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% 5. (Efient F.C.Tablets
3.75mg / 5mg)

F R RS

ERA O 2ARBRREACHT-FLLT | TR
BELH Efient F.C.Tablets 3.75mg / S Prasugrel
5mg Hydrocholoride
ERH CEF-ZERRFINF
FRFTVEET R CEF-ZERRF P
AR L Y Efient F.C.Tablets 3.75mg / 5mg
38 B FT i g | Efient v 3 & n—r,Mv»f o~ sk (PCI)ehik 15 85 0%
i3 (ACS : # £ %4« i [UA] ~ 25 ST B < 2wl
[NSTEMIJ2 ST i + < 2 . 3o & [STEMI])
EHRERLH 2 | Efient ¥ T & SR $ 0% 4~ s (PCI) ek Bk 8 5% 5
B 22 (ACS ; 7 £ 24w @ [UA] ~ 22 ST Bt 2 2w &
[NSTEMI] ST g+ 2 2w 2 [STEMI))
EFRE RS EE =
(13 >

e B Efient 42 4% & (loading dose) & H =t ¢ * 20mg v PRAH & - 4§
fsenaF A E P = p - = 3.75mg v PRAE o

ERE LT RR LRI RTRTEE

BLA|RTRTE (IR AIRTRTE

iRl 2Ry it WMakSAs (7)) EREHES

R AR e (7 » #5 &5 AR £ 7 pACR RS

FR BRI R

BERP

- FYRIAFLLBOIAEEFGELLEAAED 2 L HERE S FELE ATC A
B RE DRV REKRE TR REER S ERY R Y &5 5 ticagrelor

(BO1AC24) ~ clopidogrel (BOLACO04) 2 H 45 = :TW(CIopldogreI/Acetylsal|cyI|c acid »

CoPlavix [BO1AC30]); # #
S AERFRPHGER EH2

» A &2 clopidogrel & B £t fid sk o

USSP SR S
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| S¥)

R 2 (AR ):
Prasugrel 20/3.75mg 2 clopidogrel z_ & # 't #3¢%

PRASFIT-ACS % % Shigeru Saito % + ** 2014 & % £ >* Circulation Journal z_ p
AP s B BRI R STy 1,363 4 0 3 & fondpik s Bk
o g L F ¥ (major adverse cardiovascular events » MACE)# # & » &< 24
¥ 5% o clopidogrel % prasugrel % # MACE * F 4 w5 11.8% % 9.4% > risk
reduction % 23% - hazard ratio = 0.77 » 95% Cl % 0.56 & 1.07 -

Mo i\‘fi#ﬁﬁ;- P T RER RS- X BEREAERN 0 g4 2t CABG APl 2 BE
v ¥ 25 g4 & L 4piu(prasugrel 1.9% vs. clopidogrel 2.2%) » hazard ratio 5 0.82
95% Cl % 0392 173 e T2 2 2 d g F 244 % prasugrel ¥
% >t clopidogrel » #Fm i % 4op v £ 7 o

%%’?ﬁfﬁij‘—_’_i - R e xa ’E‘f} =S
® AL F -

\\\?{r

¥ o

ERFLATARDEP EF gAY

A E 101 & 6 7 - CADTH iu 5 i £ A7 2 42 ¢ - clopidogrel 0§ 7 %
© ¥ 2% > i¢ 7 clopidogrel # p % % d $2.63 4c % *E 1 $0.66 4 0§ KEF L E D
Fpypor 4L 445 ACS chup 4 o prasugrel e - g R 4 F TR 4 &
(QALY) éruhiif & & 33 40 T $21,546 4c % » > ST + 2 4|w st £ (STEMI)
ok g, H ¢i\g xR 5 $10,212 4o % o

R B L g £ ﬁ g ( Pharmaceutical Benefits Advisory Committee » PBAC )
32009 &£ 7 % ihg REH L*’i;v]:cg\ Prasugrel 5 5. - 10 % 5 crga ] > "4
aspirin & # & g mk;f»ﬁvﬂf fior kg s e (Il ER 3 AR
RO AR D TR RS 5 A AR 7 ¢ o prasugrel 4p #i>t clopidogrel -
MR IS B > LR - Hon g Lo R/ b ¥ R0 F iR S
RIE im0 20 $15,000 JBH o A F Y 40 £ enSRE G B P o prasugrel 4p it
clopidogrel s g h L Blio R A (1TT population) 2 H & 7 fr s 4 %3 H 5
- SRR EETRE 4 &E (QALY) Hiisf & A1 3 i3 -5 22 $15,000 ;£ % -

# B NICE == B 103 & 7 * % # o NICE H - § 3= 45 51(technology appraisal
guidance 317 ) » 2= 3% prasugrel 10 = 5. & * aspirin >t H + 3 2F ¥ PN - (F 5 # 30T
B R BRI ehE A s A TR B R R L R P infE
W2 - oo Eﬁ?é’i’t'i‘ - f;m\ SRR 57 A HA 0 % - [FEH B TRITON-TIMI
KT 5 - PR RRERERE A AT ARG R 40 £ o
NICE #$ 3%k £ # gﬁw&; feens A2 F B EM ST RE Y A aww iyl &
(STEMID) * fe R /mm ¢ B 5 H4e— QALY ehic it 5 5 £1,60048 > &l
W Rop e ST Bt 2 éhw T 2 (STEMI) o5 4 > 25 4 — QALY chiz § &
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£6,600 £ - wiX G BHop S R e R7 (UA) /2 STﬂgw—unumﬁ%
(NSTEMI))}%& R QALY i % & 5 £4,700 & » p%&ﬁu}%mz
A2 (UA) 22 ST gt = e M{% (NSTEMI) 1}% A & > prasugrel
#p > clopidogrel 3 #b hic f 2 gy

Ao M EE  E I RE iR 'rrii%ﬁt Firo ARIRLEHE > F- £
éwﬁfnﬂﬁtjp3w6A Eg L;BS%*~’%Vﬁ&ﬁW‘“-3ﬁé
3900 F ~ 1 %71 £93 1581@m’&)’tﬁ’wwﬁ-§mﬁ}§: - #£55 390037

$I#H5 159 %~ 0 & & aspirin ehFEF (5 0 K- ﬁm““‘é%é"‘ﬁ’ 33400013%4

$TENLLI63RA MABEEY - ERH 50100 F A5 FT £ X5 H e 300

¥~

Ao AIRFEEBPARRE LPER (FT ) 2 RTHE
AEEE 545 1
e Efient F.C.Tablets Plavix F.C.Tablets
Prasugrel
NP g Clopidogrel 75mg
3.75m % 5mg
EV 3.75mg/tablet 2 5mg/tablet 75mg/tablet
\gHO/ATC B01AC22 B01AC04
ERESie T S SN S ¥
L= ) L ?f@mﬁ#%"
o A 2R B R R (e
ST P R R H B T
il chr = Yy 4 o
Efient R - AL A‘\SPIRIIE R iﬁ;j»LAST ﬁii—'ﬂ
/r}%‘(PCDm Hrc*‘,"{)-‘ﬂ"h”" _EII}: L%'riﬁ_m}i(% f,%k'f’i'\" ‘i{é
R YT amw 48 %) o [UA] ~ | 1075 Q b3l vt ) 4 (9
T |2 ST B A2 i 3 ‘“iﬂwﬁ””ﬁ%ﬂm%w%
[NSTEMI]& ST 4+ 2 2 woeiy | 2 3‘1 ﬂf‘:jgsj) 7\;1., # ﬁ:ﬁ
%[STEM'D T %027 ASPIRIN & #* & % b1y
MFeR e ST Bt H 2 it
VUL B i koo H i & % Vitamin
K antagonists = % 4 2 yrde 2,
FoHFLIO-BHEEILERER
PR3 B CE A I U e
% > ¥ 22 ASPIRIN & * 11 3p |7 if
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BRI BREE L RRET R 8
;}’éa}ko

ILt 17\’4'_ % 1'} SN LAY
b -
N $38.5/3f

Efient ehd= 4o & ¥ 5 H =

¢
20mg © PRAE o SES hAsFE R

Bld* & p — = 3.75mg v FRA £

o

} AP Rt Y T ASTH Y
o 2Q Al el )
Clopidogrel /v B Ji&s /< 8 — 3¢ %
£ (loading dose) 300mgr 45 > 2
fo&F % LEISMY > T PEPRF T
fi- K 45 p& (aspirin) 75mg -325mg >
- X - =X o d 3 F & £ chaspirin
GEPELE SEIE =R R = TN ]y
A 7 7 A2 15 100mg o B o
clopidogrel B<if § eis R 8 & &
FEZ o TRk Sk g L iFR
2122 > AT E Y AIRE (S
=B Mo STER Y 22 &4
S D A AR 1R
f24 > clopidogrel B X%+ = p ¥
- HETOMY > B4ePFT L5 &7
% 3§44 £ (loading dose) > I p*
% aspirine AZ 1 75k s & B 45
R R A GERAE o
KB AR GEE B AL Hptr
BEFEFRE T e BRI - &
clopidogrel £ aspirindz = B %
Wty w AFED o

e A2

9 "

& A%

[

P

i

$10,511 ~

B SERTD GV

LERVRER
( head-to-head comparison )
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ERER
(indirect comparison )

EE K B G pA

CRA N o W= g} v

E

B TRk i A 5 i T

ATC code # 5 7 F & BOIAC; I
D (e i

}%*Iptﬁg’mﬂw\af"l% Eyg L FE

ﬁ%%ﬁ“ﬁJW%%Lw%°

2o AR FRFRITR R

4 i i

BT iER

CADTH/pCODR
(v & +)

AR 1I00# 27 16 2 AE101 67 14 p <
60/10mg =1 3F 2

CADTH 7 =% 19:;\ Cprasugrel & & aspirin * %% &% ﬁ#ﬁv
W o MR th yi%#ﬁvﬂf\;in;%xf’;q A 2 BIE R

A #s %A i w3 (atherothrombosis)® 2% 4 > & 3 7 53

2, prasugrel

J i
A

’H’\

PRI AR ST gt A
L ERIEY
2. ST AP 2 Al it R HEL A X BT8R A » s
(primary PCI) g% 2t 42 5% # %% i » |45 (delayed PCI)

s & E LS L]

PBAC (;&:)

AR F 98 &£ 7 7 o4 prasugrel 60/10mg AR S o £ B € iE iR
v it 34 % ¥ g (Authority required [streamlined]) dz §
" Prasugrel & # asplrm F AT RLFRERA N ML A
BB (P 3T R S R AR R T ) 4
7 % 1 thienopyridine & & aspirin ;s e K & % i # 7 #
R BRI O Jpfy s A 2 e 2 5

J’F IF‘L}

NICE (&= &)

A 103 & 7 7 23 p =2 Prasugrel 60/10mg =% 3F 4 o

NICE i 3% v]’zf "10mg Prasugrel & * aspirin & _F % 3 ¥ # B}
AR RAAXNUEBFREIRA N ISR DR LSRR R
¥ A (e 7 7 %'i'b‘f‘i'f v ST r 2 Az 2 ST it
14 ”‘] LU g ) 0 F TR B E¢ PR o 42 (atherothrombotic events)
FEgd 2 ipRER 5 NICE b Rk 00U 307 55 £ ink
BIE 2 -

1 @B TPk $0% 4~ a2 ST gt 4 4l
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3
2. &% clopidogrel 7y #p BF im 4 4
3 AR

4

Ap
>~ I

2 % (stent thrombosis)

: CADTH % Canadian Agency for Drugs and Technologies in Health 4¢ £

CESE R e

pCODR % pan-Canadian Oncology Drug Review 4 £ * *6% & % £ | =13 iR o 3 2010 £ =
235 CADTH ehg (e & > 4 B f Fi=RATEBREF DTk #EIp 2 =+ A% F )

PBAC % Pharmaceutical Benefits Advisory Committee % &% 359 £ R € m‘fﬁi’, ;

NICE % National Institute for Health and Care Excellence B 3t B T PR3k & 4887 § Fecnig B o
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[*vr’/;ij{ ”ii\é}i?)?S 2 5% ;U] %}%ﬁiﬁ:{r“ g—; iy

HLEBL MBEAFELARY cFEPUTRE

FLrApPH: AFI7TES P 237
TE R ?.‘ PR F R AR AR RS R *:é\%“r%?ﬁ AR %
¥ o MR G m?ﬁ}%‘ ol B AT S oo A iR B AR AL © f’%ﬁii}iq‘
%z@?ﬁwﬁ@@ﬁﬁﬁﬁﬁ%m"\’%%%f%%ﬁﬁm%£*+@ﬁ
%o%é*—éi\ém\??bﬁﬁﬁﬁ%%ﬁﬁiw%#’M@¢4f%w
Ao (T RAEARY ) X FELARTIINA o HVERE v WL ARTIT
R GeF (T AR ) I N ATE R PR FERRE kTl
TE kS A2 BPEEAPN RS FEEAT WL (MW THEAERL ) G
PAREFEFRESEAPFL ST B0 R 0@ o fAff L Bipx 2 &
FAGBHHARESL B HEP K-

ﬁﬁ%ﬁﬁ@ﬂﬂ£§%ﬁﬁﬂ#w%%ﬁ%§&%ﬁ%?%%%&@H
THEORMEAF RN RERS AR AL TR B2 HEG S AN
%%@%?@ B oo ¥ ANFL 2 TRA s 1T A A ERE R
HFA TP Y LA FRARL R p RS TR F R E 4 i
% o

- A RISR R

& 155k & 7% iz 3 (Acute coronary syndrome > ACS) 4 = ST i+ = Al sv
i % (ST-elevated myocardial infarction » STEMI) ~ & ST &+ 2 3|l &
(non-ST elevated myocardial infarction » NSTEMI) 2 7 #£ = 3] % 5 (unstable
angina » UA) ; i€ F fed Roli el P sadl gl 2 304 /2 2 &% x5 Mit[l, 2] -
Y H ok B % Ii i e % E 35 B TRt T A % gk~ 7 Bl (electrocardiogram)

< e 3 e troponin Dk A R 4 R L ER 2]

MR RO F FA o g e 7 S g 2 (Early Management)?® ~ %}
B 2% g = A5+ jis(Coronary revascularizatlon) #is 12 (Antithrombotic Agents)® ~
L] (Anticoagulants) ~ #f 24 5 = (B-blockers) ~ ¥ % -i  dcdgF & sedr ] H|
(Inhibitors of the Renin-Angiotensin System)ﬂ HMG-CoAE J fi= ] A
(HMG—coenzyme A Reductase Inhibitors) ; H ¥ ¥ -] 45758 & 7 aspirin ~ ijzv;ﬁrvé
Yo = R < MR IR IP2Y 1% R ] A (adenosme diphosphate[ ADP] receptor

EWER T RDEBSTREREGFERB L TP RAOTRA S DEBEFREEL
C AR RIRN 2 AEER S R B HEAD M 2 dl ] BEin R ¢ 7 aspirin » Mkl 13 - B S AE
FFURIIP2Y 1, % R 4r41& (2 3= clopidogrel~prasugrel and ticagrelor) 2 g& 3-v llb/llla < %8 4r ]3] -
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antagonists/P2Y 1, receptor inhibitors) ~ p& &=+ llb/Illa= %84+ (glycoprotein [GP]

[1b/111a inhibitors)[2]

Tk iv e dp 3

—

—&f °

P& AR B i H(ACS) R & TR (AMI)D S & i 5 5k
"% #& %> coronary angiography (CAG) 2 %1 # "% /i » 45 % (Percutaneous
Coronary Intervention » PCI)® [3]; 4-%t UA ~ STEMI 2 NSTEMI 4p B /5% 4o B -

- [2] -

Bl- ~ # & <_u % (unstable angina » UA)Z% & ST 4 F 2 4] 3L & (NSTEMI)

IN3Y

#p B 2572 47 %) 441/ ¥ 72 (Pharmacologic management)

| HEE ROEHR R ® SR WAE 23 4 (cardiac biomarker) R ECG35 i & % il A 48 2 A) w4 B/ & ST b -4 s pLdg &8

v

| Aspirin (162 % 625mg + JE % % X [non-enteric coated]) |

| ®itanses0m R RAE: 1356 ARSI |

\4

v

v

1% <F & & (conservative Strategy) :

