEENMETT5E
Thib b,
BT 7T | AN, PRBRE ISR D ROG I REE A &
Vg FTBTnndsd, LizRnoT, RinlERL, H

LR O WL TR O A MK L 72 5 A
BEMER S B, EU 7 F o O FITRET 5 & TH
5, BT F T, BB, BIoSA M, AE,
FEARY A, BCG, BN, K, TY2la 77 A%
B DHN. ZHUTBRD 2,

Varyr ez R Vary o patt
Cypher Select+A7 > b IRFIICHE (B 500D L0k




3. RAG - AHHER

KEOERHEN, AT D L9 o RBE - AEERNFEET DA

BEMER®H D, LU TIZREEINS HOTIER,

) BERAREE

(1) 27> M

(2) 27 MR

(3) AT v MO,/ Wi HEh

4) AT MEERR

(5) HTF—F N v 7 hOWEL

6) NN—rDTSF ¥ —NIEH—L

(T) BT —TIVEAIC X D %R

(8) HT—T NAKERHE

2) TOMORESL

(1) FHZEERBE L3I O AR

(2) AT MERERE

(38) AT ¥ FhOMERE~DEERNE

(4) N— U PEERE

(5) 7S— VIUEAR B

3) ERARAERS

(1) 38

(2) D 5 S S 0D 5 1.

(3) EERDANEEHZE

(4) 159 L= M5 oz

5) DFEMETa v

(6) FRLME

(1) LEVRF—F

(8) FEBNIR SLIZ K BENIRD ZEFL X I X AZEfE

(9) LEEAL

(10) AT

(1) Do S AT

(12) BYIREETERR

(13) LyEEMEH

(14) Dr=RH0E)

(15) Lo EHAE

(16) A7 > b MAefiE X IXFAZE

a7 5 >l R4e

(18) Ak A

(19) MELRSREAR 4

(20) {ABhRNE

(21) BYE R R

(22) 1% RE N I A

(23) I 55 fr e

(24) M EREH T2

(25) FpRAE

(26) Ifnte X IXpAZ%E

(27) I

(28) FAHHE MM

(29) KAHZEAR (Z25, M7 7V ifAe)

(30) ZKi#pehy (BMZEFR) 3L @I (TTA) e dig

(31) KRERAPREIE

(32) FAYMpIEIEE

(33) M@ S I3 D ALE Z M FE & 3B HIfL

(34) IERZAI. B/ MRIE, PrEEESE I AT > N EAMEHI 3t

T BT LIV — s

(35) FHIEMEMIZ

1) TOMOFEFS

(1) AR

(2) ZHJHALOD i i

(3) KM,/ & i E

(4)  ZEJLERAL HH i,

5) vm Y AR (BRAHE) ICLVUTOX ) RAEESNHE
ETHAREERDH D, H LU TIZRESND O TR
N,

(1) JFHsremA Ry

(2)

(3)

4) T

(5) B2 L AT o —/VIE

6) TFH7 4 FF =/ TF7 47X —EEETe

B BUE

(N &Y ZY %Y FE

(8) &4V 7 AiffE

(9) JRYYE

(10) PP R

(11) AmERBAE

(12) U > /_fEZ Ofth o> AR

(13) 1/ RIS iE

A4, W, pER . PEELAE KR OV S~
1) 18 sl D /N33 5 AT DA gtk & OV M 1A
RENTWR,
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2) R SUTIER A HE LTV D BRE (BIHER O x5 &
U 723 )72 Feisesel BEERBR 1T I STy, RS OB &R
R T IR A BAG U, WL 12 MRSk 2 2 &
PRI, REOBREMNRY 27 % FEA5EE50DERT 5
ZE,

5. it

1) BEOEFFORY = — ZF ©~OIRETRIT, BEIShb
T b E ATy MRICE#EEREL TN S,

[EERHGE]
Ak TAvm el 2A2EHEaeF ) —2AF7 2V h AT A
(FGERFE = - 23000BZX00014000) | (LT Am] ) O%HkLT
Y, FTINRV =T —TNELR L, EHIRY ~— AR E
F 2B L TWD, ARELOBERA AL 2T A v Dl
REMNSE LD 2 LD, AETIEA Y 2 OFREHRE OEE
ZLLFIZRT,
L A, ZeMERGET 2 2RI T e AT T 4T T
& MM (BIOFLOW-1V)
AARZ G 46 ERAEE CRlBRA 2 L, 579 Bz Bkl 7-,
fEHAT v b YA XL, A7 bE 9mm~30mm, AT > &
2. 5mm~3. 5mm T > 7=,
ARRERIZIB DT LUTF O & 38 0 DAPT #Iff & #LE LS L7,
© T AEY IR O Mk G- & HELE
c ATV MNEER, KK 6 AT v VU R A E
WA 1T 5 (A AROEEEEICS O CTE, B Y 227 23& <
RURBRE TR 12 2 A %545 = & 2 H#E%)

