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KnetouHasa tepanua CAR-T komnaHuu «<HoBapTUc»
npoaonxaeT AeMOHCTpUpoBaTb 3P PEKTUBHOCTb U
6e3onacHOCTb Y NalUeHTOB

ek 09, 2019

o JlocturHyrasa a¢ peKTMBHOCTL npu And @ y3Hou B-kpyrnHoknetodHoi nimmpome ([BKJ1) noarsepanna pesysnbrarsl,
MOYYEHHbIE B PerucTpalyMoHHOM MCCeA0BaHU1, HECMOTPSA Ha BK/IoYeHHe 60/1ee LUMPOKOH Monyiaymum, B TOM Yucse
nayMeHToB CTapLLEro BO3PACTA M Tex, KTO paHee npoxoamn 60/1ee MHTeHCUBHYIO Tepanmio. ™3

o [lpu Tepanun naymerTos ¢ [BKJ1 ¢ nomoLybio TexHonorun CAR-T Habno4an0Ch MEHbLLE HEXeNnarelbHbIX ABIEHUH,
CBA3AHHbIX C AaHHbLIM BMAOM JIeYeHHA. B 4acTHOCTH, rnokasarenu TAKEeN0ro CMHAPOMA BblCBOOOMAEHUA UUTOKMHOB
(4%) v HEBPONOrMYECKUX HAPYLLEHHUI (5%) OblI HWKE N0 CPABHEHUIO C PErUCTPaLMOHHBIMU KITMHUYECKUMMU

uccnenosarmamn.’ 3

o Y nereii u Monoabix noaes ¢ ocTpbiM MM @061aCTHLIM J1EHKO30M NPOAEMOHCTPMPOBaHA CX0AHAA 3 QEKTUBHOCTb U

6onee BLICOKMIT ypOBEHb 6e30MacHOCTH N0 CPABHEHMIO C PErCTPaLMOHHLIM UccnenoBaHnem.?

o [MonyyeHHasa nH@opmaymsa o npodune 6esonacHoctn npenapara Kymria? u 6oratbiii onbIT ero npuMmeHeHus B
YCI0BUAX peanbHOM KITMHUYECKOM MPakTUKKU MO3BOJIAIOT MUCMO/b30BaTh AaHHbINA BUA Tepanun B amoOy1aTopHbIX

yC0BUAX.

Basenb, 9 aekabpna 2019 r. — Komnanus «HoBapTuc» 06bABMNA 0 pesynbTaTtax AByX aHaNM30B NPUMEHEHUA npenapara
Kymriah® (Tusarennekneycen) B ycroBuax peanbHoi KnHUYecKoi npaxTtuku. Kymriat® — a0 eanHcTBeHHaA kneTouHan
Tepanusa CAR-T, ogobpeHHan no AByM NnokasaHuaM. B xoze ykasaHHbIX aHanu3oB U3ydanucb AaHHble 15-neTHero
MOCTMAaPKETUHIOBOrO MCCNEeA0BaHNA C NPUMEHEHNEM AaHHOro npenapara B YCNoBUAX peasibHOW KITMHUYECKON MPaKTUKKU 1
npuBriedeHem BorbLIEro Yucna naymeHToB, YTo JOMOSHUMO PaAHEE NONyYEHHbIE AaHHbIE PErUCTPALMOHHBIX
uccnenoBaHum Kymriah® . Mpwu ncnonb3oBaHWK Kymria}‘FFD B YCNOBUAX peasibHOM KIMHUYECKOW NPaKTUKKU 3D DEKTUBHOCTL U
6e3onacHoCcTb BblfIM CONOCTaBUMEbI C pesynbTaTamy PErMCTPALMOHHBLIX UCCNEAOBAHWMA, B TOM Yucre 24-MeCcaYHOro
uccnenosanua JULIET ¢ yuacTvem B3poCnbIX NALMEHTOB C peLranBUpYytoLLen n pedpakTepHon (p/p) avddysHon B-
KpyrnHokneTouHon numdomon (BKIT) n nccnenosanua ELIANA, BritovaroLero Aetein v monoabix noaen ¢ p/p B-
KIETOYHBIM OCTPLIM TMMPOBNIACTHLIM JTEUKO30M (ON)."8 fanHble 06 onbiTe npuMeHeHunA Kymriah® B YCIOBUAX
pearnbHON KITMHUYECKOW NPaKTUKK OblnK NpeAcTaBneHbl Ha 61-i exeroaHon KoHdepeHUn AMeprKaHckoro obLlecTea
rematonoroB (ASH).

