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2. )]35 LT A gy @ * i CDK4/6 #r4] | 2. )]35 L Aoy @ * 8 CDK4/6 #r
Alief*o & 7 ¥ - 48 CDK4/6 Fr Alie ¥ & F Y - 8 CDK4/6 3+

L ERE TS 8T ﬂWéi“ﬁi%ﬂ@%°
3. E A ARLERD/ESILA P |3 FH L A RLERD S B
A IS IR B (D) | P AR RIS R L & 2

° PBAC % Pharmaceutical Benefits Advisory Committee % 5-% 43534 4 R € mﬂﬁ’é, °
PgdsE ) 24 R € (Economics Sub Committee, ESC); #4+ ¢ * -] 24 A ¢ (Drug Utilisation
Sub Committee, DUSC ) -
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BomA R Tm L E e i % CDK4/6 e
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—fr2021 E 30 2 2[24,26] bt MR
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* R Bop 4 F AT & (Patient access schemes ) iR T 222K
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R R R AR TR ] £ iR (

Eastern Cooperative Oncology Group Performance

Score, ECOG PS) 4 #:® i ;gpf;z;l;q Ak A5 03 44 /»\3/:,@, kI (R 1 ,é;)} i o
" NICE % National Institute for Health and Care Excellence B it B TR E & 257§ 2 Hﬂ%‘ﬁ”ﬁ%

s £
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PALOMA-1[27] ~ PALOMA-2[28] ~ PALOMA-3[29] 5% ) «hg & i 558 ~ &
WEFEY 2T AR Rrtte®iFit AR 2 BHE LT Ut 7 a1
ARG ARF LRGN T ARSN RS R RE SRR E R WE
SiEm AT ABmaht M N A S LHRH @2k & i * o

1. =

~ 4R 4 * 3048 F Cochrane Library/PubMed/Embase T + FALE 2. = 2 » 1T

| PICOS B3 40F (51 THF B & AR S EAFLAEET 25 L H

(population ) ~ ;2% = # (intervention ) ~ J »c¥t B % (comparator ) ~ J »<if| £
ip % (outcome) % #7333+ & > 2 (study design) » H 30F i # FIL 4o

Population BREHS 2T AR
Intervention ribociclib £ palbociclib
Comparator A®

Outcome A% L

Study design e & 3# % ( clinical trial ) ~ %% #% % B F 5%
(randomized controlled trial ) ~ % stfd = }I?e v AR

( systematic review ) ~ %t & 4 47 (meta-analysis )

i% @& it 2 PICOS - 1% i Cochrane Library/PubMed/Embase ¥ < f 7L & -
%2024 & 7% 4 p i+ > 2 Tribociclib |~ " palbociclib |~ " breast cancer | #4 5 B 42
FRRGFHF o HOF E L s o

2. HE %

32024 & 7% 4 p ko> R B4ET B FHF & w3 Cochrane Library
23] 0 £ F > PubMed 7 3] 232 £ F L » Embase 7 31 890 & F L o ik & )gk

* MONALEESA-2 #5%{c% % % % HR+/HER2-BLEP 5 % » ¥ 7 if L B L o eninigts 2|
MONALEESA-3 2% Jc % 4t % 5 378 Lufry_‘ﬁ’*} HR+/HER2—5 8 54 » 5184 a8 § 14 o

U PALOMA-1 ~ PALOMA-2 #3Jc % % % % 5 HRH/HER2-H L B > ¥ 2452 2w 4o g >
LN EREY s sl A e r+ o PALOMA-3 35 fc % % % 5 HRH/HER2-LH 5 % > © % 3§ £ 452 0
Fretd (R BERE ) AN REDAT ARSY > 2 & X goserelin iof ©
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fe2 EEEAZFA Y 2 2 & (b]4o & & palbociclib, pembrolizumab, letrozole ) » &
"‘Ff FHRIEFIIEFT IR ABE AT REHT BRSSO R
WFJE- § CompLEEment-1 §&/k :#% (NCT02941926) 0 %3 5k #% 4247 12
Fopz SORHA TS R[32] 0 VAR AT A R TR > AL TP
% CompLEEment-1 T/ %5 548 = Féi AR T }*J:[33] v R TR GRS R SRt
ez FT[34] A LT B2 F o .ll—f%§3i#B B 7% o

CompLEEment-1 :#5% (NCT02941926)

(1) 3#53% ++[32-34]

