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[ Abstract] Objective To evaluate the efficacy, safety and economy of cyclin-dependent
kinase 4/6 (CDK4/6) inhibitors for the first-line treatment of hormone receptors positive (HR+),
human epidermal growth factor receptor 2 negative (HER2-) advanced breast cancer (ABC) by rapid
health technology assessment, and to provide evidence for clinicians and policymakers. Methods
PubMed, Cochrane Library, Embase, CNKI, WanFang Data, VIP databases and the official website of
health technology assessment (HTA) agency were electronically searched to collect clinical evidence
and literature of CDK4/6 inhibitors in the treatment of HR+/HER2-ABC from the inception to
December 31, 2023. Two reviewers independently identified studies, extracted data, assessed the
quality of included studies, and descriptively analyzed and summarised the results. Results A total
of 33 articles were included, including 9 systematic reviews/Meta-analyses, 15 pharmacoeconomic
studies and 9 HTA reports. In terms of efficacy, compared with endocrine therapy alone, the
addition of CDK4/6 inhibitors significantly improved progression-free survival (PFS) and overall
survival (OS) in patients with HR+/HER2-ABC (P<0.05), but there was no significant difference
in efficacy among palbociclib, abemaciclib and ribociclib (P>0.05). In terms of safety, more adverse
events were observed in patients treated with CDK4/6 inhibitors when compared with endocrine
therapy (P<0.05). There was a difference in the incidence of adverse effects between the different
CDK4/6 inhibitors, with palbociclib having higher incidence of haematological adverse effects
(P<0.05), and abemaciclib being more likely to cause gastrointestinal adverse reactions such as
diarrhoea (P<0.05). The economic evaluation results were variable due to differences in healthcare
costs, analysis perspectives, willingness-to-pay thresholds, and study duration in different countries.
Conclusion CDK4/6 inhibitors have similar efficacy in the first-line treatment of HR+/HER2-ABC

patients, but there are some differences in aspects such as safety and economy.

[Keywords] CDK4/6 inhibitors; Endocrine therapy; HR+/HER2- advanced breast

cancer; Rapid health technology assessment

2020 45 4 i 54 LR 988 168 1 98 A 0 01 v o
11.7%, B UCGHBT i (11.4% ), 188 A0
ki Z g . R T, R AR
£ (hormone receptors positive, HR+ ) MNFE A
KA F 324K 2 B (human epidermal growth factor
receptor 2 negative, HER2-) FLIUEE & 75% 244,
WA YY (endocrine therapy, ET) LA HIF 3%
HE 258 A %O B L R A AR T 7
Xz — 7 (AH5 HR+ FUBYE B & it 2y,
SECET R, BEE X2 AWHRER , A0
A ASPE I 4/6 ( eyclin dependent kinase 4 and 6,
CDK4/6 ) 30 f) i B4 [l PN I 301 HR+ FLAE
HA K T A, CDK & — JAE 40 i JE 30 i
AR A 2R D, CDK4/6 10 500 7T LA v ROk
o b 490 14 L9 40 B b CDK4 il CDK6 38 114 75
P, BE WA X R 40 9982 ( retinoblastoma, Rb)
AR, M TTBE A A0 RN G143 S 1 mY
HERR, 0 s 0 M4 e i R HE R A P

Il A MBI AR A 7 —BUERR: CDKA4/6 #1511
B4 ET AT HR+/HER2- B30 5L R 98 (advanced
breast cancer, ABC) —ZI&y7 7 Hul, WRAATYE
AL BT DLPEA] 2k 2R V4 A A i 5 4 A1) 4 Bl CDK4/6
AR A N AR B, SR, i B i R
56 % CDK4/6 1 571 4] (14 45 20 1 M 22 4 P R 4T B
B, HEAHOC A H AR PG (health technology
assessment, HTA ) Wt/

P A F AR A (rapid health technology
assessment, rHTA ) J&—FPfajfb Ay HTA, 38R
FRARIBORH O 24 it 1 0 e FEUE IR IF 5 B, PPA
PARL . AT B P i 2 i PR DR SR A DR 2
HetioR Mo ST I R BT B9 CDK4/6 10 75
FhEARZ, oA B B £ MR A CDKA4/6 3] 57 g
fliRE R E L. AU T HTA ik, 255
PEUT CDK4/6 $il57)—2k /77 HR+/HER2-ABC i
TARNE, ZatEmaste, DUWRh BABUE
ARl s Pl PRI AR ST

https://ywlxbx.whuznhmedj.com/



HMIRITIRE S E 2024 £ 9 BE 33455 94

1 #Ant5AHEE

1.1 ANSHERRIRAE
111 FFRER

R ( systematic review, SR ) /Meta 53¥T .
ST HTA 555
1.1.2 FFR:T R

Wik HR+/HER2-ABC % .
113 T

I T (UK T e )
B HURAR VU] B U A B DT A E s 2K Y
A, SRS ET; X IR HHEE (LU fRpR X%
MRS ) SR HAS IR B CDK4/6 1650 ik
ET, sifH ET sk 2R
1.1.4 L E¥EF

