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Benefit Evaluation of Specialty Pharmacy (Oncology) Using Poisson
Regression Model

Abstract

In January 2022, Kashiwaza Central Pharmacy (hereafter referred to as “this pharmacy’) acquired the status of
“Specialty Medical Institution Cooperative Pharmacy (Oncology)” to provide standardized guidance for patients
receiving oral anticancer drug therapy. In addition to providing extensive options for oral anticancer drug therapy,
we held telephone follow-ups, in-hospital conferences, and monthly training sessions for all pharmacists. We aimed to
determine the benefit of the certification by comparatively analyzing the number of pharmacological interventions
offered before and after the certification (Period I vs. II), using a Poisson regression model. The pharmacists in the
pharmacy were divided into two groups: certified and general pharmacists. The rate of pharmacy interventions was
higher in Period II, with a statistically significant increase in the rate ratio for the general pharmacist group. The
economic benefit was estimated to be 5,345,124 yen vs. 16,467,399 yen for Period I vs. II. The Specialty Pharmacy
certification was found to be beneficial in terms of quality improvement in oral anticancer therapy and health care
€Cconomic costs.

Key words
Specialty Pharmacy (Oncology), health care economic effects, pharmacological intervention, Poisson regression model
analysis, oral anticancer therapy
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A Case Study of Sorafenib Therapeutic Drug Monitoring
in a 90-year-old Patient with Hepatocellular Carcinoma on Hemodialysis

Abstract

Sorafenib (SOR) is an efficient drug against hepatocellular carcinoma; however, no reports exist regarding the
administration of this treatment in patients over 90 years of age (super-old patients) undergoing hemodialysis. In this
study, we present a case of a 90-year-old man with hepatocellular carcinoma who received an oral dose of 200 mg of
SOR once daily. Therapeutic drug monitoring was conducted to ensure that the treatment of patient could continue
safely and efficiently. Drug blood concentrations were evaluated by maximum concentration (Cmax) for comparison with
the interview form (IF). The results showed a Cmax of 3.71 mg/L on day 11, 2.16 mg/L on day 18, and 4.44 mg/L on day
38 when the drug was discontinued due to disease progression, corresponding to the geometric mean (4.9+1.92 mg/L)
when given at the standard dose (800 mg/day) indicated in the IF. Adverse events were well-tolerated, with grade 1 skin
dryness and grade 2 thrombocytopenia observed during the administration period. Our findings suggest that SOR
treatment may be safely initiated at a reduced dose of 200 mg/day in hemodialysis patients aged over 90 years.

Key words
Sorafenib, hemodialysis, super-old patient, therapeutic drug monitoring, hepatocellular carcinoma
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V57 x=7 (SOR) &, MHEEN (HD) %% T 590 bl Lo Bz E Lz #isid v, HD 25213 T % 90 7%
OBV AT A DR#ET SOR % 200 mg/H TEA L. HEWinkt= 7U/7CHM)%%MLKOM$mFm L%
Ya—74—2A4 (IF) LT 5720, RKMFHEE (Cmax) TR L7z A5, 11 HHIZ3.71 mg/L. 18 H H i 2.16 mg/L.
HEHEITTHIRE 7257238 HHIZ444 mg/l. TH Y, IF TR S N7BHERGR (800 mg/H) TG L7256 O BAT L4 H
@%1%my)um%¢éﬁf&otoﬁ%%%u&%?%gmm_M¢Wﬁ¢gm@21%otouiih\%muﬁ
@ HD B2, SOR % 200 mg/ HIZHE L TBAT A Z LX), ZAaIHEBRSBIATE WM % 2 Shi,

F—O—K vI7=7, MEEN, ®EEkE, EWHEE=5Y 7, FHl» A
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VT 7 = TIIESEMILIC BT 5 Ras/MAP &%
DOMMLM Raf FF — €2 HEY 5252 8125 25
Ra B A AP HIVE R & o IS PN Bz A0 38 5 I 732 2 1A
VEGFR-2. 3 B X OISR B K K- PDGFR- D
0y rEF—PEMEEY§HI LK B IMmAE M
R L D PUESER R BT A L E 2 b Tw
bo ARHFNZ, RIICBWT, LA A, B
Ao FURBRAS AN BN ARGEAS D 5 #2155 TREY3E T
Hbo KOS HTA K4 2% Tld. ERE
WCTa Y b a— VARSI LTI A A
D—WHEHLZ, NNV AR T+T 7)) A3 7THhE
RENTBY, VT 7 =T IE KIS THESE
SNLEATH L,

B2 ABRECHLTY S 72T O
P SR B, KBEORE 725 7-
SHARP X B&". Asia-Pacific R ERY Tl LB BT
(hemodialysis: HD) % 5z} T\ 5 BE IR ST
Wb Fo, INSOKRERTIZ, HABERS
STHBEGEEXY STV Lo BER
GFENTWVARV,

