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KpaTKkui 0630p KAMHUYECKOro nccaeaoBaHuUs

UccnepoBaHue npumeHeHua TpubaypuanHa/Tunupauuna u 6esaumsymaba y naumeHToB
C pacnpocTpaHeHHbIM (MeTacTaTUYEeCKUM) YCTOMUMBDIM KOJIOPEKTa/IbHbIM pakom

MonHoe HayuHoe Ha3BaHKe: OTKPbITOe PaHAOMU3NPOBAHHOE 1ccaeaoBaHKe dasbl Il No cpaBHeHMIO KOMBUHALMK
npenapata TpudAypUanH/TUNMpaLLMA ¢ 6eBaumsymabom NpoTMs npenapata TpudaypuamH/mnpaumn 8
MOHOTEpPANMK y NaLMEHTOB C pedpPaKTEPHbIM METACTAaTUYECKMM KONIOPEKTaIbHbIM pakom (MccnegosaHme SUNLIGHT).

Mbl 61arogapmMm BCeX yYaCTHUKOB 3TOrO UCCeA0BaHMA. YYACTHUKN KIMHUYECKUX UCCNEA0BAHUIN UrpatoT
Ba*KHYIO PO/Ib B AOCTMXEHUN HAYYHOrO NPOrpecca, TeM CaMbiM MPUHOCA NO/b3y BCEM MaLMEHTAM.
HacTosawmin AoKymeHT npeacTasnseT coboi KpaTknin 063op nccneaosaHmsa. OH COCTaBAEH A1 LUIMPOKOW ayaAUTOPUN.

Y4yeHbIM HE06X0AMMO NPOBOAUTL MHOXKECTBO UCC/IEA0BAHWNIA, YTOObI YCTAHOBUTb, KaKUE IEKAPCTBEHHbIE
npenapatbl Hanbonee adpdeKTUBHbLI M Be3onacHbl AN NauMeHToB. [1a nporpecca MmeauLUMHCKON HayKu1 Mo Bcemy
MMPY NPOBOAATCSA MHOTME UCCNeL0BaHMA C y4acTMEM NauuMeHToB. B aTom KpaTkom 063ope npeacraBaeHbl
pe3yNbTaTbl TO/IbKO OAHOTO YNOMSAHYTOrO UCCeA0BaHUsA. B Apyrux uccnenoBaHUAX, B KOTOPbIX U3yYaeTCs TOT Ke
npenapat, MoryT 6bITb NOIy4EHbI OT/INYAIOLLMECA PE3Y/IbTaTbl. Bbl HE A0/IXKHbBI MEHATb CBOO TEKYLLYIO CXeMY
JleYeHns Ha OCHOBAHMM Pe3yNbTaToB OAHOrO 3TOro UccneaoBaHuA. Ecam y Bac ectb Kakue-1Mbo Bonpockl 06 3Tom
nccnenoBaHUK, obpaTUTECh K CBOEMY Bpady.

YT0 copepXuUT 3TOT KpaTKM 0630p:

TepaneBTHYecKas
obnactb:

3auem NpoBOAMNNOCH 3TO UccaegoBaHME?
Korpaa v rae npoBoAMnoCh 3TO UccneaoBaHmne?

KTo yyactBoBan B I/ICCJ'Ieﬂ,OBaHMM?

3abonesaHue:

KaKne npenapatbl N0/1ly4a v y4acTHUKKN?
Kak npoBogunocb nccnegoBaHme?
Kakune noboyHble apPpeKTbl oTMEYANUCH?

dasza nccnegoBaHuUA:
Kakumun 6b11m pe3ynbratbl MCCI'Ie,D,OBaHMFl?

0O NOUIAWNER

Kaknm obpasom 1o nccnegoBaHme
MOMOT/10 HayKe?

OKoOH4YaTenbHan Bepcua

9. NnaHnpyeTca MM nposeaeHUe Aa/bHENLLNX
NccnegoBaHNN?

10. OononHutenbHaa nHpopmaumsa




KpaTKkui 0630p KAMHUYECKOro uccnenoBaHus

UccnepoBaHue npumeHeHusa TpubaypuanHa/tunupauyuna um 6esaumsymaba y naumeHTos
C pacnpocTpaHeHHbIM (MeTacTaTUYEeCKUM) YCTOMUMBbBIM KOJIOPEKTA/IbHbIM PAaKOM

1 3ayem npoBOAUNOCH
3TO uccnepgoBaHue?