CompLEEment-1 §/k 385 5 — T H BF~F2ad 5 ¢ ¥ = 9 105k 2% o

7 d Novartis I FR 7 o F%k 1 & P ehi ek { 5 & @ ribociclib, letrozole *

¥ HRA/HER2— ~ A7 AL P A in R i hp ¢ A{RIEF L AR
A f% # l]‘%’—/ﬁl—f E’i’j_'; i:}i_ﬁ% i/{ o

AR B 2 HRAHERD-Y 5 30405 & B A5 HLEPT R ¢ 5 % i &
AR EN AR L TREES] I Fio R R X HECOG PS
RS2 RS Gp A R E P CDKA/G ol His g & 2 £ 6 £ W 5
B PR R Y R g Ao - ;é—*ﬁ’#a-x—‘* p ribociclib 600 mg (& * = ¥ {8
i®* — %) & © letrozole 2.5 mg ; § X @ 'iﬂfrff% o Ao R ER X goserelin
3.6 mg & leuprolide 7.5 mg inf (& B2 37— =X ); ipf E ,Lfi}fiaﬂi v~ ok
BEnd = o R FFH R G ¢ R o Bk 2 BT A AL

ST e

PR AL ﬂ#gﬂfﬂ sE2M(e 7 /rl%*ﬂﬂ TN LE R E A AE )
T &gt s 5 BRI Ao/pE R (time to progression, TTP) ~ 547 3
i flF 7@;3, (overall response rate, ORR) » ™ % 547 7 R 31 chifhk &
# % (clinical benefit rate, CBR) # o % > Pig iUy 8 E0 5 2 A }ﬁa,\,
i pE R P12 Kaplan-Meier = 2 &7 445 » @ =8 95% G R ERF LR H# =%
B g R R g B A 0 B P R C A F 5% B R A R -

AL I FTHESFTES FEK TR AR “? 9 5% ( MONALEESA-3 # %%
[NCT02422615][30] ~ RIBECCA 5 [NCT03096847][31]) > 25 & % MONALEESA-3 5% &
iz § P Péi’ » RIBECCA &%z x5 T M K AR B B2 4ph 4547 o

Y HR+%Z_& L‘?,;r’% W PA/&F 2 LB - HER2-2.& @ R 22 Rl THC

ﬁr« 0~ 1+8 2+ 4o% THC 5 2+ RI»v ¢ »+ 2 5% &R A =522 (FISH~ CISH & SISH) z

S ERILE

(
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2016 & 11 7 3 2018 & 3 7 2. @ » 3E% = 3%k 3,246 lf’_i;f:‘—'ﬂ'z » H ¢
FIOER RS T AR R A 0 R Y e 254 B0 o
7 M CompLEEment-1 ;#5% FAEH M o 9 X 2% A fidodow > FalA 3
AP FEFAG o

# 2 ~ CompLEEment-1 2% FHHF M-I 23 F nd h

o i S o ]
(N=3,246) (N=39)

EdP 58 62
A N (%) 227 (7%) 3(7.7%)
ECOGPS1 3 2 N (%) 1,273 (39.2%) 18 (46.2%)

AN N (%)

345 2,409 (74.2%) 27 (69.2%)
ERe ¥4 704 (21.7%) 7 (17.9%)

E e 183 (5.6%) 0

¢RI 51 (1.6%) 0
M 1,992 (61.4%) 27 (69.2%)
I 862 (26.6%) 8 (20.5%)
k-3 1,416 (43.6%) 24 (61.5%)
@ 295 (9.1%) 2 (5.1%)
AR 110 (3.4%) 2 (5.1%)
TR 1,250 (38.5%) 13 (33.3%)
Hw 163 (5.0%) 2 (5.1%)

() e & 2 3% R

B2 AT 2019 & 117 521 =94 (53.8%) P pFgingk 2 1
2416 =74 (41%) &~ BaiFEE 5 T M 54 kb 0 ribociclib R ¢ (i
1927 55 18 =9 4 (46.2%) <EF Babio (FHMEHB L GG S
Bl 5 59.9%) ¥ Rish &k RFIEARET (282%) fv3 2E & (103%) >
BEHERE L (AR E[342%] 7 F E[15.5%]) T Py o ¥ L E
RHE YR PFR NI AT P £ KT (P L 25.6% 0 B E G

