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OnntenbHbln KOHTPOSb 3aboneBaHus y nauneHToB ¢ HR+ HER2- pPMXX ¢ myTauunen PIK3CA
nccneposaHmnsa BYLieve Ha dpoHe Tepanum annenncubom
Image

OnuTenbHbIN KOHTPOJNb 3aboneBaHnsa y
naumeHToB ¢ HR+ HER2- pPMX C
myTauueun PIK3CA uccnepoBaHus
BYLieve Ha ¢poHe Tepanum annenucuoom

Annenncmnb — TapreTHbIW NpenapaT, KOTOPbIN NPUMEHSAI0T B KOMBUHaL MM ¢
dynBecTpaHTOM 419 Ne4YeHnsa NaumnMeHToB C FOPMOHO3aBUCMMbIM HER2-oTpuuaTenbHbIM
pacnpocTpaHeHHbIM pakoM Mosio4HoUW xenesbl (HR+ HER2- pPMXK) ¢ MyTaunamun reHa
PIK3CA 1 pe3nCTEHTHOCTbIO K SHOOKPUHHON Tepanun (3T) [1-3]. Annenncmnd Mo>KHO
Ha3Ha4vaTb KakK B 1-1, Tak U B Noc/enylLwmnx JTMHNAX Tepanun, HO B peasibHOW
KJIMHNYECKOWN NPaKTUKe 3TOT npenapaT UCMNOoJb3YyT, Kak NpaBuso, Nocsie NHrmnbntopos
CDK4/6 [2-6]. 9 heKTUBHOCTb annenncmba y Takmx NayneHToB n3yvaaum B
MHOIMOLLEHTPOBOM OTKPbLITOM nccnenosaHuu Il asel BYLieve* [7]. B koropTe A
nccnepoBaHua BYLieve nauyneHTbl (n = 121) nonyydanm annenncmnb c ynBectpaHToM
rmocJsie NporpeccrupoBaHmns Ha poHe Tepanun nHrnbutTopom CDK4/6 B KoMBMHauum ¢
neTtpo3onoM. MeaunaHa BBI1 cocTtaBuna 7,3 mec. (95% [OWN 5,6-8,3) [7], 4TO OKa3asocCb B ABa
pa3a 6onblie, yem MBBI npu gpyrnx BapnaHTax Tepanun**, NCNosb3yeMbIX B peasibHOW
KJIMHU4YeCcKon npakTuke (3,6 mec.; 95% AW: 3,1-6,1) [8]. HoBbI aHaNn3 AaHHbIX
nccnepoBaHus BYLieve, npenctaBiieHHbIN Ha KOHrpecce SABCS 2022, AeMOHCTPUPYET, 4TO
ONINTEeNbHOro KOHTpoasa 3abonesaHus (BBIM = 12 mec.) yaanoCb AOCTUYb KaXKA0M
yeTBepTOon NaumeHTke (25,6%, 31/121), npnyem n3 HMX 16,5% (20/121) [OCTUIIN OYEHb
ONnNTenbHOro KoHTpoada (= 18 mec.) [9]. B nogrpynne gamtensHoro (= 12 mec.) oTeBeTa
MenwnaHa BBl cocTtasunna 24,8 mec. (95% AN: 18,2-H/), B noarpynne o4eHb OJNTEJIbHOIO
(= 18 mec.) otBeTa — 29,4 mec. (95% OW: 24,8-33,1). B noarpynne nayneHTok ¢ BbMN < 12
Mec. menunaHa BB cocTaBuna 5,4 mec. (95% OW: 3,7-5,8) (puc. 1).
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OnuTenbHbIn oTBET
(212 mec.)
mBBI = 24,8 mec.
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PucyHok 1. BBl B noarpynnax nauyneHTos ¢ BBl = 12 Mec. u < 12 mec. (koropTa A,
nccneposaHue BYLieve) [9]

OCHOBHbIMU NpeanKTopaMn OJMTENbHOr0o OTBETa Ha Tepanuio annenmcnbom aBnaTCS
KOCTHble MeTacTas3bl, MPOAOJIKMUTESIbHbIA OTBET Ha afblOBAHTHYIO Tepanu, OTCYTCTBUE
netektnpyemon mytaumm PIK3CA B uolHK B ncxonHbin nepuog (puc. 2). MNMpu sTom
HexxenaTesbHble aBnieHns (HA), B T. 4. Anapesa n runeprinkeMmns, He KoppeaunpyroT C
pa3BuTUEM AnnTenbHoOro oTeeTa [9].
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PucyHok 2. [IporHoctnyeckune hakTopbl, aCCOLNNPOBAHHbLIE C AJINTEJIbHBIM OTBETOM Ha
Tepanuto annenncnbom B koropte A nccnenosaHusa BYLieve [9]

MpuMmeuyaHus.

* «[lpyroe» BKJlOYaeT 0O0/IbKOBYIO KapuMHOMY in situ, HeandhepeHUnpoBaHHYIO
KapuuHOMY, «He NpuMeHuMo» N «apyroe». MTc — metacTtasbl; T — ropMmoHoTepanus;
uoHK — unpkynupytouwas onyxonesas Ae3oKCMpmnboHyknenHoBas kmcnoTta; JIT —
Nly4yeBas Tepanusg.

