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BrasiLEEiera: BnnaeTt nu Ha 3pPeKTUBHOCTb KOMbUHaunm pnbounknnbd + NA* penykumsa
0o3bI?
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BrasiLEEiera: BausieT 1M Ha
3¢ PeKTUBHOCTb KOMOMHaAL UM
puooumnknumd + MA* penykuma no3sbi?

Pe3siome

e [lpumeHeHne puboumknmba B coveTaHUM ¢ UHrMbuUTOopaMm apomaTasbl B 1- NMHUN
Tepanun npu MPM>X noka3asio CBOK 3PPEKTUBHOCTb B paCcLUMPEHHOW NoNynaunmn
nauneHToB (BKAoYaBLwen 66blUne 40N NAUNEHTOB C = 3 MeTacTaTUYeCKMMN
oYaramMm N pe3nCTEHTHbIX K SHOOKPUHHON Tepannm no CPaBHEHUIO
c uccneposaHnamm MONALEESA), B peasibHOMN KJIMHUYECKOW NpaKkTuKe (OaHHble
11 ueHTpoB bpa3snnun).

e He BbISIBJIEHO 3HAYNMOWN CBA3MN MeXAY CHUXXEHMEM [03bl U MPOrpeccnpoBaHnem
3aboneBaHus.

CHM)XeHMe [03bl B NepBbie NoJiroaa Tepanum He BJIMAJIO Ha
3¢pcpekTuBHOCTL Tepanun MPMXX* pubounknuoom

BbikmBaeMocTb 6e3 nporpeccupoBaHus, % nauuMeHToB
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CaMbIM pacnpocTpaHeHHbIM NOATUMNOM paka MON0YHOM xenesbl (PMXK) asnaetca HR+
HER2- PMX, B ne4yeHnmn KOToporo npumeHsaeTcsa pubounknmb, apekTUMBHOCTb

1 6e30nacHOCTb KOTOPOro 6bin AOKa3aHbl B X04€ PaH4OMU3UPOBAHHbBIX KITIMHNYECKNX
nccnepoBaHuni gasbl [l nporpammbl MONALEESA. Pnboumnknnb ssnseTcsa eANHCTBEHHbLIM
npeancrtaBuTeNeM CBOEro Ksacca, NpoaeMOHCTPUPOBaBLUEro CTaTUCTUYECKU 3HaYNMble
yaydweHus B 1-1 IMHUM Yy NaunMeHTOB C AMarHo3oM de Nnovo Ny 4yBCTBUTESIbHbIX

K SHOOKPUHHOW Tepanuu (3T).

B To )xe BpeMs cnieayeT yu4nTbiBaTb, YHTO NONyNAUMA NaUMEeHTOB B peasibHON NpakTuke
OT/ZINYAETCHA OT TAaKOBOM B KJIMHUYECKNX NCCNefoBaHNAaX. B cBA3M € 3TuM uenecoobpasHo
npoBefeHmne nccrienoBaHU C y4acTueM paclmMpeHHbIX Nonyasaumm naumMeHToB.
MpeancTtaBnsgem Bam pe3ysbTaTbl NCC/IE00BaHUA peasibHON KJIMHNYECKOW NpakKTUKun
BrasiLEEira (2024).

Oun3anH uccnepoBaHusa'

WccneposaHue npoBoauam C y4aCcTueM nauneHToB ¢ anarHosom HR+ HER2- MPMXX

n3 11 yeHTpos B bpasnnun. B nccnepgosaHmne BkJOYa M NayneHToOB B Bo3pacTe = 18 nieT,
nosly4aBLUNX fleyeHne pnbounkanbom B coMeTaHNM C HECTEPOULHLIMU NHTNBUTOPaMMn
apomMaTa3bl. [1epBMYHON KOHEYHON TO4YKON Bblla OAHONETHAS BbIXXMBAEMOCTb

6e3 nporpeccupoBaHus (BBI), BTOpUYHbIE KOHEYHbIE TOYKN BKJIKOYAIM CMEPTHOCTb,



HaCTOTy CHUXEHUA O03bl NMpernapaTa, a TakKXXe AaHHblIE O be3zonacHocTw.

