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3 PeKTUBHOCTL pubouuknudba B 1-ok IMHUM Tepanum y NaLueHTOoB C
de novo metactatnueckum HR+ HER2- PM)X unum no3gHuM peunamusoM
nocne (Heo)anbLIOBAHTHOMU Tepanum.

B knuHnyeckom nccnepgosaHuu Il passl MONALEESA-2 n3yvann 3spPpeKTUBHOCTbL U
6e3onacHoCcTb MHrMbuTopa CDK4/6 pubounknmnba B 1-om NMHNM Tepannm y NaLUeHTOK B
nocTMeHornay3e ¢ ropMoOHO3aBnCUMbIM HER2-HeraTnBHbIM pacnpoCTPaHEHHbIM pakoM
Mosio4HOM xenesbl (HR+ HER2- pPMXX).
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AHanun3 obuwen Bo>xxnsaemoctun (OB) nokasan, 4To B rpynne, nosy4vaswen puboumnknmbd n
neTpo3on, meamaHa OB cocTaBuna 63,9 Mec., B TO BpeMS Kak B rpynne, rnosjyyasLuen
TONIbKO NneTpo3on, - scero 51,4 mec. (OP, 0,76; 95% AW, 0,63-0,93; P = 0,008)1. Takum
obpasom, pobasneHne pubouunknmnba obecneymno ynydweHne OB Ha 12,5 mec. B 0bLwen
nonynauunu.

B nccnenosanne MONALEESA-2 6b1/10 BKIIO4YEHO B 00LLEN CNOXKHOCTM 668 nauneHToB, 13
KoTopbIX 18,4% nMmenn paHHUA peunams. DTO 3HAYUT, 4TO NOCE OKOHYaHUa nobon
(Heo)aablOBaHTHLIN Tepanun be3peungneHbIn MHTepBan (BPU) y Takmx naymneHToB
cocTaBun <12 mecsues. MI3BeCTHO, 4TO paHHUn peunams npn HR+ HER2- PMXX asnseTcs
hakTopoM, HebNaronpPUATHO BANSIOWMM Ha NOCAEePeLNANBHYIO BbKMBAEMOCTb . A 4TO Xe
byneT, ecnm NCKAKYUTb 3TUX MALMEHTOB U3 aHann3a? Kakux nokasaTesnien BbKMBAEMOCTH
MOryT AOCTMYb NAUMNEHTbI C MeTacTaTu4eckmm 3aboneBaHmem de novo Man NO3GHNM
peunansom (BPN >12 mec.), KOTOpbIE N COCTABAAT OCHOBHYIO Maccy 60/1bHbIX B
nccnenosaHnm MONALEESA-27?

YT06bl OTBETUTbL Ha 3TOT BOMPOC, NCCaeaoBaTeNN OTAE/IbHO U3YHYUIM NOKa3aTenn
BbI>KMBAeMOCTUW B NOATPynne nayneHToB C MeTacTaTu4yeckmm 3abonesaHmem de novo mam
no34HUM peunansom’, NauuneHTbl C PaHHUM PeLnaMBOM U3 PacCMOTPEHNS UCKI0YaanCh. B
aHanm3, Takum obpasom, 6b110 BKIOYEHO 545 (81,6%) nauneHToB 13 obuen nonynaunun
nccneposaHna MONALEESA-2. Pe3ynbTaThl 66111 npeacTaBsieHbl Ha ExxerogHOM KOHrpecce
ESMO BC B 2023 r.°.
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B noarpynne naunveHTOB C MeTacTaTn4eCcknum 3abonesaHmnem de novo nam no3gHUM
peunanBoM npu npueme B 1 nnHum pnbounknmba 6b110 NPoaEMOHCTPUPOBAHO yay4yLUeHne
OB no4Tn Ha 15 Mec. No cpaBHEHUIO C NAUNEHTaMK, NPUHUMaBLWNMK Naauebo: MeamaHa
OB cocTaBwia 69,2 mec. npoTtus 54,3 mec. cooTBeTcTBeHHO (OP 0,75; 95% AW: 0,60-0,93; p
= 0,005), 4TO 03Ha4YaeT OTHOCUTESILHOE CHUKEHMNE PUCKa CMepTu Ha 25% °.