A B 25 )R 18 B A 45 TS e E R AR A
( progression—free survival, PFS ) . B E
(overall survival, 0S) ; Z2PEEFR LA R
@ IV S - (s SR e el 1 0T A 1K e N =9
BLEA A RS A B T AN R RN & A 58 K A
AR KA 5 BB PR b 4 o i R 2 i
4 (quality—adjusted life year, QALY ) | f/MliAS
Wi AN — RCR E (incremental cost—effectiveness
ratio, ICER ) B3 & A4S — 20 JH It (incremental
cost—utility ratio, ICUR) .
115 HempArg

WEFE S B LA AR — T RI T HERR . ORI B 1
SCHR; QE A KR SCHR; G T AT 1Y SCHR
1.2 XAkt 3R RIE

P13 HLKE % PubMed ., the Cochrane Library
Embase., SinoMed, CNKI, WanFang Data, VIP
Bl e, IeAh, PR e M o8 AR S ik RG
A28 F ( National Institute for Health and Clinical
Excellence, NICE) . & RPN T AR
( Canadian Agency for Drugs and Technologies in
Health, CADTH ) % HTAHLME 7M. KR e
BRI MR 25 2023 45 12 7 31 H o S 30k Fim)
& : breast neoplasms, abemaciclib, dalpiciclib,
ribociclib . palbociclib, health technology
assessment., cost, Meta—analysis &, PR RIA
A FUBE . WRARPEA) . BT DLPGA] | SRR VEA)
TP VA A . TAERORPEAL . A Meta 738745
L PubMed $ia 2 R0, ELAAKG R AEME WLAE 1.

https://ywlxbx.whuznhmedj.com/

1019

#1 breast neoplasms [MeSH Terms] OR breast tumor [Title/
Abstract] OR breast cancer [Title/Abstract] OR breast
carcinoma [Title/Abstract]

#2 abemaciclib [Title/Abstract] OR dalpiciclib [Title/Abstract]
OR ribociclib [Title/Abstract] OR palbociclib [Title/Abstract]

#3 meta analysis [Title/Abstract] OR systematic review [Title/
Abstract] OR health technology [Title/Abstract] OR
economics [Title/Abstract] OR cost [Title/Abstract] OR icer
[Title/Abstract] OR icur [Title/Abstract]

#4 #1 AND #2 AND #3

HE1 PubMed#h % 5B
Box 1. Search strategy of PubMed

1.3 XEifiE. FEHRNERETM

H1 2 A FE3  S7 0 16 SCHK . 3R BRI 52
UKo i oy, W R AR 3 44 T 5T A O B R
Do SCHRTT LS 1 e e 330, e HERR W 2 A A
KK, HE— PSR AS, E 2R
Ao BEEHRIUA BRI AR, AR . T
Foof BT . 25 RFEAR A 1855 th 2 AP
%ﬂﬂ%éﬁﬂfﬁrﬁﬁ%ﬂfmiﬁ 2 (a measurement tool

to assess systematic reviews 2, AMSTAR-2) ¥,

2022 iR PAEZFF RS HRME (consolidated health
economic evaluation reporting standards, CHEERS )
7 UORE bR AR £ AR AR U 2 T Y HTA
B 23 6 SR/Meta 43T . 2 UF 24 F5E 1 HTA
ot AT BRI
1.4 St

XA SR/Meta 53T . 25 28 55 APt 3C
RS2 HTA i rh i BOCHE S B T, 2567%
JESCHR A RAFRR . SCHRJTT B B A R A 1 4 ]
FIAT ISR A

2 R

21 NHEIFERERER
IR ALFRAGAR SR 432 5, BB IRk,
AN 33 R SCik, 4E SR/Meta 5347 9 fi . &
Grep Y 15 f e HTA $i4h 9 o SRR 8 T 72
LI 16
2.2 MANBHMEXRFERRETNER
0N 9 Ji SR/Meta 73 B X CDK4/6 4171 il 5] i#F
TTARER A 2VEVENY, WEE 1; 9 %W SR/Meta 73
Bre AR BT ARG, W3R 2. A9 AL P2 oE At
155, ALV EEANE, 14 5 ESMFTE,



1020

T I A A R ARAAR % SR T I LA AR A B S RAAR SR
(n=423) * (n=9) *

| I
'

‘ SR AR (1=298) ‘

'

VI SRR BT (n=298) ‘

HeB: (n=202)
HFREATF (n=166)
NI (n=7)
WFFS RAFE (n=29)

v

v
) 5 4 S ST 9

(n=96)

B (n=63):
TFHHEHEARF (n=49)
™ cEEHR (n=2)
fEREBK (=T
HHEEE (n=5)

A
‘ PSR (n=33)

E1 X#EtiFiEiRESER
Figure 1. Literature screening process and

results

VE PR e B R B AR S B R 4o F ;. PubMed (n=136) .

Embase (#=273). the Cochrane Library (n=0) . CNKI (n=4) .