* BA4S 5 —du s ik B
(clopidogrel =, ticagrelor):#2 4& 7|
¥ (loading dose)#% & K # F 4 4%

#| & (maintenance dose)

s BB AE R 0 RN E
(unfractionated heparin - UFH)*
% enoxaparin 2 fondaparinuxi

WHER Y A8 ERFVE I IARDFEFR Y A

& # 4 F(Invasive Strategy) :

o B 4G B =i o) A B A
(clopidogrel ~ ticagrelor s prasugre
F HRA B E gl B o EEG
4 PCIE A P2Y, & b Hp
] #) A2 44 %) & (loading dose) # 4
F # 3% %) ¥ (maintenance dose)

* PR RER - RAAE
(unfractionated heparin @ UFH) * %,
enoxaparin 3%, fondaparinuxy sx,
bivalirudin

£ F F &% JLsk k(anti-ischemic) &
1k % # (analgesic) ;% % :

R
& B i ( Nitroglycerin )
5 BiGE 51 45 F "% Jk(morphine sulfate)
B-blockers
fo % ¥ #4438 (Angiotensin
converting enzyme » ACE ) #p#] |
o ofn B M R R B T )

( angiotensin receptor blockers -
ARB)
Statin

v

& Fin B R/ 2

Asperin (4 [ 28 35 4575 £ 162mg)
P2Y,, £ 8845l Bl (FHE12EA)
Statin( & % LDL 3, £ £ 9 %[ diet
modification])
p-blockers
f % ks F 3 4E 55 (angiotensin
converting enzyme » ACE ) Jp ] |
ERE N &b AL )

( angiotensin receptor blockers »
ARB)
B [2] &R 4% #7L %] (aldosterone
antagonist)

I8ABRFH

°& 7 46 » 4 L 4 (drug eluting stent - DES) ~ # £ % % % (Bare Metal Stent » BMS) 2% § Ik 4 5& fi

(balloon angioplasty) -
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Bl= ~ STk F = Al weif % (STEMI)Ap B % 72 58 %) 441/ ¢ 3= (Pharmacologic
management)

B e ORI ~ B ¥~ SR A 42 354 (cardiac biomarker) B ECG35 B 2 £ ST F A8 SALIEE

\2

Aspirin (162 £ 625mg - 3f By % 4% [non-enteric coated])

2

F o AL RS JE R R BT R R B PR 48 /) (hospital capability) 3 42 54 % R ui

/ N\

A I8 35 M Wk A BRIk
(Diagnostic Angiogram) (Fibrinolytic therapy)
m l ¥
REAT AL BET PCI* CABG MsEsToLd # § % B3 % 5% f(anti-ischemic)
— 3 8 MG &1k F5 # (analgesic)i5 % -
P F 4B HLdn N g B E A 45 #) & (loading dose) + Tenecteplase - AL
B A5 4EP2Y 5 B dp ] F * Reteplase * &Y B H b (Nitroglycerin )
» Alteplase o FRERGE 845 F H =k (morphine
Y sulfate)
& B R Bl E 2 . B blockers
- i ¥k F 348 (Angiotensin

-« Asperin (¥ [RH745 45752 162mg) COHVBTtng enzyme > ACE ) Fp
* P2Y,, AR B GSH 21218 A) Bl o 3 Wi s 0 SC B 1R
« Statin( & % LDL 3 & £ 78 2 (diet ( angiotensin receptor blockers *

modification) ARB )
» B-blockers * Statn
o o F ks F a8 (Angiotensin

converting enzyme > ACE) Hp#] #| N2 v

o o B JCHE F T B PR BT A , "

( angiotensin receptor blockers Clopidogrel 2 2 14X & 15

ARB) <« $L&E #| (anticoagulation) &2, 4-heparin ~
o @ [ B 3% 3 B (aldosterone enoxaparin 2 fondaparinux £ b2 X E8 K

antagonist)

r 1% = J2 7% (conservative Strategy) @ 4o — %= iR Rk “& 7 £ %+ % (bare metal stent) & %

#

# £ 2 (drug eluting stent) ¢ # 3 4% 5% s+w(balloon angioplasty) °

FHERTREIOEEFERM IR FRE BT G LATIRM R ISR
ﬁﬂ’kﬁiﬁmﬁHQMmmwM%MAwmmm AHA)fr % B 58 =
(American College of Cardiology’ ACC)*+2016-# 4 ¥taspirin * P2Y 1, 48 34| &
€ Fu | {5 4~ 5% (Dual antiplatelet therapy » DAPT)# 4 pF [ 4% 1 273 4y
31[4] + 117 STEMIZ NSTEMITRA 4y 5142 3§ &
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1. ST+ 2 Al s & (ST-elevated myocardial infarction » STEMI )

wo s g ¢ (European Society of Cardiology » ESC) #2017 # = # ST + =
A T ik 4p 31[5] 0 AR A S Bk R A 15 (primary PCI) s
A £ gk > Hp (periprocedural) 2 jiw{s (post-procedural) s 275 % (antithrombotic
therapy)dp 3l 4cfitdr & — 5 ST R FR &R M infdum L 0 BREAT RS
4 prasugrel 2 ticagrelor » A 3% Tk 7% A » LRk R F L cIopldogreI, ,fék:ﬁ
His B (Hoped Do b k) L*Fi;i R BB IR A M PSR 8 0 X & Haspirin
% prasugrel £ ticagrelor(# & ;2 P~ 7 & 8.3 £ & > ¥ % clopidogrel)12 i * Y(Class
I » level A)°[6, 7] ; prasugrel & ticagrelor # 1= & fraspirinz v PRI (T 5 = fin
i 75 % (triple antithrombotic therapy) - 2% 4 (ClassII - level C)[5] ; 4r‘ g2 ek s
prasugrel 2 * >+ L= 3¢ 4 3§ ¢ R (Stroke)/ /&8 {4 g4k o B IF(TranS|ent ischemic
attack > TIA) » F s '# # Z:x* & 2 75K MM E <602 7 > F gt EFH (v f @
oo sE R MbmgeE £ o

3 5 A £ € (American College of Cardiology Foundation » ACCF){r
% B 5Es € (AHA) 22013 3 # STEMI il 45 51[8] 5 P2Y 1o R 341 %42 45
) £ (Ioadlng dose) B & &4 R AR AT RENAN CMISEFRFLS £
BEXA%E(&5H L E[BMS]& i % 3 7% [DES])erps & 0 P2Y 1o M r A 4% i %
4 1# 5% £ (maintenance doses) ; 4% % 4= = Tk # 7% A1~ (0% i BY Fun 200
J (antithrombotic therapy)4p 51 4ot 2 =

2. #&STp 2 Al g % (non-ST elevated myocardial infarction » NSTEMI)

% P 5 ¢ (AHA) e 2 B %8 1A(ACC)* 2014 & 24 & ST + 241 &
Mt & 5% i 3 (NSTE-ACS)dp 51 » #4353 10 & el NSTE-ACS 238 % 2 5
ARE IR AN SR g A 0 et SR E IR RN (S 0 P2Y 1 RIS R
(¢ # clopidogrel ~ prasugrel  ticagrelor) 4% ok 2 > 12 B 2 ¥ 72 .3 b
i 8 I NSTE-ACS g 4 fedie s SR B0 0% A~ {00 PFIE 48 4
prasugrel i+ clopidogrel §_& m® :(ClassIla - level B)" ; & ST it + = 4 & 15
e 5 9% 15 3 (NSTE-ACS) s * iof 2 fik 4p 31 "4 1 - [9] -

Y% <+ % DAPT in the form of aspirin plus ticagrelor or prasugrel (or clopidogrel if ticagrelor or
prasugrel are not available or are contraindicated), is recommended for 12 months after PCI, unless
there are contraindications such as excessive risk of bleeding.

&1 #ypw A Ais recommended/is indicated ; data derived from multiple randomized
clinical trial or large non-randomized studies.

e =N iR # 5 3 & C:isnot recommended ; consensus of option of experts and/or small studies,
retrospective studies, registries.

9% 4% & 3£ Clopidogrel ~ Prasugrel 3 Ticagrelor -

"% mTas # 35 5% & B:recommendation in favor of treatment or procedure being
useful/effective ; only diverging expert opinion, case studies, or standard of care.
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m 72015 # ESC = £ p B & ST = 4] & 5k & 5% g i 3 (NSTE-ACS)
ip 3l [10]R1 2 - “f Py His R (ArfE :",_Ji k%) % 7oaspirin s B R X
P2Y 1, % R 4r4) 4 12 1 # (Class 1 - level A)' 5 303 # 4 4 28 (DES) 4 » 441
B BG4 0 B B 33 6 B P2Yyp X 4| #|(Class IIb - level
MU%*%%%%#WGA@%%%%%%&’%Wﬁﬁﬁ—ﬁi+ﬁﬂw
(aspirin) » #£ 3R &t 40 P2Y 1, % 88 4r 44| (prasugrel 2 ticagrelor #&*% clopidogrel) -

S BRI RFEENASFLRPRR

Efient Film-coated Tablets 3.75 mg 2 5mg &1 = 4 5 prasugrel » H 5 &
WHEEP T HEnREE T ) F ADP X B P2Y, R 88 o drdla o EB
Fe R & [11] - Prasugrel 57 ATC % ##% 5 BOLAC22 > & blood and blood forming
organs/ antithrombotic agents/ antithrombotic agents/ platelet aggregation inhibitors
excl. heparin # %] > I & BO1AC HFwp R 2344120 ¢ 13 A 4 A
BAL D 3 2B FAarT g s RESFE%F 0 R > R 8 Loy
*%4p M > 2 ¢ acetylsalicylic acid (BO1AC06) % aspirin = 4 % - tirofiban
(BOLAC17) % p 3=v 11b/Illa 2 %83 4] )48 o2 s+74] > dipyridamole (BO1ACO7)4r
cilostazol (BO1AC23) & #ifik = *g fis 4| & (PDE-1)#g e o PRA|A] » dipyridamole 2
B TRER 2K | 0 @ cilostazol i * > T 2 @ aspirin & B 2-
S FE R EZ R ELY NP SRR R R, 0 @ & A S prasugrel /ii,
P2Y1, % ta$r43 enticlopidine (BOLACO5) » iy # 30 Tz 4 2 L 53] ¢
k. (Completed Thrombotic Stroke) % 3 ¢ B = - (Stroke Precursors)® 7 i * **i¢
* Aspirin 2 &5 5 5 &7 ticagrelor (BOLAC24) ~ clopidogrel (BO1ACO04) 2 # 4F
# x.(Clopidogrel/Acetylsalicylic acid - CoPlavix [BO1AC30])£2 & 5-E 4piT c53F ¥
W R o 2 %o 4 = #1145 clopidogrel (BOLACO04) - ticagrelor (BO1AC24)
Clopidogrel/Acetylsalicylic acid (BO1AC30) % # % prasugre =735 ¥ if &z [13]f i
Wi g £[14] -

AR AR E FIEE LR G TR AN LW REEY £ d DavidS,
Small % # »+ 2010 # % 4 ** European journal of clinical pharmacology < )';J%i&a

ERE s # x5 & A:is recommended/is indicated ; data derived from multiple randomized
clinical trials or meta-analysis.

=% % 5 1b; #4553 & A: May be considered ; data derived from multiple randomized clinical trials
or meta-analysis.

“B01ACO1(ditazole) - BOLACO2(cloricromen) ~ BOLACO3(picotamide) - BOLACO8(carbasalate
calcium) ~ BO1AC10 (indobufen) ~ BO1AC13(abciximab) ~ BO1AC15(aloxiprin)
BO1AC16(eptifibatide) ~ BOLAC18(triflusal) ~ BOLAC19(beraprost) ~ BOLAC25(cangrelor) -
BO1AC26(vorapaxar) % BO1AC27(selexipag) °

'B0O1AC09(epoprostenol) 2 BOLAC11(iloprost) o
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[15]™ » &3k 60mg A=4~® & > 2 & p 10mg & 5mg ‘aﬁffwj s IR

prasugrel /E A B TI5E B EF F N F ek A 0 B L F ol ERDRk o @
2015 £ d Takeshi Kimura % « % % ** Journal of Atherosclerosis and Thrombosis

R S A A A A

Hoalo Fi2i e

| Fe g 4 F 3 G o prasugrel B iE

dose) SRR E S TIMI(ThrombonS|s in Myocardlal Infarction) B & &
ey Lapid s A 1 VerifyNow 4 47 »

4.1 20/3.75 mg prasugrel & -

Frdlrcdk o P endi e £ g4 o

£ (optlmal prasugrel

;2
v—l_ﬂ_ —-?

F th A AR e prasugrel w23 h%

A% A4FE % 121% MEFadie
% 4pdi o e PClehp & %3 > 20/3.75 mg - prasugrel # & &

Az BAREREEGAATIRY 22 EF L

PR B
p§ﬁ+wmmyﬁ

ATC 4 5575
& 2

SLEE YT

]
K
Ny
Ik

R

,
i 1

BO1AC04
Clopidogrel

=

LN ﬁi;g.f4é)i\,bsm
M &Y 6% § AR
i e B AT T s A 2 of
A B IRr  F O (e i
SN W R
o %5l Azihv = ) ehg
4 o2 ASPIRIN & * % i<
E ST & 22 FH5
;;E(z &R o2t
Q AT R 4 (¢
B BB P

}%‘fé”;iﬂ)&#m,é;'ﬂz> Z_

116 "7 4z

75mg ; 300mg

Yot dE -

"The pharmacokinetics and pharmacodynamics of prasugrel in healthy Chinese, Japanese, and Korean
subjects compared with healthy Caucasian subjects.

N s H

°Randomized, Double-Blind, Dose-Finding, Phase Il Study of Prasugrel in Japanese Patients

- v~ I iF 2R (parallel-design study) o

Undergoing Elective Percutaneous Coronary Intervention.
Pe hox 422 oA fn A K Y (RS ‘e<75;§s "R E>50kg  n=312; 3 hthe i =752/
e 5 X prasugrel

2HE <50 =7 > n-llO))“géfﬁ‘—&/,} R B
20/3.75mg 2% 20/5m gt
v 300/75mg = clopidogrel (4= 4] £ /5235 & &
PE 3 % asprin o

prasugrel &

¢ clopidogrel = prasugrel
< 300/75 mg > clopidogreg » & kb *& & % #& < 20/2.5 mg £ 20/3.75 mg
X 3B Y ek o 14 X EE) o

X589 i

B RFEH(Q5 Y WL~ 20
TP AA 22 FFERA R 2 Flek L) EdesF L 201 65Kk X prasugrel60mgfL&; |
¥ (loading dose) » ¥ ¥ & = 10mg ‘&3¥ & & (maintenance doses)# 4§ 7 % > f {s bmg 45 H £ 45 5
10 = 5 4 & p eh % 2 2_prasugrel 7514 R34 2 ADP 3 i

IPA) 4] s ¢ LR o

¥ 5% & (induce platelet aggregation -

4w (20/5 mg prasugrel: 0% ; 20/3.75 mg prasugrel: 3.8% ; 300/75 mg clopidogrel: 2.9%) % & i
@ (20/3.75 mg prasugrel: 2.7% ; 20/2.5 mg prasugrel: 0% ; 300/75 mg clopidogrel: 2.8%).
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W REE R &
ASPIRIN
pfLe R e ST b A 2
EIHL R/ A o 7
& #& £ Vitamin K
antagonists e 5 SR FE
BRE O EHF L B
A4 pEEEEFF 2
Bt gt o W
22 ASPIRIN & #* r3g 1
TS LS RN
T2 R o

Hor T o Y

BO1AC24
Ticagrelor

Brilinta ¥  Aspirin &
Fow RS E(
FAREI R > 2
ST £+ 2 Al weil & &
ST Bt A Al &)
&ﬁi&%ﬁﬂiﬁiﬁ
e 4 F o ¢2 Clopidogrel
Ap e o Brilinta ¥ 127 Mo
LA B RRE L s % Jea
Foewd pFEE AL
o SRR i
Brilinta 7 v j& > & 2% &
¥ eh g 4 o Brilinta £
Aspirin & * p¥ > Aspirin
AEERE RE LS X ATE
100 mg -

