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patients with | Randomized placebo| 572 pts (341 pts [AR alpelisib
HR (+), HER2 | control trial, phase 3 | with P/K3CA mutations. | 300 mg X
(-) advanced | alpelisib (300/ per PFS: 11.0 months YL AR -
breast cancer | day) plus fulvestrant | (alpelisib—fulvestrant) vs | ISEEZI%&ER
who had (500 mg every 28 5.7 months BRI FH
received days and once on day HAMR -
endocrine 15) VS placebo plus | ORR
Fulvestrant :
therépy fulvestrant 26.6% vs. 12.8% B8 4 5B B
previously. NEJM 2019; ADE (grade 3 or 4) N FE
hyperglycemia (36.6% vs

380:1929-1940

SOLAR-1

0.7%) rash (9.9% vs. 0.3%).

Diarrhea (6.7% vs 0.3%)
Discontinued alpelisib vs
placebo (25.0% vs 4.2%)
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* mPFS: median progression free survival; ORR: Objective response rate;
DOR: duration of response, CR :complete response, MDR : The median
duration of response, DC : Disease control OS :overall survival, mOS : median
Survival RCT :Randomized controlled trial
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Alpelisib 2—T&/N\D FHiIEHEAEE 3-28 (PI3K) #HIHEIE - % PI3Ka BEBEEEN
( B ) MHIEA - PI3K 15 o & (PI3KCA) WEREREEZE(E PI3Ka
Akt FSREE - EAAMEB(EFERER - Alpelisib #IHI7ES PIK3CA &4
M Z P PISK Niisaflak ( B3 Akt ) BIBEEE1E - alpelisib £2 fulvestrant Bt & AR TE
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(26% )~ MBHEREE (11% ) MEPFEIE ( 14% ) SMHE (65% ) y-Exbf
BERSEEIBNN(GGT) ( 52% ) BSEES (27% ) FEMSPE ( <1% )
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# (Common Terminology Criteria for Adverse Events, CTCAE) - % {5 FA2R IR A = (EEaEE -
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B Kidney function by the Cockcroft-Gault formula.
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B (CrCl 230 mL/minute: No dosage adjustment necessary.
B CrCl <30 mL/minute: &1}
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1.681%% metformin F1iE

EZEHHE (1
thiazolidinediones,

14 (ZEREMEE > IEHE FR £ 160 mg/dL) : EFEH
# alpelisib FIE ; EYENS N0 N PRALRYTLE IR ImE
2 #F (Z=PEIMME >160 £ 250 mg/dL ) : mEHE
alpelisib = ; BAEISINRI B PRI #E FR R a &
MERBABENNRERFRAEE 21 RAZENE MERE
Z <160 mg/dL - 7% aIpeI|S|b "YEUE/J—JZA\ flE| T = 4R
¥ THEESHEERIEEREE

FEMERSE  EERME - B RS RIS EE R B -

[1

m u.-{h tuu“ﬁaa 1@?" 2022

TR




dipeptidyl peptidase-
4 inhibitors ) ; thallX
ZREAGHRER
(122X) rB3FS
MiEEK (BEBR
alpelisib ¥ =HIER T
OJgERBIE ) -

2.Metformin & :
XHRFE 500 E7—K—
R ; RBM=2HE - O1E
JIZE 500 EXxHXKMR
(FEE )  REEER
E—HIENNZE 500 =
e - MRERIENE
1,000 £5 - NIRFH
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1,000 ExEBXM=K
(ke ) -

B 34k (Z=MEM#E >250 £ 500 mg/dL ) : chER

alpelisib Ja7%% ; FYAEINREN P PRI HE KRR -
T ZRBEEINITIERFEY L 22 X (WNREZ ; AR
alpelisib ¥ REACIEERANVE ) - EEISMIENE - /4
TRIKRRTZEBHERD/MKEhs/SEMETES
MEE - IRZERMEE 3 £ 5 RRNBBEZSHINER
maEREE <160 mg/dL - RIFEE alpelisib Bl 1 &
BB - MR BBBENNREIRFSEE 3 25 KRNZEE
MIERFEZE<160 mg/dL - EZAAAR D WG R EE