VIP (n=0) . WanFang Data (n=7) . SinoMed (n=3) ; "Fitek
HHT AN B 35 B A Uik B4k4e T : CADTH (n=5) #2NICE
(n=4) ,

L4 35 QT AR R R B A e, WL 4.
9N HTA 5L 9 /i, HANE K CADTH., 3 [H
NICE JFE (£5) , BIRFERS (£6) .
2.3 BIHEIEM

7 % Meta ﬁ'*ﬁ [14-20] H] 6 % Meta ﬁ’*ﬁ [12,14-16,18-19]
43X CDK4/6 il 58] (A48 WRATE ], i ik v
F) K BT D1 PG ) ) 3597 HR+/HER2-ABC f%) PFS 1
0S AT THFFE . Xie %6 " Y Meta 20 HT45 S W
gl ET AH I, CDK4/6 M FI5 4 ET W 3% 1E
K # PFS[HR=0.55, 95%CI (0.50, 0.60) ,
P < 0.01] Al OS[HR=0.75, 95%CI (0.67, 0.85) ,
P < 0.01], %5 Meta 7047 ' 9 451 5 Xje &5
—3, TR ET HE . BEALREE, 55
4fi ET AH Lk, CDK4/6 #1461 5 BK 5 ET A i 2 E K
HR+/HER2-ABC . 1) PFS Fl( £ )OS( P< 0.05 ).
Ak, g K CADTH A3 [E NICE A FF #9 HTA
A P BUR, HeAal ET MG, CDK4/6 4315
A ET Al 5 48K PFS A (58) 0S (P < 0.05)

Husnain % WA IR Meta 43 BT TR] 422 S T
CDK4/6 il 7l 18] iy A7 24t 25 R o, WG ET
M, DRAAPE R S 5 P A [HR=0.95, 95%CI
(0.67, 1.35) | &bl U1 P§H] [HR=1.00, 95%CI (0.62,

=1 ANSR/Metasy th BB AR4FHIE

Table 1. General characteristics of SR/Meta—analysis

Chin J Pharmacoepidemiol, Sep. 2024, Vol. 33, No.9

EhR

BO0O)
@OEW@W®)

S
ET. ZRFH+ET D@ (0@

X HE it

T

+ET
+ET
l+ET

PN

WABTFE WABTTERR JF IR 2Ry
HR+/HER2-MBC

PAFFE

Lin 2020"%

ET

LI

CDKA/64HI 51
CDK4/61 5

Meta

3421

RCT
RCT
RCT

—_—

HR+/HER2-MBC

Meta

41792

Onesti 2021
Xie 2020
Xu 2020

LI

i

CDK4/63M#
CDK4/63 4

HR+/HER2-ABCZH: CDK4/631 17

HR+/HER2-ABC

Meta

4 580
4 580
5043

O@EO®®WRB @
O@EO©WO®

Al/FUL

I|+Al/FUL

—_—

Meta HR+/HER2-ABC 3

RCT
RCT

LI

Meta

Zheng 2020

{

@@
D55

o3
@0 Ol
®@e60 i
©06 O6i

5

wdE PEA+ET . B DL P FI+ET ET

BT RET . B DI PER|+ET ET
G PG R +AT/FUL . B0l AT/FUL

wdE PEAI+ET . B DL FI+ET ET

¥
v
-
Y
w
4
5
w
o
2
2
£
2
EECR
—
7w
g
Ee
ey
S
BN i
T2
Sgﬁ
§©®
a7 .
[s) %
Ty
= )
= e
<2 5L glsbx
2B =2 ERYL
+ + + T |ER
»‘eﬂe»‘ei»‘eg@
BEE T ElE
o @ oEm o Em|aEn
R
Qo 22
2 g e
o o 8 of=®'=
2 2 = 2(-2®
<F<FU E—f&(..
N(‘\la::‘ RO ot S
D HE
N S
T2 Z|x5%
f ¥ = FleYa
e o= T == -k
T T 2 T|<#®
= 2w ..
TN
\R’:a).’-\
z z =z Z|ses
° 8%
z 4
S o o O\B'ﬂ“?—:’
® o < oé"-ﬁ—ﬁ
<t a4 wn N"\%L
0%
o Bl
= e e%é&e&?
C oo O
[a= =R = Q:C»W
SQ&'\
< o 7
206
£ . ..
© © o SRR
AR
é\;‘g(w;a
= g%i,_'
=5 SEM g
o) o A
= S _ S R
a = ol £
S ™ Tl B
2= 9 F%:3
= v .2 C| e =
T A 3 (=) B

https://ywlxbx.whuznhmedj.com/



HMIRITIRE S E 2024 £ 9 BE 33455 94 1021

1.61) | 1% PFS AHARL, i 8 P4 A A1 BT D1 g 1) 2 [a]

I R E s E NI
B ExTEEE e PFS % R L4 1% & X [HR=0.95, 95%CI (0.62,

1.45) 1. Liu 2" R Meta 43725 52 s, RHITY
FI S B PG A BT ULPE A 3 CDK4/6 #1157 5K A
A ET [8]/ 0S 2R TGei4 L (P>0.05) .
Desnoyers 25 RRIR Meta 7045 S0, Fi i 76 A
SS0RAAPEFAH L, PFS[HR=0.98 , 95%CI( 0.78,1.25 ),
P=0.518 8] A1 OS[HR=0.89, 95%CI (0.64, 1.25) ,
P=0.51] 25400, [RIFE, BAT DL PG ) 5 WR AT VG A1 AH L,
PFS[HR=1.02, 95%CI (0.75, 1.39) , P=0.91] A
OS[HR=0.93, 95%CI (0.67, 1.30) , P=0.69] = 5+
Wit o ik, TEARSUED T, WRAAPE A |
T 0% G 1) % ] DL G 45 3 b CDKA4/6 1 751 =22 a7
2.4 REMTEM
240 MIBRFARRRPEEAER