116 2 4

60mg/tablet ;
90 mg/tablet

Yot dE -

BO1AC30
Clopidogrel,
Acetylsalicylic
acid

p A i #& = Clopidogrel %
¢ ke (ASA) s
VAR R Rk B
A Ao BT %S
CoPlavix - CoPlavix &_-
BFRETHE DL ES
TEIEL TR A LEE
iR B 1 12L ST g A
2 EMFer (2T

116 "7 4z _

Clopidogrel
75mg/tablets ;
Acetylsalicylic
acid
100mg/tablets

Yo bt g —
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g R 28 QA s T
B AEER ‘“‘Ji’u*;!*?‘“
AN fe e 3
R E o 27 F X LR
i3 /p/,%f—t ST Bt en
BT o 4 o

Efient i * »* Z & 5 )k &
Ao~ s f (PCl) eh &
Prasugrel PEME- I SR
BO1AC22 (ACS ; # #& % 7] < 2 7 | 116 % 4z
(A% %5) |[UA]~ 2 ST g2 42

T 2 [NSTEMI] & ST i
A sy 2 [STEMI)

3.75mg/tablet

e X R
; 5mg/tablet Aty

AL A& S CADTH/pCODR *PBAC 2 NICE 2 ¥ f1 3= 47 £ 2 2
5‘3%#&6—’1—1 TR RTE N LA FRPLHE R "_,\qﬂ;%é;
Cochrane/PubMed/Embase #p i @[;Je » BRI R FoRAHGER 2 B2
2P w AR TRAT L Bk o

% i WL PP

CADTH/pCODR * 2011 # 2% 16 p 2 2012 # 6 * 14 p = 2 Prasugrel

(P £+) 60/10mg ¥ 5 fL # % F 2 -

PBAC (&) %> 2009 # 7 * 2% Prasugrel 60/10mg f}%;}iﬁir e
2 o

NICE (& & ) * 2014 & 7 * 23 p =2 Prasugrel 60/10mg 3 B f* #£7%
wARE o

His REFTH SMC( @:v*ﬁ%%?)*v-“ 2009 # 9 # 7 p 22 Prasugrel 60/10mg
Flp =i dr
Cochrane/PubMed/Embase e % & % -

EHRERELFTH 'r%“*%?%'f~2018ﬁ3n 21 p (B%k? v B i7sm

Be% - p )iz e

7£:SMC 5 Scottish Medicines Consortium gt g # 4+ £ | € 0¥ % ; 60/10mg=60mg 4= 44| £ /10
BIFHE
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AMEE ALK 7R 3F 2 pF 0 3 4 £ + CADTH/pCODR (2011
% 2012) ~ PBAC(2009) - NICE(2014)£ SMC(2009) 2. 3™ 15 4F 2 #7 ik I3 2 3 %%
TRITON-TIMI 38 » & * 4=4-% & 5 60mg (loading dose) > s&a4F & & % 10mg > @
= ’5‘— 2UHE G 3. 75mg/tab|et % bmg/tablet > ® 7 HiZEZR B A & ¥ A2 4nH]
FLHE= |:z§ * 20mg CREERIE S 3.75Mg A £ & RN E BRIFEGAREL PN R AT
Titehig * HE R oo

(- ) CADTH/pCODR (4 £ + ) [17, 18]

2018 # 3 7 26 p ** CADTH 7 4& » B 425 “prasugrel”> & & 1 i» CADTH
N2 FREFLE ARG L EFH L L R ¢ (Canadian Expert Drug
Advisory Committee - CEDAC)* 2011 & 2 * 22 [17] » 7 223k < §* [ prasugrel
& & aspirin * 3t 7 E X Tk B A 2 50 R ahk FERCSLS LT AL D R
Fpfr ey B R Hp ik 6% A 1 5 4> (atherothrombosis)E 2% 4 (> & 2 T 5 d %
2%
1 2 v g STR P ARl E R FRERA » 0 Rk
2. ST P AALwyU & 7 B X 47X Tk #5% 4 ~ 5% (primary PCI) 2% 28 4%
Tk 2% Ao~ 15 (delayed PCI)

stk L R ¢ A% %] TRITON-TIMI 38 25 3% 3+ » prasugrel f- clopidogerl
A0 ¥R e L 7 kg2l 4p 3t clopidogrel o prasugrel £ Feit FoBg 1 4 B
e F EagF st F o R k> CADTH 7|7 ™ 7| 38 4p b :272 (Of Note) :
1. & ¢ prasugrel >t = 4% clopidogerl f-acetylsalicylic acid(ASA) @ 7 4 £ 2
BEOFAT LG -LFER An 0 LA Ryl E%
2. LR € 4 Ap im-“ clopidogerl » prasugrel ;& %+ 3 4¢ & |4 *6 % (malignancy)
S A MRS R RFL R 35§ & W pE 2 (prospectively)fz B 4p BE By 2 R
3 ¢ ¥ M (regulatory authorities) & < # % #icdp -4 1 2 7 22 TRILOGY-ACS
WREFTPREMEICEE 4T o

CRFLEFEABRIGSY ) £+ FH L L R ¢ (Canadian Drug Expert
Committee » CDEC)** 2012 # 6 ? = £ [18] > AR f 7 2 cng AT £ 34
£ X CEHE I R taid] ; £ uE TRITON-TIMI 38 #z% 3 & F(protocol
requirements) » B >t 3 X clopidogrel 4p B e e @ 0% A ~ ok o Tt L e £

"This resubmission is based on a new price (reduced price compared to the original submission). In
addition, the manufacturer provided information related to the main concerns raised in the original
CDR review; that is, regarding that the TRITON-TIMI 38 trial may have overestimated the benefit of
prasugrel compared with clopidogrel due to the lack of pre-treatment for most patients, and regarding
the use of a clopidogrel 300 mg loading dose instead of 600 mg.
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*Jp A R prasugrel dp¥fTRE ocE & RO 7 ER R R R (price)
[18] - Kf gt 2 ¢t > CADTH 7 :x§#(Of Note) » A fppk @5 % = A(cost) » £ £ ¢
F 2 FEG KT B 7] (list) 2 2]~ & B R (list with criteria) (5 f¢ 2

(= )PBAC (&) [19]

2018 & 4 * 09 p > PBAC 4 F 4 » B4t 3 “prasugrel” > % j& 1 i» CADTH
o223 FRFEL A%k B PBAC 2009 £ 7 7 22 i iRdRL > £ R €22
R E ¢ g(Authority required [streamlined]) fz M prasugrel & i aspirin
FRFRERLIFREIRA IR OERSR IR GEE(s T EN T E T
N )-'}?5 g5 OO 8 # % iE thienopyridine & & aspirin 75 % ek & F% g 1%
T AL EORPEY Far - IR SR SEY

Pk H_AA Y PBAC 25 Ap#t clopidogrel » prasugrel § E =0 & 3%z (cost
effectiveness) ; PBAC i3l prasugrel £ % »z > 2 prasugrel 572 2 )0 F 20
& 4 b &3 2t clopidogrel 5 22 PBAC zn % o prasugrel 4p #1985k £ ke 3T #0E
FAOLFROAERGIECIVH EF > AR E 2 BT ,v»(safety profile) -

(=)NICE (#®) [20]

2018 # 4 7 09 p »* NICE % F 4& » Bl 45 “prasugrel” » & & 1 i» NICE **
2014 & 7 7 23 p =3 2 H - 1 $3%3kdp 51 (Technology appraisal guidance 317) £
& %73 M NICE &3 et "10mg prasugrel & * aspirin At ® FF FEFEP F T
FAEEA XN EBETRE IR A L F G AR B R E R A (7 AR
TR ST P AAl w2 STHRH P A Ayl ) * 3B &%
> (atherothrombotic events)¥ 2% 4 2 5% :E#H | ' NICE F PFraEx i 307 7|
A e B 2 -

1 RBP4t R $ R A4~ fn 2 ST = AL il o 4
2. #% clopidogrel 7% #p B i 4 & 2 4> % (Stent thrombosis)
3

LR ¢k L4 STEMI - £ 4% - UA~NSTEMI £ g4 2% 5 STEMI

“Prasugrel % p = & % 10 mg $2.66)4n % *+ 4 % % clopidogrel 4 i 1 F 9§ (75 mg, $0.66)

Y = % Prasugrel 10 mg in combination with aspirin is recommended as an option within its marketing
authorisation, that is, for preventing atherothrombotic events in adults with acute coronary syndrome
(unstable angina [UA], non-ST segment elevation myocardial infarction [NSTEMI] or ST segment
elevation myocardial infarction [STEMI]) having primary or delayed percutaneous coronary
intervention.
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SO AR R 4 &3 prasugrel & s> clopidogrel 5 @ #2t UA 2 NSTEMI 5 4 %
# > 9] % & TRITON-TIMI 38 ;zé%e |E WP STk R T 2L ¥ sk prasugrel
7 e % A_F >t clopidogrel - @ prasugrel f- ticagrelor 2. & sh§gk 22 5 > 7 #h AL
STEMI~UA £ NSTEMI> & & 2 % & 7 H 2 [ e0fk o2 £ 5 2k @ (44 STEMI
3 fR4 X prasugrel £ & T4 4p & 12 (clinical equivalence) ¥ i | o

LR GHGE 2 TR R AT 0 G 2 S prasugrel 5 - Skt 2 s
BEH B BEASER A 4p#et clopidogrel > prasugrel ¥ it £ & { & ed]
e iE* S GE LR €305 0 prasugrel 1 %’zi\gécul S g 5 BB IR
prasugrel &>t clopidogrel » F1# & { i o A IR B G AResofuan ko

ek flogx &I NSTEMI 2 8% Fops 5 4 ’prasugrel'v" i* % clopidogrel
g ticagrelor e i n % E & 5 APt clopidogrel » 7 3% A_F 5 WA TR A
prasugrel ¥ " MR G CIUL R ~ ZER Y b & r]:» & ERS PP
o Tt E R g3 prasugrel FOOF G R B RERA ERES) & P R
e ERE S RFL R § LRI S Rend L0 i TRITON-TIMI 38 35 & UA &
NSTEMI = *% 3 4% £ preloading dose » ¥ it ¢ X &z (underestimated) clopidogrel =
»z % (effectiveness) » F]u* & R € 35 - prasugrel & iz =t *% 3 prasugrel £_F
clopidogrel & 7 7z @+ o

ApEe %
1. Prasugrel compared with clopidogrel

ARHEINL AR R N1 E %”"5 s BEHS 4 niEsE TRITON-TIMI 38 2 1
TRITON-TIMI 38 :#2 2_ core clinical cohort < 1,% o

TRITON-TIMI 38 :#5% & 4 » 13,608 = Fp 2t (7 Bk d % i » Mok 2 ¢ R
TERERSRECEGI R A R AR A IR T #< 60mg prasugrel :Lizp |
¥ F# T 5 p 10mg prasugrel 3 & £ & 300 mg clopidogrel 4= 4.3 £ £ ¥ i
# 3% p 75 mg clopidogrel a## & T (up t0)15 B * *» SR BB T & *
aspirin® o

TRITON-TIMI 38 &% 2 core clinical cohort # 3 & j »~ 10,084 =5 4 > ¢
FEE)TISACHEZ60 TG TP b mET gk g (7 (Transient
ischemic attack).J}% g o

A& fpoedp k& 2R3 6 fw T & (non-fatal myocardial infarction) ~ 2-3< &

2d i ;5% P (median treatment period) 2 14.5 & * -

SAspirin =& #E 5% p 75mg I 162mg -
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1¢ b (non-fatal stroke) # Flw s § Fl & $R7 = 284 F A 8% 2pHEe 7

b sk B % 48 g £ g (Coronary artery bypass graft » CABG) 4p B 2
TIMI(Thrombolysis in Myocardial Infarction > TIMI) B £ 2! = (major bleeding) ~ #-
CABG #p iz TIMI & % ]4 2o A s (non-CABG-reIated TIMI life-threatening
Bleeding) 2 TIMI g 1 5 " g i 11 % (minor bleeding)®

AR T 2 h TRITON-TIMI 38 325 4 1 > overall cohort 4% < Jof 4 15
RIER § L2 A2l clopidogrel 3 4 47 = B+ prasugrel (clopidogrel £
781 * (n=6795)[12.1%] > prasugrel £ 643 4 (n=6813)[9.9%] ; hazard ratio = 0.81
[95% CI & 0.73 % 0.90] » p<0.001) » tidcttdkd =

Overall cohort # 15 i * i gl ¥ > clopidogrel i & % {45 #8548 4 4 it
2+ kg ¥ -0 3% prasugrel - clopidogrel % 1.8% ~ prasugrel % 2.4% - hazard ratio %
1.32(95% CI 1.03 = 1.68 » p=0.03) ; @ % fihk »2 % (net clinical benefit)":g xe2*
oz X B %% e 3% prasugrel > clopidogrel 3 # & % 13.9%-~prasugrel 3 12.2%:
hazard ratio 3 0.87 [95% CI % 0.79 2 0.95 » p=0.004] -

2. Prasugrel compared with ticagrelor

&4t prasugrel - ticagrelor z- FF ¥ & B 4% ¢ fifsk o B3t |REER R ~
TRITON-TIMI 38 2 PLATO & 7 i#5% -

L g % Heiod B IEHRETICRA T R m,;ﬁ,_?{,ra Iﬁﬁ%%}‘;‘”‘*ﬁr%}m
PEC RN LI I RN SRS T R LY ’#E’F&‘?F’*#&"Lﬁ&mészi

S Fdpd o A F 2 B A = (overall death) ~ 2L o AR AR R
& b if4F & % i > f prasugrel fe ticagrelor 2. & @& ¥t b 2. £ £ prasugrel &
At A ERER R -

‘=% T ¥ 5g/100mL & {

:_% S 3g/100mL Lt Sg/lOOmL o

AR Foadp iR _EWF i ¢ 142 i % (non-fatal myocardial infarction) ~ 25 & 447
(non-fatal stroke) 2 Flw i & FliE FxRr-= 2L F 4 F o
2t CABG #p B 2 TIMI ﬁ% 41 & non-CABG-related TIMI major bleeding
e smEmmEERS VARGV E ~ LR &0 b 2 28 CABG 4p B 22X & 12 TIMI
BEdie o
Ydp 1 LG B TR S ER L A m kB Mg 13 > 2 clopidogrel A b g g0 B oA B R pedp ke
£ S WEBY Flen ¥ %P?E’UH CEAERGHOIU R AR b oo
"TRITON-TIMI 38 35 ¢ 45 & 4.8k $ Y i 3 chs 4+ S0 R4 (6 72 ) PFR 2 AR 1R 2
FR m B A N mf% @ PLATO 3#5 5 » A8 17 24 /) P 2 B & 5 R b %o i
#F i 4 TRITON-TIMI 38 4% 300mg clopidogrel 4= 4% & » @ PLATO #2 clopidogrel 4=
4oA £ 5 300mg 2 600mg ; TRITON-TIMI 38 25 i ey 5 15 B * > @ PLATO 35 i 5 &
12" -

[4

&
g
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2018 £ 4 7 09 p ** SMC & F 4t » B 43 “prasugrel”> & j& 1 i» SMC *t 2009
#9022 FARL B ARG M SMC R Ak NHS (E A rprasugrel
& i aspirin * >t F F X 47X F ilfx}irc*;y—ﬁv”( Ao~ Mo anE Sk % g 1 3
g A o R B PR AL 1 i fx(atherothrombosis) F = 4F 2 5 P H AT £ e
10mg prasugrel g 4 "o

POARAAO R TR FREIRA B R DG EE R R R OR iF m)];;
Ao ApgRAt H e F N s o] 7 WA > prasugrel BEE 1 TE KAk 20 4B 5 2EF
Gitoruf 2§ d g 4 o ¥ prasugrel B E R e Tk D F 2 aop gl H R
e VOB~ O R~ 1 (acquisition cost)

2. TFFTAEARM 2
(1) H=x-32
3% 4 * 2t 4% Cochrane/PubMed/Embase & + 3l B 2. = & G p 40T o

1 5| PICOS # 5 0 iF 12 0 THOE B & AR ERATEL AR T L
¥ (population) ~ ;5% > 7= (intervention) ~ & »c4f P& 5 (comparator ) ~ Fx »p)
24 iF (outcome) % 7= 3 &+ > 2 (study design) > H & i it FIZ 4o @

,f‘:}?‘)‘fl;{fi . é}’},ﬁ-}:})-ﬁqnf [i” I(ACS)a #ﬁ-i%“
Ae#w R A~ 78R (PCI)

AR @

Population

Intervention 20/3.75mg Prasugrel # 20/3.75mg Efient

Comparator * KR

"B+ % prasugrel (Efient® ) co-administered with aspirin is accepted for restricted use within NHS
Scotland for the prevention of atherothrombotic events in patients with acute coronary syndrome
undergoing primary or delayed percutaneous coronary intervention. Use is restricted to patients who
are eligible to receive the 10mg dose of prasugrel.