NccnepoBaHue NpoBoAMAOCH ANA NOATBEPKAEHUS
3pPEeKTUBHOCTU UCCIeAyeMOro npenapara nog
Ha3BaHMeM TPUPAYPUANH/TUNUPALUA (TaKKe
Ha3biBaeTca S95005) B coueTaHMu ¢ ApYrum
npenapaTom y NaumMeHTOB C METACTaTUYECKMM
KONOPEKTa/IbHbIM PAaKOM. «KO/IOPEKTaIbHbIN paKky —
3TO paK TO/ICTON AN NPAMON KMWKK. CnoBo
«MeTacTaTUYeCcKmnit» 03HavyaeT, 4YTo pak
PacnpoCTpaHWUACA B Apyrue YacTu Tena.

Mpenapat S95005 npeacraBnseT coboii KoMOUHaLMIO
2 npenapaTtos — TpubAypULUHA U TUNMPALMUIA — B
oAHoM TabneTke. OH UCNO/Ib3yeTCs A/1A IeYEHUA
MaUMEHTOB C METACTaTUYECKMM KOJIOPEKTANIbHbIM
PaKOM, Koraa CTaH4APTHbIE METOAbI ledeHnsA bonblue
He 3pPEKTUBHDI.

B aTom nccnegosaHum npenapat S95005 npumeHanca
C APYTMM AOCTYNHbIM Ha papMaL,eBTUHECKOM PbIHKe
npenapaTtom nog HassaHnem 6esaumsymab. Ero
CPaBHUBANN C MPUMEHEHNEM TONbKO NpenapaTa
S95005.
e S95005 — 310 Npenapart, KoTopbi 610KNpyeT
POCT PAKOBbIX K/NETOK.
e beBauusymab — 370 npenapat, KOTopbIi 6aoKMpyeT
KPOBEHOCHbIE COCyAbl, CHabXatoLLme Onyxob.
OH 3ameaNfeT poCT ONyX0NM.

OcHoOBHa#A Lenb uccnesoBaHMA COCTOANA B
npoBepKe Toro, AencTeyeT n npenapat S95005 B
coyeTaHuu ¢ 6eBaumsymabom nyyiie, Yem TONbKO
npenapat S95005, y y4aCTHUKOB C METaCTaTUYECKUM
KOJIOPEKTAJIbHbIM PaKOM.

2 Korga v rae nposoamnnochb
3TO uccnepoBsaHue?
Korpa npoBoaunocb uccnepgosaHue?

e DTO UccnenoBaHWE Havanocb B Hosbpe 2020 .
e OHO 3aKOHYMNOCH B ceHTABpe 2023 T.

ITOT KpaTKuii 0630p BKAKOYAET BCO MHOPMaUMULO,
cobpaHHyto B X04€e NCCNe0BaHUA.

e [lepBblit KpaTKKi1 0630p BbilLeN B anpene
2023 r., nOKa uccnegoBaHue BCe ele
nposogmnocb. OH AOCTYNeH Ha Beb-cainTe
KOmMNaHuu Servier B pasaene AaHHbIX
KIMHUYECKMX UCCea0BaHUM
(clinicaltrials.servier.com).

lae nposogunocb uccnegosaHue?
MccnepoBaHue NPoBOAUAOCH B CNEAYIOWMX CTPAHAX:

UcnaHuna 115
Poccuiickana ®epepauns 77
Bbpasnaua 63
BeHrpus 47
Utanna 39
Monbwa 34
®paHuma 28
YKpaunHa 21
JaHuna 20
CoegmnHeHHble WTaTbl AMepurKn 16
ABcTpuA 15
lepmaHuna 10
benbrua 7

3 Kto yyactsoBan B MCCI'Ie,D,OBaHMM?

Kakue y4acTHMUKU 6blin BKAKOYEHDI
B uccnepgosaHue?