HD BED YV 57 = = 7T OEYBREIZOWTIL,
EREREIE R G L e L, MRS LR 5 v
HET DB Do —HTE EREWA BRI
B, BAEPEETH 720, HD Hi e T E O
AL 7 BRI B OMLPRE L FEEE ST
WEHED H 5, EEOIFIILDY A BE
557 2 =7 OREMEEZEMERV L OhDRFE
TR INTW5DH, . KA 5 HEH
BCTHEME ZEMICHETLVwE STV D
B L WEAAERRAEBT 5 WREEA D B
7230, WEEG AL TV LIHEY Y 23h b, V
77 = =713 HD B R S 1o Ui, L724%
H5HERZVORBIRTH S, 720 ThFTTIZ
HD 27 CW A BERERIIHLTY I 7227
PG L7213 ve Al BRI REIC & 5
BAEIZE D HD %521 T 5 90 % O 48 & i
WL Ty VI 7 2 = T OEELBIVER %l L,
BRBEOEB RS 2 L % BB IEEET =
) VTR ERL T OWET 5,

il

AER

90 % B HE1537cm KHE523kg
BERZWT © BHfIRE YA (Stage IVB)

JFAVERE IR - Bl (V 7 7 = = T BRI OB
AR L+ Performance status 1

BBHE - BERRTERHEIC X A BAe (IENT %

W3W AL K &REH)

B eva—2 MY 77— MENEE (FB-
150PBeco: = 7 1 4t)

REHE - 2 L

BHRE L W 2 L 7 F = ¥5.02mg/dL.
CCr7.2 mL/min, eGFR9.13 mL/min

JF#RE - AST19 U/L. ALT17 U/L. y-GTP92 U/L.
T-bill0.5 mg/dL. ALP171 U/L. Child Pugh
A

WHE VFZ)TF o85mg 18801 IR
# LNIEFEE100mg 3%E 53 4
% WERRMSRKAIWI$E25 mg 158
2EAN & RBA VY IVE KT —T
40mg 1HI1M 1[H1#

EREE e L

BRI 7 L

il e L

IRRIE

20XX 4E3 A2 3E12 38 mm KO FHIEATA B X
822 mm KO EHINLA A DT S izo HIEEIE.
JEBEAEATKR & WA A DM S iz, [F4ES A
2B & WA S US4 o ES ok L CFENIRE
2 gEfR R (transcatheter arterial chemoembolization:
TACE) % Mif7T & NL7z0 HiV Ty 50 Gy/8Fr TR #i
R E AT S N7z FFHBASA DRBEE T 052 7
HIZ, BHINEAS AR L T 56 Gy/8Fr T ik
R AT ENT20 ZORIZFFHIETETEY ., &
WEIE L Tz, 20XX+14E9 H A 5 20XX 42 4E5
HE ToOMMIC, PRI ISR S 1L,
S3. S8, S5, S6. S7 2k LT TACE % Jifr & 172,
20XX+2 44 D a v ¥ 2 — ¥ Wi@H#HiE (computed
tomography: CT) Tl¥. £%3 2 NI % 2D,
TACE (2 X % Hill i AS IR e & FI I X 7z, g3 d:dy
FhEEEL, XA NI R=—FT 4 T 7 ERESN
Tehs EERRBLE R ML L. BERED MR
WZIHFEOMBEZ R HE SNz BEIZ0 MK L8
i CTd %A%, performance status 1 2> Child Pugh
A TEGIREL L O PHESRIEZZ 26, 1L
FHEOBINNIDOWTHES L7ze KFOFTA FFA4
> ¥ TId, TACE THIMIN % Stage IV O FFilfL A
AD—RIEFREIZ, XNV X THT TN A TH
HERINTWD, KL, BRmEETHH., N
VAT X B WA XY N HBIEI % B A HENE
WD ERFIBE LI ANVART+T TV
) XX THKBENDBRIE 7 o 2B R 12
BUILHIMA XY M, 7TV V)ART+RNY X
RTHEDT% IR LTY I 7 2=7Hi345% TH
D, BERMEDPS/2ZEARBEINTVSE, Zh
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ZDLIIV I T TOEAZBHITREIN,
BF BB L BRI a3t 2 20
72LT, BEAEBHEL, VIT72=7I2L 5
WEBIEE N7z,

V57 1 =7 OMFREAIE & 5T

V97 x =7 OILHHEEENE I 3B\ TRATIFSE
TlE VI 72=T7OHEN 7EZWEICT S 2
LI3TERDP o720 —F. Fukudo 5 DB T3,
VI T 22T OEBEMNRDO S v M 7T R
i (maximum plasma concentration: Cmax) THR
AEL Tz, F2 A7 N—= VDA yHEa—
7+ — A (interview form: IF) ¥ Tld. EH#IREOIML
B IX Cmax T/REINTHE Y, EFIRERERIT
—ETHLLEENTVE, SROOHEICE Y, I
PRI EE L Cmax CTRH L. IF IZRER S T B 55
IR L 7z BEMER: G5 (1 M400mg %1 H 2 [1l)
TG L2a, BRIREBICENEST 285 0
HIOHTH S L. HNES L84 o0&k
IRFERLER A8 BER] LR S T b 2 b,
V57 2= 7 ONRGER 121 B (22 123E L
720 MLHERENGE 2 9 5 720 O EFRIMLERR X, 11
HHOFHEIE L. SO E %2 &/MRICT5HBT
BRI FERT A0 %2 Uize MIBEIZ, AEFHRE
=) ¥ Z D7D OFRIM H )] & [ % E
TERIM L, MAPREE 2 MR L 72 9 2 CH5- 2 Mt
L7ze 720 W Lz EEAs IF ICEEf S T
W B A E O BLER A= O RPN T h U, EIE
ZMHRETH L EHM§T5Z 2L, VI 7>
=T DM DR L, AT 2B KSR AR R R
AN FIEENMRIE L, Wk a7 g7 14—
Pk THE Lz &b, HERBEICE W
THMENY F—3 g Y 2FER L, MEHRO R
7H393.4-105.0% EEBAARDHE D % U E O K EE A
03-89% TH 5 Z L #HMEAR L7,

