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0630p nccnepgosaHmsa BYLieve
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O630p uccneposaHus BYLieve

Ou3anH uccneposaHua BYLieve: oTKpbiTOe HecpaBHUTeNbHOE nccnegosaHue Il gassbl,
NMPOBOAMMOE B TPEX KOropTax, B KOTOPbIE BKJOYaIN NauMeHToB C MyTaumen reHa PIK3CA
B ONYXO0OJIeBON TKaHW B 3aBUCUMOCTW OT TUMa NpejLliecTeytolen Tepanum (puc. 1):

e KoropTa A BkJIit04asia NauMeHTOoB C NporpeccupoBaHneM Ha ooHe Tepanuu
nHrnbutopom CDK B KOMBUHaLUM C NHFMBUTOPOM apoMaTasbl (N = 112).

B nccnepgoBaHun BYLieve Takme naymeHTbl nonayvanu annenncmd B KombuHaumm
C (by/IBECTPaAHTOM.

e KoropTa B BkJIl04asna NauneHTOB C NporpeccnpoBaHnemM Ha hoHe Tepannn
nHrnbutopom CDK B kKoMbuHauum ¢ dynsectpaHTom (n = 112). B nccneposaHunm
BYLieve Takmne naymeHTbl nony4vanm annenancnd B KombmHauum ¢ 1eTpo30J10M.

e KoropTa C BK/toYasia NaymMeHToB C NporpeccupoBaHneM Ha oOoHEe XMMUoTEpPaNMu Uin
SHOOKPUHHOW Tepanun (n = 112). B nccnenosaHmnm BYLieve Takme nauneHTbl
nonyyanu annenncmb B kKoMbuHaunm ¢ pynBeCTpaHTOM.

Uenb: oLeHNTb 3(pheKTUBHOCTL annenucmba + M y naumeHTOB C MyTauunen reHa PIK3CA,
paHee nosyyaBlwux nHrnbmntopel CDK4/6.
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NaumexTsl, Nnonyyaswwe nHrnbutop CDK4/6 +
My)xquuu W KEeHLWMWHBLI MA (n=112)* nepauqnan KOHe4YHas To4ykKa

B npe- U NocTMeHonayse (koropra A) * [lons nauwentos
¢ HR+, HER2- pPMX Annenucnb + yneecTpaHT 6e3 nporpeccupoBaHus Yepes 6 Mec

e B Kawaon koropte
¢ myTtaumen reHa PIK3CA Kagaoi Korop

NaumenTsl, nonyuaswmne uHruburop CDK4/6 +
* Paxee nonyvasiuve: thynaectpanT (n = 112)
warnbutop CDK + I'T, XT unu I'T (koropTa B)
Annenucud + netpoaon
* ECOG=2

* Wamepumoe zabonesaHne MNauwmenTsl ¢ NporpeccupoBaniem Ha dowe UA,
(RECIST v1.1) nonyuaswwme XT wnu I'T (n=112)
UK 2 1 NUTUYECKOrD O4ara B KOCTAX (koropTa C)

Annenucub + dyneecTpant

BropuuHble KOHEYHbIE TOYKKH

(B ka0l Koropre)

BB

BBEMN2

YOO, YKP, npoaonsuTensHoCTb OTBETa
OB

BesonacHocTb

PucyHok 1 — BYLieve: oTKpbITOE uccnenosaHme 2 gasbl

NMpumMmeyaHue.

® My>X4YMHbI B KOFOPTE JIETPO30J1a U XKEHLLMHbI B MPEMEHOoMNay3e TakXXe Nosyyanu
rosepenuH 3,6 mr SC Kaxable 28 aHen nnu nennponug 7,5 Mr B/mM Kaxkgble 28 aHen gns
aJeKBaTHOMo NogaBNeHnda roHaa.

® 3ayncneHuve B KaX4yto KOropTy Npoaosi»KanoCb A0 A0CTMXKeHUS 112 naumeHToB
C LEHTpasM30BaHHO NoaTBepXAeHHOW MyTaumnen PIK3CA.

“IM Ha D1 n D15 unkna 1 n D1 ans Bcex nocnenywLlinx LMKIos.

HR+ — ropmMmoHonosnoxutenbHbin; HER2- — He 3KCcnpeccupyrowmnnm peuenTtop
aNnaepmMaibHOro hakTopa pocTa Yyenoseka 2-ro tuna; pPMXX — pacnpocTpaHeHHbIN pak
MOJI04HOM xene3bl; PIK3CA — KaTanuntnyeckasa cybvegnHmua anbga
dochaTnamnmHosmTon-4,5-bucpocdat 3-knHasbl; CDK — unknnH3aBnucumas kuHasa; ' —
ropmoHoTepanums; XT — xummnotepanus; ECOG — 6ann no wkase oueHkn obuero
COCTOsAHMA OHKoNornyeckoro 6onbHoro; RECIST — Habop KpuTepueB 415 OLleHKM OTBeTa
onyxosn Ha Tepanuio; MA — nHrnbmntop apomaTtasbl; BB — BbKMBAEMOCTb

6e3 nporpeccmpoBaHmns; HOO — 4aCTUYHbIM onyxosieBbi 0TBET;, HKP — 4acTU4HbIN
KJInHn4yeckunm oteeT; OB — obLas BbKMBAEMOCTb.