[ns yyactna B uccnenoBaHMM HYXKHO Bbl1o
COOTBETCTBOBATH CNEAYIOLWMM KPUTEPUAM:

e Bo3pacT NOTeHLMaNbHOro y4aCTHUKA AONKEH
6b11 cocTaBNATb He meHee 18 neT,

e [loTeHUMaNbHOMY YH4ACTHUKY A0KeH Obia ObITb
nocTas/ieH AMarHo3 «MeTacTaTu4yecKuit
KONOPEKTA/IbHbIN PaKy,

e Y NOTeHUMaNbHOro y4acTHMKa A01KHa bbina
OTMEeYaTbCA HEBOCNPUMMUYMBOCTb K paHee
NPUMEHABLUMMCA METOAAM SieYeHNn
METaCTaTMUYECKOro KOJIOPEKTA/IbHOMO pPaKa, U

e [lpoBeaeHME XMPYPIrUYECKOro NeYeHns
NOTEHLMANBbHOIO Y4aCTHUKA AO/IKHO ObINo
ObITb HEBO3MOXKHbIM.
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CKONbKO YyenoBeK NPUHANO y4yactue
B MCCI'Ie,D,OBaHMM?

B uccnepoBaHMM NPUHAAK yyacTue B 06LLein
CNOXHOCTU 492 yenoBeKa: 236 XKeHLWUH U 256 MYXKUYNH.

CKONIbKO n1eT 6b110 y4acTHUKam?

CpeaHuin Bo3pacT y4aCTHUKOB cOoCcTaBun 62 roaa.
Camomy MnagLemy y4acTHUKY 6bino 20 net, a camomy
ctapwemy — 90.

Kakue npenaparbl
NoNy4Yanu y4aCTHUKKU?

YYaCcTHMKM NoNAy4anu npenapaTtbl B TeHEHWE NEPUOJO0B
BPEMEHW, Ha3blBaeMbIX «LMKAaMK». MM HazHavanu
OAHY U3 CIeAYIOLMNX CXEM SIeYEHUA:
e S95005 1 6eBaumnsymab:
YYacTHUKM NnpmHUManm npenapat S95005
nepopasibHO (BHYTPb) Ha NPOTAXKEHUM 28-AHEBHbIX
LMKNOB, AiBa pa3a B CYTKM B Te4eHune 5 gHen
KaXK40M 13 NepBbIX 2 HeAeNb, A 3aTeM He
NPUHUMaNU NpenapaTt B Te4eHUe OCTABLUMXCA
2 Hegenb. UM TakXKe Kaxkaple 2 Hegenm BBOAUAN
B BeHy beBaum3ymab.
e Tonbko S95005:
YyacTHUKKM npuHUmanu npenapat S95005
nepopasibHO (BHYTPb) Ha NPOTAXKEHUM 28-AHEBHbIX
LUMKNOB, ABa pa3a B CyTKM B TedeHue 5 aHel
KaK40W M3 NepBbix 2 HeAe b, a 3aTeM He
NPUHMMANKM NpenapaTt B Te4eHNe OCTaBLUMXCA
2 Hepenb.

3Tn 28-aHeBHbIe LMK/Ibl NOBTOPAANCH A0 TEX Nop,
nokKa He HabA4aN0Ch NPOrPECCMPOBaAHMA
OHKOJ10rM4yecKoro 3aboneBaHMA 1 NOKa Y y4acTHUKaA
He NOSBAANINCH CIMLLKOM TAXKeble NoboYHble

a3 deKTbl. YHaCTHUKM TaKKe MOr/IM B 1t0b6oe Bpems
NPUHATb PeLleHne O NPEKPALLEHUN eYEHUA.

5 Kak nposBogunocb MCCI'Ie,D,OBaHME?

3T0 UccnepoBaHMe HbIN0 «PAaHAOMUINPOBAHHbBIMY.
3TO 03HAYaeT, YTO YY4ACTHUKOB Cy4YaHbIM 0H6pasom
pacnpefensanv B OgHy U3 AByX rpynmn Ae4yeHus.

M3 492 y4yaCTHUKOB UCCneaoBaHuA:

e 246 y4yaCcTHMKOB NpuHUManu npenapat S95005 m
nony4yanu 6esaunsymab

e 246 y4aCTHMKOB NPMHUMANN TONIBKO NpenapaT
S95005

3TO nccnepoBaHMeE Ha3bIBAETCA KOTKPbITbIMY. ITO

O3HayYaeT, YTO M YYACTHUKM, U BpaYM-Uccae[0BaTenu

3HaM O TOM, KaKoe Jie4YeHMe HAa3HAYEeHO YY4ACTHUKAM.