4 A 8 Fi SR/Meta 4341 2752 ¥93%F CDK4/6

md oY mY oY omd oY m oY o

@[y oy K1 KoY oY ol Ko

oY oY Koomd oy oy my Ko omd

@|1&@ ko Y Ko o ooy Koo o

@k Ko ¥ K Ko Ko oY oY K

©|m of oy of oy oy oY of o

s /- - /

= HEEREEERE SR CORFAPERL . ST BT 0L PR ) 3857
E@ _ 1 - HR+/HER2-ABC Y Il ¥ 2% A R O & Ak 32 kAT
£ gle@FHHEgRRE G THFE. Lin % "Meta SHH745 R, 150040 BT
2 3E | . HIE. B4 CDK 4/6 MR 8 2 A
% g@ § my mY my my %: oy oy oy PN RN &R (P< 0.05) 3 Hrp™
S . - RN RN, dnrh MR 4> [RR=37.15,
& Ol v & B e 959%CI (1533, 90.04) |, F141HIN /> [RR=25.58,
g # = 95%Cl (13.23, 49.46) | A% il [RR=2.24,
% Ol o w2 o 95%CI (1.38, 3.85) | W&/ R & TH4i ET; W

Hopthrrh, 32 PR )7 % [RR=47.33, 95%Cl
(9.67, 231.61) | AR A VY A J7 %€ [RR=68.15,
95%Cl (17.09, 271.83 ) |G J7 W # 3~4 Gk
LA I/ 1 & A % o 3 R Meta 307 11 X
LR I AN ROV & AR SR AT TR, A
EA, SH4i ET AL, CDK4/6 #1554
ET 2 H PR 20 s/ iE [RR=33.52, 95%CI( 17.27,
65.05) , P < 0.01]. [ 40 M 5 /> [RR=22.08,
95%CI (12.12, 40.21) , P < 0.01], /My b
[RR=7.08, 95%CI (1.95, 25.73) , P < 0.01] A
I [RR=2.25, 95%CI (1.39, 3.64) , P < 0.01]

|y of o o of of oY of o

Table 2. Quality evaluation results of systematic review/Meta—analysis

i
|y oy oy oy m&m}ﬂ(ﬁpm&m}a
oy oy of oY oy oy oY oy my

@y oy oY oY oY oY oY oY oY

iz: O P Mo AAFF R AT LIEPICO? DA T L FGIFN ZHN AT RIIFNIT LT R FTERRFTER—BAATHFHN? QRGHINIANFRLHER? DRAT RN LGN EE%? OAF

RABAELXILKiEAE? ©AFRARAETLXHIERIR? DA FRBHR KT AL RBA? ®ATHFEMHREMNNFTR? (DAF R EE T LIFEENMANITFL ARG RE? WIRE ISR
BRI RR? Ao ATMetap b7, L EMENE S %t F R BATE RS H0M? @ T Metap W7, 2 EH JE HNBT TR KU 4 Meta 0 A 3, F- A FE 35 35 A 09 B 2 o0 7 @A AT 50 4 Rt R 5% B 24

NFF R BRI ? (4% 5 T AF 5 45 RO AT R AT 622 09 i A it 387 R T H B IF T A R B A st 45 R T 0 %07 (0L TR PTA A A B b R 09 RIR?

©|m oo o o R e 1,
_ 4 F SR T AL A BT LS T CDK4/6
_ 2% % SR LIRS B R R 25 5, Sk
w2822 8882 % U1, SWTOLPGAL, HRTERIA L, DRI BT
SEEREREEL R PRSI G 2 S (P < 0.05) o
s|55825254 i, Onesti % 'V BFFCR, B URMITE A . B0k

https://ywlxbx.whuznhmedj.com/



Chin J Pharmacoepidemiol, Sep. 2024, Vol. 33, No.9

1022

Wk — * (19npoad ousewop ssoub ) TR L F b [FH'dAD ¢ (upaseA|ny ) £ [2F7 N4 ¢ (40HqIYUL SSPIDWIOAD [DPIOJRISUOU ) [ ik ik B G L B E (IYSN ¢ (2]0Z0M18] ) Fu
3 "ZL7 ¢ (4e0upd Ispeaq oupIsPIOW ) EEE(NE T4k DaW ¢ (SISApuUp ANIN—1500 ) Ly & MW WD+ ((SISA]pUD SSoUBANDDYE 1500 ) Lg &I N yID ¢ ((SISA|PUD UOUPZIWIUIW 1500 ) Ly U~y N[ WD T EL

