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—‘F% RV ﬁ”zﬁﬂ T B ‘F'i‘ £ < g 3 T FE 2 (major cardiovascular event, MACE)
FAFAP o AP S EEE R Ao R o

N | S SIS Y T MACE % % ¥
*#T ") (CB/SB)| mE (CB vs. SB) (CB vs. SB)
T P BRI 3
I3z
Ozaki % (2007) |260/261 | o ;:,; 11.8% vs. 19.6%, p=0.024 | 11.5% vs. 16.8%, p=0.082
0 0, —
Mauri % 4 (2002) |617/621| 9 i » ?;:'46@;54 io'“”p 0-75 1 13.6% vs. 15.1%, p=0.47
e | 25.2% vs. 41.5%, p=0.009
x A =2 " ’ -
Tzumi % 4 (2001) | 120/ 128] 1 (% 90 <)

Tang % * (2014) 54/38 | 6 3 " - 1.9% vs. 2.6%

TSI TN

Schliter % 4 (2005)| 49/51 | 8 B * | 29.5% vs. 26.1%, p=0.82 | 8.2% vs. 15.7%, p=0.36

s S = 18% vs. 43% p—<0.001
£ A ’ -
Chen # 4 (2002) 38 /31 57 i 1 (%651 %)

Montorsi % £ 25 /95 T -
(2003) 6" | (Aptgdo g b 12.5% vs. 40%, p<0.05)
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BB |34 20% | 8,120 BT 9,040 % | 195 BE-T 2.17 B E |1.57 BB 1.76 R
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e P 30% [ 3,370 B % 4,400 B | 0.81 2T 1.06 BB [0.68 HELT 0.90 RE
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&3 AT 7480 B3 9,010 % | 1.80 BE:-% 2.16 B |1.49 2D 1.82 BE:
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51(2021 ACC/AHA/SCAI Guideline for Coronary Artery Revascularization) ¥t Bc €
BT 2 s FaER([1] > @& “fﬁtr(rotatlonal atherectomy) i& {7 T@ B
/(plaque modification) ¥ § #xenc L 4 » i AR 5 “ﬁv‘. K “fﬁ‘w* b 3F
4 Jg & * fuig % i (orbital atherectomy) ~ 7 & F 3 ~ sk w F & A (laser
angioplasty) 2 % & *% £ % jir(intracoronary lithotripsy) = 4p 31 4% % Mg 18 ¥4 PR 2% %
% Bpom g ",ﬁ%ﬁr?}ﬁ WA R R AR EE o F LT L P8
B A Fedpile WE AR UG ROPEEG AR T A (ostial lesion) & 3
% A e % (in-stent restenosis, ISR ) 4p i AR v BRFHEAFEIFLFR I E
BRI B ORI L - BB SRR FIT AT SHRE
BoR BRI o o % B ALE R ek A B L o PR IRE ISR
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Gyt N g FE'%},% Ao 2F Alfonso & 4 2022 E 3 £ 3N EN A~ Jo R T 2
LML R (2] 2 MG IR L #F % £ § 3k (drug-coated balloon, DCB) £ # %
% 28 (drug-eluting stent, DES) ¥ £ ZE N B PR R S S s > 58 > R > adEp i
W%%”WWDG3 DES & > 5 p5 3§ & 2o B s 7 dp i g B In ¢ R
Bk Ey o FHEF L F P T4 (intravascular brachytherapy) ~ & &
”%W\igmm%ﬁio#agﬁﬁﬁﬁﬁﬁgﬁwf””ﬁkm7u 3| pa
%’ﬁ%ﬁﬁiﬁﬁﬁ&i(ﬁi%ﬁ%i#w@w%@u%4¢m7 & AT %
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F— P ASER NG FRE L F R F RE A RN RR

FIREE A B
- 43 p o 32,000 ~
ﬁis?lyli‘l p i 157,000 ~
P | p % 146,000 =
o 33 B % 116,000 & (37 5 % 26,680 =)
L) p % 95,000 ~
£ F el ) p % 173,000 ~
Tt FE
PR 2R A
2. #
AL AR HIRA # 77 FEGRFREHGRFEN] FHY 2 2258
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3. Ld W

AR 2 Ao B PHARMAC #F 7 & ZEPE I‘mpﬁ F B4t % i i H (hospital medical
devices schedule) [6] » 7 H @ /i » w35 (interventional cardlology) Faé g
AEREH NG5 Tﬁ % ¥ (Wolverine cutting balloon ) | ; 1335:% 75 H 7 oA %
FH AR E > F s ¢ (balloon catheters) © 7 2§ sk ¥ ¥ (cutting balloons ) =t