AEEE

V57 =7 OEARIE, HD B#H DD 90 % &
R TH BT LA S, Miller HO%RG LY 25%
(2. 1200 mg 21 H 1 BI~JgE L7355 CTh
L. MR L DA WL 2R GEE R
FR e BPAYTE ] e oW A

B 5BAA 11 H H® Cmax Of5H133.71 mg/L TH -
72 (M) o ZOMEFIZ, IF TSN TV EHIK
REIZBITF % Cmax OFAPIFETH % 49+1.92 mg/L
DOHPHANTH o720 AEHLOFEIN o722 L
6. 12 HHE LD #5239 Jk S iz,
1B %O S5-I 18 H HIZMm i 2 e L7z &
ZA, 216mg/L TH Y. IF OBMFHMEO A &
ToTwiz (M) CNFEFTORET FLT I U A
A H, BEHIAG, BREMISSNIR L7722 & 2R LT
B, RET7 Fe7 52 ADORRIE B IR D
BKTFEIBRETESLLEE Tz MHPRENMET L2
HIZIFETE R Do 7225 BHIERE L. DS
RBRDOTFETH 1INV T 72T DR
WX EEOREREIRB L 256 1T A3 #E
Wb EePBEINT, LoT. 19 HHDEOR
Ga 32 H3, KIRBERE O I b i BE & #E a2 L.
B mE et At e o7, GRS HHD
CT CTHE% O3 K % 7%, [A H @ protein induced by
vitamin K absence or antagonist-Il (PIVKA-II). alpha-
fetoprotein (AFP) b #FW 7% FHAMHER I N2 &2
5 REHELT (progressive disease: PD) &I Eh, v
7270 ERIEEI N (KD, £/ FH
HIZV I 7z=70MPigEZNELE A,
444 mg/L TH Y, MEIPER & 2RI R IFICE
T % A EEE OB AR ZDOFPHNTH - 72 (K1),
VI 7 =T HIRPOEERLIL, grade 1 DRZE
WM, grade 2 OI/IMGRA % 7B 722% (F£1), ILE
FROFER I D572 (KN2)e VT T =T HIkEA,
BEEIXRZA M R=T 4 T 7 2HLINTZ,

1 VS T71ZJHRSHIEHD Crnax D%
Cmax: maximum concentration, HD: hemodialysis, s.i.d. semelin die
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R

RIEBITIZ, VI 727 DEARE, MEHELRS.
HEHD80mg/H (1M400mg #1 H2M) X1 kEL
T, 200mg/H (18200 mg 21 H 1) I28%%E L7z
200 mg/ HIZH G2 %2 Lo e LT T oM
RHFohb, 3, HDEEIIHT LIV I 7=
7 OG- EICHE U THEEO#E Y TiE, 200 mg/H
(1M200mg 21 H1M) »5EAL, ¥EERET
HZERMERINTVD, KIS, EEICRG L7z
W T3, B SETHEB LA, 80
7D performance status 1 D BEHETIIHEFS
DRBDERTH o272 0BEEZ LB TRE L SN
TWwh, TNHOHMELD LIT, BEOREELE
Jel. i L TG %2BMG L7z

AAE B O Cmax O A5 H 1. 11 H H 13371 mg/L.
18 HHx216 mg/L. PD D & 72 - 7238 H H i
444 mg/L THh o720 [FIZEIWMEI N TV 5 EHIREE

2B 5 Cmax OB PIE1£49+1.92 mg/L Tdh
. SHOWEERIZIS HHICMAEEIZEKTL
72725, 11 HH & 38 H B I HERFAOHPANTD -
720 VI 7227, & MIFEEEARAHE2799.5%
L0 BRI EERKAE T 5. HD BE
TiE, BEASIEE 2 B LR L <. RiEGoY
77 = = T WG DSEEIANI & o 7oA, HRETIE
BHTEI R oI ERLOIRTVEY, VT
7 = =T OENERR LM OHEY TlE. E
M — R 22 iR s o B2 300 7275, EITH &
JEENTHIZ BT B Cmax OBATF A I A 2%
Mozl EDRENT WS, AR T, FiLE
ENTRICAT > TB Y. ENPB X OEFTEZ O
WEHERBICHL CEIMIETETWARV, £oT, ¥
77 = =7 OFENERE AR A L bR EE & Bk
NOELITFHMIITE R 25720 LAL, 4RO
MR TIZY 97227 %200 mg/H D EHRG TH o
Th, IF TRENIHRADAEE 6 6112800 mg/H
(R ey 5&) TS5 L7234 @ Cmax ([CHIMS T 2 %