PaHee B nccneposaHmm SOLAR-1*¥** 6b1s10 Nnoka3zaHo, 410 30,2% naunveHToB CMOru
[oCTnYb gnntenbHoro (BB > 18 mec.) KoHTponsa Haa 3aboneBaHMeM Ha hoHe Tepanun
annenncmnbom c pynBecTpaHTOM. bonblias 4acTb 3TUX NauneHToB (72,5%) aocturnm BBl
= 24 mec. (po 49,7 mec.) [10]. Meagnana BBl B nogrpynne nauneHToB C AJINTEIbHbIM
KOHTposeM 3aboneBaHunsa coctaBsuna 33,5 mec. (95% OWN: 27,4-H[1) Ha boHe Tepanun
annenncmbom c pynsectpaHToM 1 25,6 mec. (95% OWN: 22,1-29,7) Ha poHe Tepanuun
TONbKO hyneecTpaHToOM [10]. PakTOpamMm, acCoOUMNPOBAHHBLIMU C ONNTESIbHBIM OTBETOM Ha
Tepanuto annenncnbom B nccneposaHum SOLAR-1, 6biin gnntenbHbIn 6e3peungnBHbIn
rnepuoj, Masioe KoJIn4eCcTBO O4aros MeTacTa3mpoBaHUA, TOJIbKO KOCTHble MeTacTa3bhl,
OTCYTCTBME MEeTacCTa30B B NeYyeHb, HU3KNM ctaTyc ECOG 1 4yBCTBUTENLHOCTb K IT.
Ba>xHO, 4TO Takne hpakTopbl, Kak HEBNAronpMATHLIA NPOrHO3, HaAn4mne
ovabeTa/npennabeTa B NCXOAHbIN NEPUOA, @ TaK)Ke BbICOKas CTeNeHb Npenjie4eHHoCTH,
He NPenATCTBOBaIN AOCTUXKEHMUIO A0JIrOCPOYHOIr0 KOHTPoAsA 3aboneBanHunsa [10]. Takum
obpa3om, aHanm3 KoropThbl A B uccnenosaHum BYLieve nokasbiBaeT, 4TO nauneHTbl ¢ HR+
HER2- pPMXX ¢ myTaumamu PIK3CA, nonyydatowme annenncmb nocne nporpeccnpoBaHmns Ha
doHe Tepanuun nHrnbuntopom CDK4/6, MOryT KOHTPO/IMPOBaTb 3aboneBaHne


https://www.pro.novartis.ru/therapeutical-areas/oncology/breast-cancer/information/adjuvant-radiotherapy

npoao/mKnuTenbHo — bonee 2 net [9]. NMockoNbkKy HA He KoOppennpyloT C A4NTENbHOCTbIO
OTBETa, MOJIY4YUTb NPEMMYLLECTBO MOryT BCE MaLMEHTbl, B TOM 4YMC/1€ C PUCKOM pPa3BUTUSA
rmneprankeMmm B NCXogHbin nepuog [9]. 3T pesynbTaThl NOATBEPXKAAOT U paCLNPSAIOT
AaHHble nccneposaHna SOLAR-1, nosydeHHble paHee [10].
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* BYLieve — OTKpPbITOE MHOIOLEHTPOBOE HECPABHUTENIbHOE UccenoBaHne annenucmba ll
ha3bl, NpoBOAMMOE B TPeX KOropTax naymeHToB C ropMOHO3aBUCcMMbIM HER2- pPMXX ¢
myTaumen PIK3CA, nonyydaBwmnx paHee nHrnbmntop CDK4/6 B KombuHauum ¢
ropmoHoTepanuen. Koropta A (n = 121): naumeHTbl, paHee nosiy4aBLune NHrnbumTop
CDK4/6 c neTpo3osioM, nonyyann annenncnb c pynsectpaHToM. NepBnYHaAa KOHeYHas
TOYKa AOCTUrHYyTa: Yepe3 6 mec. Tepanun 50,4% nauneHToB 6blIn XunBbl 63
nporpeccupoBaHnsa (95% AW 41,2-59,6). ** Xumnotepanunsa, ropMoHoTepanus, 3BeposinMyc
(maHHble 6a3bl Flatiron Health, CLUA), HenpaMoe cpaBHeHune. *** SOLAR-1 —
paHOOoMU3MpOBaHHOE njauebo-KoOHTpoMpyeMoe ABONHOE c/iernoe MHOroLeHTpoBoe
nccnepnosanme lll hasbl 4Na oueHKN 3PPEKTUBHOCTM U NEPEHOCUMOCTU KOMBUHaLnK
annenucmnba c pynsectpaHToM y nauneHToB ¢ HR+ HER2- pPM>XX ¢ myTauunen PIK3CA,
rnonyyaswwmnx paHee 3T (n = 572). NepBU4Hasa KOHeYHasa ToYKa AOCTUrHYyTa: MBBI
coctasmna 11,0 mec. B rpynne annenncmba ¢ ynsBecTpaHToM NpoTMB 5,7 Mec. B rpynne
nnauebo c pynsectpaHTom (OP 0,65; 95%/41 0,50-0,85, p < 0,001).

CokpawteHus: BBl — BbbknBaeMocTb 6e3 nporpeccnposaHuns 3abonesannsa, AN —

noBepuTenbHbIM MHTepBan, HO — He pocTurHyTo, LoAHK — umpkynupyowas onyxosiesas
OHK.
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