TVSN* [ hd 11 fug "s2 AT 5797
NIVO/ACZE6TO0 8¢ TVSN+[ihd EY N "sA IVSN+[ihd e OFIN - CHAH/+HH rdy X sl by Vo B3 el (c€T0T BuoZ
ZLT+[ihd 16 [ug "s4
dAOGFY e ZUTHhARRME sA ZUTHghd NG DAV - CHAHAMH WGl #H Xy VD 0T RRATE  ,€00T SowIR[—RUIO
ATVO/AARHTOST 9L6~0S0 T61 [ hAZRME A e hdENn  DAV-CTHAH/AYH WL ER ¢ [u/fHaTg) vAD 'vVAD 01 NAHEE (c1€COT IMEYIZ- 1Y
ZLT+[ihd 16 [ug "s4
ATVO/ALZE000 001 ZLT+Hkhd AL sA ZUTHhAYG  DAW-CUAH/AYH BMZF =% X[ vad ‘Vad =0 S [e1€COT TSN
O+ (i B 1 fug] “SA IO+ (i B HY
2CH000 07~000 ST TNA+[ b 1M A TNA+hA NI DIN-THAHAYH B ZEL=8 X udh o VIND v YHE 1g£€0C 9O
I E(74z
KTVO/#436000 06 ZLTHhAF s sA ZLTH A M ] DAV-TUAH/AYH WET 2R £ Xy A1) EVU [l 3 [01CT0T uoIowe))
ZUTH[ihd 11 fud s ZILT
dankrYy e HIEhALY NG A ZUTHg hd 08 DEN-TUAHANH WRE gl 2 By Vo Hov  AH Y (621CCOT POqHIED)
LA+ (i hd 7085 W L5757
dAOEIY e A LA+hd Y0 s LA+[khd Ml DAV-CUAH/AYH WG LM77 Y lE VAo Ay0¢ 'l (42CT0T 19paoIydg
I E(79z
KTIVO/436000 0§ ZLT+Hiy Rl 50 sA ZLTHighd ENG  DAV-CHAH/AYH Gl e Xy Vo H0r =R [:21CTOT HOPUIED
daoGTY e [ hd 3r sa ik hd I DAV-CHAH/AYH - Moy VAD VAD ol NZHES 01CT0T IMeI7Z—Y
I E(79z
dAOGIY e ZUTH AR sA ZUTHighd Y DEV-CUAH/AUH WS W S <Ly VD 0P hd a1 20T To1yong
XTVO/000°0€F ZUTHhA2lE sA ZUTH e hARY Y DIV-CHAH/AHH LEE HE XY Vi 37 e (2010T H1S
KTVO/ACE000 001 ZL T+ hd ks sa ZU T+ hd Y36 DEV-CUAH/AYH - ol Vi) 7 EES s610T BurqZ
77 25747
KIVO/ACE000 861 ZLT+H[hAXkr sa ZIUT+Hikhd YN DAV-CUAH/AMH L L=  H Xy Vo H0r S 1c810T AUSI
ATVO/ACH000 0€~000 0T ZLU T+ hd Jks “sa ZUT+H[ighd Y DEV-CHAHAYH W L%l HhEXY  vad ‘vad =Sl KIahd  (,810T 0ATE)—9A[RD
)b ELNIX W B [ s ALl Wdely Xl Y

SeyoJeasal olWouooa0oeWIRYd JO SoNsLBloRIBYD [BIBUSL) ' 8|qe L

T EHENSEFZHEZ M €2

https://ywlxbx.whuznhmedj.com/



HYRITIRFZE 2024 £ 9 AE 33 5% 94

o

R4 MNEZFF

Table 4. Quality evaluation results of economic researches

https://ywlxbx.whuznhmedj.com/

W RH

23 24 25 26 27 28

22

1 12 13 14 15 16 17 18 19 20 21

10

PAWF

i
Y
i
s
i

=

Galve—Calvo 2018™"

i
i
il
i
i

Mistry 2018
Zhang 2019

iy

s
Y
s
Y
Y
Y
Y
Kz
Y
Ko
G
i
Y
G
Y
)
Y
s
@
Y
Y
Y
Y
Y
Y
Y
Y
Y

Suri 2019

m
m
m
my
m
Y
m
Ko
m
m
[t
m
m
m
m
m
m
m
m
m
Y
m
m
m
m
m
m
m

Buehler 2021

Y
Y
Kz
i
Y
Y
Y
i
oY
o
Kz
Y
mY
[Ca
Y
[
Y
Y
i
Kz

A-Ziftawi 2022

i
Y

Cameron 20227

Schroeder 20227

Gamboa 2022

Cameron 2022

Colombo 2023""

Masurkar 20235

Al-Ziftawi 2023

=

Molina—Jaimes 2023

Zeng 2023

13. 4 R4k 147 R Ao mx A0

P
Ro

ERRG 284 A

"
n

iR A B AT 4R 27,5

TobE AT R 8./ By O.RFMIGEE; 10 E; 114 RIRARES, 1248 R34 5

Wots B A s 16 8 a9 KRB Aot 38 5 17 AT Fe ik 184G 198 A AY ; 2043 RA T 21 4838 BH BN L BT HABE R B BT L0 7 ik s 22 AT A