Vg 3 prasugrel ME 4 FRE 0 ARREHNEREE A (LA RS L FE R TR ERS
= A REHEC Wﬁ% RGP b %2 22 CABG 4p M TIMI B £ 1 & )P # w 3% prasugrel(12% vs
14% ; Hazard ratio % 0.87 [95% CI % 0.791t00.95]) ; = (& #>75 & ~ 4 £<60 = 7 & 5 TIA/
PROF)ET BT AL R ETRR T -
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Outcome * K

“Ti4 ¥ e 2% (randomized controlled trial )
Sufd v pew R ( systematic review ) ~ (4 A 45
( meta-analysis )

Study design

i pe + it 2. PICOS » i% 1% Cochrane/PubMed/Embase % < )gkpﬁﬁ—'ﬁ » %+ 2018
& 40 13 p > ARk g 123 (ACS)E B E Bk 0% 4~ 55 (PCI)
Prasugrel = Efient”fai i B4 3 & F30F > F K G- L sk o

2) #F &%

4% PubMed ~ Embase # Cochrane Library & + F#-T 5 » 5i& £ R34 &
LA A ﬁ%iﬁ‘f FE %liﬂﬁ%*ﬂﬁ§$£7?% ok S I
B FRE A N ip G EERE R RFE R L 0 5~ 1 K prasugrel
20/3.75mg(20mg 4= 4.4 £ /3.75m(g . a;#?ﬂ-ﬂ | € )4p Fﬁ@ 208 et HES o P ESR R DT
PRASFIT-ACS Tk 325 [22]; s b w g 2 2 2 455 4 & & 20/3.75mg
prasugrel 4p i 2_ < }gL s Flpt WaE s 2 B & A % iE RomAp B 22 60/10mg prasugrel
< []%i— 2 5 BR3[23,24] - 518 - #ehE_» PRASFIT-ACS :#2%d % — = X Wi
7 T2 # (Daiichi Sankyo Co, Ltd [Tokyo, Japan]) %24 ; 2 & & st }I%‘_?“EE L
a1 Ed P REA TS R ﬁiéi R ¢ (National Natural Science Foundation of
China) % ¥ =4 4"[23] » 1 & B 8 45 # 22 [24] -

A EBHERR

PRASFIT-ACS &% ¢ Shigeru Saito & + ** 2014 + ¥ £ »* Circulation Journal
ZPpARZE s B2 BB RTREFER[22] ) R FF AR LA RT
20/3.75mg prasugrel = % 300/75mg clopidogrel ‘e » 2 &% > p* & * aspirin (7 =
HE 5 813330mg fis s 8l % 100mg/=)isk 24 3 48 i e ld X 5 4
B P ehi T EX SRR L % (coronary artery stenting) sk (2 5k & % i
HPApA o RA #EH £ 2. prasugrel fe clopidogrel 4p 5% 7 2 % > 3T 05

A& Fpoedpih s o adRX 24 %001 0 Lo n g3 A F 2 (major adverse

kkE1‘ficacy and safety of adjusted-dose prasugrel compared with clopidogrel in Japanese patients with
acute coronary syndrome: the PRASFIT-ACS study[22].

Uy g 1 5d ¢ WA R A5 L R ¢ (National Natural Science Foundation of China ; No.
81560046) - & & p A 415 A £ (Guangxi Natural Science Foundation ; No. 2016GXNSFAA380002) -
RoEBERy#£EFT $ (Scientific Project of Guangxi Higher Education ; No.

KY2015ZD028) > & %7 + % % £+ 5 #7 7 & # % 4 3+ & (Science Research and Technology
Development Project of ngxm District of Nanning ; No. 2016058) % {2 it & A & ¢ # 7 514k &
(Lisheng Health Foundation pilotage fund of Peking ; No. LHJJ20158126) ¥ &+ -
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cardiovascular events » MACE)# 2 5 > H e R ZAF & lbom F 7~ ~ 2R e
# % (non-fatal myocardial infarction) ~ -3 & 444 & 4 ¢ R (nonfatal ischemic
stroke) ; % 2 it TR - A EF LA R o F L2 CABCHM L I
F 2™ Rk n B i 4 sk (patient disposition)4e it s ] =

BT R TR R LR SO LRGSR Lo o o TR A A
B PGP SRR A T L RORE % REERRGEER AT

3. A& FrrdptR[22]
A% 24 3% 5% - clopidogrel 2 prasugrel % 4 MACE 't 5 & %] % 11.8%
% 9.4% > R 't 5 £ (risk reduction) & 23% - hazard ratio 5 0.77 » 95% CI

% 056 1 1.07 -

4. % >3 H[22]
IBEXERS-NEFEAEPN > g4t CABG M Z FE N TS
w4 & 5 4p iz (prasugrel 1.9% vs clopidogrel 2.2%) - hazard ratio % 0.82 >
95%Cl 5 0.39 1 1.73 -
oA L 2 H s g F2F 4 & prasugrel ¥ B 30
clopidogrel » 3w % F 4R A7 -

i’?;‘f o & > Prasugrel 20/3.75mg 7 i<k w F % E R B > H & K 4p iyt

TRITON-TIMI 38 3#5 » & &P A5 F KMk ' TRk Dl F 2 o

# = PRASFIT-ACS f@k if S 22 K3 8B L TR

T A A i g e
BERITTY | ERR LR | R IR I "}%
" - s TR e IR

T T AL ()ECABGHE TIMIBE 1w (B i fip e AT L RIS L
A& % M >5g/dl TRk A E di e ) 5 (2) 2 CABG ApBE TIMI dZiic i (e @ fRsk L &
Mg 2L 333 <5g/dl) ; Q)IeA AR A E M s ¢ kDRI (¢
FEER e p S EIRP ARE AP e E R D) it e RS 2R T
foeb3nF @ b2 f P dia Sk (grosshematuria) 5 F & B et Kok f e S FRT
Fieh T ML S RPFA L AR Mg FREBIRIBHYEF LN F AT
ZH<3g/dl et 5 (4) B i “%B’;;Tafk.n; stEpedd NgRA AR R b B e D £ i

hepary s o

21/64




107CDR03015_Efient F.C 5mg/3.75mg

LA
PRASFIT-A | B ~ %
CS/ Saito, S/ | 1%

2014[22] |m - %
Z P

1363

A

Prasugrel

1. F /A pBeage=
20
2. YEH L R T2 /)
2 O S I LI 1
(chest discomfort) #
o gk iEFEH =10
Ny
3. ST-segment
deviation = 1mm &t
T-wave inversion=3
mm & Hgﬁé AR e
ER A

502/685

1ospindl g 2 2 b 3 12
o B R
2. B WL L LSS
w2 (thrombocytopenia purpura)
& ok wm e 3 L R
(agranulocytosis) & £ 7 #n I
¢
3.2 © m % g0
(pancytopenia) & £ # % 2 &
= (aplastic anemia)
4. gg p 21 & (intracranial
bleeding)
5. 4k n ¢ B JEPEME NG L
# 1% (ischemic stroke / TIA)fs
i
M AR R e N

SRR

8w B E € (New York
Heart Association > NYHA) z_%
2w % B grade IV
10.F e B+ & 5 2 p
%< i thienopyridine 75 &
P2 Rl = T 8 P £

6.

P T

7. FH3 F B B
8. &

9. =

& (thrombolytic)
7.1 PRASFIT-ACS T/ i85 i 202 & > (3% v i
RoxiER
) ip &= & & | Prasugrel Clopidogrel Hazard ratio
i & g ocdpth
gL (n=685) : n (%)* | (n=678) : n (%)* | (95% CI)
BEon g3 2F# 0.77
, 64 (9.4) 80 (11.8)
(MACE) % # (0.56 = 1.07)
5 T % E 9(1.3) 6 (0.9) 145
o W FEER _ .
F N (0.51 % 4.07)
24 %
PER s T R 52 (7.6) 68 (10.1) 074
i /——ﬂ’( (RN Ll E . .
- (052 % 1.06)
0.43
QS L1 TR 3(0.4) 7 (1.0)
(0.11 1 1.68)
% 2R
#£ CABG #p B 41 & % # (Non-CABG-Related Bleeding Events)
. 1.48
R E B s - | 341 (49.8) 247 (36.4)
(1.25 = 1.74)
B R LR
0.82
TIMI Be# i & Hp 13 (1.9) 15 (2.2)
(0.39 = 1.73)
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1.76
TIMI d ik 5 27 (3.9) 15 (2.2)
(0.94 = 3.31)
0.72
Tek AR M i 29 (4.2) 39 (5.8)
(0.44 % 1.16)
1.51
His g g 298 (43.5) 209 (30.8)
(1.26 = 1.80)

3x MACE= major adverse cardiovascular events ; HR= hazard ratio ; CABG= Coronary artery bypass
graft ; TIMI= Thrombolysis in Myocardial Infarction ; * % # 4 2 I (Cumulative incidence) -

B.

AR RuARR g A

Head to head comparison of Prasugrel versus Ticagrelor in patients with acute
coronary syndrome: a systematic review and meta-analysis of randomized
trials[23]

2017 =& d Pravesh Kumar Bundhun % % % % ** BMC Pharmacology and
Toxicology 7% ML W S g AT 0 AR P DG PR RGERE
RN ea= AT RN R oA N prasugrel % ticagrelor * »+ % &% 5k H

KA~ S 1% chi Wk 6 %o i 3 k2 2 ek a‘,;} & (adverse clinical
outcomes) ; = 5~ 4 K 4> MEDLINE/PubMed - EMBASE % Cochrane
7L prasugrel 2 ticagrelor 2. & 4%+ #3#% (head to head comparison)’563
o Ao~ & 47(2012 £3 2016 &) H ¢ prasugrel = » 282 i~ A
ticagrelor & 3 » 281 iz & > B~ /3 % < )]% i ot dr S o

F_*

BEWA I EFTEEL A Lun FF #8245 prasugrel 2 ticagrelor
FRERF P2 AR A A RAIRR G D A M 20 2% prasugrel
|cagrelor BB REN AR BEAok S o

—.\

N

Hol o R prasugrel 5 ticagrelor 2 & {5k 0 #% ik g o 4 > A IE
E e Ao FEEFAFE ML FRF A LA A T Ful | F R
ERVEGERT A —g_\;ﬂ

E

(\.

%+ Pravesh Kumar Bundhun % % 5t & 2453 & 2 = & 325 4 0t )
prasugrel % ticagrelor P& 12 (%)
odds ratios (95% CI)

iREGHE

iR LIP#F@E # LMACES(# 7= ~wotT 2 ¢ b & @— T 7% 2 2 F 1) 2.7

(W'»ﬂl@* b Fl 5 2= )~ 3. cardiac death ~ 4.4 26 2% ~ 5.9 b 2 6. % o

T &g ths 3 1L Zie i (B [major] ~ sk [minor] 2 & | [minimal]) ~ 2. TIMI & 2 4=

Bl ~3TIMI &2 fcE I ~ 4. TIMI 2% 2 &) 21 2 5.4 academic research consortium
T & 2 4 & (BARC) -
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P 152[0.42 & 5.5 0.52 0

el B 0.59[0.08 = 4.58] 0.62 0

MACE 0.91[0.37 = 2.21] 0.83 0

R 0.60 [0.08 = 4.58] 0.62 0

P RS 3 0.59[0.08 = 4.58] 0.62 0

% &35 H

e 1.30[0.64 1 2.64] 0.47 37
TIMI 2 31 i 3.11[0.48 1 19.94] 0.23 1

TIMI ) 91 2.39[0.35 & 16.42] 0.38 0

BARC % %2 #1i 0.92[0.39 & 2.13] 0.84 0

:* MACEs=major adverse cardiac events ; TIMI=thrombolysis in myocardial infarction ;
BARC=bleeding defined by the academic research consortium.

Comparison of prasugrel and ticagrelor in patients with acute coronary syndrome
undergoing percutaneous coronary intervention: A meta-analysis of randomized
and non-randomized studies[24]

2017 #= 4 Hussam Watti & 4 3 % % International Journal of Cardiology 7%
SR RRW AR R S E 4T AR P NG IR W A IR A U A RS o v
v PR P2Y 1, % 8 3 u® (4o prasugrel 2 ticagrelor) * »t 2 #i:‘e% Tk BR A~
thie R & Ak &R G E R A AP R AR X 2 KR O PP %
*+ MEDLINE ~ EMBASE - Cochrane Central Register of Cllnlcal Trial %
CINAHL F# R 2 = }gie » 21,360 i A g~ /&#%(15 666 >+ prasugrel
5,694 i~ 4% % ticagrelor) > # HIF PR 2 7 X 1 1# - L 57 )R
B lﬁ’%ff‘uﬁ AT EREREHES S 30 A gt A RERppiRe B Ko
VLR ¢ b~ £4F 5 F £ 22 jk(repeat revascularization) ~ £ 78 % 2 BARC
I 8 B=2 o0

A% IRA > pd>t ticagrelor o prasugrel £ i itos v 8 4 5 (1.9% vs.
0.8%) - odd ratio » 0.54 (95% CI % 0.29 % 0.99) » P=0.05+ ’=43% ; ' s 2
b s Fp > ticagrelor » prasugrel B BARC 1 p 85222 L ZEREd 2
R i a - S pEEREY L R BEETAELR %

,&rv%\, = o

T e BOTELRLE M A GRS L E ST R g o F RS SR
Bor% Ao BA R AR R B R R X 0 R B30 2 iR o
prasugrel 4p 5§ *+ & > ticagrelor; & ¢ 4ot > 7 F ;‘gd SN WA
BRI HGESR O TR L B2 P2Y X MR E R -

21N

AR e R 2 B R RBRS T -
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HussamWatti % 4 (v & & 4731 & 3= PR

Prasugrel vs ticagrelor | Prasugrel vs ticagrelor | P & 1% (%)
(%) odds ratios (95% CI)
e F 2.1vs. 2.4 0.84 (0.64-1.09) 0.19 0
il B 0.8vs. 1.9 0.54 (0.29 % 0.9) 0.05 43
£ 2 ¥ E 2 N 16vs 21 0.82 (0.61-1.10) 0.19 0
(repeat revascularization)
XERE 0.3vs. 0.6 0.55 (0.28-1.07) 0.08 0
) 0.2vs 0.3 0.68 (0.25-1.83) 0.44 0
BARC i 5 % 5=2 2.5vs.3.8 0.75 (0.59-0.95) 0.02 0
(7 )4 2 FH
ZRELFREORAPM L JRITL 54 o dod o
N ERFRELRE
il L * pal
Prasugrel versus Clopidogrel in Patients with Acute TRITON-TIMI 38
- ) PIeod NS PR R
Coronary Syndromes[7]
(Prasugrel 60mg/10mg)
o : ® ¥y B 4 F
The pharmacokinetics and pharmacodynamics of prasugrel .
. i i i (pharmacokinetics ) /
< }gk: in healthy Chinese, Japanese, and Korean subjects | . .
. . . Foox b 4§ F %
compared with healthy Caucasian subjects[15] .
(pharmacodynamics)
Randomized, Double-Blind, Dose-Finding, Phase 1l Study
éll%i of Prasugrel in Japanese Patients Underdoing Elective | S #% % B 5%
Percutaneous Coronary Intervention[16]
Efficacy and Safety of Adjusted-Dose Prasugrel Compared
¥ pRe With Clopidogrel in Japanese Patients With Acute | S 1% ¥ PR 2%
Coronary Syndrome - The PRASFIT-ACS Study —[22]
Effects of CYP2C19 allelic variants on inhibition of
T platelet aggregation and major adverse cardiovascular | PRASFIT-ACS & F]14
e events in Japanese patients with acute coronary syndrome: | +7
The PRASFIT-ACS study[25]
2 CYP2C19 A 7% AlH bipn 4 A PR R £ | - 2 gk