1) FEFMIEE (Target Vessel Failure; TVF)
BIOFLOW-1V #BRD LFFAMEH CTh D11tk 12 2°A TVF 3§
EROERER 1 ITRT,

A O xRS (Xience) (TR T DI LR RINT

(p=0. 0003),
# 1 EEHMBIEA : i 12 A O TVF 5843 (PPS)
e A Xience | ZEDSHEEM | IELVERES
TVF 5. 0% 6.7% -1.71% 0. 0003
(Univ. *!)
TVF 3.5% 3.6% -0. 14% 0. 0002
(Ext. *?)

*#1 ' Universal definition of myocardial infarction

*2 : Extended historical definition of myocardial infarction

5 =6.0%

TVF : ARAOIILE R4, BRIRAYICLEE/ (Clinical ly—driven) 4™
T ORI FIMATEEAN (TVR) . A0 A& (2 BEE L 7= Q %
LI QWD LHREZE, B2 CABG F 7213 LIHEE

2) BIREHIETE H
BIGHHIEH 0 5 B, ERLOZK 2 (IR T, FilfiEH I
BV TARM LSRRI bR o T,

F 2 ERBIRIHMTER : 7% 12 20 @ clinical events

FEATIZE H E N Xience p
[ifl 95%C1] | [l 95%C1]
LESE (%) 0-0 0-5 0. 3293
[0.0, 0.0] 0.1, 3.8] )
VT 3.4 3.2
(Univ. *) (%) | [2.0, 5.8] (1.4, 6.9] 0.9019
TV 1.6 0.5
(Ext. *) (%) [0.7, 3.4] (0.1, 3.7] 0.2920
2.1 1.8
TLR(%) (0.8, 5.3] (0.2, 11.8] 0. 2751
TLF 4.2 5.4
(Univ. ) (%) | [2.4, 7.4] [2.5, 11.8] 0. 7461
TLF 2.6 2.8
(Bxt. ) (%) | [1.2, 5.7] [0.8, 10.3] 0. 6634
3.7 3.3
TVR(%) [2.0, 6.9] [1.1, 10.2] 0. 4704
ATV S IARSE 0.8 0.0
(%) (0.3, 2.4] [0.0, 0.0] 0. 5544

*#1: Universal definition of myocardial infarction

*2 : Extended historical definition of myocardial infarction
TV-MI ;AR B L 72 D I8

TLR : FEAYJPIZE P ML T 7Rl

TLF : A4

TVR : AR i P AT P Al



BB TG (I Y 2 27 A3 < 22 WA ClddRiK 12 2B
M4 5% 2 & 2 H5%)

1) FEEHMIEE (Target Lesion Failure : TLF)

BIOFLOW-V #RER D EEFHIE B Th D% 12 2>H % O TLF (L
fifBE., BRI B L7 Q ¥ & IR Q D MT, K OMEIRAIZ &4
WL SN2 TLR) OfERA2FE 6 1TRT, AdhO% B
HIELMN R ENTZ,

2. SEpEhRERER (v NEMEREY 7 A X T 1)
AFIZBNT, ALZ-E LEBEOY e U A ADIMEPE)6E
RT A =R 3R, FEMIR PRI E S 1 R E
TIRAEIZE L7, Be/mIiciidb L, BiE#% 3 A T2l f
3 FINE R FRRE (0.080 ng/mL) A& 727,