AR RS 22500 ~ (HFT SR 47,525 )0 @ (8 xe— An L oiE R B 2ol
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ALV RBFREE Y R EF R Ed (drugeluting balloon catheter) =t 4 #f 2

B 5 % 895 & 1,000 &

(

) R+

=

fu

B e
1. x5
AR 4 * 3t 3F Cochrane/PubMed/Embase 7 + FALE 22 2 j2 P 407 ¢
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Comparator b BT ek (B - S RERF IR EF)
Outcome * R

“E ¥ ¥ B & % (randomized controlled trial) ~ ki it ¥ g v iF

Study design
y aesig (systematic review) ~ 3L & 4 7 (meta-analysis) T

*conventional or standard balloon -
TEIIFALKITZ PICOS AFEAM f"rﬂf IURE S g

t3H T&&HF‘@P (¢
FREREHRFY) é“ﬁv#ﬂ“‘?%‘/ﬁ%?% 234 EFR

i e+ it PICOS » i% 1% Cochrane/PubMed/Embase % < }%%?‘%’i}i » 3 2023 & 1
" 17 p 2k > 4 Tcutting balloon | % B 42 3 12 (7505 - JOF {od 3 L' o

2. HoE 5

ARLWETF FTHE > BE L #M4EF > > Cochrane Library I A & & iz # -
¥ Cochrane Review ; ** PubMed &2 Embase 4 %] & j& 80 £ £2 56 & Tl Gir 4 2 1F*J<
HALfodp & B 7 iE ’#E“,%Ei:ivﬁ CAREARZAIMEY BRR AT R B
W% 2 24k S EHE @’f']“*%"#ﬁ” RIS im0 e B R
iR uf?Tﬁi»%\?ﬁ‘vf% Foob 3 OF L AR o ~F\#F—E—'—%Jﬁ’i‘f};ﬁ/‘ , Lbﬁ;{ka%lj,‘:’
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(1) s e 8 9 1 oy 0

A. Impact of Cutting Balloon Angioplasty (CBA) Prior to Bare Metal Stenting on

Lpldrl EEH A5 E A FARFRE LS Rp LS Rl R E Rk F E R A p) o
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Restenosis (Ozaki & * ) [7]
@ p e

#wﬁ%ﬁ‘%ﬁam‘zﬂuﬁﬁ%#%&“’*ﬁﬂ@%“%ﬁﬁmﬂﬁ
}?:]’-lm}?:’/\ ’Lbﬁ,@fé’ﬂ'*}'}_l/ TJ{%? —_BT“_:F Tt%?#gﬁo m;;-‘}:o

(b) s ¢ %2 4

é%ﬁﬁ5ﬂwpﬁﬁﬂv#%”W%%”“ﬁ*’ﬁﬂ’%ow% BB Ak
EHAFTRH 2 F R EF 201 'ﬁ'/[;a LBk g BAETRY - BFREy?
LR TRA B A T F B SR e IR g e P RS B 4 bR B2
L REI s 2L S A JEES ’E—mfﬁi AL G A ) 6 38% ~ 42% ~ 20% o
W £ B RS 63 Bl HOR S 124 s (AHA/ACC lesion class) 36 & 4 5
T AV Bl AR B e S o A (2B 60% ) P A AR 39 A e b (type
B2 Cle mFAR NI >R eFR* chg 3R [ Apin> R A F 3R * gIER

PREFR
(€) F redp it %

FiET 69 B P i BEE R g F rj:;g;? G 2 Tﬁ%%;"g A G F 278 4
¥ 225 4 Ak % n § 28 (quantitative coronary angiography, QCA) A A
Qfl,%i‘it:}%’f%— TEREERE  FAS LAY R L ?Z* 250% > *7 & Tji;g;? g
ARG A IR F MO - A ﬁ%?@’>m¢w¢1M%¢MM%@i@m
% (p=0.024) -

Y- 51 RFoedptRks R ik % & F W f £2& (target lesion revascularization,
TLR) e A v b s BRA M fo - E R - o 2 G EF g2 Rpid e § 2
oA IR RO A R e s w AN 9.6% 153%F 2 RpHE b F £
(p=0.048) -

.'At <

B Focdgthd vk F 7 LF # (major cardiovascular event, MACE ) *# 4 5
B REF e - R F R E R e ERY P EFLE (p=0.082) 3 B4 D
B A BIA B S 11.5%2 16.8% o