(1) @;ﬁ%— © W NICE =R > b 3§ gt o
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LIRS U

(3) © frw e (m)H B P 2T L S RIH
4) = 1

% fl* F {8 ¥ @ (post hoc analysis) 3 iz m *¢ ¢ % P450
2C19(CYP2C19) % 74| 1+ (polymorphisms)¥t=t Prasugrel %
fo% 2

Clopidogrel z_ FF 5 »<

Fhdpd o8 R A FAI(E-E & [extensive metabolizers © EM]2 ¢ &
% 3+ [intermediate metabolizers » IM]+# #x it # i [poor metabolizers » PM])
2B - MR TRk 4D M FIaL APl e
) é)]?ev: El

E2HmsEHL > W7o CYP2CO A Fl&E
e &4 o

IR o e

TR F A T

z ~ KT

> 7L <
T B

(-) 2 Q?}%?J;}iﬂ:r— %0 4

7

& = Fi:

AN EET R ARERALAE S 20mg e aEHE 5 3.75mg ;s @
CADTH/pCODR(2011 % 2012) ~ PBAC(2009) ~ NICE(2014) 2 SMC(2009)2. ¥
TR :%*Ff‘ Azde B2 Y 5 60mg AAFHE Y 5 10mg; M T L FRIARE B
A R o

CADTH/pCODR (4r £ + )

2018 & 3 * 26 p »* CADTH = | 4% ~ B 45 “prasugrel”> % j& 1 i» CADTH
222 FRALEAEG M £ FF L L R ¢ (Canadian Expert Drug
Advisory Committee > CEDAC)*t 2011 # 2 * =2

b Rk " prasugrel & i
aspirin # »v 3 4& X Tk $1% 4~ Minfr G ek B RE R R A 0 2 RTEP R
Hp g K Hpofs e #0% (C o > (atherothrombosis) ¥ 2 4 > & 3 T 7|5 EH:
1 7‘%5&:\){)? jﬂ.STﬂ;""‘l;"tuﬂmﬁgﬁj’g;\ﬁ#ﬁﬂpf/T)\r“:"/r.}%‘
2. :

ST ik b = ) vl 2 5 258 4= % T 5 9% 4~ 155 (primary PCI) & 2
Pk B9 0% 4~ 158 (delayed PCI)

stk L R ¢ A F] TRITON-TIMI 38 253 3+ » prasugrel f- clopidogerl
S g L A
B',_ i r‘r’!”? 4 L Bic

tp#>t clopidogrel » prasugrel & $u3t ¢ Bg F M3 4 2 £
F etk gtz ¢ CADTH 7]

i T 7|5 38 4p R 2§2 (Of Note) :
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1. ¢ prasugrel @ $& =< cIopidogerI fe acetylsalicylic acid(ASA) @ 3 4 L 7§
REOFBATRER - L F R Ra 0 TR L RERAEFLER

2. % € % o 4p > clopidogerl » prasugrel et 1A 4 B 45 B (malignancy)
FE A S > LR €5 F & 9 pEid(prospectively)fz & 4p B ficdy 5 2
3.2 F 5 M (regulatory authorities) & & > #8  Hicdy -t it 38 17 2
TRILOGY-ACS &5 :& T mpE M yc B 2 & 47 ©

CRFLTEATHRIG £+ EFH L& 7L R ¢ (Canadian Drug Expert
Committee » CDEC)** 2012 & 6 » 22 » AN 974k 1 chiG TR £ 14 £ 4
%A FE AP U] 5 45w £ TRITON-TIMI 38 352+ % & £ (protocol
requirements) - i *~ 3% clopidogrel Ap Bf ek d5 5% A4 2 ISR 0 VR E X e £
X A ¥ prasugrel A EHTRACE A B €A ERMUBF R ﬁa(price)v]’zi‘ o
TLLL 2 ¢t > CADTH 7 ;2§ (Of Note) » A > fe/k #4532 = ~(cost)w4f > £ | € #
VR R KT e 7 s (list) 2 2]~ & i 8 R (list with criteria) (5 g 2

PBAC (&)

2018 # 4 * 09 p ** PBAC % F 4t » B 45 "prasugrel” > % j& 1 i» CADTH

AN E-TE - N I 7 B 5 PBAC ** 2009 ET P 42 gL LR gff

S F @ Y (Authority required [streamlined])dc ¢ T prasugrel & & aspirin

PR ERIFRERA SR OGRS REIRERER(F el RS R

R )R A s FIE S 42 4 thienopyridine & B aspirin in fr sk B PR i
HERLDREIA IR A 2R S

Pk FAY PBAC 33 i 4pd3t clopidogrel o prasugrel § £ = A 3% F (cost
effectiveness) ; PBAC i3l prasugrel £ % »z > e prasugrel £ 72 2 0 0 F 20
4wt 3 2t clopidogrel 5 22 m PBAC zn i o prasugrel 4p 158k £ ke B3t #UE
POl RRCARGECIVIH EEE > SR X 2 PF n‘»(safety profile) -

NICE (& &)

2018 # 4 * 09 p ** NICE % F 4& » B 423 “prasugrel” > & j& 1 i» NICE *¢
2014 & 7 7 23 p =4 2 H - 1 33%3%4p 31 (Technology appraisal guidance 317) £
A% 3 M 5 NICE 3% {cf* "10mg prasugrel & * aspirin ft & 257 goFlp * 3¢
FEEAXNEBTREIRA ISR GRS RE IR RR R A (9 7 2R
g o~ B ST P A Ayt 2 ST F A Ay ) * 2P &%
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(atherothrombotic events)# 4 # 2 jnfr &% | 5 NICE I prad gk &% 227 5]
AR 2 -

1 B4 W@ X Bk 0% A r fhin 2 ST b 1 = Al vl 2 s £
2. #&% clopidogrel 7% #p BF im 48 4 & 28 4> % (stent thrombosis)
3. WA

LR ¢k A 4% STEMI~ £ %#4% - UA-~NSTEMI & £ %% 4 STEMI
O A R 4 &% prasugrel i clopidogrel 5 @ 2t UA 2 NSTEMI 5 4 %%
%% 5 ] %4 & TRITON-TIMI 38 34%565 2 BF Sk T L3 ki prasugrel
7 e 2 A_F >+ clopidogrel - @ prasugrel fe ticagrelor 2. fF ek »x & > % @ A
STEMI~UA & NSTEMI > ¥ & & & & ¥ H B engefk 2z > 2R m W 444 STEMI >
m % FR L 3% prasugrel £ & fe4 4p & 12 (clinical equivalence) s+ i | o

(=) K%y

Efient Film-coated Tablets 3.75mg # 5mg 72 = & 5 prasugrel - prasugrel
1 ATC %~ #5#5 5 BO1AC22 > = /& BO1AC Jz W HEB 234 A éc. weE4E
prasugrel 2. ATC #% ~ BI*R 3372 /s 3p 5’6‘ ROARERT LHER S ERYL
HRE o E p e M EESF R MERE G ST &k 5 ticagrelor
(BO1AC24) ~ clopidogrel (BO1AC04) % H 4f =+ % &.(Clopidogrel/Acetylsalicylic
acid » CoPlavix [BOLAC30]) ; £ ¢ clopidogrel & & $&* 5% -

(Z) TPy FE L 2

% PubMed ~ Embase # Cochrane Library & + F#-T 5 » 5i& £ R34 &
SFS S R VIS AN SR L RELER R AL E TR SRR Tk
B R &R0 0 s e R e Rp iz Eom 4 0 3 0 1 K 20/3.75mg
prasugrel B £t R iEBk 0 Rk kT 3 PRASFIT-ACS 5 i Seiiw R 2 AL & & 47
I A & jE 20/3.75mg prasugrel 1p i 2. < 1}% o

PRASFIT-ACS #5%
PRASFIT-ACS &5 ¢ Shigeru Saito & + ** 2014 + ¥ £ »* Circulation Journal

Zp ARG A s 2 R B A R TRR R X R AR A4 T 20/3.75mg
prasugrel ‘= % 300/75mg clopidogrel & > 2 &% | ¥ * aspirin (7 = # & 5 81

%% < % Prasugrel 10 mg in combination with aspirin is recommended as an option within its
marketing authorisation, that is, for preventing atherothrombotic events in adults with acute coronary
syndrome (unstable angina [UA], non-ST segment elevation myocardial infarction [NSTEMI] or ST
segment elevation myocardial infarction [STEMI]) having primary or delayed percutaneous coronary
intervention.
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2330mg- fis s 8l % 100mg/= )isk 24 3 A8k A i Ei 14 X 5 A B peni 4t
$ 7 4% X Bk 0% L (coronary artery stenting) sh & 2 5tk #5 R g i P A
Aot g FEE|§ 2. prasugrel §o clopidogrel 4p $% »c 2 & > HiER o

iR fondptR s 0 AR 24 fgiéf)%‘ 60 B o F 3 L F i (major adverse
cardiovascular events » MACE)# 2 & » H T & ZAF & m F 7~ ~ LR oo
# % (non-fatal myocardial infarction) - /hiz M o 4 ¢ Rk (nonfatal ischemic

stroke) ; % 2 iR F IR K- A BF A FN o F 2 22 CABGAPM 2 T
o

1 A& Fredpik
R 24 3% 5% clopidogrel % prasugrel 2 4 MACE +* 5 2 %] 5 11.8%
% 9.4% > B "+ & Z (risk reduction) 5= 23% - hazard ratio % 0.77 > 95% ClI

% 056 1 1.07 -

2. % x4tk
IRIEE-ZEFESFPN > AF 2t CABC A2 E N T ES
w4 & 5 4p iz (prasugrel 1.9% vs clopidogrel 2.2%) - hazard ratio % 0.82 >

95%Cl 5 039 1 1.73 -
moAEM L R H s e F 24 K prasugrel ¥ B 3t

clopidogrel » 3k % 3 5 RE %

e | % - Prasugrel 20/3. 75mg g LRI Bk it
TRITON-TIMI 38 385 > & P A %¥H 5 LMk "G ORF e e F2 -
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(C)EREFFRINLANFLEHFEY

BRELASHAILHAERBRIAN L EFFERFFY -

3¢ 2 1 & %4 CADTH/pCODR~PBAC 2 NICE 2 ¥ 1 3G 4 2 2 2
REREZFTHCRFEHF AL FREPRTREERF LS
CMNWNHN&MmmeMMEmM%w%égkwu%ﬁiﬂ%%ﬁﬁﬁ%@
%i%ﬁ@ﬁapﬁﬁiﬁipiﬁ%o

kiR 4 p
CADTH/pCODR Au[3 2011 & 20 2 2012 £ 6 7 22 o
(v £ +)

PBAC (&) 2009 # 10 * =4 o

NICE (% &’ ) 2014 & 7 2 o

R FR AR | SMC (FREEF) *0 2000 & 9 1 22 F o PR L -
T RRE CRD/INAHTA/Cochrane/PubMed/Embase 4% % % o
EHRERELTH | &

3x : CRD % Centre for Reviews and Dissemination, University of York, England.ﬁv&%,’.@, °

INAHTA % International Network of Agencies for Health Technology Assessment iz 8 -
1. CADTH/pCODR (4t £ % )

bv £ X B R 2 %5 B # $3= & 18 ( Canadian Agency for Drugs and
Technologies in Health » CADTH ) 4 %[>t 2011 # 2 * [17]% 2012 # 6 * [18] =~ %
prasugrel sh£ | 24 % A 4R 4 > 3 2011 £ 2 * (3 % % Canadian Expert Drug
Advisory Committee (CEDAC) 3 # &3 fegt o 2% 2012 # 6 ¥ 4 £ LB R
% R ¢ (Canadian Drug Expert Committee > CDEC) ei®is % % & 7 £33/ 23R
¥ T et prasugrel -

RMEFHREIN-PFFERRF L 40 & st A2x® o 3738 4 1 & prasugrel £
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clopidogrel #4= PCIl ;5% e ACS i ¢ i R TR g stk o AT LY BT

2 A 0 w15 B 7 ondicdy A%k 3 Triton-TIMI 38 3% > %Az 15 B 7 3R> >

Pl ® s g7 B2bon g7 DT EF LT o BRFR/REDFT PR
clopidogrel » & ** s 5= & a2 % % 0T > prasugrel 2 3 % (0.04)
2AEREEARETRES & & (Quality-adjusted life year > QALY) (0.03) =t
Mere L ApBE o 3™ % B b prasugrel ik 3 % 4p 0ot clopidogrel % ($129 e
W) AR ISR BEFHEFRS  RFIRLF - LRELFSTRD
2 & E (QALY) ehic§ & $4,431 se i 2 prasugrel 4p #3* clopidogrel & — 4 & #
s = A 5 $3,003 4o i o

d 2% 0474 & £ 304k £ Triton-TIMI 38 Fé‘%{ T w0 FI R R g3
% foprasugrel sh= A3t F At £ % HIRERE FEE o

Prasugrel <% p % ($3.14 4 %) & ** clopidogrel ($2.58 ¢ ) o

%2012 £ 6 7 > CADTH 24 ch# 5 £ b F 434 DI B8R 3 L ahicdl 2

g 2wk R M AT G IR ; clopidogrel ﬁﬂéfiaﬁ’ T H R
E@%‘?L%‘?T}i P oo AR EATE a4 o clopidogrel (hE L wBE o @

# clopidogrel = p % % d $2.63 4v "% 1 $0.66 4¢v > § #-F L ENHE n};‘ arTE
160 &4 ACS s 4 o prasugrel ihF - iR R 2 E R 4 & & (QALY) &
VEAH A A 3 4e 2 $21,546 4x % s ot ST A Al st & (STEMI) =t % 3
HEH 2 & 5 $10,212 4o % o

Prasugrel <% p % % (10mg-> $2.66 *c %+ )% % clopidogrel * p % % (75mg>
$0.66 4c %) w2 o

2. PBAC (;##)

R EREGEEL R g ( Pharmaceutical Benefits Advisory Committee -
PBAC)*: 2009 # 7 * 1§ k5w & Fi;‘iij{\ Prasugrel 5 ¥ 5. fv 10 % 5 crdz | -
L4 aspirin B A TR ERA M LK aE R T or (T ER TR
AL ) A RP R TRA R 5 AR EAF Y P o prasugrel 4p it
clopidogrel » »t s P 15 B * > WL FF - HFwn g [yl E/P b ¥ i
A el & AFE 5 5 21 815,000 R o AT E BT 40 £ eng AT E AR
prasugrel 4p #iz>* clopidogrel » &5 ¢ % Bl 48 (ITT population) 2 # # 2
I e 4 FEELE - GREA2ESETREAHE (QALY) il A» p 5 0
*+$15,000 ;£ %+ [19] -

d % PBAC Ri ehmil 1 b4 ¢ 2 SR AR SA N P RA @0
ﬁxﬂjﬂ-] f,+ s r(] :{-J-?J-'Fl +/tll&p:l:]p§;’ 4e 14 J_d °
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3. NICE (# &)

PR R R 2 B4 4% 7 2 (National Institute for Health and
CareExcellence » ™= A NICE) %2014 # 7 " # % o NICE ¥ - #£H37E 4n
51 (technology appralsal gwdance 317) e prasugrel 10 2535 * asplrln H b

wi ﬁm‘ﬂ*iﬁ; B m/f@‘l{ﬁ"7 - [20] o d At NICE J‘—Ip _mﬂ«;a g7 L 'ﬁ—Lé
?f‘aﬂ’» RILGFIENIRFZEERYBES D AT A ESE o

