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AKTyanbHOCTb:

-PaKk MOMOYHOM ene3bl — 3110Ka4YeCTBEHHAS
ONYyXOrb XenesncTtom TKaHU MOJIOYHOW Xenesbl.
[To oueHkam akcneptoB BO3, B Mupe exxerogHo
peructpupytoT oT 800 TbiCc. 4O 1 MSTH HOBbIX
cly4yaeB 3abosieBaHMNs pakoM MOJIOYHOWN XKeEresbl.
[1o Yuncny cMmepTen OT paka Yy XXeHLIUH 3Ta
PA3HOBUOHOCTb paka 3aHMMAaeT BTOPOE MECTO.



-['epuenTuH (TpacTty3ymab) - npeacraBnaeT coboou
TaK HasbiBaeMble MOHOKMNOHasIbHbIE (TO eCTb
BblpabaTbiBAEMbIE aHaNOrMMYHbIMN MUMMYHHbIMU
KrneTkamm) aHTutena, Kotopble obnagatoT
CNOCODOHOCTbLIO ODHapYXKMBaTb U BIIOKMPOBATL
HER-2 peuenTtopbl, nokanmanpyrwmecs Ha
NMOBEPXHOCTSAX KMETOYHbIX MEMOPAH OMyXoneBbIX
KIEeTOK. OTO B CBOIO o4epeab obecneymBaeT
npekpalleHmne nx ganbHeuwero pocta u — B
page criydaeB — YMeHbLUEHNE pa3MepPOB
pakoBou onyxonu. [Npn aTom Tpactydymab He
OKa3blBaET BNUAHUSA HA 300POBbIE TKAHW.



Llenb :

-N3yuyntb adpdpeKkTMBHOCTL U BNUAHME HA peunans
3abonesaHnsa nNpm NPUMeHeHNe TapreTHoro
npenapara repuenTtunHa (Tpactysymab) B
KOMOMHaUMM ¢ 0gHOW U3 CTaHOAPTHLIX CXEM
XMuonpenapartoB B Jie4eHUMN paka MOJTIOYHOU

enesbl B TedyeHune 3 ner.



L
3agadum nccreaoBaHUs:

- OTOOpaTh XeHuwuH B Bo3pacte oT40 po65nerc1,2umn 3
cTaauen paka MOJSIo4HOW Xenes3bl HaxoaALWnnes B
XUMUoTEPANEBTUYECKOM OTAENEHUN

- OnpenennuTb OCHOBHYIO rpynny (MpMMeHeHne repuenTmnHa
(Tpactysymaba) + ctTaHgapTHas xMMmuoTepanusi No CXxeme
CMF — LluknogbochaH + Memompekcam + ®mopypauur
B [103€ 3aBMUCMMO OT BeCa M pocTa NauyneHTKN)

- [pynna cpaBHEHUS (NPUMEHEHME CTaHOapPTHOW
xumuoTepanuu no cxeme CMF — LjuknogocghbaH +
Memompekcam + ®mopypauus 8 4o3e 3aBUCMMO OT Beca
N pocTa NaumneHTKN)



[1n3anH nccnenoBaHUS

[IpocTOoe cnenoe,
KOropTHOE uccrnegoBaHue



., - H ]
Bbibopka : ynobHas

- B nccnegosanun yvyacteoBanu 2 rpynnbl . Bce nauneHThl
661N 0TOOpPaHbl cnocobom yaobHOM BbIDOPKK, Tak KaK 3TU
nauueHTbl HaXo4AUNUCb B OTAENEeHNE XMMNoTpeanun.
YyacTtBoBanu 76 xeHwmuH ¢ 1, 2 n 3 ctagnen paka
MOJ1I04YHOW Keneabl. JleyeHne npoBogunock 1 roa.
[lanbHenwee HabnogeHue 2 roaa.



Kputepumn BKNOYEHUS

->KeHLmnHbI B Bo3pacTe oT 40 go 65
net

->KeHWwuHbl ¢ 1, 2 1 3 cTaauven paka
MOOYHOM Xenesbl nofyyasLumne
XUMmoTepanuio



Kputepumn ncknroveHmns :

- JKeHLUMHbI He nony4vasLune
XUMUOTEPAaNMIo NMpu pake MoJ104HOW
xenesbl

-bepemMeHHbIe XeHLUHBI

->KeHLWunHbI ¢ 4 cTaguen paka
MOJIOYHOMW Xene3bl



Bonpoc:

- CnocobcTBYET N NPUMEHEHNe repuenTmHa
(Tpactysymaba) B KOMOMHaLUM CO CTaHOAPTHOW
xumnotepanum rno cxeme CMF (LJuknogocghaH +
Memompekcam + @mopypayursi) Ha CHIXKeHne peunanea
paka MOMOYHOU Xenesbl Y XeHLWKWH B Bo3pacTte o1 40 oo
65 net ¢ 1,2 n 3 ctagnen PM>X no cpaBHeHUIO C
NMPUMEHEHNEM CTaHOAPTHOU XMMUOTEpPanun rno cxeme
CMF (LuknogocpaH + Memompekcam + @mopypauur)?