4 - IRFEEEHMERREEFER 21 KA MER
p£Z<160 mg/dL - RBIZXK A fFH alpelisib -

4 78 ( Z=EREM#E >500 mg/dL ) : PR alpelisib j&
B RUBNE N8N N PRt R g R m e - 48 TR kiR
R ZEHEHRE/METS/SEMETEENEE -

£ 24 /NI (ERBERKIER ) EfaETRIHE -
YNERZERE MHEFE £ <500 mg/dL - FEBEE Y 3 ARSI
TERAERYZEHE MBS E 2% - MRERZE=EMmEE > 500
mg/dL - BIZKXEH alpelisib -
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mEEBEMAIHEIERY
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iR alpelisib J8% - L& F

HRBIFRFEMTREEN (A0 - RS - B - IR
B METMERIREERE ) THEEERERM - BE
MAEMRE - EBZETAIERRMERmX -

t:2 & alpelisib SIEERERS - RIZKXFA alpelisib - TJgE
LU NERBERARE - BEIEEEBEMNEREN
I IR S RE AR °

ZMRXEHFA

> Substrate of BCRP/ABCG2, CYP3A4 (minor); Note: Assignment of
Major/Minor substrate status based on clinically relevant drug

interaction potential

Antidiabetic Agents: Hyperglycemia-Associated Agents may diminish
the therapeutic effect of Antidiabetic Agents. Risk C: Monitor therapy
CYP3A4 Inducers (Strong): May decrease the serum concentration of
Alpelisib. Risk X: Avoid combination
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> BEEERREELH -

> RERRBRIEXREFENER (HBsAg ) - JBEFFZOEe (anti-
HBc) - ZBIMFRFEMEE (anti-HBs ) - ﬁ'f&'fﬁ‘iﬁkhiﬁ HBV B Z85%
£ ERiE  BEETEBFOUREEERENRSEYTERS -

> PIK3CA ZE1E R

> WiRialER (EEBAEBRENNMPETAEZA )

> SIHE . wHEY alpelisib J&ERIEDRIZERE MME (FPG) A1 HbAlc ; BRI 2 B2
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DEBEA—REENE  REEDVE 4 BEA—R - WIRBEKFRTE ;
3 BB WRBERRFPTFEERA HbAlc - MIRBAESMHE - RIBRAE/REAZE
fEME - SFZVERMR - E2IMIESL FPG FFEEIEEKE - EERATER
REYDEEIAR - EESAMES FPG ZVEIE—R - FESE  AEET 2
B—R - WIRBERKRIE -

> BERER  BRENRBARKRERER - SIHE - BEUSE - fhXAIEIREE
AR (FTBYEERAE )

e

Alpelisib @—1&/\D FRilsEEANEZ-3-21E8 (PI3K) HIEE - ¥ PI3Ka BEA
EEMANRAIDEIER - 4RES PI3K BE(E o & (PI3KCA) WERRE S
BEE(E PI3Ka Al Akt E5R1EBE - AMEEBEAMERLER - Alpelisib #iH B
PIK3CA =% PI3K T5B1E ( B21F Akt ) BOBERR(E - EB381EF alpelisib 3%
alpelisib #fF fulvestrant A S 7E PIK3CA RER M HFEZ BB MR
BEWREEEEM - (André 2019).
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(985 ~IKE= 58.1 s=hsln ) &£ alpelisib Z2E Eﬁaﬂﬂﬁlﬂﬁfi

7 BIIBIN 73% A 84% ; BAEMFMEHMEZEREE (334 RIKE - 8.7
sehel ) &£ alpelisib BE M &S MMFRE 2 RIIEM 77% A
145% - RBEEASARHTEE @ BREERSRAE -
MAEREMEY)  FEMCEESERAEY ZEREER -
HEEaAREKRENES -
IE R ISRR L R TE R IR LER 22U loperamide B2 1EEm 12
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