RMEHRI-PAABEEFZET AHA > % - IFER B TRITON-TIMI 38
WEHRORF > S MR REREEZ A AL AR Ot RF 40 £ o
NICE #*#£5 ?ﬁi AogAE%TE G ¥ o P Aok g it @ ST kP A o ﬂ’“fi
# (STEMD) I fe &4 Fopp 4 > B 5 84— QALY ehiv§ 5 5 £1,600 & >
G AR R ST Bt A ey s g (STEMI) g5 4 > # 5 # 4o - QALY it
B 55 £66004 0 bz KRNI A 2R (UA) 2 ST ,M; b
"L (NSTEMI) 5 ¢ > B & 54— QALY ehifc§ 5 5 £4,700 £ - & %3 #
Fopena Al i (UA) 125 ST jfit & eha sl % (NSTEMI) i
+# > prasugrel 4p #.>+ clopidogrel 7 $&% i p ® #j sc e

Y [

T

4. B PR R
(1) SMC (gt )

FREWEFLR ¢ (Scottlsh Medicines Consortium » 12 = 7}?— SMC) *+ 2009
# 9 7 g # ihy 562/09 HuaE ik o % T prasugrel e aspirin & P A TR
=808 SLLEIIRAK e REY) - m%tt%vfilﬁﬁ Lok LAR IR AR R R 2 R
SRR BF R R iE B PR+ (National Health Service » NHS) frif & &< #/ £ 10
E 5 A £ e prasugrel g 4 [21] o d 2t SMC 350 enaf 81t ¥ 2 iR
RZEBDORFEIEERTBED P N T A FHEE B

BMBHRL- PUEFZIREBROB B A iR E R 5T A HCTE
7 prasugrel (:#»c®H £ 5 60 £ sofe& p 10 ¥ socnadF & E ) & * aspirin o=
Ak 47 o b gce: G clopidogrel (i oAl £ 5 300 EofeF po75 Esoania
FHE ) &5 * aspiriny H:=E ®EF 5 40 # - SMC ;ZW Fﬁ‘é A A AT 5 R T
BET L REHEL R ERNTREEFENAPTHEB ST E S FF R A
- QALY hivp & £11262 4 ; b %HFHL 459 > f_.!ﬁi?f STHE P D il
(STEMI)Js 4 > 5 4 — QALY hi=§ & £5414 & ¥ 7 823w 2 (UA)
22 ST g B b = chwe v 2 (NSTEMI) s 4 0 & Hf 4e— QALY eni=§ & £19,220
43 o
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5. T FAEANM ¥
(1) #=x-

A 4F 4 * 2+ 40F CRD/INAHTA/Cochrane/PubMed/Embase 7. + 7 #L i 2
P e o

(\x

11T 5] PICOS s 05 iE i o THOH 5 & K RATEL HIE LT 24
¥ (population) ~ ;5% > ;£ (lintervention) ~ & »c4f P& 5 (comparator ) ~ % % ip)
ik (outcome) % 7= 3 -2 2 2 (study design) > H & i it FI@ 4o @

Population 4~ #F i+ ¢ acute coronary syndrome

BEER AR

Intervention Prasugrel

Comparator A%

Outcome Quality of life estimate, cost estimate

Study design Cost-consequence analysis, cost-benefit analysis,
cost-effectiveness analysis, cost-utility analysis,

cost studies

i% pe i 2. PICOS » i i CRD/INAHTA/Cochrane/PubMed/Embase % < RF
FLE 322018 &# 4 % 20 p 2 2018 & 4 * 23 p » 4 (prasugrel ) #i Bi4EF B
FHOE o BOF Ki A sd o

2) #F &%

1 prasugrel i % B 424 % 3 >+ CRD/Cochrane/PubMed/Embase % 42 & ¢
BH >3 2018 &£ 41 23 p oo @pip ek €2 PICOS 7 - ﬂmﬂ?\w &
g 14 f;nw;% #e 4 ;;a, F w/ﬂwmﬁk'r}zﬂi ST 10 B R R Ak A

2o ATH gy HY - B LR RR RGA A 7 2 (National Institute for Health
Research) EgwREy > ¢ 3 NICESR4 ¢ fi it o

4 v O R A 57 FRE T R ek K2 F R
RIEFT R * 2 op ol AA7F7 7 (costanalysis) @ 23R * £ R OFRE
He 2K 4~% 57 PR (72 v g% clopidogrel f- prasugrel % g =t GFedp /F e
T3 pupE B fo i ie § [26] % v~ #2i¢ * clopidogrel £ prasugrel B E I ts
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30 p 4= 365 p m%}%ﬁ@;ﬁ%‘{:% ARR7] ¥4 A K AR - RE TR
prasugrel {= ticagrelor sw j {2 3 [28, 29] © % — | A 4T hFHE 5 2 R F
BRABATHBE P EF L2009 # 77 1 2011 £ 6 7 N2 A BT ELF
SO A DN e &R A SRR A a2 # % clopidogrel £
prasugrel %4 » H 2% F R T L ﬁ:/»\ﬁ] B f;%%; » & =X et *  clopidogrel
fwenp A 2 % prasugrel mip A A F RV F A LEFME LR R
* prasugrel 75 fr 2 e w] e A v E i:!u.}‘;r.E%F!F& Afxi=F % #& clopidogrel ‘i
o koes o o Eh 022 % 2 % £$375 ~[26] 5 & - K 4 AT endicdy @ S
P G s N RFNA T MR WIRE P L F R IR L op 4 S B
ik o %’@"*ié*ﬁﬁﬁﬁﬁ“ 2009 # 17" 1p 2 2012& 7" 31p FlEHm
O B & i Ao Eoyrd%ans @M it clopidogrel & i Ao
MEets 30 p e Flfek T A 2 G E "a": * g AT % prasugrel B
g 4 BEZR3Y 365 % i * clopidogrel g 4 2 2 Flfek A g M 2 Y
Bobo TR prasugrel wiup 4 0 RERF AR AR E L & 302
fr365 % & w2z 2F| 2 EPF ML E FC# VBRI AR e d
LEFEOREPL > B EH AT LR L A EL'L'Fi[27]

Ry B R RS 200t i prasugrel - ticagrelor w4 ET 3 ¢ > Molife ¥ 4
?Jq* F R & A hF LR i * prasugrel & ticagrelor i niE A Bk B0
%A O~ MR g ]ﬁi)ﬁ""u.}i.}]’;‘; A dipats 30 x 2 90 X \FE:)%F}(‘;@E FiR 2
Boofpordup AREEL 201187 1p 3 2013& 47 30 p FlgA Bk ik
r iR ehd s g Al @ % prasugrel 2 ticagrelor o s 4 0 A7 F B %
Bo o 5 0w A Bicfie ¥ (propensﬂy-matched) f& > prasugrel ‘e ticagrelor =
B RO 2F 2 on FAPME Ay DI L G Y AR F DL R AT
AU BN A fah 'R 2 FIRER FIEES PR e 0 1€ prasugrel o e A BT
¥ i * ticagrelor R gh Mﬂg;ﬁ:}% RETT oG LRPF
MPeis 30 p ~ Mpais 90 p £ et 2 B EF L B[28] - Simeone & 4 E'J w
ﬁ*ﬁ%#f' # F Tﬁ%‘ﬁ@é;‘/ﬁlmﬁ BRSO TR Lo A
SRR FRE e 77 Pﬁf%x&—‘ﬁfmj‘ 7 'fﬂsz@‘f“%i S F\)‘mff\?
AL 2011 #82% 1px2013&#57% 31 ¢ ERES TR ek Afeendifap '
M I Y A B oo Simeone F A P T S kR o S MW oe A B H
(propensity-matched ) 5 i * ticagrelor (i « & 7 § & F 2 ¥ B TR =&
ﬂtﬁf’ﬁ‘ Fovd BARM ZE DRt B A mom A B 2 FlenR b X @ A e
ZF 5 gtk i ticagrelor dups 4 G R gk E et b o F)p T o H <
b oo prasugrel ‘e efups A g ticagrelor s 4 £ o e A e b TS £ R T &
Byide £ B[29] -

B Arr kN A At P AuG - B £ g T[30] 2 B F WA
[31-33] ~ T A ®F= 7 [34-38]fv— & Ar4e sl erf7 1 [39] © 4 £~ Abdel-Qadir %
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Al xwk g g g TR P R IR (Ontario Ministry of Health and Long— Term
Care) epghie (73t & M%< jx {6 12 clopidogrel ~ prasugrel  ticagrelor ;&% 12
B PEATE R O EE T AR TP E LR Fikfpi £ g il b T
&% LA = A 2x %t i@ (Incremental cost-effectiveness ratio > ICER) 3%
$50,000 4% /QALY » FARG B B0 S ipf 0 T ¥t @ fr’{i*” # 5%
STILE o 7 B % Ao ticagrelor 4p >t clopidogrel 7 ICER & % & 3 40— ¢
R A B SR 2 & (Quality-adjusted life year » QALY ) % =% $12 205 “¢
i > @ prasugrel 4p >t clopidogrel 7 ICER & % & 3 4c - QALY % =% $57,630
st v et R R e (willingness-to-pay ) % $50,000 e %t /QALY & {7 %sp%aﬁﬁ
ticagrelor % 7 i /5 e 5 9 & 90%[30] -

._\

BZREROFLTP 0 BRY GBEEY R A uF F RAERE[31] £ R
B PRGE & el BR[32] 2 F IR PR EAS HEIBLEE[33] ) 13 R R E T g o
= & hk A 452 2 (cost-effectiveness analysis) o 14 % RAL ¢ BLELGFT 5
B A HADE R G A R E R A 'H R IR S 0 5 ﬁ RN PEY)
EE & * aspirinipJg 12 B ¥ cha A F 547 s iE s ¢ 7 cclopidogrel
EN

¥ &

_—lﬂ‘*m“;’e

—h

i
Z -~ prasugrel ~ ticagrelor ~ 5 & rﬁé/? £ 3 CYP2C19 4 #&=% tlcagrelor Nl
Bl 5 5 CYP2C19 1 # < prasugrel ; 823 & & S 4L ¢ BLEL > 2 B lph » i
M- S A 1 %ﬁ%g\ A WAGEES R LR L s X RAZ A (B
FEYEEFT3%NNITR o HIREFHT 0 AR L EEH v T o prasugrel 4p
i ff 0 4p >t clopidogrel » # ICER & 5 % 4 $124,400 ~/QALY & ticagrelor
Ap 2>t prasugrel e ICER & 5 $22,800 # ~/QALY -Prasugrel ¥] extended dominance
A3 “ﬁ% {s » ticagrelor #p #2.>* clopidogrel = ICER & % $40,300 # ~[31] -

&
¥t

3
|
. 2.

DL
>\_

B F R 5 ILE BELT T > Mahoney % A 1% prasugrel gk iE 5%
TRITON-TIMI 38 =iicdy f= Saskatchewan Health Database # #p iz % 3 e £ 8 35 3%
I 03] 0 27 prasugrel e clopidogrel sh= A sx F 3G o FmhF ki * A
fir kg 8BRpe e p A FEFTRELI Y A LA Fo A & 5 P ET
M fa ) B enE Fraofd#H riEiTdam o ? &5 ?ﬁa”’ O R 2
# % (clopidogrel = p % % $4.62 % ~ ; prasugrel # p % % $5.45 % < ) o F#
P R en? i 147 B0 > Ai@ * prasugrel fenm Ao d NI R L R
B Ao in fr e Dpegi i o BT IR Y & gm0 $221 2~ (95%
confidence interval :-759—299) - F] & "% M 2L R & B % 4 & prasugrel
feeh sk f 540 0102 £ o A3k clopidogrel (& L EE R L E pSl £ &
prasugrel sE3 eiE & A& L& (25 4 $966 £ % o dEH{ X AskE B A E R4 2
o ETS9727 2 1 o A TR XIS KDE T TR % 14 prasugel
o iE 15 B 7 > gp#>t clopidogrel o 5 A B B AL e SR WKk [32] -

Vo RERFL AR LFEHE Y Rk Rk R H L Rh D - TR R
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ArrF 2 o 0 E RS cnpL B 0 S * aspirin 9 prasugrel Jo
o g & % aspirin e clopidogrel Jo o 3t L Bk B% A 8 BN chE M
kS AR FHAD ZEAEE R G AGA SRERA M LR F S SR
< thienopyridine ipf s 4 15 B % v g F B2 2 5~ &0 Ap otk
T yokp b o Ao 2 clopidogrel in g M E e g A E 25 2 SRk p
¥ TR 4 prasugrel 4p $4>¢ clopidogrel 5 AR 'k kg B EF 2 F R
—F ST TR R o B2 KA A TS R A e LR B P
# > 4p#ct i+ clopidogrel jas% > @ * prasugrel s d s B T R TRE T 2
B4 oo AW B sz clopidogrel ¥ % # 8 T > prasugel 4p ft
clopidogrel s A s gt @ 305 Hi4e— 24 pE F -7 $6,643 % ~ 1 $13,906 *
~[33] -

IThE®wMETY ¢ 7 2 MRAK 72 7 = (National Institute for Health
Research) i& {7 ¢9r2 & FW % i & JR7% (National Health Service » NHS) 3 4 4%
BLEEOFT 3 [38] ~ 16 FLT GER RGEAR & G A AT ELBEAORT §[35] » pRa B Rk
I LA TRER R F [36] ~ o ¥ b A B RLEE 5 B R RS A onE 4454 7 [34,
JMp#mw 2 WREFHF L4 > FZRFTEARFFH 2T TR
clopidogrel v prasugrel = ;% K v:[34, 35,37] ; @ WeawT 3 > ¢ 3t NICE 5 2 ¥

Davies ¥ 4 i& {7500 & 517 2B BREAR & 5 AT BB 3 8 ¥ X AR R
A% ot B = o (health outcome ) ~ QALYs ~ 2 & £ {ric § ¥ & & &- 4= A
iR 7 3% P IR o A 7.8 % prasugrel v clipidogrel s R o A W G
€11,427 % ~{-€10,910 F ~ » # 7 # 4= L 125 * praugrel # clopidogrel # €538
W12 £ Greany * 0 F praugrel 2§ £ 77 (revascularisation) ¢
g 14> g clopidogrel e g * K€79 g~ d 3t prasugrel T e &
£ (H4c 0071 2 & #4- 0.054 QALYs) > = aAg®E 12 B % chiifed * #&
clopidogrel = h% * 5 €55 fc~ 5 FH4r— 2 pEfoE R4 GREE 2 ERETR
DA b E R A kA U] 5€7,198 7 AAr€9,480 BT A A E H - SR A AR
T 2 & s i R E % €30,000 7t~ 2 F3 T 0 4p#t clopidogrel
i@ % prasugrel G R TR R A N ISR A T :;i:),% AL B LA RIE
iof Wk [35] o ¥ - F Davies ¥ 4 ekt g o g Ao - f i) 44
Boriw B3 R FoE R B S BT S A E A f B R
Fhfed B4 R chdokfed ¥ 53 Rt g (15%fw 4%) > H0 R

FOPATIE B 4E 3% 0 AT R AR BL et R nF - gk 2
RO e & VR 2 A 4 W) 5 €14,350 7~ ~ €6,520 % ~ €7,369 B~ -

€7,249 % ~ [34] -

it A g Davies e 7 > 3] ¢ cnfpsk £y # TRITON-TIMI 38 85 #1
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Bz fcdp o m Wein 2 A G085 ¢ > o iRk S8R 00 B4 S A en
BASKET-PROVE(BP) |4v Il 35 » » % & * cn# 4 5 clopidogrel {= prasugrel »
d 23 AR~ B IR i R K BB B B s AL o B REBRTH
m}F‘s A Eln 1,012 A 40985 A o EHEOPFRF G 2 & 0 FIPL AR F AT o AT R
% B or fe prasugrel ‘e s 4§ RGE g e LA s E€L1163 m A (2 F )
€1,0635 ®m~ (LR ) % €880.8 (zL ) %~ ; i3 = ~»c%k 1t & (Incremental
cost-effectivenessratio > ICER) &% f &> # 3 4e— SR 2 EHETRE 2 &
VRS & A 4w 5 €-45907 mo e (2 % )~€-39,909 ® A~ (AR W) % €-33,435 (354)
e oWein £ A F R AT i E fjalj% A 4p#3t TRITON-TIMI 3 88 % $i i<
G HRE B R T A m A A EanifiRE A iéw’?‘r#._& dpET REFMOL
B FR LG AP M ES G RT O G ® e 4 o clopidogrel & i+ & A
F sy g [37] -