7.7%) e

KapF-BpLahs- IPRIRLE- DAy - XPRED 18 B 5 ol
Bl s BUmE » B2k pt k- R o
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TR FEAPFOTFREM G R PR AN AT 22 R M e
xiiﬁ’ﬁwﬂm%wwﬂﬁi PRt B R A AT 5 M (GRR 4
I)°&#im%%i%§%éﬁvﬁﬁ@T’*3%%4:$”P%éﬁﬁi
TRET g A L 41% 0 MOT R (572%); Ee o R aF 2o g
Wiz (333%) % "iF (25.6%)° > QTcF ® B at £ en?d 2 F 2 > RIERI| T &
HRAP R R g 4 Sk g e

FRFEMT GRS i 254 BOPF IARBECPFRLY AT
F(FRLBFFIARpECPRY 2kl 270687 ) § EHMDFMF BT 5
41.0% Tk & 5 5 76.9% S AH L F TR B HLAT H IR (324 )
FHMF S 5 46.9% Tek 5 5 5 71.9% &975 § PR 78 % 49T

_’Tl’h’ﬁ’rﬁﬁx Pé‘ 7“51‘% (F TR AT )°

+
™~ 1

7 ~ CompLEEment-1 :#5% f sxfe® >4 475 %

ok ] S o ]
(N=3,246 *) (N=39 )
D ecE A
IARE PR 27.1 i * T
(¢ =8 95% CI) (257 @ 2 AFlE) | (16.8 B 1 AF|:E)
BRFE RS (%) 43.6% (N=2,079) 46.9% (N=32)
BRIEE S (%) 69.1% (N=2,079) 71.9% (N=32)
a7 N (%)
2 AE e 3,203 (98.7%) 38 (97.4%)
AP A A E 3,091 (95.2%) 36 (92.3%)
ER PRI S S 2,461 (75.8%) 26 (66.7%)
A A 702 (21.6%) 6 (15.4%)
BN EER AT 590 (18.2%) 5 (12.8%)
AR BE? AE P 203 (6.3%) 1 (2.6%)
ReMEED 2F S 62 (1.9%) 1 (2.6%)
AR R AT 2 E @ 14 (0.4%) 0
PAEEERBE 528 (16.3%) 4 (10.3%)
SR At E RGBS 418 (12.9%) 3 (7.7%)
A e 2,417 (74.5%) 21 (53.8%)
A A TS 1,856 (57.2%) 16 (41.0%)
ALT + 2 526 (16.2%) 6 (15.4%)
AST + & 459 (14.1%) 5 (12.8%)
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aspartate aminotransferase * /™ * z fi#& "2fi% - QTcF : QT interval 4% * Fridericia's = ;% & ©

(2) EEFRELFTH

RAE LT 2024 & 50 feRlEkE (¢ -&“\Wﬁ’”i?sgg PRSI SEES
oG ) P RSTT pﬂ-iﬁkJ fle@RERRG o d s
FROLPF AT ) B hnEFTH

CEARBREFEEEHAFREZH 2 RB2 35 36 40 - f G
CompLEEment-1 5 £ $1 7 1% 3 cha 45 58 % [32] > 49 M #cdp © »v i g4 ¥ —
Jo » CompLEEment-1 ;25 &4+ 5 =& ~ 17 (£ 24 R 62 [35] 7 1 %
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HRA/HER2—chat 8 & & 45 |2 54l 72 5 47 2 [36] 0 37 7 30 5 B IR ES 2R {ris s 4
EFF O RE F BUE > & CompLEEment-1 :#% % % ¥ MONALEESA-2 -~ 3
e 735 [14, 15, 37]eh> [hpm A B EF 5 Ap > OS%RERE L5 L4
F] 4t 12 CompLEEment-1 385 % % 3% § &5 )%Jﬁi A f¢ * & & ribociclib, letrozole
ek LA L SR SEFF L RN AR P B PLILP T
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F] 3L 5 #-4 & ribociclib, Al £ & & ribociclib, fulvestrant mif@;{mﬁv 37 Fa
Mo g Lo

-
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AT % [32] 0 AR MR TR RO R EAT RS

Mok < BRGNP i;;gat—mv}?cp B hEFE Ry 2538, 39]