®1 BRREEORE

K2 AEHREPOMmEDZES)
sBP: systolic blood pressure, dBP: diastolic blood pressure
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AR EN/IZ LM, BERO HD A& OWHEx
HaE LT200mg/HIZEYUTHo7EEZBNS,

VI 7 =T DOELREERGIL. TR,
TH, BMETH Y 7 VT ANENRE LEKRR
BYIC B B HBERIE. FNEN450%. 255%.
188% LB ENTWVE, ThEDHEHLIL, A
WIS ET ARETH D, AEBICBIT B
S oA EFHG 1L, grade 1 DJZJHHZI: L grade 2
DI/IIRA T, MUE LSRR o 720 FFH
MDA BEICBT LY I 7227 OMPEEES
EHLOFRBIIHE»H 5 L RBR I N TSR
B 2B b, ZOWEIE. HAANZNSG & LW
e CTH V. grade 2 LLEOTFJEAEMRE & B EAFEH
T AHIMPBEED S v b TESZENZEI5.78 mg/L,
478 mg/L TH 722 EAIRENT W5, KIEF D
M EE DR ERE Bk, S oBE%E Bl s 7%
Moll b, BAEWDPRITTH - R EL
Hi2b0tE25, —HT, HDEZIFTTWAEE
HIZBWT, VI 727 LTHIBLTY
grade 5 D £ LT IR grade 4 O/MFIBINL 72 &4
JEBICIRE L TV MO G ERFR ORI L 7
WY b0 HAIH T Bl R Rk A
RETHDHEEZ Do AR L T, MRS
W28 HTPD &N, VI 72T DREMEN
AR 73R Y 2B BRI oM o
JAlAHAL #» HTH o 7AER L KT 5 L h o 72,
BATRS Tk, VI T =T OMPRBEREDO
SE. AEFLORBIUHET 52— T, AL
DIERIZ O FG T HREMARENR TS, SN0
JEFICIX, MHEEEZL LY T 72Tk E
%200 mg/H CHkfE L7ze LA L. M iRRE % frie
WKL TBEREZICHLTY 7 2 =7 ORERYS
% HkHE T B BRI R SYE XS R ORESI 2 S 13 S
TV, 20720, BAEMVEFTHhITH S &
ZiihE L, RS EO800mg/H 2 MifiE L LT
W7zI3 ) A5 AT R L Cw RIS
ETER,

Db, ShEon7zE»S, BE#oOHD &
ZIWHLTY I 72=27200mg/H LA R 5 E
AL, BEUEIESNLEAICIE, EERS RO
800mg/H FCHE L, MImLTL2HEIHRLHA
B R RIR Sz T 72, AIEBITH Sz
HRETIE, VI 72 TORYIEHEE=%1)  7h
HFHTH L REMIIHMEICRT I LI TE LD
7ehs HBIRNEEEN A O AR EE 2 R L. IF
% OO L OFW % TEHES 2 AR T S
ZliE, REHEENTE D REMAVRE 2, 1L
HEEE ORI B LTl EHCIREBIC B 5 Cmax
TITW, IFOREREKE L7z, T 7MHICHL
Tl BUREIUSHBEAEDS 2w EBRICR &N
TWB Y ZEhs, Gl RICLehozZ ki,
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73, performance status 1 & 45 REEAY B if2>>, Child
Pugh A & FFPIHREDMR =N TV B BETH > 72720,
BAHEMDVBRIFTH - - REE DL SN 5, AIER]
TlE. RAMR=T 4 T 7T 2REINTD, BE
& RIGEATEH AL Z i MR SN, BFIC K B A4F)
W T E T 2729 2Ty VI 727X B
BRI L7z, BEHROBEIIY I T2 =T DEA
AT AR, BE L REOREN % 5 IR L.
EROMBILZEEIIHG T A& TH 5,

AIEBI A ORA LT E LT, W ZHOH PN
TERIML L. MR A2 e LTz, X0 s
IR EOBRETE o2 tAbIF N
bo ZOXD EEMZRIT Z720121E, wilA &
DI AFZE % A0 L, PRI R 2 MkE % 2 A 2
HRE—EDO T N I— VI L7228 THWEET 540
ENRHDHEEZ D, T2 18 H H DIl B 254
HEMRAOHPZ THl->TBYH ., KEOBHE TOR
A HLTHRXTHo 72, mEPLHEEINS
BEATHo 7270, 19 HRIZHRZHEZ LTz,
D7, 19 HHA 538 H H DI EE D HERE A
AHTHY ., MHPREOKTHAPD & o722 &1
B L CW AL DIRSEBRTE R o7, DAN
WO DM A, BIEREZFO RO DA
BEISHEIHML T E3BE SN, REFO
X9 % HD %5217 T A BERO RIS A BE D
W22 ENRNTFHENSL, TOLHRBEHEIIBY
T VI 722 TOREYGHE=Y) V TICHT 5
T—=DELRLERPEEND,