Bl yRa GEE PRI L gkt 7 o Wisleff and Atar 3 5 ¥ * #3)e (7
clopidogrel ~ prasugrel {= ticagrelor er= & sz 7 &~ 47 5 #-3] @ K »cdicdy 2 prasugrel
fe ticagrelor z_ % = AP A RIRAE R - L 0 TR HREF S ¥ 2§ ot ko
FeodrI gy 5 4% > *2 Norwegian Directorate of Health i 3% 2. & 3 4c - 24 &
-&‘f\f’—ﬂ*ig4C~ SRR 4 ‘\_—-;«’Ff’”fx.l_ 4 E ml;,uig’%\' ~€70,000 @\’b—rﬁar} PR Y
* 22z Wislgff and Atar A # & (basecase) ~ 7.2 % Bom = 2227 ¥ & X
L % (cost effectiveness acceptability frontier » 12 ™ @ £ CEAF) > § = #»c 5 &
B X >>€7,605 §r [+ — 4 o E PFoclopidogrel 3 7 & 3 ArnF a0 § Ak
7 B @A 2€7,505 g/ EF - 4 & EA0€7,820 B /EF - 4 & pF > prasugrel
& A F a0 F N A B BB 0 €7,802 B ~/E — 4 & &P ticagrelor
LA R E NN S ATt A 700 % & o 4p >t clopidogrel ¢ prasugrel
FH - SRR FEETRDE A HE SRR A A L €9,531 F & oticagrelor 4p >t
prasugrel =+ 3 4c — S iE R 24 E SR A 6 F ER S A 5 €9,987 B o iR
s Ay B B 5 €70,000 g~ T - @ * ticagrelor - 4p #& % clopidogrel -
prasugrel » 8 % & & & »c 5 o5 [36] o

AHOF Tl Ak h fod Ak A5 o W4 - F L & R 1 [39] - Zhao
EANET 28 EitHeH g B TR A IELEEL - =15 ticagrelor v
prasugrel tpd>t clopidogrel # 2 # o A2 FZ A4 TR R 8L > 5 &1
3% A W AriE B S s TR o A & = *;::}F %;i%-“,éf Vi ehd & b QALYS
g SRR dpth e BERCR AR L T 4 0 R HCR] Y g S Sl A
TRITON-TIMI 38 4= PLATO = 5% - A # 8 » 475 % 5 prasugrel f- ticagrelor 4
w|4p #>t clopidogrel - & 3 4v — (T iE B 4 B SR A & E i 2 A L 18,921
1r$18,647 ATiv % o & K 4o — 4 b vEH £ & 5 38,809 fr 13,276 F74e L
METheE T ok A Fp 4 A L 4E (gross domestic product per capita)  RR i
R & (65,000 #74cst ) i (74 AT & 4~ 47 - prasugrel {- ticagrelor #p#>t

37/64



107CDR03015_Efient F.C 5mg/3.75mg

clopidogrel 7 87.1%7r 88.3%: 48 5 » = 5 # & & A 2L F 5 Wk o Zhao ¥ 4
FARG B MEM SR A P2 F 2 53 G o ticagrelor 4p g3t prasugrel
A f § o Aoy o et X FIEEH QALYS R~ T R 18 0 A H HN
clopidogrel - ICER & 4p i2[39] -

6. EkHHEZ b A gy P

BRFARFRE FRREELTH
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Author Population Perspective; Analytical Time Source of efficacy | Agent Cost items Results
Country technique horizon Comparison
Kazi et al., ACS Societal; USA | Markov model,; lifetime | TRITON-TIMI 38 | Generic C; Direct medical costs, | Pvs C: $124,400/QALY;
2014 [31] CUA trial and PLATO Prasugrel; induced costs; no T vs P: $22,800/QALY; T
trial Ticagrelor indirect cost vs C: $40,300/QALY
Abdel-Qadir, ACS Ontario Markov model; lifetime | TRITON-TIMI 38 | Clopidogrel Medication, T vs C: $12,205/QALY; P
Roifman and Ministry of CUA trial and PLATO (©), physician costs, vs C: $57,630/QALY
Wijeysundera, Health and trial Ticagrelor hospitalization cost
2015 [30] Long-Term (T), prasugrel
Care; Canada P)
Wislgff and ACS with Norwegian Markov model; Until TRITON-TIMI 38 | Clopidogrel, Costs of antiplatelet Pvs C €7,505/LYG and
Atar, 2016 [36] | planned PCI | healthcare CUAand CEA 100 trial and PLATO Ticagrelor , drugs, costs of €9,531/QALY; Tvs P
sector years trial prasugrel treatment ( AMI, €7,800/LYG and
perspective/ old or revascularization, and | €9,987/QALY
Norway death bleeding )
Zhao etal.,, ACS Patient’s Markov model; lifetime | TRITON-TIMI 38 | Clopidogrel, | Costs of antiplatelet P vs C $38,809/LYG and
2016 [39] perspective/ CUA trial and PLATO Ticagrelor , drugs, management $18,921/QALY; Tvs C
Singapore trial prasugrel of ACS, episode of $13,276/LYG and

MI and episode of
non-CABG-related

major bleeding

$18,647/QALY
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Author Population Perspective; Analytical Time Source of efficacy | Agent Cost items Results
Country technique horizon Comparison
Mahoney et al., | ACS with US health Trial-based ;CUA | lifetime | TRITON-TIMI 38 | Prasugrel vs Hospitalization, $9,727/ life-year gained
2010 [32] planned PCI | care system and CEA trial Clopidogrel physician service, (LYG) (ifclopidogrel
procedures, $1/day )
Medications,
Mauskopf et | ACS with Managed care | Model-based; 15 TRITON-TIMI 38 | Prasugrel vs Health utilization $6,643~$13,906/LYG
al., 2012 [33] planned PCI | organization CEA months | trial and MCO Clopidogrel (hospitalization,
(MCO) ; database medications, and ER
USA visit)
Davies etal., | ACS with Spanish health | Markov model; lifetime | TRITON-TIMI 38 | Prasugrel vs Medication, €7,198/LYG;
2013 [35] planned PCI | care system CUA trial Clopidogrel hospitalization €9,489/QALYs
Davies et al., ACS with European Markov model; lifetime | TRITON-TIMI 38 | Prasugrel vs Medication, Germany
2013 [34] planned PCI | health care CUA trial Clopidogrel hospitalization €14,350/QALYsS;
system; Sweden
Germany, €6,520/QALYsS;
Sweden, the the Netherlands
Netherlands, €7,369/QALYs;  Turkey
and Turkey €7,294/QALYs
Greenhalgh ACS with NHS/ UK Markov model, 40 NICE guidance TA | Clopidogrel, Costs of antiplatelet STEMI w/ diabetes
etal., 2015 planned PCI CUA years 210 and CAPRIE prasugrel; 12 | drugs, Health-care £ 1,640/QALY;
[38] trial months costs (M, stroke and | STEMI w/o diabetes
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Author Population Perspective; Analytical Time Source of efficacy | Agent Cost items Results
Country technique horizon Comparison
death) £6,626/QALY;
UA/NSTEMI w/ diabetes,
prasugrel is dominant ;
UA/NSTEMI w/o diabetes
£4,667/QALY
Wein et al., ACS Danish, Trial-based ;CUA | 2 years | BASKET-PROVE | Prasugrel vs Medications, Cardiac | Denmark
2017 [37] underwent German and and CEA (BP) I and BPII Clopidogrel events and bleeding €-45,907/QALYsS;
PCI with Swiss health events Germany
DES care system €-39,909/QALYsS;
implantation Switzerland

€-33,435/QALY

ACS: acute coronary syndrome; PCI: Percutaneous Coronary Intervention; CEA: Cost-effectiveness analysis; CUA: Cost-utility analysis; DES: drug eluting stent; AMI: acute

myocardial infarction; MI: myocardial infarction; STEMI: ST-elevation myocardial infarction; NSTEMI: non-ST-elevation myocardial infarction; UA : unstable angina;

CABG: coronary artery bypass graft
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T TE T

(< )5 f 9%

AR G RMFT Y Y o Shyu £ 4302011 &3 £ S5 EE B TR
P~ Rl 2 T chaiaiz B pERELREA T o T rm]% A % 2008 & 3 2010
£ 20k FEMEF R 24 0] Bi,?ui?%m}]% A GE HRPERY R A1 ts 12 B R s
R E i 3183 fp A o STH L A ArE STH L A4l il 2 7 £
R A Arib et B A ] G 52.3% ~ 33.9% 2% 12.2% ; T ok m)]% Ao
TiogE# s 63Kk 0 FHGET8% > H P A ST E A ﬁ'llcﬂ“ﬁ%_’rﬁ:)rﬁ A ew] §
Mot bldF (84%) 0 F Edeit (614 ) G 4 il &9 > g @
clopidogrel % 4+ s 4 ¥ ik 84.6% fe P & * clopidogrel v aspirin & & J5f
A K ik T4.8%[40] e e - ek aEEEF DY - KA Y o Nfeis 12 0 @ *
clopidogrel f= aspirin & i o chups 4 &) k975 Je ks 4 69 24.9%([41] -

¥ - f Cheng % X chEp w PR BLEAT T ¢ o 4hor chup £ RS 2004 #
3 2006 & B A B Er g A AR R Ao Rof AL ST B A Al el g 2 S E
AL BPER L 12B Y T RN B Fn B2 A A A 2R
@& ¥ aspirin~ @7 * clopidogrel o & & & s | FEd o ajck 51331 &
Ja 4P o A # 7 clopidogrel = i cup 4 ) 1k 83% i@ * clopidogrel fr aspirin
& e R dhm A K ik 61.8% > difeis 12 2 & * clopidogrel = aspirin & & g
s A K kg Jeseom 4 9112.6% o i@ * clopidogrel {e aspirin & B 5 Fr
Cammld oo K F 25 3 30%:hun A @ & SR RS T IR 9 B [42] -

REL AR 2 2 AR B Fop syt E 4R R 2012 & 3 2016 & 5]
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45

Wiék4 — 2017 # ESC ¥ STEMI #& %

i 2 3 (peri-procedural) 2 %5 (post-procedural)Fus 705 3p 3
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L LR PN 'riié-&(primary PCI)#

EREE b 2 | HpE s
(Class) (Level)

o -] 47 75 % (Antiplatelet therapy)

ZRPCIF (2 1 5 I PF)% 7§ 24 chP2Y % #8443 (prasugrel I? A

% ticagrelor) » # &2 £ F & 8.3 £ % > 7 %4 clopidogrel ; 3% &

FAZEL2B P “f B B odofied I k&

AR mf,% A gE i?;—“r:.a—,é% aspirin I°

dod Fyp £ 7 i 3w (no-reflow) 2t i 3 3 g 0 BE F-9 lIb/lllax% ma‘

£ 4041 %] (GP I1b/1la inhibitors) s 4 17 % fc#2 (bailout) 4 &

$0 L P2Yyp £ M 414 chyp 4 7 24 g Cangrelor 1 b A

+ust s i % (Anticoagulant therapy)

et primary PCIP > £ 7 f -] 45 in 0 2 3R M 4e b Ut io ¢

FZIR Y AL ¥ @ 24 (unfractionated heparin » UFH) I

#X primary PCI #F B > o5 4 $2% heparin $ 3 5 -] 478 > ik I

(thrombocytopenia) » #£ & bivalirudin % 3 $i %)

B R ¥ 4% & * enoxaparin ma A

e ¥ 2% * bivalirudin Oa A

# % primary PCI 7 2 3 % = fondaparinux m® B

clinical trial or large non-randomized studies.

J5 5 & A:is recommended/is indicated ; data derived from multiple randomized

bk g m T #9553 & B:is recommended/is indicated ; data derived from single randomized clinical

trial or large non-randomized studies.

‘% Ila; #45% & Cishould be consider ; consensus of opinion of the experts and/or small

studies, retrospective studies, registries.

Uiz % % I1b; # g% & A may be considered ; data derived from multiple randomized clinical trial

or large non-randomized studies.

‘% 1 #ypw A Cisrecommended/is indicated ; consensus of opinion of the experts and/or

small studies, retrospective studies, registries.

"% % % Ma; %% & A should be consider; data derived from multiple randomized clinical trial or

large non-randomized studies.
YR E sl #
large non-randomized studies.
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%ték4 = 2013 # ACCF/AHA $ STEMI £ % 4~ = Tk %% 4 » 1755 (primary
PCI)#f 24 Fii #2iz % (antithrombotic therapy)s g 45 3|

ERFA HE E R #HE s
(Class) (Level)

$i -] 4% 5 F (Antiplatelet therapy)

Aspirin

# % PCI+ %3 aspirin 162mg % 325mg " B
PCl{s » & "8 425 45 % £ chaspirin 811 325mg/ = I A
PCl{s » & p 42 %8Ilmgenads %8 % 2@ | 81mg/= oa B

P2Y % ¥ 3r+]#(P2Y12 inhibitors)

P2Y 1,5 R 3r 4] #) 4= 4o %] £ (loading dose) e & & 47 & 4 primary PCl e ¥ 45 5

* Clopidogrel 600 mg I B

e Prasugrel 60 mg I B

e Ticagrelor 180 mg I B
S E L2 (45 4 % [BMS] & i # 4 % [DES])es 4 o P2Y 1% Mtk B 6 1 SgE |

£ (maintenance doses) ; &|4r

* Clopidogrel 75mg/ % I B

* Prasugrel 10mg/= I B

e Ticagrelor 90mg/- = & =< I B

EIRRR IO 3 S AN clopidogrel ~ prasugrel I b* C

s ticagrelorv % B ¥ 4 @ * 4z:8 (beyond) 1

F-3

Prasugrel # ¥ * *t L% § ¢ b & #EE MG ' B

AN

BE3-9 lIb/llla < WriiH

v - B E R D L @ 503 (unfractionated heparin » UFH) 2 bivalirudings f e # 45 4 > &
primary PCIie p# (&3 F &4~ £ 28 ¢ 2 % i clopidogrelis B ) & #5571 5pE 3o lIb/lllaszt $8 4
FIFEE R Bl

e Abciximab 0.25 mg/kg#s #% p mam A

hf? % x| ; #455% & B : recommendation that procedure or treatment is useful/effective; evidence
from single randomized trial or nonrandomized studies.

YERE % | HFyp5% A A recommendation that procedure or treatment is useful/effective; sufficient
evidence from multiple randomized trials or meta-analyses.