PesynbTaTthbl’

B nepuoa ¢ mapTa no 28 okTa6psa 2021 r. 66110 obcnenosaHo 97 naymneHToOB, AaHHbIE

76 naymeHToB OblIN 0TOOPaHbl And aHanm3sa. CpeaHUin BO3pacT NauMeHTOB COCTaBuN

57 neT (cTaHBapTHoOe OTKNOHeHMe — 13). 28,9% nauyneHToB bbINM ahpoaMeprkKaHLaMm
nnn mynatamu, y 34,2% 61710 gnarHoctupoBaHo 3aboneBaHne de novo, npumepHo y 26,0%
naumeHToB Habngann sHAOKPUHHYO PE3UCTEHTHOCTb (peunans B Te4eHne 12 mecsues
rnocsie OKOH4YaHNA afbloBaHTHOM Tepanuun). Hanbonee pacnpocTpaHeHHOW CONMyTCTBYOLWEN
natonorven 6oina aptepuanbHasa runepteHsns (34,7%). Y nauneHToB bbina oanHakKoBas
4aCcTOTa KOCTHbIX U BUCLLepasibHbIX MeTacTa3os, Y 54,1% nauyneHtoB Habnwoganm 6onee

3 o4aroB MeTacTa3mpoBaHMsA. TaMokcugeH bbial Hanbonee 4acTo MPUMEHSEMbIM JIeHEHNEM
B aAbtoBaHTHOM pexume (50,0%).

BBl 4yepes3 ron coctasuna 77,6% (95% noseputenbHbin MHTepBan [AN] 66.4-86.1).
MporpeccmpoBaHune 3aboneBaHNs N CMEPTHOCTbL Yepe3 12 mecsues coctaBunm 21,1%

n 3,9% cooTBETCTBEHHO. lMpuMeYyaTesibHO, YTO He BbISI0 BbISAB/IEHO 3HAYMMOWN CBSA3K

MeXAYy CHUXXEeHMEM A03bl U nporpeccnpoBaHnem 3abonesaHuns, npu 3Tom

X0T4 6bl OHOKPaTHOE CHUXeHne A03bl noTpebosasnock 37,7% nauneHTOB. TakXXe He bb11o
obHapy>XeHO 3HAYMMON CBA3N MeXAY HaM4YneM Uan oTCYyTCTBUEM BUCLLEPaibHbIX
MeTacTa30B UCXOAHO M NMporpeccuposaHnem 3aboneBaHus.

B xone nccnenoBaHumsa He 6b1s10 3aperncTpMpoBaHO HOBbIX HEXXeNaTesIbHbIX ABJIEHUMN,

0 KOTOpbIX paHee He 6biNo n3BecTHo. Hanbonee 4acTbIM HeXXenaTesNbHbIM siBieHneM bbina
HenTponeHus (68,4% no ncrtevyeHmm 12 mecsaues). YonmHeHne nHtepsana QT (> 480 mc, =
500 mc) 661710 AMarHOCTMPOBAHO Y 04HOro nauneHTa (1,3%).

3akJjiloueHue

Takum obpa3oMm, pesynbTaTbl uccnenoBaHusa BrasiLEEira noaTeep)xaatoT 1 OOMOSHAOT
pe3ynbTaTbl paHee NpoBedeHHbIX nccnenoBaHuin. NMpumeHeHne pnbounknnba B BrasiLEEira
MoO3BOJINO AOCTUYb ogHoMeTHen BBl B 77,6%, 4TO COOTBETCTBOBAJIO AAHHbLIM,
nony4yeHHolM B MONALEESA-2 (74,53%) n MONALEESA-7 (72,7%). YpoBeHb CMepTHOCTHU

B T€4eHMe 0gHOoro roga 6ol aHanornyeH Takosomy B nccnenosaHnm MONALEESA-7 (3,95%
vs 3%).

CnMcoK coKpalwieHUn

HR - ropMmoHanbHbIV peuenTtop (Hormone receptor);

MPMXK - meTacTaTu4eckmm PMX;

HER2 - peuenTtop pakTopa anuaepMasibHOro pocta 4yesioseka 2 tuna (Human epidermal
growth factor receptor 2);

BBI1 - BbXXUBaeMocCTb 6e3nporpeccuu;

AW - noBepuTesibHbIN NHTEPBa;

OB - o6uias BbI)KMBAEMOCTb;

UA - nHrnbutopbl apomaTasbl.
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