[un3aliH uccnenoBaHMA NpeacTaBiAeH Ha CAeayioLLe
cxeme.

BratoyeHue

lOKquanmenequml l Oxonvanme ’
uccnepoBakma
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YYacTHUKM perynapHo nocewanu Bpadeit. Bo spems
BM3UTOB Bpauu cobmpanm nHpopmaLmio o CocToAHUM
34,0P0BbA Y4aCTHUKOB.

6 Kakue nobouHble
apPeKTbl OTMEYaNUchb?

B naHHOM KpaTkom 0630pe onncaHbl NObOYHbIE
adpdeKTbl, HPOPMaLUA O KOTOPbIX Oblsla cobpaHa B
XO/ie BCEro UccieoBaHuA.

Mo6ouHble 3¢pdeKTbl — 3TO HexxenaTtesbHble ABAEHUSA
MeAMLMHCKOro XapaKTepa, KoTopble, N0 MHEHUIO
Bpayei, MoryT 6biTb Bbi3BaHbl UCCeQyEMbIMM
npenapatamu.

B aTOM KpaTKOm 0630pe onmncaHbl HeXenaTenbHble
ABNEHUA MeAMLNHCKOro XapaKTepa, KoTopble
npeanonoXuTeNbHO Hbln Bbi3BaHbl NpenapaTom
S95005 n/nnu 6esaumsymabom B ogHOM rpynne u
npenapatom S95005 B gpyrou rpynne. B apyrux
AOKYMEHTaX, CBA3aHHbIX C UCCeA0BaHNEM,
pe3yibTaTbl MOryT H6bITb NPeaCcTaBAEHbI MHAYE.
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B Tabaunue HUXKe NoKa3aHO YMCNO0 YHACTHUKOB
¢ No60o4YHbIMU 3ddeKTamu.

YUacTHUKY, y
KOTOPbIX OTMEYa/IUCb
no6o4Hble addeKTbI

223 (91%)

203 (83%)

YUacTHUKY, y
KOTOPbIX OTMEYanCb
cepbesHble™
noboyHblie apdeKTbI

15 (6%)

22 (9%)

YYacTHUKMY,
npekpaTusLLMe
JleyeHune us-3a
nobo4HbIx 3¢ deKToB

7 (3%)

6 (2%)

Kakue cepbesHbie Nob6oUHble
3¢ PeKTbl OTMEYANUCL?

Mo604YHbIN 3PPEKT cCUMTAETCA CEPbE3HbBIM, EC/N:

®  YYACTHUWK HY)KOAETCA B rOCNUTaIN3aLnu;

® TaKoM 3PPEKT NPUUMHAET AONTOBPEMEHHbIN
ywep6b 340pOBbIO MM NPUBOAUT K CMEPTH;

® KM3Hb YY4ACTHWKA HAXOAUTCA B OMACHOCTY;

® WM }Ke BPay CYUTAET 3TOT SPPEKT CyLLEeCTBEHHbIM
C MeANUMNHCKOM TOYKM 3pEHUA.

B cnepgytowen Tabamue npeactaBaeHbl cepbesHble
noboyHble 3pPeKTbI, 3aperncTpupoBaHHbie bonee
yem y 1% y4acTHMKOB B O4HOWN AW B 06enx rpynnax.

* Cm. onpedeneHue cepbe3Hbix N0OBOYHbIX 3¢hghekmoa

HuxM@e

MNo6ouHble 3pPeKTbl KaKNX TMNOB
OTMeEYa/INCb Y YYAaCTHUKOB?

B Tabnunue HUXKe npeacTaBneHbl Hanbonee YacTo
perucTpmMpoBaBLIMeca B UccnefoBaHUM NoboyHble
apdekTbl (0OTMEYanmcb 6onee yem y 20% y4acTHUKOB
B 04HOM nan B obenx rpynnax).