(mIERVECE

JEFI S TH D MALEBXOFHRT R TIE AW
A, EHZEEHEHIIV S 7 o T oM EEN % ET 5
) 2Ty BEICMEDOESR L MEHAEZIR) &I
ONWT T LRHHEIT, A v 7+ —A KOk
v b & EET TS L7,

BESEROFHM

Common Terminology Criteria for Adverse Events

(CTCAE) v5.0 TaFii L 7=,
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Takehiko Takata', Takayuki Ezumi

Trastuzumab Deruxtecan for the Treatment of HER2-low
Unresectable or Metastatic Breast Cancer

&

PLEMEEA = o= (— K% +T A
VAT TNV AT H Y EETHEZ] DT
[ARH]) 12, =S8 - B L 72,
v b kR B 5E N 52 %5 K2 B (Human Epidermal
Growth Factor Receptor Type 2: HER2) 1% 5 5 IgGl
Y725 20k MEE 70 —F Liifke b EA
VATV IMEEHEZATSHH 7T b7 ik
Kzae, RTIFFEH) V=2 LTHEIER
PREMB AR TH Do RANZ, IL¥HEEIC L B
A6 %2 %) 72 HER2 58 B O Tl AN e 2 5
MFLAABE B R G & L 72 EIRR I [ 45 T A R R
B (DESTINY-Breast04 3% B, DS8201-A-U303 ik Bk,
NCT03734029) DAEFNFED &, [MLAEREDO D 5
HER2 X FE IO F A BE I FH R FLM | IS 9 5%)

(IR RATAR 2 PN B IR e KGR I — S B K
W 2023 43 FICHUE L 727,

AFNEIAF TH)D T HER2 RIS BL O Tl A
FISEFLRE 2 P RITKFR S NP HER2 R TH 5
ZEND, RETIEINEIIBT 5 HER2 KB HITD
WCHESLT % & & 3 12 DESTINY-Breast04 25k & &
DHARNY T TN — TR 515 5 NI AR DO E )
e OB VIO W TR 5,

1]

ZLf& HER2

FIBOBHTIZ, — BRSO ETEE AW
PR (A b a s v 24K [estrogen receptor:
ER]. 7u 7 271 v %4k [progesterone receptor:
@m J2 OV HER2 @ 5 BLUIRDL) 55 4] 58 6 R 2 JE

. BEEINERINES D, HER2 1A T % fisfl
féﬂ b4 g4t 3 (immunohistochemistry: IHC) 3+, *
72X HC 242D in situ N T F A4 = a vik
(in situ hybridization: ISH) Bk & & 3% & 11 %5 HER2
B PEFLE I3 LR E 0 15% % o 577, HER2
FaPEFLHE Cix. HER2 % 3859 A2 9uR 2 FIH L 729t
HER2 # 312 X 0 #E38 HA A7 W R (progression-free
survival: PFS) &4 AF I (overall survival: OS) @
WFEAFRD 5N T V5B,

HER2 FE BLFLIE (X < D O WF 58 THY F 1Y
A S hTs 0 ", HER2 ISHF$ % I
INEPE . EMFENICAY —RERETH DL L
ARENT WS, HER2 IKFEBIFLHE O EIZ T3 T
07 7 A VOERERFEERIT, FVE VZHEE
(Hormone receptor: HR) OB T %, HR DFEH T
#iIE3 % &, HER2 RFEBIZLNE & HER2 null 7L
Tl B R FRBUHRRN 2D — B L7222 SRR
ENTVaW Y PHARE UL IO HER2 Bk
(IHCO. THC1+. F 7213 HC 2+ 7> ISH Fatk) Lo
DT, NI E G L TR E 72 o
72 HR Btk HER2 BEPEFLME. MOV ER & PgR 23k
D L) TIVERTT 4 THRIR LT, HAULEHE

EE MRS AFEL= Y P ATFTA ANT T 27— AKFA v aud— - X714 ANV A T2 A
Oncology Medical Science Department, Medical Affairs Division, Japan Business Unit, Daiichi Sankyo Co., Ltd.

¥ Corresponding author

16 HARKRESEREZRMEE Vol.34



b LZERERINSE Do, R
BRSNTWS WY, JidE, HER2 BRYERIEOHTY
FIE SR ORI 45% % 6 % HC 1+ F 7213 [HC 2+
A0 ISH Fatt: % 7”4 U9 13 HER2 R FS AR & @ 5%
X p P, ALFHREED B 5 TR IO
HER2 etk 3LE o2 HER2 RSB & T b
Z & h 6, HERZARFE BRI X3 2 Hr 72 20 tG e
DRFENLEFEFN TV,

NSRAYART FIVORTHY

AFNE. RIFBIZB T [P EERE O H %5 HER2
B Pk O FANASHE L I8 2008 (BEHE 1Y 20 W6 38 HS IR
W72 S5 A TR %) | oIt T 2020 4£3 D T
TEM e AR R 2 S Ly 2020 4E9 H A2 [ A5 AL 9%
AR \THETE L 72 HER2 Btk O WG YT BRASHE 70 AT -
HRO B OBIGEMEARZE2Y £ b3
AV AT RS T4V REHCLBHEFEREOD
% HER2 B PE O FMTAHE AL I 7L B & W 5
& U 7z E RS [ 48 1M1 AHEAUBR (DESTINY-Breast03 #
Bk [NCT03529110]) DHEHRITHD & —FBA B KR
FEERATV, 2022 411 H IS A O @IS A [LF
BED B % HER2 Btk © A B X FESS30L05 | 12
ZHE NV, 2O, DESTINY-Breast04 ik TR
ENEIRA RIS KD A EREHE %
T\ 2023 4F 3 HAC [ IE O & 5 HER2 5

