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IZOWT, ATBROBEEREOF M, AHEO
RIBN 53 1 CRME 24T - 7=,

c[FER] THREAR) VYo ~T7 RS L
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[KHKJ)) # (1241)) o0 tigsiT-o7, IR®
FEBUTSATRBETIZ 19 B 761 (36.8%) ., #4idh
BETIZ, 2600 441 (33.3%) ToH Y MEER TEIX
HOHNIR -T2, IR BFEHELEZBAF T ITNY
grade 2 LA T C,HEZRRITEH ORBLUTRO /2o
Too TFREARE) WEIHATHORGRENG 5 BE
T, BREOHM CIREBHRICETREZRS L
BT IR BBLEE, 116152 4] (182%) TH
D, BEMLEERGSNRETIE 6 BT 2 4
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WX BERME 22 | AR, el WSCEROFAEIZ L D . ENATORA v F o 7R R
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HiE 22 T -BEICHONT, BFHMICTHES
1To72, IR DFHiIL., CTCAEvV 5.0 DIEAIZ L D
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LABERETIRD N o7z, BEEE I L
THLU ST oS4 T —H0A LRI
HATEAZ L AR,

25-222- | Uk ~T g | HE29EIAARER | 2019.11 | - [BH)] UV X <7 BS O R AERE L. & —
05 F T —Hlal | HMESES EVEIZ W TR 1T - 7,
5. infusion < [J715] 2018 4E 4 H x5 2019 £ 5 AT Y4BETY
reaction FEELRIL | R KEHE, =M YR BS R G XM Y N EBE & T
TR ST T B gl Uiz, #IEPE S 24 BERALIN O TR OEE5REHR >
G201951687 N ERT IR BT WCRHERER L 0 % RMICRAE L7z, IR OEERE
M AT 2 —3K SAMHIZIX, CTCAEV5. 0 D7 L— R (6r) ZHW
HIER) 7
< [RER) BRI, 2T 78 T T2
400mg+d-7 a7 =73 2mg] OFHNR
NER S, THITRT 1A FESEENFEERIC
BERESNTWE, VY F I ~7 BS TO IR 3
HARPLIE 25. 0%, Grl 28 8 51 (15.4%). Gr2 23 5 4
(9.6%) Th., 6r3 bl LoEEZR IRIFBZESN
Teinotz, Gr2 @ IR BFEELL 72 5 Fllz >V T,
VN b AR O FR ITOMLE SRS 1% L HEIRER L,
P H SRR 100%TH -7,
[EE] UV YF o~ 7 BS TO IR FEEIRILT
25.00CH V., Y LoNEDORE A2 OIFRUTKT L.
(7Y 73/ 7=z 400meg+d-Zal 7=
2 2mg) DEIFETTY VX ~7 BSITEZEI
BHTEDARERENRIB I NI,
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06 1T FERG L | WPARES A0 Bz 2L, TOZYUMEERIET 5720
INA Tt OIR WICHEFEGORBIRIZ OV TRE L,

RO | i e, K= < [J5#E] 2018 &5 6 H2>5 2019 4E 2 H F CIlziedT
L% & REEEREE S bR ~UI 0 B2 iz 8 SEFI A )R,
NEES RS IBEZEZEMHMIORRE & L i@, FEiM
G201951686 JRBEEEAIT), VR Wi & LT CTCAEver4.0 (296 EHE L 7=,

rEC, REM A,
R BT, gHR

- [#55R] AmEkED O Gread2 UL E0FBIERT, 2
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bemotz (P=0.61), FiFhEkEixene

PR B P e A . 25.0%, 37.5%THY (P=0.59)., I/ I
), BEH R ZTNZEI 12.5%. 0% (P=0.30) THY. WThb
TSz AT B E BEEIRO N7, FEMEFEETIZ, &
FREIFL, AR T, PO TIIEATI L B TR E
EIFRO LN oT=, TFHT7 4 TF—ERD
FEITRBIEG TITR SN2 -T2,
c[ER] SHoFEEERETIE, VYFU~T DRk
1T E BB OWTHEFRORBRICER T
RO LRI,
25-222- | YPRICBIT HBE | F 34 EIHAREE | 2019.11 |- [BH] =& x1rv7 FXA 422 F— (EIN- —
07 Vo~ FBE~D | v FEs BS) DA, ZEVEDERIIME 21T 5,
TR LET RN - [J71E] 2018 4 5 H LIRS BeCffiH L 7= ETN-
AFTIT—EH | ZEME. K BS15 %l (CE¥4FEH 67.8 1k, TEHIFRRHIE 19.5

e (5 2 W) |

G201963736

Ak, T
@RS 20NN
)b PN ]