CHUXKeHue yncna

KPaCHbIX KNEeTOK 3 (1%) 7 (3%)
KpOBU (3pUTPOLMTOB)
HW3KKi ypoBeHb
HenTpodnnoB ¢
Pod 1 (Hmke 1%) | 6 (2%)

NoBbILLIEHNEM
TemnepaTypbl Tena

HW3Kkunit ypoBeHb
HelTpodunos (oaHa

KpoBwu (3puTpoumuTOoB)

13 Pa3HOBUAHOCTEN 149 107 (61%) | 119 T (48%)
6enbIX KNeTOK KpoBM)

TowHoTa 84111 (34%) | 52 (21%)
CHmKeHne uncna

KpacHbIX KNETOK 65 1l (26%) | 64117 (26%)

= Yy4aCmHUKU

= Yy4aCMHUKU

Ha NPOTAXKEHUN UCCNeNOBAHNA HN OOAUH U3 €TI0
Y4aCTHUKOB HE YMEP U3-3a HEXKENNATE/IbHOIO
ABNIEHUA, KOTOpPOE NpeanoNoXUTENbHO 6b110
BbI3BAHO /IeHEHNEM.

7 Kakumwu 6binm pesynbratbl
uccnepoBaHuA?

Pe3ynbTaTbl, OTHOCALLMECA K OCHOBHOWM LieNn
nccnefoBaHuA, NPeaCcTaBaeHbl B NEPBOM KPAaTKOM
0630pe, Bbiweawem B anpene 2023 r. C nepsbim
KpaTKMM 0630pOM MOXKHO 03HAaKOMMUTLCS Ha Beb-canTe
KomnaHwuu Servier B pasaene AaHHbIX KNMHUYECKUX
nccneposaHuii (clinicaltrials.servier.com). Apyrue
pe3ynbTaTbl NPeACTaBNeHbl B APYrMX JOKYMEHTAX,
nepevncneHHbix B Pasgene 10.
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8 Kakum o6bpasom 3to
nuccnepoBaHue NOMOr0 Hayke?

Pe3ynbTaTtbl 3TOrO UccnenosaHmaA boiam
MCNONb30BaHbl ANA NoayYeHns ogobpeHns Ha
npumeHeHune npenapata S95005 B KOMBMHAUWUK C
6eBaun3ymabom y NaumMeHTOB C PE3UCTEHTHbIM
METACTATUUYECKMM KOJIOPEKTANIbHbIM PAKOM.

9 [naHupyetca M nposegeHue
AaNbHEULLIUX uccnepgoBaHum?

[Opyrve nccneposaHna KOMbUHaLMKM NpenapaTta
S95005 ¢ 6eBaumsymabom He naaHUpyrOTCA.

10 AononHutenbHaa nHopmaumsa

Kakue MAEHTMd)MKaLl,VIOHHbIe HOMepa

NPUCBOEHbI UCCNEA0BAHUIO?

e Kopg npotokona: CL3-95005-007

e Homep B 6a3e aaHHbIX EudraCT: 2020-001976-14
e Homep NCT B CLLUA: NCT04737187

Kto npoBogun 3Tto nccnepgosaHue?

3T0 Hay4yHOe Mccnef0BaHNE OPraHN30BaNn U
npoduHaHcMpoBanm KomnaHuu Institut de Recherches
Internationales Servier («MHCTUTYT MeXAYyHAPOAHbIX
nccnenosaHuii Cepabe»), 1. CtopeH (PpaHums),

n Taiho Oncology Inc. («Taixo OHKONOAXKN UHK.»),

r. MpuHcTOH (wTaT Hbto-Axkepcy, CLLA)

(oHM Ha3bIBAKOTCA «CNOHCOPAMM»).

Kak Bbl mo»KeTe cBA3aTbCA CO CnOHCOpOM?
CesarkuTecb C Hamum Yepes Beb-caliT Servier
https://servier.com/en/ nan Taiho
https://taihooncology.com/

Foe MOXHO y3HaTb 6osblue
06 aTom uccnegosaHumn?

Bonee noapobHyto nHpopmaumio 06 aTom
nccnenoBaHUM MOXKHO HaWTU Ha cneayowmx
Beb-canTax:

e https://clinicaltrials.servier.com/find-clinical-trials
e www.clinicaltrialsregister.eu/ctr-search

e www.clinicaltrials.gov

Obuwme cBefeHMNA O KAMHMYECKUX UCCIeJ0BaHNAX
MOYHO HalTU NO CCbISIKe
https://clinicaltrials.servier.com/



https://servier.com/en/
https://www.taihooncology.com/
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https://www.clinicaltrialsregister.eu/ctr-search/search?query=2020-001976-14
https://www.clinicaltrials.gov/ct2/show/NCT04737187?term=NCT04737187&draw=2&rank=1
https://clinicaltrials.servier.com/