#3 Yol AAOMETERE T A —X

H& Cmax AUCo- AUCq-co
(ng (ng/mL) (ng-h/mL) | (ng-h/mL) 6 EZFHMBIEE : BIOFLOW-V fii#4 12 »>H @ TLF : BEEL R AV fRAT
S fE 124 0.5337 15.07 27.11 FEE (I17)
YR 32 0. 2443 6. 52 10. 44 B AR il Xience EXES TRER D7
%CV 25.79 45. 76 43. 28 38. 50 THEH | (884 #) (450 i) (1,334 f5) | L] 95%CI]
/Ml 93 0. 2690 3.89 10. 13 TLF 6.24 9.60 7.38 —3.66
N 193 1. 368 34.38 51.63 (%) | (52/833) | (41/427) (93/1260) | [-6.84,-0. 29]
. vr ) b AR DEFE|  0.12 0.71 0.32 -0.59
(%) (1/831) (3/425) (4/1256) [-1.94,0. 14]
3. B, HEMERGET 22 MRER TR AR T 4T T MT*! 4.69 8.25 5.90 -3.56
2 Lk befsikER  (BIOFLOW-11) %) | (39/831) (35/424) (74/1255) | [-6.82,-0.76]
RN IS % 24 [EFARES Calli & 920t L, 458 B & Bk L7z, TLR*2| 2,04 2.37 2.15 -0. 33
RRERIZBWTUL LLT O & 380 DAPT B & Bl L SEhE L7, ) | (17/832) (10/422) (27/1254) | [-2.41,1.29]
© T AEY TR S KL YRR N G 2 S AR |2 BT L7 MT
c ATV MEER, WK 6 AT v v RS LOLERERE R 2 EEPRAICLEE 7R D
el d 7 et
i B [RE F R OEHE %]
D EEFHMEEE (9 22HBLE R oEBE LR (LLL)) 1 R s

BIOFLOW-TT #RERD EZFEAGIEE Th D114 9 A B OB IR
OFERZER 4 1T, REDOXREIICKIT BIEHM (o<
0.0001) 2SR&ENT-, *

1) EH BEEEBET T 15CHE 25°COEME LIS CHRET S
&, ZE L, EEIRICIE 10°CHh S 40°CE TOREIE & hE
LT 5,

4 EEFRER - % 9 22 H o LLL (PPS) 0. ATENHRRY - 8 oo AR

9 AW | ASER [N 95%CT] | Xience[Miffll 95%CT] IR - 2 4
SEH+SD 0.09+0. 29 0.11+0.27
(0. 05-0. 13] [0.06-0. 15]
L §= 0. 16mm

2) BIREHEE H
RIREHIEE O 9 b, b DEF 5 (TR, FFHEHE 2R
VVTARSL & XSS I BIIRED b e o 7,

5 ERRIREHMEIEE : itk 12 22H @ clinical events

= N Xience
FEATG TR 3 3
HIPRE ) g osoect] | mmosoct] | P
o 0.7 0.7
CIBSE (%) 0.2, 2.77 | [0.1, 5.2] 0. 9844
TV-MI 2.7 2.6 0. 9656
(Univ. ™) (%) | [1.4, 5.3] [1.0, 6.8] )
TV-MI 1.0 1.3 0. 7605
(Ext. ™) (%) [0.3, 3.1] (0.3, 5.1] ’
3.5 4.7
TLR (%) (1.9, 6.3] (2.3, 9.6] 0.5317
TLF 6.5 8.0 0. 5700
(Univ. *) (%) | [4.2, 10.0] | [4.6, 13.7] )
TLF 4.8 6.7 0. 4161
(Ext. *) (%) [2.9, 8.0] [3.7, 12.2] )
6.6 6.7
TVR (%) 42 10.1] | 3.7, 12.1] 0. 9868
AT b ARSE 0.0 0.0
(%) [0.0, 0.0] [0.0, 0.0] 1.0000

[BUERRFEEE R OUESEE O RA UL FHE]
RERFEEE T N F hu=v s Uy SRSt

*L: Universal definition of myocardial infarction

*2: Extended historical definition of myocardial infarction

TV-MI : BRI (2 B U 7o O A I

TLR : BRAYFRZS T AT AT URET :
m ¥

TLE : FRAIRZAS AR 42

TVR : AR I A8 P AT R A AfT

NAF br=vys T—/4—(BIOTRONIK AG)
A A ATEF

2> BIOTRONIK

excellence for life

4. AR, BEMERGET A SRR T m AT T 4T T
2 Db iERER  (BIOFLOW-V)
KEROBMNIZI T2 90 EREBECTHREBRA FEiE L. 1, 334 4
EREGER LT, EHAT Y A XiE, A7 2 MK 9mm~40mm,
AT MME 2. 25mm~4. Omm CT&H > 7=,
RRBRIZBWTIL LLTF O & 30 DAPT #ff &2 BLE U SEHE L 7=,
« T A Y TR Ok -

c ATV MEER, KK 6 MARMIZTFE v VU REA A
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