Pe3ynbTaTbl OLeHKMU 3P peKTUBHOCTU B Koropte A. B HacToswee BpemMs
nccnenoBsaHue BYLieve npogosykaeTcs; pe3ysibTaTbl OUEHKN 3SPPEKTUBHOCTUN JOCTYMHbI
ONa NauneHToB N3 KOropThl A (puc. 2):

e [1IOCTUrHYyTa OCHOBHasa KOHeYHasa To4YKa nccnenoBaHua: nons nauneHtos 6e3
nporpeccmnpoBaHunsa 3abonesaHns 4yepes 6 mec. coctasuna 50,4% (95% [N,
41,2-59,6).

e MeanaHa Bb>XMBaeMoCTn 6e3 nporpeccnpoBaHns coctasuna 7,3 mec. (KONM4eCcTBO
cobbiTnn 72 (59,5%); 95% OW, 5,6-8,3).
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Koropta A

KoHe4yHas ToHKa

(n = 121)
MepBuUYHaRA:
cnn;fpna WEHTOB i
ﬁeaﬂn or E-:EH OBaHUS (=615 44,
ihlassas 41,2-59,6)
Yyepes 6 mec.
7,3 mec.

[n =72 (59,5%)
C CODbITUAMU];
95% [OM, 5,6-8,3

BropuyHasa: mBBElN
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Bpewms, mec.

PucyHoK 2 — Bbi)KnBaemoCTb 6e3 nporpeccmpoBaHuns B koropte A
NMpumMmeuaHue.

MBBIN — MeanaHa BbXXuBaeMocTn 6e3 nporpeccmpoBanns; AU — nosepuTesibHbIN
MHTEepBarl.

B SOLAR-1 44,4% nauneHToB c MyTaumnen PIK3CA, paHee nony4daBlinx nHrnbmntopsl CDK,
ObINN XXNUBbI U HE UMENN NMPU3HAKOB NMPOrpeccnpoBaHns Yepes 6 Mec. Tepanumn



annenucubom’.
BoiBOAbI:

JoKa3zaHa KJIMHU4YecKM 3HauuMas 3P (PeKTUBHOCTb U NOATBEPXAEH yrnpaBssieMbin
npocdusib NepeHoOCMMOCTU KOMOuHauum annenucuba c cpynBecTpaHToM y
nauueHToB ¢ HR+ HER2- pPMXX ¢ myTauuen PIK3CA nocsne nporpeccupoBaHusi Ha
c¢oHe Tepanuun uHrnbutopom CDK4/6 + UA.

e [locTUrHyTa NepBMYHas KOHEYHasa To4YKa uccrienoBaHusa B koropte A (nons
nauneHToB 6e3 nporpeccupoBaHua 3aboneBaHnsa 4yepes 6 mec. coctasmna 50,4%).

e MBBI cocTasuna 7,3 mec.

e [1na cpaBHeHUA: B uccnepnosaHum SOLAR-1 B nogrpynne nayneHToB, paHee
nonyyaBwmnx nHrnbmtopsl CDK4/6 (n = 20), gonsa nauneHToB 6€3 NporpeccnpoBaHns
3aboneBaHusa Yepes 6 mec. coctasuna 44,4%, a MBbIM — 5,5 mec.”

e CpaBHeEHME C AaHHbIMU peasibHON KJIMHUYECKON NPaKTUKN NOKa3as0 CyLeCTBEHHOe
yBenun4eHne MBBI npn npnMmeHeHnn annenmcmnba no CpaBHEHUIO C APYTrMMN BUAAMMU
CyLlecTBylOUWEN Tepannun B 4aHHOM noarpynne nauneHTos (7,3 Mmec. vs 3,6 mec.):

o annenncnb obnagaeT NpeackasyemsiM N ynpaBaseMbiM Npoduaem
NnepeHoCnmMocCTH;

o 0TMeHa Tepanuun ns-3a HA notpeboBanacb 20,5% nauneHToB (B nCccnenoBaHuUn
SOLAR-1 — 25%);

© CHU3WCSA YPOBEHb OTMEHbI N3-3a TMneprjimKkeMnmn no CpaBHEHUIO C
nccneposaHmem SOLAR-1 (1,6% vs 6,3%).

UccnepoBaHue BYLieve noaTBepXpaeT uesnecoodbpasHOCTL NPUMEHeHuUs
KoMOMHauum annenucuba c pynsecrpaHTtom ansa neyeima HR+ HER2-
pacnpoctpaHeHHoro PM)X c mytauuen reHa PIK3CA.
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