23 FHLR GG 20 FRMERH oM 258G Fe AL ADRABEA LR A% R 26T LR FyTRiE

E: VAR 2458 3R TR AR; A RAZFSMNITR; SATRARE; 6L AL

FLR N 15 F A,

1023



1024 Chin J Pharmacoepidemiol, Sep. 2024, Vol. 33, No.9

K5 MAHTAREHIEREHE

Table 5. General characterics of HTA report

A EE

AR EEK liERoE TR vs. X HEHE I W I e SR g
CADTH &k HR+/HER2-MBC  Fii P4 F|+LTZ vs. LTZ 1 668 BR@®G)
2018 B PE I+ LTZ vs. WRAIPGF)+LTZ 2 1334 ©@)
CADTH &R  HR+HER2-ABC/MBC  WRHIPGF+FUL vs. “ZEFHI+FUL 1 521 W@B®@
20197 ®O®
CADTH &k HR+/HER2-MBC B D1 PG+ NSAL vs. 2207+ NSAL 1 493 O@B@®@)
20191 BT UL PG +NSAT vs. DRFHPGFI/ST UL PG FI+NSAT 4 1992 ®O®
CADTH  f&E X  HR+HER2-ABC/MBC  Hit i PUF]+ NSAL+ R A Hi Ak vs. NSAL+ X & Fi bk 1 672 W@B@®
2020 ity b PU R+ NSAT vs. WRATVE F)/BAT D1 P A1+ FUL 3 1862 5)©®@)
CADTH  fil& K HR+/HER2-ABC/MBC  Fiil PUF+FUL vs. Z2/057+FUL 1 726 W)@
2020 i P8 A+ FUL vs. WA PG A)/B DL PE )+ FUL 3 1916 ®®@)
NICE Wilf  HR+/HER2-ABC/MBC  WRHIPGF|+LTZ vs. LTZ 2 831 L@B®
2017 &6@
NICE WilE  HR+/HER2-ABC/MBC  Fiil i F+LTZ vs. ZEFI+LTZ 1 668 D2B?)
2017

NICE Hi[E  HR+/HER2-ABC/MBC Bl U1 PG+ NSAT vs. 2R+ NSAT 1 493 (@)
2019} BT DI PG +NSAT vs. WRAFPGA/BT DL PG+ NSAL 4 1992

NICE HE  HR+/HER2-ABC/MBC  WRAHPGH]+FUL vs. BT DL PG A % 75 A+ FUL 1 521 @B
202244 WRATVPE F+FUL vs. B D1 PG 1 /Ef i P+ FUL 3 1916

E: MBC. 8 M5LEE; LTZ. ke (letrozole) ; FUL. A 4 3] & (fulvestrant) ; NSAI. 3E & 4K 35 4B 47 4] # ( nonsteroidal aromatase
inhibitor ) ; (DPFS; @OS; @bkl y L 2% @R s®; Oamus )y Le%; @MSLEE; DB, Bk Lk E,

&6 WAHTAREHREITN
Table 6. Quality evaluation results of HTA report

Fr 4 H

AT

© @6 ® 6 60O 6 O O 0 ® B B © ® B O
CADTH2018™  J& & B & #4k & B 2 B B B # B B B #5E 2 2 &
CADTH2019"" & 2 2 # #4948 &2 & & & B &2 # 2 2 2 52 2 2 2
CADTH2019™ & & B & #4k & B &2 B B B ® B B B #5E 2 2 2
CADTH2020™ & 2 & # #4908 &2 B & & 2 &2 # 2 2 2 52 2 2 2
CADTH 2020"" & & B & ¥4k & B &2 B B B ® B B B ¥k 2 2 &
NICE 2017*" B OR OB & ok B OB OB B2 B2 OB & B & 2 OB OB OB E
NICE 2017 =R R O/ WaR OE B OB OB OB B & OB & B OB OB OB OB
NICE 2019 B OR OB & ok B OB OB B2 B2 OB & B & 2 OB OB OB E
NICE 2022 =R R O/ WaR OE B OB OB OB B & OB & B OB OB OB OB

b

A OATENKAFX, AMLERE$5128; QALBARMKEEE; QrEH B BEN; OAREGIHRRITFF E; GLERET
FEERARREGHE; @ORBG AL T ERBEBR P A; ORBGHFE LT ERBETSBGFLRM; @AMIFEEE; QAR
5 QORI R ; QDR TH AT RPN RBERE LU EGRERIIEL; QFEYH; QZ2FFoN; OHEFYH; OREY
iy QR TRER—EHE (FimXH, B4, HkF) ; @S RaTit; @NaFssit; ARk,

PUFFNBAT DL PG R 3a 7 ) B8 3 & A B AT S5 4 rh PRk 242 FHHERRR LA R

AR RIS I A AE XSGR E (absolute risk, AR) 43 5 15 SR/Meta 43 #1272 % CDK4/6 ) i1 )
IR 0.854[95%C1 ( 0.800, 0.895) , P < 0.001]. (1 5 W N RN KA SR AT T 98, Lin 45 1
0.760[95%CI (0.702, 0.810) , P < 0.001] # (1) Meta 70 AT 45 R Wox, HH4EET AL, -
0.605[95%CI (0.400, 0.779) , P=0.317]. CDK4/6 il F: 24 20 ETS [RR=1.64, 95%CI
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(1.08,2.48)]. X i [RR=1.74, 95%CI( 1.29,2.34 )]
B & RE E L RREASE, X 555 5 Meta 2347
g5k, SRl ET AL, B CDK4/6 il 5
I oK B4 hn S0 [RR=1.51, 95%CI (0.85, 2.68) ]
K [RR=1.31, 95%CI(0.74, 2.32) | &A%,
RN T RS () & % [RR=2.85, 95%C1 ( 1.10,
7.42) 1.