R

2 R o 521 R éﬁ-? i~ g A ¢ 279 2(54%) i * s 42 Bk (Intravascular Ultrasound,
IVUS) » 242 i+(46%) ¢ * s ¥ ##*(angiographic) ; =/ & * IVUS & & ¢ #F 'rﬁ;,;; AL BAR L e
3 ki ¥R B»H\;gq WG B AT AR R MEEMLE) Rl AR KA ¢ (B)
B(Oh%» #¢ BT EAEBI#B2IAZ Bl B2ty - B2 2 C@,%w:w@u .
4 MACE L%z 3 I & 14 4 % 4> % (subacute stent thrombosis, SAT) ~ %6 8P & 2 ¥ % (late stent thrombosis,
LST) ~ CQAAE QAL E  RBUFRE L FES -

8/28



111SMD11008_0 000000000 DO0000O

Ed]

(d)

TJH—

CHFRERHEREAFA - R HEFHEELRG TR DE RS R
W R R g R Ak b e

B. Cutting Balloon Angioplasty for the Prevention of Restenosis: Results of the Cutting
Balloon Global Randomized Trial (Mauri % % ) [8]

(a) B o

FUH A3 5w P R REER K A S R Rk B IR R o s 4 o
W R R F R E A - G ER AR e e gtk o

(b) 7 4 g gl

BEP25KT TSKRE R 'ﬁ%}%ﬁﬂ‘ﬁfﬂﬁvﬁj"\i > ¥ fﬁﬁ'&lﬂ%% B <20 mm -~
A ENF KRB IRE 222 mm 2 s 4 & 1,245 0 B P 5 1238 s A g o
617 hE A T 7 R F IR EF 2 621 P s i - BFHEd e wF LA
vOE g BRI A AR A b e R R
IR e R RS TRl AR S R E - F R LE Y )
S T ORI 0 A e § B 4 o BT e AHAJACC s ih s 3t i
e (type B2 & C) -

OF ETEFY A %2

_L-Q/%“Iifﬁ’]‘%l—"‘ BrEBDEFLEEE (&5 EE>S50%) m},}‘i AL Bl A
U FTREE - FRE RS 314%304% > R RAF I HEFLE
(p=0.75) »

TERpoRAp e 9 B EHIE > RHULFTEL R gL (target lesion
revascularization, TLR)mf?a AL G B F R - A F IR e B 5 12% -
15% > eFalEFL L (p=0.11) &Rnm > f—;rg,uﬁ)% et 9 B iwpfg )
BT d, 5% % W § £ (target vessel revascularization > AP R #ARER
FEFE R FEE) Fp A BB EEA TR A - RF R e 2Rk
FHlehs #7278 Rh F St P AFRE (88.5% vs. 84.6%, log-rank
p=0.04) - B - HX BRI AR A B EHIF > F 2 I F s AL B
BFRES mapt - S F S m AP EFRF (4.7%vs. 2.4%, p=0.03) -

CR %z%ﬂ*im*ééT’L?%E%ﬁhb’ﬁ%?Bw”—%$¢%

B3 M F R Dk ¢ 9% /2 (minimal lumen diameter ) £ &«p F Rk A AR T TR
% & (residual diameter stenosis i H?_alr“$ FE g ehg St b B F YR E 4 12.05 mm
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AR A FER A% o
FRPHEFRERLA 2 TAH
vs. 2.13 mm, p=0.01 ; 242 Sk F F 1 29% vs. 27%, p=0.01 ) ; #Am > >TEEEF 6 B
PR L FEVERE PRI L B AR A B AR (B BARE A 163
mm vs. 1.65 mm, p=0.44 ; ® &R F F 1 42% vs. 42%, p=0.99 ) o B s F pedp T 30 %
R OB EHIE EA e §3 2T E (MACE) "8 2 S5 2 f sk 3 e
- F R e P (30 2P 3.7% vs.2.7%, p=0.34 ;9 B ¢ 1 13.6% vs. 15.1%,
p=0.47)° % 23> > 2| F 3 EH oG BF T I F 2 5 (0.8% vs. 0%, p=0.03) ¢