HOFMARE NI TFFHINE | 0@ TEMAGE S
720 BASANZDWTIZ2 DD EERIL[E 45 1T AHER R 2R
% (DESTINY-Lung01 i 5% [NCT03505710]. ¥ &£ O°
DESTINY-Lung02 5% [NCT04644237]1) O #&% 512 3%
DK —ERABIRFEHEE 21T\, 2023 4E8 HIZ [A%A
L2212 (B4 T U /- HER2 (ERBB2) & 1512 B
Btk DY BEANRE 2 AT - FF5E 0 I/NRE g | o8
JIETORBZIELTWD Y,

NSAYART FIVIORTHUD
IRERE

ARFOFBAEE. HER2 (2XF3 5 Pk A5
R DM 11253813 % HER2 ICHEET 5 2 & Tl
JOPIICE D AT A Z 0T 5, MBI v
V= LBRICE DV ARFNORTF FEHY ¥ =000
KREN, H ¥ T VT v HBRDEEET 5,
WEL 720 7 b7 o BRSSO DNA %
G L CHIRE 2 84 5 2 L2k b, JEEH D
HWERDSSE L EE 2 5 Tws (1)L 87,
FARANE, M CHBELZZD Y TN T YV
SEARHSHI IR % o L CHRR A~ 5 % 2 & ¢
JEL A AN L CRBRDO RN R ZRT N, X ¥
vy —EER R % @ U C. HER2 IXFHFIED X 5
\Z HER2 % A3 — 258819 2 MM fE 12k L T

B1 rSAYXIT FILIRATHYOSIBEREEETIL
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LEWHESEEZRTEEZONS Y, FEEIC,
HER2 XS BFLNE B O IES M2 B L 72~ A
EFNV TR RANSRCPUESEMEZ R L, IS0
BHEAEED b=,

DESTINY-BreastO4 (8%
(NCT03734029)

HEROBIE

DESTINY-Breast04 stl& (DAT. AGER) &, b5
FEEE O 3 A HER2 RFEBL O FANAHE L PRI 3L
BEERNG L LT, GEBRERMANEIR L 22 G (4
RYFEY, TYTYY, KLY Iy, X7
FEREI, TR TVTIVBRER S 3k
V) & AR OARVER O 4EN % I L 72 IEE R
0E 2 AL FE B L 45 T AR T & % 'Y, HER2 1%
FHIE, MERENEE~ - —Fy IRV T
ultraView 7% A2 7 = — HER2 (4B5) % i \». ASCO/
CAPHER2 & 7' 4 F F 4 » 20181240 X1,
HER2 5 BUIRIE A THC 1+, ¥ 7213 IHC 2+ ISH
Rtk g s BE L gwI NIz, 557 % (HR By
PERH 494 % % &) OBBE LIS, KEIBS-
#3734 (HR Fs1E331 44) &\ HBREERiASERNL 72
EIRIE184 % (HR BETE163 %) (22 1 DR TEH Y
fHF S N7z FREBREMAGEIR L 22 EHFEEOPNFTIL.
) 7)Y (511%). IRV FEY (201%). TV
TI VBB S ) FF RV (103%) AV S
Y'Y (103%). 7327 1) % ¥+ (82%) Tdh - 726
AR FGHETIE, AH54mglke #3121 #%5
L7zo #MIENEF 90 02 T ik N G- L. 2
BN ELTHIIX2 B H DL G- FEH % 30 5
FCHEMRE & L7zo ARFER O B BRI o v gl

31847 HTH Y, &FRER. HR BEMEERIE B I
NR—=2A T4 ¥ OFBHEE O BB T FHEZE
XA LN D o720 HR BtEERITIX, FIFE#H
EARF P 53T 56.3 ik B & OB Ml #B IR E R BE T56.3
iy TERNIAKIIGBED 2 2O ABET, Mhidd
NTEMETH - 720 HER2 ZEBUIRMIE, THC 2+ 4>
ISH Btk s ARHI# 5-1E 41.7% B X OBE Rl IR G
41.7%. THC 1+25AH4% 5-1£58.3% H L VR il IR
EHRESS3% TH o7z ik - FHRFLR KT 51L
FHAEOHNREL VA VD2 TH o 72O KA
G#6405% 3B X OVBE Rl B PRIEHERE41.1%. HR Btk
A2 CDK4/6 FLEHIAWRIE % A L Tz DI AR A%
GE704% B X ORI BIUEHERET706% TH - 720
13E A EDBEDERE - FIHFIE T 5 NG WG
WREAHLTBY (KR GHEIL5%, ERERGG
HERE89.6%) . HiAE - FHESFLIE T3 5 NG WA iG i
DHPEH L ¥ A Yok e (#FH) &, KES
#£20 (0-7) B X ORI EIGHEERE20 (0-6) TH o
720
KRBT, B TR A FElti S h - B
FrEHARANEARLTH T 7V —THI M Th
727, H AN S HE A K $ 5 BE56 %4 (HR By P47
%) PR INGHERE29 4 (HR FE25 44) ©FEFS8S
#THoTzo RikBEOFERGMNE, REVERNT O
F—%7 v bA7HIE 202241 H11 HTH %,