ME - B A B a8 KB p IR 444 palbociclib * *t § (& HR+/HER2—aL 8 2 &
AT R T s 3R 2 [40] 0 A AT

o —F 2 )I% 2 AHHEFE RAT (Yildinm et al. 2024 ) [38] > f’?—*ﬁ "2 g
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M R e v ek 2 3 R Froondy Jf?%—é ﬂ Bl @ FHF B > 2
FRAMG AR L CEAP RIEHR BNFE AL L CE
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AL S 2016 # 12021 E R E oL P S Y BRI A #
FTUEFESEFRGAKRT £ (2025 F 3 2029 & ) § HESMEIRITE
ABLEF-EIATFTEILLA GG M HRH)E HER2(-)W b » AR 2 0%
Tl kR § w8 § 5% ER(+H) /2 PR(+H) 2 HER2(-)' &) 5 71%[41]
KLY B R Y RRE RS S A RETERE I 2 AR 80%[42]
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4

-~ CDKA/6 3|40 17 % H 4%

9.72.CDK4/6 #r+#1#| (4 ribociclib ; palbociclib) : (108/10/1 ~ 108/12/1 ~ 109/4/1 ~
109/10/1 ~ 110/5/1 ~ 110/10/1 ~ 113/1/1 ~ 113/3/1)
I *BEERRESF 2 REEBEL2EBEF LR FRE2PENT
1 (109/10/1 ~ 110/5/1 ~ 110/10/1 ~ 113/1/1)
(1) i $ 8245 1 ER & PR>30% » (109/10/1 ~ 113/1/1)
(2) HER-2 &R & 5 o
Q) EXEARFRFLEANRET Y 2 &gh (visceral crisis)? & 7 1%
ok (CNSHER o (110/10/1)
@) ¥ 43 7 LeE— A o (110/10/1)
() & B w A P& drdlinf (¢ 7 GnRH analogue %) * % &
gtz — 1(110/5/1)
L& d% 55 & o
IL g % BERR]“r & 7 27 ji
IE%Himmmd&ﬂﬁﬂﬁ*%QQ&ﬁ§@W°
2. # %5’;‘;2&—5‘—,’,/“_ 4oie )%,-}erﬁ-—!»»’? 4 j(vilﬁgﬁ, 182 }_*_E/:I"J‘Z_%‘-*n/r,}%‘ , /F' ¥
BH IR pE e B 2 GnRH analogue & * o (113/1/1)
(1) 7 #2545 t ER & PR>30% -
(2) HER-2 &R & £ o
Q) EXEARFRFLEANRET BH 2 &gh (visceral crisis)? & 7 1%
A5k B (CNS)#E#5 -
(4) FHEHF T SvE- EAHIN o
3. SERFAPAGRY  PURGE AR FRWROIGER ALY 0 £
P B W iR 0 2SR R i AAFE R - (110/10/1)
4, &% 4]
(1) ribociclib # p & % B> 34 o
(2) palbociclib # p & % ™ 134
Q) PFHEETEH/ - * s G AR A T HEIEREE 5 & R
RRLEHILE > UEABI LG 24 B ;“a_l o
5. 110 &9 30 p um e P F2 4 > BEEDFAEPAL > R * I
FeAR(Tr i 24 B0 )R R AR R AR BT 7% o DR ERY i
~ g% 5o (110/10/1 ~ 113/1/1)
6. F7nig * everolimus &7 » 2 B ¥ G ALEE R - (109/4/1)
7. F AT 5 LR * abemaciclib & vxis 0 3 R Y A KEE R - (113/3/1)

- }’]J
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PubMed (3% p #p 12024 £ 7 % 4 p J+)

#1 Ribociclib 855

#2 Palbociclib 2,144
#3 #1 OR #2 2,523
#4 breast cancer 523,478
#5 #3 AND #4 1,673

#5 Filters: Clinical Trial, Clinical Trial, Phase III, Controlled
#6 Clinical Trial, Meta-Analysis, Randomized Controlled Trial, | 232

Systematic Review

EMBASE (&% p # 12024 £ 7% 4p2t)

#1 Ribociclib 3,471

#2 Palbociclib 8,251

#3 #1 OR #2 9,627

#4 breast cancer 805,865

#5 #3 AND #4 6,106
#3 AND #4 AND ([cochrane review]/lim OR [systematic

#6 review]/lim OR [meta analysis]/lim OR [controlled clinical | 890

trial]/lim OR [randomized controlled trial]/lim)

Cochrane Library (3% p # 12024 # 7% 4 p 1+ )

#1 Ribociclib 375
#2 Palbociclib 688
#3 #1 OR #2 977
#4 breast cancer 48,146
#5 #3 AND #4 874

#6 #5 AND Cochrane Reviews 0
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