PEE R ARSI R R A 0 Y AT B A - R
EXET L RIE S P

C. Final results of the CAPAS trial (Izumi % % ) [9]
@ p e

PIvH - B SR A R yﬁﬂ@%%%#%%m%@
Wi Ao R R CEFHREFA - AFREF LT IR L LR L TRA
R

(b) s ¢ %2 4

ﬁ%%»w%%4%+%#%m(@%@ﬁi%ﬁﬁ@0an\%&%&%&

& AHA/ACC 4 /5t type B & C sfags 4 £ 232 (248 1B 54 4218 60%f type B2

2 C) B 120 Bl iEs A R R B F IR EE 128 Mo iR s T R ¥

—HFREE oS R EARESEEL § %3 TP i AR hoah g

2ol AT RLELATRE KL P FM FAF L R B LA
Eeg S ARLE I B 8 fh A v B L e = ) IV

(C) e rdp iy %

3R Frordp Bt B 00 A F A LR (TR R IRE>50%) it b 2 B 3%
Frplof - BFREgem39% dag2d it isn i 252%41.5% 2FLRd
BB F (p=0.009) ¢ k5 24 gt 30 i 57;‘5*}!”‘7”“? R *’E%i‘}ﬁ@% ’
E¥F R R F B E<225 mm sk PRI F Y Bk B ET e

P REFRMNGOEFEESF A F (24.2% vs. 49.2%, p=0.003 ) ; 4-¥+ 3 }}% S Ra *g IR
2025 mm s SHFREE e - SR EF PRI EEEL FRAVHTL
B (26.7%vs. 33.3%, p=0.472) o & AHA/ACC A 52 = %3 A 45857 » 44 type Bl
ik B F IR e - R ey R )‘E’%mpfg Wt Gl w5 11.1%0~33.3%

P MACE R ¢ #7577 ~ Qikoo TR ~ F A SE £ RpLfg & E bt L2
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P B = A -ﬁ%g HE&P
Ry
(p=0.023) 5 £-$f type B2 it > & i 2 F [LF dopsdit 64 B 5 25.5% - 43.6%
(p=0.057); 4*4f type C b » @ &3 2 L fo g dhap b st 64 ] 5 42.9% ~ 48.1%
(p=0.694) -

TR FJoredp b gl #2 g @ T i|( event-free survival» & 353 2 7= -
SR B RBRYEE LR 3B P RpE G R R F R ) v ¥
Bt - AL F TR s O EF R (61.0% vs. 72.8%, p=0.047) -

His Tk Ap M oRoocdp it o HHL] EHF > A FREF g - R F R E
%?B},%':}rﬁ’«‘*-ﬂﬁ-npkn.?ﬁ'ﬁ‘m}?a’\P“'Lvlﬁéu'ﬂ (221%Vs 33.9%, p=0.049) ~ F s F
FEE L F i gn 4t Bld L (24.8% vs. 36.4%, p=0.050) -

(d) &

B3R L B R G 2 ) s A o R B R A
CF SRR L TR ok -

D. Cutting-balloon angioplasty before drug-eluting stent implantation for the treatment of
severely calcified coronary lesions (Tang % 4 ) [10]
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N I e % (CBvs.SB)
s & o [
Ozaki % * CB : 260 < | = 15 1.2 1% 5}},_’ B 1. 11.8% vs. 19.6%
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(2007) SB : 261 £ 69 i * ., 3
3.~ 1 &R T Wi EEF 3. 9.6% vs. 15.3%
1.6 " BpRFELEEF 4 X 1. 31.4% vs. 30.4%
2.9 % % HRF }'\?Iﬁi WE EEF |12, 12%vs. 15%
Mauri % A CB : 617 * 0 & 1 3.9 % H R R o 'g 7 2 £ £|3. 88.5% vs. 84.6%
) A
(2002) SB : 621 £ &
4.9 P HRECIVAL EF 4 X |4 4.7% vs. 2.4%
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1. % 90 = e 4 & 1. 25.2% vs. 41.5%
Izumi % < CB : 120 * | & 2. i BE ] Fz2 mE Ti:[};—j A L ,’;,1]*2. 61.0% vs. 72.8%
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A. Angiographic and clinical outcomes at 8 months of cutting balloon angioplasty and

beta-brachytherapy for native vessel in-stent restenosis (BETACUT): results from a
@ p e

stopped randomized controlled trial ( Schliiter & 4 ) [12]
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B. Randomized trial of conventional balloon angioplasty versus cutting balloon for

in-stent restenosis. Acute and 24-hour angiographic and intravascular ultrasound
changes and long-term follow-up ( Montorsi % * ) [13]
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C. Cutting balloon angioplasty for treatment of coronary in-stent restenosis: immediate
results and 6-months outcomes (Chen % % ) [14]
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