4 95 SCHR "0 B T 4H 4 A EL AR T CDK4/6
P 500 1] 5 B 1 AR RO B 22 50 2 B Meta 43
B> RS A R, 5 R Y R RN B P A
HAH L, sz B UG A7 2307 A i 3~4
WNETE 1Y K A2 85 [RR=29.83, 95%CI (4.16,
213.92) ", Onesti % "V BF 55 45 B0, DRIV
F] 3~4 FHETE K HEZRAY AR 4 0.011[95%CI (0.007,
0.018) , P < 0.001], iz PiF] AR 24 0.015[95%C1

(0.008, 0.027) , P < 0.001], B Ul 75 F] AR
0.135[95%CI ( 0.092, 0.192) , P < 0.000 1]; 14k,
F 52 ] DUPG RG22 AR HA 1B i A R
o DRUBSE B e, R R CORAAPE A, Sk vy
FIFBT DIPE ] AR 435120 0195, 0.382 F10.420 )
AT B CORFAVPE A i 74 A1) F0 By DL g A1) 1
AR 43 51 24 0.140., 0.137 F1 0.265) . Desnoyers
S5 P AR Meta 43 BT 22 B, 5 R PG R L,
B W% 74 A S 2 3~4 9% 0 [OR=10.41, 95%CI

(1.49, 72.53) ] 1 WXt [OR=6.22, 95%CI ( 1.07,
36.13 ) & A= Z W] 5y, i ) DL P ) S 3 12
2% 8 15 [OR=4.28, 95%CI (2.41, 7.59) |. 3~4 %
i 75 [OR=755.97, 95%CI (21.77, 261252.98) ].
1~2 930 [OR=2.27, 95%CI (1.33, 3.88) ] FlIIX
it [OR=3.00, 95%CI ( 1.47, 6.14 ) | f % FE5 .
243 BAERRRBEAF

2 Ja SCHR U 25 B W UR A PR R L e U P
) % ] UL PG ) 45 3 Ffr CDK4/6 0] 77 =22 18] 1 i i4
AR A Y . Hodr, IRAAPEFIAY AR S
0.981[95%CI (0.972, 0.987) , P < 0.001], Hil
76 F AR &y 0.984[95%CI (0.971, 0.991) , P <
0.001], B[ U1 75 F] AR °A 0.979[95%C1 ( 0.966,
0.987) , P< 0.001]"",

25 ZFFIEN
251 WRAAEF] vs. B0k G F)

8 TR P Ll T MR G R R B 35 7 R
1BYT HR+/HER2-ABC AYRLA — RUR / A - %504 .
7 TR P NOR A E R L BRSO

https://ywlxbx.whuznhmedj.com/
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fit R[] A P SRR R R A A, S5 R R, Hi
P VR B 40543 H Zhang 55 P PFAG
SESL R, WRAA VE R 4L AR PY AL ICER 4351k
634 396 350 /QALY #1439 924 3550 /QALY, #id
6 E & R AT ( willingness—to—pay, WTP ) [
5 (100 000 25JC /QALY ) , PIZGH R HAT A -
BRI S
252 TN HF| vs. 25K G F)

1 I3 B s B T BT DL R R B 3 P ARG
J7 HR+/HER2-ABC 8 # 36 97 LA, S i 74
I L BT DL PG R A5 29 h AR 14 470 Sk, H 23045
0.37 QALY Figi PH AP o HA 25 # 5
253 okABEF] vs. BT N EHA] vs. 50k B A

6 JAF 5T 2502 S S BT RAA PR A L BT D
VG ) 1 3 9% 76 #1346 97 HR+/HER2-ABC By A< -
RO ELS A - 2. Gamboa 25 P 25 BL B Bk
PG WRAA PG R RN BT DL PG R (436 T AR 4 R
301 531 546 L& . 45 366 222 LRI 320 666 069
Fe &, R AE 4> 9 4 3.34 QALYs. 3.17 QALYs
F13.19 QALYs, ZMF 58Ny Bii i 74 1 40 B B A
LT 2. Colombo 45 B3 i 5 /N AR 15 Ay
THRAF PG 15 56 5 P R AH T 48 319 563 BROT,
5 D1 PG AR HE 1A 297 544 Bkot, AR P
P EA 255 A3 Schroeder 25 P9 44 # Th /R
AT RABE A DE A B 0k PR L BT DL Y R R R A1 P A
i) ICUR 43 %1k 50 748 35 JC /QALY . 64 052 3
JC /QALY K 65 289 Z£JC /QALY, ¥ET WTP [
B, 50N R 3 Fh 25 4R B iliAS - 2R
e, Masurkar %5 " PEAENRAAVGF] | B isl pU A AT
DLVG KAk it s 1 1A 5300 R 799 178 366
78 816 3& JC Al 741 102 3% G, 5 Schroeder % **
5ie—3, 3 FF CDK4/6 WA BA L5418
O (WTP H{EM 100 000 356 /QALY ) o Molina—
Jaimes %5 VSRS RBOR, EALERET, 5
Skt B2 AH LY, WRAAVE A L B I PG R R DL Py
TR fe w23 2E K 1.51 A=A 4E (life years,
LYs) . 1.58 LYs #l 1.75 LYs; ICER%: %N
36 648 FETT /LY . 32 422 T /LY Fl 26 888 T/
LY, Bl DUPE A2l e H 2 B A . Zeng 45 ) A
I FE S B &, VAl CDK4/6 i 70 5k
AR B AR TEF AL EE 57 ( nonsteroidal aromatase
inhibitor, NSAI) 7E48%% J5 % oA - 250 22
S, SRS NSAT A EL, BT DL 1) 20 4 i
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0.38 QALYs, ICUR Jy 33 163 3£ JC /QALY; WRH
P4 ) 25 34 him 0.31 QALYs, ICUR K 65 777 T /
QALY; Fij I P4 | 41 5% il 0.30 QALYs, ICUR Wy
270 860 € JG /QALY. LA 38 029 € JG /QALY A
WTP [S{E, B DGl B2 T2 .