Bt
FEFHIEH T % HR B ERIIC B % PFS H
Jufilii, ARFFGHET101 % H [95% EHEXE (CD):
9.5-11.5] 3 X ULEHREPGAFERETH4 » H [44-7.1],
N — K051 [040-0.64, p<0.0001] THH . [E
ARG L LI L CAR R G HTHEICEE
L7 (FDY, BIKEHEEH T 5 e hEMIZ BT
% PFS UL b [AARIC, AHFIBEGHET99 » A [9.0-

x1 EEHLES I 4855k DESTINY-BreastO4 SERO2FE KUHAANEHOEIEREFHAR
2F&EH BHEAEHE
TRl S5E EEEMEREREE TR S8 EREMERGEEE
21 N=373 N=184 N=56 N=29
mPFS 99 nH 5.1 »H 98 »H 48 nH
[95% ClI [9.0-11.3] [4.2-6.8] [7.0-15.1] [1.4-8.1]

HR [95% ClII

0.50 [0.40-0.63]

0.51 [0.30-0.86]

p{E p<0.001 N.C.

HR &1 N=331 N=163 N=47 N=25
mPFS 101 5B 54 nH 11.058H8 5818
[95% CI] [9.5-11.5] [4.4-7.11 [7.0-15.1] [1.4-11.0]

HR [95% Cl]
p {8

0.51 [0.40-0.64]
p<0.001

0.56 [0.32-0.99]
N.C.

N.C., not calculated
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x2

EFHEESE |1 #8585% DESTINY-BreastO4 5D AFAB LU BAANEFDOLETFHARS

2{REM BARAEH
rEIR S8 EEMERAEEE KEIR 58 EEMEIRAER
£ N=373 N=184 N=56 N=29
mOS 234 1B 16.8 n A 21.7 18 170 n 8
[95% Cl] [20.0-24.8] [14.5-20.0] [17.8-HEEAEE [8.2-H#EEAEE]
HR [95% CI] 0.64 [0.49-0.84] 0.57 [0.31-1.061]
p B p=0.001 N.C.

HR &% N=331 N=163 N=47 N=25
mOS 239 18 175 nH8 21.7 18 170 n 8
[95% CI] [20.8-24.8] [15.2-22.4] [17 8- EAEE [8.2HEEAEE
HR [95% CI] 0.64 [0.48-0.861] 0.68 [0.34-1.361]

p & p=0.003 N.C.

N.C., not calculated

11.3] B X OEMIEIGEHERET5.1 » H [4.2-68].
¥ — N 13050 [0.40-0.63. p<0.001] T, [ fili 33
POAHHE L I L CARAI G CTHBICER L2
(#£1)o HRGMEN B X AR ERICB T 5 0S
rrefiiid, HR BEPEER CEIARA B G5-8C239 » A
[20.8-24.8] 3 X U ERIESIGHREAET175 » H [15.2-
2241, NH— FIi20.64 [048-0.86. p=0.003] & 7
0. SREFTIEIAKIG#HT234 » H [20.0-24.8]
B L OERIRRGHERET168 » H [145-20.0] T/
H— FI120.64 [049-084. p=0.001] TH h. Wi
Ml & DARFBGHTHBICER L (£2), &fE
2B B HEEZRNFE (confirmed Objective Response
Rate: confirmed ORR) &, A#|¥% 5 -#52.3% [47.1-
5741, PRAHBEIGAEFERE16.3% [11.3-225] TH - 72

HANERZWNRE LY T 7N —THITICE
WTH RO SRER & FBRIZ, ARFIP 55T PFS
Hefii & OS D ER ASHER S 2%, PFS
B LT, HAAD HR LR TlEAK R G-HC
110 # A [7.0-151] 3B X O FE Rl B#IRAHERET58 #
H [14-11.0] T, "¥F— FII2056 [0.32-0.99] TH
0. HARANEF SR TIEARABS5HET8 » A [7.0-
15.1] B X CEMZEIGHEHRET48 » H [14-81].
F— N 12051 [0.30-0.86] TdH -7z (K1), 0S I
B LC. HREGVESEM CEIARF S #ECT217 » A
(17.8-3EEARE] . [RRfEIUEHAET17.0 » H [82-
HEZEARET, NP — FHI2068[0.34-1.36] TH H .
HARNEM SR TIEARR S GHET21.7 »  [17.84
FEAHE]. PR AEPRIGHERE T17.0 » H [82-HEEAR
AE]l. N — K057 [031-1.06] TH -7z (2),

Z2

BAEVEMRAT ORI ARK P G5 HE3 % B L R
EIUAERE 172 24 S oYz zn 2
g2 » H [#M : 02-333] BX U35 » H [#ipH :