Bz

), MTX FH 1% 26.7% (CF¥) 5.5mg/H) T,
naive $¢45- 3 B4 R RA] D> B D switch12 FiiZ
VT DAS28. SDAL, CDAI OH#ER A s L71-,
- [F55:] ETN-BS & 5-BitAHE (038) DY
DAS28. SDAIZ., ZnFh 423, 11.0 THbH, &
H.4% 12 15 D) DAS28. SDAL X, #hFh
2.72. 7.18 TdH-o7-, ETN-BS fHHIC X 5 EIWEMIX
1B TH 7=, ETN-BS BEARIOIEEFERE L LTI
¢sDMARDs 7> 5 @ Bio naive JEF] 3 1, A2
BIEN > 5 O switch JFEF] 12 5] (RijiEHEE =& %)L
7 3%, TV LA~T 26, BN X<=T 3
B, TREET N 44]) THolz,

- [HEem] A%k L CRIZT A 0EEITH DA,
ETN-BS #&E D SDAI, CDAI #Hfi Tl & H1Z 11 5
TEMD D WVITRERIGEEICEATE L &0
LA BERRENIZLERCTE DIREAL 7 v a v
LEZOND, FBEIZIXLET B R
B ETN-BS #5- L, FHHRB L2 LD
SBIBEERRME L HD D EEZ D,
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[HW] % - SHRIER 2 x5 & Ui masiEs
DOALFIIEIC T D G-CSF — kTR E- & LT,
T A NI T AT BT &S A A & BRR R
L7cEIZIE LA E7R Ny, 22T, Btk Zalk
WZOWTHITHRIREZ1T - 72,

< [FiE] P RZBEESHEREICRB VT, 7
F& o FEEYEO MY L oBEIC T U TR LR 1
PAINBEZT, TANT TATF LTS DN
1IN At N — IR TG SN BE 25t &
L7c, BIMEOFEEHAME B 1345 ki %
(ANC) DHARAEAD 1000/ w L PLEICEET DL ET
DOHEEE L, HEHEERIET D72 DI L EAEREL
E1MHZY 40pl R LT, REMEOFEE
ELUTEIR., BEOAE, FHEEEOHS ZER L
Fisher ® EfEMERBEIZ L » CPEZRD T,
[#55] 2014 45 A ~2017 4F 2 HIZ AT & 5.
SH7-404 L. 2017 4E 3 H~2018 A 12 H it A
T A e 5 SNT- 40 L kiR & Lz, ANC i
B> 6 1000 /p L LA RICEIET % £ TO HE D
L, SEATAEET 3.9 B (95%CI ¢ 4.0~b5.4) 2%t
LA A 5femBET 4.7 B (95%CT @ 3.3~4.6)
Thol-, HHEREIEETOHEOFEHDOAEIT 0.8
H (95%CI :-0.15~1.7) TH Y, A A&Fidho
LN REINT, —FH, BE—AHT D OFEE
P ERIDAE  (BN) Z8E Y R 7 K-35 1 450
SEED T RAEEICE L, BIRGHEEE TH 5 FN O
FEIRET A A SRR EE TR 2 @ o T2, 7T
B UERR b, EERRIRAZ -8 2 L1137k
oo BEMEIZOWTIE, AEBELETRXTOHEILE
WTHEERRD LT, EEE VTN D
Grade2 LLF CTohH o7,

- [isEn] F%s - ¥REPMEOTEME Y oo EBH O R
LERIEIC BT B 7 4 VT T AF bhoxA Tk D
ik & watinr & iz,
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* [Objective]For biosimilars, postmarketing assessment
is important becasuse posttranslational modification by
glycosylation is affected by the manufacturing process.
Trastuzumab biosimilars were first marketed in August
2018 in Japan and used to treat gastric cancer in our
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DOERKE AT 4
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hospital since September 2018. This study aimed to
assess the efficacy and safety of trastuzumab biosimilars.

+ [Methods]Fifteen patients with gastric cancer who
received combination anticancer therapy with
trastuzumab between March 2017 and March 2019 were
retrospectively examined for age, sex, clinical stage,
human epithelial receptor 2 (HER2) status, concurrent
anticancer therapy regimens, adverse events, and
progression-free survival(PFS). The result of PFS will be
presented with the data until September 2019.

* [Results] The reference trastuzumab and its biosimilar
were administered to five and four patients respectively.
In six patients, the reference trastuzumab was first
administered and then switched to its biosimilar. There
were no statistically significant differences in age, sex, or
HER?2 status among three groups. The most common
concurrent regimen was the S-1 and oxaliplatin
combination; efficacy and adverse events were assessed
in this group. There was no statistically significant
difference in progression-free survival between the
reference formulation and the biosimilar groups (P =
0.317). As the detected adverse events were attributable
to the S-1+ oxaliplatin regimen, adverse events were
similar in both groups. In the six patients who were
switched from the reference trastuzumab to its biosimilar,
adverse events did not differ before and after the switch.

+ [Discussion] This small-scale retrospective study
found no differences in efficacy or adverse events
between the reference trastuzumab and its biosimilars.
However, as the biosimilars have been used clinically for
only a short time, medium- to long-term assessments are
needed.
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