U, NOVARTIS

Be3onacHOCTb 1 3ppeKTUBHOCTL pubounknmba B peanbHON KJIMHUYECKON NpaKTUKe
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Bbe3onacHOCTb U 3(P(PEKTUBHOCTDb

pubounknuda B peasibHON KJIMHUYECKOM
npaKkTukKe

Mo pe3ynbTaTaM NpeaperncTpaumoHHbIX nccnegoBaHnim gassl lll, Tepanna pnbounknnbom
3Ha4YMMO ynydwnna ncxonsl y nauveHtos ¢ HR+/HER2- meTacTaTu4eckmm pakom
MOJIOYHOW Xene3bl (MPMXK) rno cpaBHeHMIo ¢ naauebo™. Mony4yeHHbIe B Xoae
nccneposaHns CompLEEment-1° gaHHbIe peanbHON KIMHUYECKON MPaKTUKN O MPUMEHEHUN
KoMbuHaunm pnbounknmba n neTposona No3BOAAT AOMNOJHUTbL AaHHbIE NCCIeA0BaHWNA,
N3Yy4nNTb BANAHME Tepanun B bonbLluen nonynaumm, a Takxe yTo4HUTb 6e30nacHoOCTb

1 3p(PeKTUBHOCTbL NpenapaTa, B YaCTHOCTW, B NOArpynne nauMeHToB C MeTacTa3amum B
LeHTpasbHON HepBHOM cucTeme (LJHC).

OCHOBHble BbIBOJJ,bIB

e [Ipopunb 3PekTUBHOCTN N BesonacHocTn pubounknmba cooTBETCTBOBA1 TAKOBOMY
B paHee onyb/NKOBaHHbIX KINHUYECKUX NCCNen0BaHNSAX.

e YacToTa KanHn4eckom appekTuBHocTH (HK3) pnboumnknnba coctasuna 57,6-62,4%
cpein nauneHToB, NPeaCTaBAAOWMX 0COObIN KNMHNYECKUA NHTEpPEeC N NMMEKLLINX
HebnaronpmMATHbLIN NPOrHO3.

e CBA3aHHbIE C NeYEeHNEM Cepbe3Hble HeXenaTenbHble asneHusa (CHA) Habnwoganuces y
6,3% NnauneHToB, HW OAHO U3 HUX He NMPUBEJIO K JiIeTaJIbLHOMY Ucxoay.

Oun3anH uccnepoBaHus’

B nccnepgosaHunm CompLEEment-1 6b11n npoaHann3npoBaHbl AaHHble 3246 NayMeHTOB C
HR+/HER2- MPM>X ona oueHKU 3pPeKTUBHOCTM 1 Be30MacHOCTY TepaneBTUYeCKON CXEMbI
«pnbounknnd + neTposon». Kputepusmm BkAOYEHNA Bblnn OTCYTCTBME NpeaLllecTBYowWen
roOpMOHasibHOW Tepanuu 1 NpoxoxaeHne He 6osnee 04HOro LKA NpealecTByoLLen
XuMumoTepanuun. NMepBrUYHbIMN KOHEYHbIMU TOYKamMun Bbiin 6e30nacHOCTb U NePeHOCMMOCTb
pnbounknmnba, a BTOPUYHLIMU KOHEYHBIMM TOYKaMN — BpeMsa 00 nporpeccmposaHus (BOIM),
yacTtoTa ob6bekTuBHOro oteeTa (HYOO), oueHka ncxonos, coobLiaeMblX NaLumMeHToM, 1
4acToTa KAMHMYecKon acppekTnsHocTn (HK3I).