5% HTA 50 R0, R 1 1042 LA A7
TEARTEYE, ANReA BT DLPE RIS NSAT LEIR
AV 1) B % G ) BB A NSAT HAT 4 5 24 A 3
H 4 55 HTA i35 7 R, 555 F Ak Em il )
(aromatase inhibitor, A1) BAZGIEYFAR LY, Bl e A
WR ATV A K Bi] DL PSR G ALIGYT BB A 20
e, 7% T HR+/HER2-ABC %, H 3 fh
CDK4/6 i 2A KR4S - 20

3 ik

2015—2021 4F, 32 [E FL A S PR 52 g 4
% CDKA4/6 M FIBeA ET —Z3RY7 I B & il e
M 20% 4% 53%, < 60 3 AYFLARIE A L )
B E 80% LA 1™, FEAMIESE T CDK4/6 41 il 77 78
ABC "FYF R, AWFSEE I HTA Jrik, 2wk
K T CDK4/6 7] — 2k ¥4 Y7 HR+/HER2-ABC [
SR/Meta 73 H7 . £ 9524 0F 5% % HTA s 45, Xz
GBI | ek AT TSR AV

MHTOR IR R, A A, S5
ET A1 Eb, JCie i ET 0 0% M B 4 20k 2,
CDK4/6 #3156 4 ET 52 203% HR+/HER2- 1Y
LRSS ABC HRE 1 PFS Fll 0S, JR4F Meta 43#T
ARG | FEA B R B SEAR I 0 v BE AT
FEZES, ARWFSE A SR WRAA P A L B itk 75 )
FIBAT U1 PG ) 3 Fh CDK4/6 4101 70 fa) 7 5026, [
i dibl e N ED SRS e RIS
P il e S A U 2 SR AR b

B CDK4/6 Ml )2, 299 R
KLV SO A7 2 S . e e tE i, S
4l ET M, 52 CDK4/6 I FAYT i B3 A B
SN e A R i B LS RN A HR e 4 i D
NI 0/ 2 58 = A | ¥ &= 25 2
Z UL 3 Rk 4 Py EAR N (RIEH WA R F
PEPERBRAE 5.0 B, 3 LA AN RS R e E
ANRRN) , AL RS B & HEA
PORMIG PRAHOCIER G, TR W™ dE IR RS )Ry, 7R
HIBI 22 7~14 d WA R INVIERIHEIR, T2y
Wi+, X AT HE S B T 2 0t B AL 400 B f 41 e
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VR AR A # AR L Ak, BT DL P
BB R >, PR B AR A T
P VURFIIRAIPE R, BE TCIA T 32 BN 525 %
. X AT RES B DL PG RN 2 5 18 S s s /
Y R B P RS DR LD L ) CDKO 2k 1 46 i i
A L 3 A G S A e M X E T
ABF 220 B, U SEE B A CDK4/6 Sl 551

FELGEHETTE, B/RVERERE A EMER
CDK4/6 #4771, 2021 AEAE E N _bwli, B 58 5
B, MEATFHFMRENA . ST T
Sty I VU A FTRAG VG R P FP 258, R S5 RNl
T U VG A HAT AR FENRAAPE R BT D
VG R R Fig 9% 7 R 45 3 b CDKA/6 41 ) 351 8] 422 H 45
AT, SR E SR, BT
ANF E R ST A . 5455 245 BT IR £ B
WTP BI{EGAAAE 225, AW N RRR S HAL [ 5
A FE 25 A3 A F T rh B 458 . FRIE—
T & T 2023 AL 2#F9E T KB, CDK4/6 1)
il 750 CORAAPE A L BT UL G R R g 35t P ) ) e DL
VA LA 450 A8 IUAb, Bl PERIVE R B 24,
A ATR [ B4R H S (2023 4F ), 30T AR =
FEL T St e 5 A o [ AR AR A - AU RS o
ZE I, R4k E CDKA4/6 410 il 57 16 7 HR+/HER2-
ABC BH M EAERICIY , 555 ZE—2 AT

AWFFEHAFAE LT R BRYE . OASCR A tHTA
Tk, XA, AT 2R et
ik, T 2 AE o ECEE RO R I R 5 i
TLA 0T @IBRVERDE th b E B B8 A
— PO A CDK4/6 #1471, 2021 4F-7F [E Py 3kt 1
i, EWNIMIFTER D, B AARHESE A BE HLEE 4 Fh
CDK4/6 Ffil ] 0y X 51, BRI B2 s |
AR 1o T o 1) B S A BRI S I LA BRI

Zi ik, CDK4/6 41 i 7] — 2833 J7 HR+/
HER2-ABC & 17804y, HARC B A B L
R, HRTR 258 2 )R KR & A R A
Z5. AT, HAvE N5
AR, @BUFRILFIRE AL 2= =12
e T T
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