Jie % % =lla; #45% & B : recommendation in favor of treatment or procedure being useful/effective;
some conflicting evidence from single randomized trial or nonrandomized studies.

kL?— % &llb ; #¥5% & C | recommendation’s usefulness/efficacy less well established; only
diverging expert opinion, case studies, or standard of care.

e % &Il ; #¥5% & B : recommendation that procedure or treatment is not useful/effective and
may be harmful; some conflicting evidence from single randomized trial or nonrandomized studies.
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i %5 (bolus) »
Ris
0.125mcg/kg/min
(B~ £ 3
10mcg/min)
Tirofiban: % #| & -1 &3 25meg/kg# % -1 a B
© O A VORREES S <30mL/min s | S B
50%r2i 3 0.15mcg/kg/min
Eptifibatide: & i3 &) £ $-i¢ %4 180-mcg/kg# 7% - a B
© FOVRF ' S <50 mL/min > Bl R B RF2
50% mcg/kg/min ; % =
c WH R iTRER Y = 180mcg/kg it
%410 min
AR 3L pERd lb/Illas WFrd] b B
A A& ILh
sk & #% (intracoronary) - 44 0.25 mg/kg b B
abciximab&_& 32 1

Mi % % =lla; #45 % & A:recommendation in favor of treatment or procedure being useful/effective;

some conflicting evidence from multiple randomized trials or meta-analyses.

ik % % I1b; 5 B B :recommendation’s usefulness/efficacy has well established ; greater conflicting
evidence from single randomized trial or nonrandomized studies.
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‘W - 2014 # AHA/ACC mg s iug ST gt 2 Al& Rk mpizs
(NSTE-ACS)s 4 in 2 fk 4p 3

| 5 % % & NSTE-ACS |

\ \
S s § R g FHZ A
(ischemia-guided strategy) (early invasive strategy)
v v
#1 W DAPT B i % #1765 # ¥ DAPT & i 5% &\ 4 #
1. Aspirin* 1. Aspirin*
2. P2Y,, % 88 dpH] Bl (P T aspirinz 4) T 2. P2Y,, #p 4l | (P T aspirinz #p) T
» Clopidogrel » Clopidogrel =,
» Ticagrelor #Ticagrelor
3. AL 3. HuE Al
> 1& £ B % (unfractionated heparin » UFH) | > 14 % AT % (unfractionated heparin » UFH) T
»Enoxaparin® =, »Enoxaparin® 2,
»Fondaparinux ¥ »Fondaparinux 7
»Bivalirudin 7

o % B4R &9 % A(etroponinf )4 T aspitin & P2Y ;% #8 39 4] )|
o # J§ B & & ¥y 4| #|(glycoprotein ITb/Ila inhibitor + GPI) 1

> Eptifibatide

» Tirofiban

< EAREEEREELE le—
G IR [ ; -
(therapy effective) [« { & # 8 74 (therapy ineffective) |
¥ v
v ¥
PCT+ % % (stenting) 78 K Bk &3 F #7(CABG)
44 e R B R BIS B #0464 Faspirinig £ 0 ¥ B P2Y,, 395 %] B/ % GPL4 &
1. Aspirin T 1. Aspirin T
2. P2Y % B 3 4] B (P& T aspirinz #}) 2. ¥ CABG 5% 77 ¥ Erclopidogrel / ticagrelor & & - 7 X A7 + Ef
» Clopidogrel T = prasugTel
»Prasugrel T 3. $4T % & CABGHT F Brclopidogrel / ticagrelor £ (up to)24-]\ 8% 1 :
» Ticagrelor T T fE & B 4T % 2 CABG F 47, J& # clopidogrel/ticagrelor{s % 14 5
3. BB & & 4 4 | (£ # 47PCIaF 2 4% < bivalirudin) AAN &pr3511gTelf% BB TR A#AT
> &5 B Rl A% clopidogrel 78 & ¥ (pretreated) * 4. CABGHT £ /0 2 £ 4.\ 8% ¢ Breptifibatide/tirofibanr B = 12/]- 8§ &7
> R A% clopidogrel 78 & 32 (pretreated) ¥ ¥ #7 abeiximab T
4. FLEEF
»Enoxaparin® 2, ‘lr
»Bivalirudin 72, HiE B
>Fondaparinux i & % — 5§ Lk (late hospital/post hospital care)
> 1% & BT % (unfractionated heparin » UFH) { 1. Aspirin & i #7*
2. o RGHEF R BAELH Taspitin > P2Y % B dp #) &
\L - (clopidogrel / ticagrelor) & # E(upto)12181 A T

(5]

ticagrelor) £ /0 1248 A +

o B %?Hff % #=(coronary stenting) > fE3E-ZH T
aspirin > P2Y,,% 4% 40 4] #| (clopidogrel / prasugrel 5%,

HXERER L ERRAE A TERE R FERBE B I(ERE R b #Hw R B): (2
mEs N #Hpw A B) s D& %% Il Harm 5 @955 & B).

® @ E % | 45 A A recommendation that procedure or treatment is useful/effective; sufficient
evidence from multiple randomized trials or meta-analyses.

P ik % &1 %455 & Bt recommendation that procedure or treatment is useful/effective; evidence
from single randomized trial or nonrandomized studies.

0 5 % = lla; # 45 3 & B : recommendation in favor of treatment or procedure being useful/effective;
some conflicting evidence from single randomized trial or nonrandomized studies.

& %% I 45 A B recommendation that procedure or treatment is not useful/effective and
may be harmful; some conflicting evidence from single randomized trial or nonrandomized studies.
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k- BFLARTING L R REFFRLHRT

¥ 28 i F 2 T E 4 Cardiovascular-renal drugs

2.1.1.5 - w5 & #r4)&  Platelet aggregation inhibitors (100/7/1)

2.1.Fuxn $27] Antithrombotic agents

2.1.1.6 Clopidogrel ( 4 Plavix ): (90/1/1~93/4/1~94/8/1~96/10/1~100/7/1~101/12/1)

Lrtighp g2 7 b~ Sl R A B 6L F AR R B RA p A E A
T AR - ik . (90/1/1 ~ 94/8/1 ~ 96/10/1)

(1)¥F acetylsalicylic acid (4= Aspirin)if #< -

(2)TrA ¥ wrrz 2% acetylsalicylic acid (4 Aspirin)#T #3522 it 2 & i i
Fhl TR E GBI LT

@)EiT- &P TR LUFEEL LT H o BEL BT PR R 25
Ak L 2 FHPR o

BBiT- 2pgr i EprRERAS g X 2EERAET ) L0 W
A A P e T I m o FOANRALE 2 PRSP i X
KR A PR o 4 acetylsalicylic acid & % @t > ¥ B RER & L E P
AL X REER A (TS A(F) o3 @ b~ il Fif
BrRal BB R el B PR 1 AR F R ) 3 gt e (101/12/1)

2.3 £ JH L 7 3 0 p 18 acetylsalicylic acid (4= Aspirin) & & ¢ * ;¥ 2} #

7% 6 1 7 722 acetylsalicylic acid (4= Aspirin) & & i@ % o F 305 friap L
2e % A ez p oy oo (90/1/1 ~ 94/8/1 ~ 101/12/1)

BERAEBAFUFAAEPNLRF A S FEF ARG REF H01
# % P iF2 acetylsalicylic acid (4 Aspirin) & & @ * § ¥k & e is g 4 &
BRERF PG FEF AT RO G RER —g » 7 acetylsalicylic acid (4~
Aspirin) g H @ * v £ £ 1B " - (101/12/1)

4% 2ve Fir FPF (P RUL AR fre il ER)m Gy A o 78
acetylsalicylic acid (4= Aspirin) & & 2% » & 9 B2 - F R ApF
R - (93/4/1 ~ 94/8/1 ~ 96/10/1)

2.1.1.8.Clopidogrel-acetylsalicylic acid (4~ CoPlavix ) : (100/9/1 ~ 101/12/1)

LESEHAEIBRIAFRY B REHFELFOB PERY o« F3 LR
& 28 % x4 g2 p #p oo (100/9/1 ~ 101/12/1)

2QEREBAFUFAAENL R F A G FEF ARG R EE H01
BrPERY S ERFELAFLEFIAFPNLRF G EES A SR E
WEREFF oRTPFTLLEL LB - (101/1211)

3 e Fir FPAF (P AL AR fou il E)m DFeds A o bk
9 W7 o Fum LM WrepE R - (100/9/1)

2.1.1.9.Ticagrelor (4c Brilinta) : (102/7/1)

R e girz FPRFop(eHEF R G ~2AEST R A Al &

pIs
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ST &+ = 3lwimif )@ Bueyys 4 5> 17 22 acetylsalicylic acid (4= Aspirin) &
Hinl o Bk OB Y o F AR LEPER o
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fiterdk = ~ TRITON-TIMI 38 25 i & A e g &

Clopidogrel Prasugrel

Non-fatal myocardial infarctions

N (%) 620/6795 (9.5%) 475 of 6813 patients [7.3%]
Hazard ratio 0.76
B%Cl;piE 0.67 t0 0.85 ; p<0.001

Deaths from cardiovascular causes, non-fatal myocardial infarctions or

urgent target vessel revascularisation

N (%) 798/6795(12.3%) 652/6813 (10.0%)
Hazard ratio 0.81
95% Cl ; p & 0.73 to 0.89], p<0.001

Stent thromboses
N (%) 142/6795(2.4%) 68/6813(1.1%)
Hazard ratio 0.48
B%Cl;pie 0.36 t0 0.64 ; p<0.001

Deaths from cardiovascular causes, non-fatal myocardial infarctions,

non-fatal stroke or rehospitalisations for ischaemia

N (%) 938/6795 (14.6%) 797/6813(12.3%)
Hazard ratio 0.84
95% Cl ; p & 0.76 t0 0.92 ; p<0.001

Deaths from cardiovascular causes
N (%) 150/6795(2.4%) 133/6813(2.1%)
Hazard ratio 0.89
B%Cl;pie 0.70t0 1.12 ; p=0.31

Non-fatal strokes

N (%) 60/6795(1.0%) 61/6813(1.0%)
Hazard ratio 1.02
9%%Cl; pig 0.71t01.45; p=0.93

Deaths from any cause

N (%) 197/6795(3.2%) 188/6813(3.0%)

Hazard ratio 0.95

95% ClI ; p i& 0.7810 1.16 ; p=0.64
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E R AGTR Y RIEH

PubMed

# Search Details Results

("prasugrel hydrochloride”[MeSH Terms] OR (“prasugrel"[All Fields] AND
"hydrochloride"[All Fields]) OR "prasugrel hydrochloride"[All Fields] OR "prasugrel"[All
1 Fields]) AND ("acute coronary syndrome"[MeSH Terms] OR ("acute"[All Fields] AND 866
"coronary"[All Fields] AND "syndrome"[All Fields]) OR "acute coronary syndrome"[All
Fields])

(("prasugrel hydrochloride"[MeSH Terms] OR (“prasugrel"[All Fields] AND
"hydrochloride"[All Fields]) OR "prasugrel hydrochloride"[All Fields] OR "prasugrel"[All
) Fields]) AND ("acute coronary syndrome"[MeSH Terms] OR ("acute"[All Fields] AND 540
"coronary"[All Fields] AND "syndrome"[All Fields]) OR "acute coronary syndrome"[All
Fields])) AND (Clinical Trial[ptyp] OR Review[ptyp] OR Clinical Study[ptyp] OR

systematic[sb])

(("prasugrel hydrochloride"[MeSH Terms] OR ("prasugrel"[All Fields] AND

"hydrochloride"[All Fields]) OR "prasugrel hydrochloride"[All Fields] OR "prasugrel”[All
3 Fields]) AND (“"percutaneous coronary intervention"[MeSH Terms] OR 146
("percutaneous”[All Fields] AND “coronary"[All Fields] AND “intervention"[All Fields])

OR "percutaneous coronary intervention”[All Fields])) AND Randomized Controlled

Trial[ptyp]

(("prasugrel hydrochloride”[MeSH Terms] OR (“prasugrel”[All Fields] AND
"hydrochloride"[All Fields]) OR "prasugrel hydrochloride [All Fields] OR "prasugrel”[All
4 Fields]) AND ("acute coronary syndrome"[MeSH Terms] OR (“acute"[All Fields] AND 56
"coronary"[All Fields] AND "syndrome"[All Fields]) OR "acute coronary syndrome"[All
Fields])) AND systematic[sb] AND ("2013/04/17"[PDat] : "2018/04/15"[PDat])

Cochrane (review)

1 prasugrel 3
2 prasugrel, percutaneous coronary intervention 1
Embase

1 prasugrel, AND acute AND coronary AND syndrome 3,316
2 prasugrel, AND percutaneous AND coronary AND intervention 3,410

prasugrel, AND percutaneous AND coronary AND intervention AND ([controlled
3 clinical trial]/lim OR [randomized controlled trial]/lim) AND ([article]/lim OR 2
[article in press]/lim) AND [english]/lim AND [in process]/lim

prasugrel, AND percutaneous AND coronary AND intervention AND ([systematic
4 review]/lim OR [meta analysis]/lim) AND ([article]/lim OR [article in press]/lim) 46
AND [english]/lim AND [humans]/lim AND [17-4-2013]/sd NOT [16-4-2018]/sd
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"4 = PRASFIT-ACS TRk i#% f £ Ak (Patient disposition)

1#*

2R E A B 1% P Bf(n=183)
R B F A4 (n=53)

BT L (043)

12 B % A # 4 (n=35)

iR (n=24)

H 4 B F(0=42)

| i 28 1469 |

4 43R (0=1385) |

B

¥ Ei (n=80)

| = 1mmmm wo-1363) |

B B A 2 AT B b #7(0=22)
* AEHEZ RE(@16)

o A EZ A EHD=])

o HeEH H0=5)

| Prasugrel (n=685) |

2t
(Full analysis sets)
Tt
(Safety analysis set)

v

| Clopidogrel (n=678) |

Y

Y

5 A% 3 B (0=502)

3k A5 R 05 R
Prasugrel =213.5%
Clopidogrel =207.5%

B2 WA B4 P 5 (0=190)
R R FHD=59)

* EAEZ EE @S5

* {2 A 2 A &4H(0=32)

« R (n=21)

o KB £ (n=44)

Y
5% A 3R B (n=488)
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k% I PRASFIT-ACS TR @57 < [Tk & * #ct i

Prasugrel (n=685) ; n (%)

Clopidogrel (n=678) ; n(%)

S 149 (21.8) 140 (20.6)
# &

T 2iE+SD 65.4+11.4 65.1+11.3
¢ () 65 (32 2 95) 66 (32 2 93)
=75 & 165 (24.1) 148 (21.8)
i £ (kg)

<50 85 (12.4) 72 (10.6)
<60 266 (38.9) 240 (35.4)
BMI 24.2+3.6 24.2+3.3
ACS #g %]

UA/NSTEMI 343 (50.1) 337 (49.7)
UA 156 (22.8) 124 (18.3)
NSTEMI 187 (27.3) 213 (31.4)
STEMI 340 (49.6) 341 (50.3)
o AR N 5 R 2 - (first PCI)

1 470 (68.6) 455 (67.1)
>1 181 (26.4) 182 (26.8)
No first PCI 34 (5.0 41 (6.0)
® o R 495 (72.3) 491 (72.4)
% & g 516 (75.3) 500 (73.7)
M Fj 250 (36.5) 237 (35.0)
Lo e B iUl B 34 (5.0) 35(5.2)

¥ 4% =% » ¢ €1 (revascularizations) | 40 (5.8) 45 (6.6)

¥ &% CABG 6 (0.9) 4 (0.6)

B e £ 22 (target lesion 15 (2.2) 13 (1.9)
Revascularization » TLR)

Wﬁ«‘rﬁﬁi—/‘%"f Z CrCl (ml/min)

>60 486 (78.1) 507 (81.1)
<60 136 (21.9) 118 (18.9)
& * ;5 F (concomitant therapy)

Proton-pump inhibitor 282 (41.2) 287 (42.3)
Statin 346 (50.5) 328 (48.4)
Ca-blocker 184 (26.9) 159 (23.5)
/3 -blocker 122 (17.8) 114 (16.8)

A O2E gE |

3
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& 2t (Bare metal) 353 (51.5) 353 (52.1)
3 2 (Drug-eluting) 291 (42.5) 278 (41.0)
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G-l SNV LAY 0 RPN e
K NN e
Prasugrel % ticagrelor S 4% 4 % ~ & 3\t fE %

1
2. 3 ° - 37 gk 4p th(adverse clinical endpoint) i 5 4p 152 -
3. FHRXFREIA NN F hE& TR R 5 A

1. 3 &~ 47 ~ B %7 7 (case studies) e prasugrel % ticagrelor 2 fF £ ¢ g5 4
PGRRIBELERE T Y (PRE B RGER)
Wi s [ FH T &7 LTRAApiRAp M %
AT N A0 e R
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i A=

TR AP &t S
CRD 20180420  (prasugrel) IN NHSEED 10
Cochrane 20180420 #1 prasugrel in Title, Abstract, Keywords in
Library Economic Evaluations 5
PubMed 20180420 #1 " prasugrel " [All Fields] 2,000
#2 "economics"[Subheading] OR "economics"[All
Fields] OR "cost"[All Fields] OR "costs and cost
analysis"[MeSH Terms] OR ("costs"[All Fields]
AND "cost"[All Fields] AND "analysis"[All
Fields]) OR "costs and cost analysis"[All Fields] 753,175
#3 #1 AND #2 119
Embase 20180423 #1 ‘prasugrel/exp OR prasugrel 7,047
#2 'cost effectiveness'/exp OR 'cost effectiveness'
OR ‘cost utility'/exp OR 'cost utility’ OR ‘cost
benefit/exp OR 'cost benefit OR economic
AND (‘evaluation'/exp OR evaluation) 66,397
#3 #1 AND #2 37
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