Takum obpa3om, meamaHa OB y naunmeHTOB C MeTacTaTM4yeckmm 3aboneBaHmem de novo
WM NO34HUM peunansom, NpuHMMaBLLInNX pnboumknnb B 1 nmHun, npeBbicnna meanaHy OB
B obwen nonynaumm Ha 5,3 mec. (69,2 mec. n 63,9 Mec. COOTBETCTBEHHO) 1 AOCTUrNa
noyTum 6 net!
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KombunHauyuns pnbounknnba n netposona ynayywmniaa BbKMBAEMOCTb 6e3
nporpeccmpoBaHunsa 3abonesanHuns (BbI) 6onee 4yeM Ha 13 mMecC. MO CpaBHEHWUIO C OAHUM
TOJIbKO JIeTPO30JIOM Yy TakKMX naumeHTos: meamaHa BBl coctasuna 30,3 mec. npoTtus 16,7
Mec. cooTBeTcTBeHHO (OP 0,57; 95% [W: 0,46-0,70; p <0,001), 4TO 03Ha4YaeT CHUXKEHMNE
PUCKa NPOrpeccMpoBaHns AN cMepTh Ha 43%”.

MeaunaHa BBl B rpynne ¢ meTacTtaTuyeckum 3abonesaHnem de novo nam Nno3gHUM
peunansoM npesbicuna MmegmaHy BBl B obwen nonynaymm Ha 5 mec.: 30,3 mec. n 25,3
MeC. COOTBETCTBEHHO ™.
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RIB + LET
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Y naumeHTOB C MeTacTaTuyeckmm 3aboneBaHmem de novo nam NO3gHUM peunanBom
neveHuve pnboumknmbom n neTpo3osioM B 1 ANHUM 3HAYUMO YBESINYMBAJIO BbIXKMBAEMOCTb
6e3 xummnoTepanun (BBX)* n Bpema no xummotepanumn (BOX)** no cpaBHeHUIO € Tepanuen
TONbKO NIeTpo300M>,
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0,75 (0,61-0,92)
p = 0,002

OP (95% A1)

0,74 (0,59-0,93)
p = 0,004

L F

OP (95% 1)

*BbX - BpeMs OT paHAOMM3aLMM 40 NEePBON XMMMoTEpanum nam cMepTun ot ntobon
MPUYnHbI;

*BIX - BpeMs OT paHOOMM3aLMM [0 HaYana NepBon XxMMmoTepanum nocsie npekpalleHuns
nccrienyemMoro pexxumma.
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C To4YkM 3peHnsa 6e30nNacHOCTM YacToTa HexXenaTesibHbIX BneHunn (HA) B aTon noarpynne
naunmeHTOB OKa3asiacb CONOCTaBMMON C obLwen nonynsaumen B NCcaeoBaHnu
MONALEESA-2. HuKakunx HOBbIX CUrHaJI0B Mo 6e30MacHOCTY He BbiSBJIEHO’,

lMpencTtaBsieHHble pe3ynbTaThl nccrenoBaHna MONALEESA-2 nokasbiBatoT, 4YTO
nobasneHne pnbounknnba K sSHOOKPUHHON Tepanun B 1-on nnHUM nevyeHnsa HR+ HER2-



PM>X ¢ meTacTaTmnyeckum 3abonesaHmnem de novo nam No3gHUM peLmnanBoM MOXKeET
3HA4YMMO YBEJIMYNTb BpeMS, KOTOPOe TaKOoW NauneHT MPOXUBET L0 BO3SHUKHOBEHUSA
peungnea, BpemMs 00 He0bXOANMOCTM Ha3HaYeHUA XUMNoOTepanmu, a B KOHEYHOM UTOre -
MOXKET 3Ha4YMMO YBENNYNTb NPOAOSIKUTENBHOCTb XXMU3HU. Ha MOMEeHT npeacTaBsieHnsa 3Tux
AaHHbIX Ha KoHrpecce ESMO BC 2023 megunaHa OB 69,2 mec. (no4Tun 6 neT!) asnaetcs
CaMbIM NPOAO/IKUTENbHBIM Pe3yJibTaTOM, MOJIYYEHHbIM B KJIMHUYECKUX UCCnefoBaHnax
nHrnbmutopos CDK4/6 onsa aTon KaTeropmu nauneHTos.
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