03-17.6] Th-72%, L — F3 L LOEIER. #%
iz R2 S5 728EH. BXUECIZE - 2BITEH
DFRBEE T ZNZE ARG T41.5%. 15.1%.
BLT19%., ERIEIGEHREET57.6% 7.0%. B &
0% Th o 72%s KHMHEGBETHRD SN2 FE2F
TER CEBLEIE) &, Bl (73.0%). %57 (47.7%) .
Wit (34.0%) B X OWEAE (37.7%) THH. 7L —
F3LLEOELFEIER FEBIE) (&, FrhEREAE
(13.7%). &I (81%). 5 (75%) H I EREL
A (65%). M/IMREGED (51%) TH 72" AKH
BT L CICE - 2RITEHNZET7 %1238
BB, WFIEMIIEZE2 4. MBI K J, A
M5 e, WP PR B, SR rp ERIAME, Bl
JENK 1 HTH o720 b, BI-VENGZ B H 2
THECE D ARFEG LD ) &g S
PERE B OB 2 D FE BN A51312.1% (45 %) T
FU—=FOWRITZL—F1H35% 13%). 7
L—F22%65% (24 %), 7L —F3251.3% (5%).
7L —F5H08% (3%) TH-o7z,

HARNEF CTREWBITORR & % > 72013 AK
FIPe G156 %4, ERIEIIRER 29 4T 50
ORREIZZENZEN, 61 » H [#iPH : 0.7-333] &
28 # H [P0 : 05-175] TH 7", ¥ L —F3
DL oBEWEH oFHE G, #5851k E - 22FIE
JHOZRBLE G, BTICE > 2EEH O RBBLEE1X
FNZENARFN PGB T53.6%. 286%. 0%, PEHE
PUARBRETT724%. 69%. 0% TH o 720 KA G-
HoOFEZAER GEBEA) . Bl 821%).
57 (51.8%) FMLERE LA (46.4%) . BF i BREOR
A (464%) THY, FL— F3P LoFhGERES
(FEBLEE) PR (179%). £ (14.3%)
F IR 25008 A (125%) 95 97 (125%) £ BRI
B (54%) U ¥ RERA (54%) ML/ EL A
(54%) TH o720 RGBT EICESTAE
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ARFOEKZBIVEHE LT - R
(10.1%). & #aH] (58.0%). Infusion reaction (1.5%)
PGS NTBEY . BRI I E - 7
BIBHEEN TS 2P, BUE, R CHEICRER S
T 24 (PRI BB 5 2 N O
ZUTICHAT 22, SR ORN THE22 R
SNz,

o I e FE VA L 7 PR & i LT 5 %
BRI B BE T ZE OREICARK] O

BRI R OBt (R, R e H oo 40 B R

K BTGP OEERH, SECICE S ERD» D 5

CLEICHTAER) 2oL, MEEZST

PG T 5,

- P G-BAMERT IS, MR CT MRAs K OS2 % 9206 L

PRI R D B0 B A e v 2 & 2R

L7z LT, 500G 2 EEIHET 5,
PG, AWIEIR (R PR, WMk, FEEAAE)

DR EIR 72 By IR I8 AL (SpO,) A,

%R X Fkeds K O CT Mt o 2 hiiss:, Bigs%

+412479 6
- B SN AICIE RS- 2k L, BB

BB VE CHI OB O EY) 7 LE % 479 o

— 7. TRV R K OYHili i 2% (2 B B AR HI o
MR A ClE. WoEhkas (2020 45 H25 H) 75
2022 42 H 27 H F TITARIF O RFEAREI S5 2> & -
PR F 72 (X BVRER R DS E T & v & High
S, ILD ARERHI e R B A THE SN7EMIE, H
PAHE 8 A %503,000 1 (FL 1,830 B, B9 1,170
B1) » 9 H138 1 (FLHE105 B, HHE33H) TH -
720 LT, HEREB DD H130 B ASAH & DB
SRR B 7z PR VR L (FLAFE 101 . 9 29
Bl) TdH o727,

ARIETIE, — A FHEAHARIAEEZSZ LD,
HER2 A B2 0 3 5 RFEISIL KISV T O
AF—PMAVIPREINTEY., AR Z RS
WP CTHHT AU 2o TOEFTREFRSL Vb
DRENTWEY, KA ZMGHT 2 EORET
NRERALAPELT, 202343 H3 HICHFKGE X
Niza =% & (LLF. CDx) Tdh 5 Mk
BAREE~—»—F v bV % F ultraView 75 &
7 = — HER2 (4B5) |2 X 2 MENLETH L Z LA
IRENTWD, o> HER2 KAV W SN (472
HercepTestIl 5) (&, [HER2 Bk | (2% 9 % KA
MOPHER2 3 (F T AV X< 75) OIS g g D
72O HWA Z 2 X TE 525 [HER2 HFEH | 123t
T AHARFOBSTEIIEIHNE ZENTE LV, £
7z. CDx IZ & % HER2 XFEHL OB Wi RiE. AH D
WIS ASE I X 722023 43 H27 HEABED b O H3 0
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RIGHEPFE OO E DO TH D, BIfE. KB IO
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HEE
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720
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