- P - XeHwwuHbl B Bo3pacte ot40 po 65 nerc1,2um 3
ctagnen PM>XX

- | — npumeHeHwne repuentuHa (TpacTty3ymaba) B
KOMOWHaLWM CO cTaHOAPTHOM XUMMOTEPANUM Mo CXeme
CMF (uknogocgaH + Memompexkcam + @mopypauuri)

- C — NnpUMeHeHnemM cTaHgapTHOW XMMuMoTepanun no cxeme
CMF (4uknogocgaH + Memompekcam + ®mopypauyuri

- O - CHWXEeHWe peunanBa paka MONMOYHOW Xeresbl



OTUYecKme acnekTbl :

- OpgobpeHo KO

- - IHdbopMmnpoBaHHOE cornacue ¢ rnosiHbIM PacKpbITUEM
BCEW Heobxoaumon nHgpopmaymn

- - JKeHLKHbI, MOryT OTKasaTbCsa OT UccrnegoBaHus B
noboe Bpems

* - JKBUMOMNEHTHOCTb
- - [lenctema B nHTEpecax naumeHTa
- - [lone3HocTb Ana naumeHTa n obecTea



Abstract
BACKGROUND:

S-1 plus cisplatin is a standard regimen for advanced gastric cancer (AGC) in Asia. The ToGA
trial established a fluoropyrimidine plus cisplatin and trastuzumab as a standard treatment
for human epidermal growth factor receptor 2 (HER2)-positive AGC. In the HERBIS-1 trial,
trastuzumab combined with S-1 plus cisplatin showed promising antitumor activity in
patients with HER2-positive AGC. However, cisplatin has several important drawbacks,
including vomiting and renal toxicity. These disadvantages of cisplatin are prominent in
elderly patients. Therefore, we conducted a prospective phase Il study of trastuzumab plus
S-1 without cisplatin in elderly patients with HER2-positive AGC.

METHODS:

Patients 65 years or older who had HER2-positive AGC received S-1 orally on days 1-28 of a
42-day cycle and trastuzumab intravenously on day 1 of a 21-day cycle.

RESULTS:

A total of 51 patients were enrolled. Two patients were ineligible. The full analysis set thus
comprised 49 patients. The median age was 71 years (range 65-85). The confirmed
response rate was 40.8% (95% CI 27.1-54.6%), and the null hypothesis was rejected. The
median follow-up period was 10.6 months. Median overall survival was 15.8 months.
Median progression-free survival was 5.1 months, and time to treatment failure was 4.0
months. Major grade 3 or 4 adverse events included neutropenia (12.0%), anemia (24.0%),
diarrhea (10.0%), and anorexia (12.0%). There was one treatment-related death.

CONCLUSIONS:

Trastuzumab in combination with S-1 alone demonstrated promising antitumor activity and

manageable toxic effects as well as promising survival results in elderly patients with
HERZ2-positive AGC.



Bonpoc :

- CnocobcTByeT N npuMeHeHne TpacTy3dymaba nntoc S-1
6e3 uncnnaTtnuHa Ha CHUXEHUE 1 yNpaBisaeMOoCTb
TOKCUYECKNX 3p(PEKTOB JieHeHUa y NaLNEHTOB C pakoMm
xenyaka ¢ HER2-nonoxutensHbiMm AI'C B Bo3pacTe 65
NeT U cTaplle B CpaBHEHME C NPUMEHEHNEM
TpacTy3ymaba B coyeTaHne ¢ S-1 nnoc unucnnatunHa ?



- P — naymeHTbl 65 NeT 1 cTapLle ¢ pakom Xenyaka c
HERZ2-nonoxwutensHbim AI'C

- | — npumeHeHne TpacTtysymaba nntoc S-1 6e3 uncnnartnHa
- C — npumeHeHne TpacTty3ymaba B codetaHne ¢ S-1 nroc
uucnnaTtuHa

- O - CHMXXeHne 1 ynpaBnseMoCTb TOKCUYECKNX 3PJEKTOB
neyeHuns



-[1n3anH nccnegoBaHUs :
KoroptHoe nccrnegoBaHue

- BbibopkKa
TunoBasi BbIOOpPKA



RpI/ITepI/II/I BKJITHOHEHUA .

-[laumeHTbl B BOo3pacTte 65
NEeT U BblLLE.

-‘[TayneHTbl C pakoMm Xenyaka
c HERZ2-nonoxutenbHbIM

AlC
Kpntepumn UCKnoYeHns :
‘HE yKa3bIBaloT.
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