PesynbTaTbl MccnepgoBaHmus®

MegnwnaHa BAMN B obwen nonynaumm coctasmna 27,1 mecsua (95% noseputenbHbIn
nHTepsan (AN) 25,7 — He pocTurHyTo (HLO), puc. 1). NMpodunnb 3pPeKTUBHOCTU K
6e30nacHOCTN COOTBETCTBOBAJ1 TAaKOBOMY B PErMCTPALMOHHBIX KINHNYECKUX
nccnepoBaHnsax MONALEESA-2 n MONALEESA-72.
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PucyHok 1. O(ppekTuBHoCTb pnbounknnba B obuwen nonynaumnm

NMpuMmeHeHne pubouunknuba y naumeHTOB, NpeacTaBaAAIOLWNX 0COObLIN
KJINMHU4YEeCKMU UHTepec

Bbinn npoaHannsnpoBaHbl AaHHble 520 NayMeHTOoB, BXOAALWMX B OAHY M3 noarpynn c
HebnaronpmATHLIM TepaneBTUYeCKUM MPOrHO30M: NpejLlecTBYOLaa XuMmmoTepanus,
ECOG PS 2, Hann4ue BucuepasibHbIX MeTacTa3osB 1 NpejlecTByoLlas XumMmoTepanus,
Hannyme BucuepasbHbiXx MeTacTa3oB 1 ECOG PS 2. Tepanua pmbounknndoom
MPOLAEMOHCTPUNPOBaJIa BbICOKYIO 3PMEKTUBHOCTL Y AaHHbIX NOArpynn NnauneHTos: YK
coctaBuna 57,6-62,4%, YOO cocTtaBuna 33,8-37,3% (puc. 2, 3).
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PUcyHOK 2. 3 heKkTUBHOCTb puboumnknmnba y naumeHToB ¢ He6NaronpuaTHbIM
TepaneBTUYECKUM NMPOrHO30M
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PucyHok 3. BAil1 B noarpynnax
MpuMmeuyaHue.

KM — KannaH-Mawnep; HA, — He gocTurHyTo; HWU — He namepumo.
NMpuMmeHeHue pubouunknuba y naumeHToB ¢ Metactasamm B LLHC

Bbinn NpoaHanusnpoBaHbl faHHble 51 nauneHTa ¢ meTacTtasamu B LUHC, meaunaHa
NPOAOJIKMUTENIbHOCTU BO3aencTBus pnbounknnba coctasuna 16,8 mecsua. MegnaHa
BEPOSATHOCTM OTCYTCTBMSA COObITUI B AaHHOW noarpynne He 6bisia gocturHyTa (95% LN
15,5 — HL, puc. 4). NMpogunnb 6e3onacHOCTN Tepanun y NauMeHToB aHHOWN rpynnbi
COOTBETCTBOBAN pe3ynbTaTaM no obwen nonynaumm, CHA Habnwganmce pegko. ToNbKo
4 nauymneHTa (7,8%) npekpaTnaun nevyeHmne ns-3a HYA, cBA3aHHbIX C MPUMEHEHNEM
pnbounknmnba.
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PucyHok 4. 3pdekTnBHoCTb pnboumknmba y naumeHToB ¢ MeTacTa3aMun B FOJIOBHOM
Mo3re

NMpuMeHeHue pubounknuba y naumeHToOK B NnpeMeHonayse

Bblin NnpoaHann3npoBaHbl AaHHble 722 NauMeHTOK B npeMeHonay3e, meavaHa BAIN
coctasuna 25,1 mecsua (95% AN 22,1 — HA, puc. 5), 4TO corsacyeTcsa ¢ gaHHbIMWU NO
obwen nonynsaunn. YOO cocTtasuna 49,3% n bbina cxoxXa C AaHHBIMU KIMHNYECKOr 0
nccneposaHns MONALEESA-7 (51%)°. NMpoduib 6€30MacHOCT TepaneBTUHecKon cXxeMbl
«pubOLNKNNG + NeTpo30/1» COOTBETCTBOBAJ NpeAbiAyLUNM NCCIef0BaHNAM .,
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PucyHok 5. O(phekTnBHoCTb pnbounknnba y naumeHToK B npeMeHonayse

TakXxe cnegyeTt oTMeTUTb, 4To HA Ha poHe Tepanuu puboumknmnbom bbinn
3aperunctpupoBaHbl y 3091 (95,2%) nauneHTa, 2235 naymneHtam (68,9%) notpeboBanachb
KOPPEKTUPOBKa A03bl MM OTMEHa npenapaTa. Hanbonee yactbiMm HA Bblna HeMTponeHus
(74,5%). OgHako CHA Habnoganncek y 203 (6,3%) nauneHToB, NPy 3TOM HM 0AHO 13 CHA
He MPUBEJIO K IeTaJIbHOMY Mcxony.
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