«B HacTOALLee BPeMA y MeHs 1 Apyr1x Bpayei NoABnnock Honblue nHpopmaumu o metoae Kymrial® v ero npodune
6e30mnacHOCTH, MOCKOMbKY UMeeTcA BoraTtbli OnbIT MCNONb30BaHUA AaHHOMO BUAA Tepanuu, 1 noslyyYeHsbl pesynbTtaTsl
MPYMEHEHMS B YCOBUAX peasibHOM KITMHUYECKOM NPaKTUKKU, — coobLumna BeayLUmnii aBTop AaHHOro aHanuaa, a-p CamaHta
Arnoscku (Samantha Jaglowski), oHkonoruueckuii LeHTp YHuBepcuteTa witaTta Oraio — OHKonorvueckaa 6onbHULA UM.
Aptypa Ibx. Ihkerimca n HayuHo-uccnenosatenbCkun MHCTUTYT M. Puyapaa k. Conosa (OSUCCC — hkenmc). — U aTo,
HapA4Y C CYLLECTBYHOLLEH NpaKTUKOM NpoBeaeHUA noaaepxusatoLlen Tepanuu Ha ¢poHe CAR-T, oBecneunsaeT
BO3MOXXHOCTb PYTUHHOIO NPUMEHEHUA JaHHOrO NpenapaTta B aMOynaTopHbIX YCIOBUSAX, UTO NMO3BOSIUT CHU3WUTL

(WHAHCOBYIO Harpy3Ky Ha MaLUMeHToB U 6oMbHULbI». 17

OnbIT NpUMEHeHUA Kymriah® B YCJIOBUAX peasibHOW KIIMHUYECKOW NPaKTUKK Yy B3pochnbix ¢ p/p ABKI1
O PeKTUBHOCTb

MNMokasatenu 3 PEKTUBHOCTHU Yy NALUEHTOB, NOMYUYUBLLNX Kymriah® B YCII0BUAX peasibHOM KITMHUYECKON NPAKTUKK, Obinun
aHanorvyHbl pesynbTartam, NPOAEMOHCTpUpPoBaHHbIM B aHanuase JULIET. B atom aHanuse 80 nauneHToB ¢ p/p ABKJ1, no
KOTOPLIM UMENUCL CBEAEHMSA 3a TPM UK Bonee MecALEeB Nocne MHPY3UKU, cymmapHasa ap PeKTUBHOCTb Tepanuu (COT)
coctaBuna 58%, skntoyas 40% nauueHToB ¢ nonHoi pemuccueit (MP). MeanaHa nocneaytollero HabnoaeHWs coctaBuna

4.5 mecaua.! B 24-MecAYHOM aHanu3e UCCneaoBaHua JULIHTfokasatenb COT coctasnan 52%, a MNP — 38% (N = 115)'?



Be3onacHocTb

lMporHo3nMpoBaHue 1 yCTpaHEHUe HexenaTtenbHblX ABMEHUI, CBA3AHHbIX C KeTouHoM Tepanuer CAR-T, umeroT peluaroLlee
3HayeHue And ycnewHoro npuMeHeH1a 4aHHOro MHHOBALMOHHOMO M OTHOCUTENLHO HOBOMO TUna Tepanuu. B aHanuse
npUMeHeHunA Kymriah® B YC/I0BUAX pearibHOW KIMHUYECKON NPaKTUKK (BbiBopka AndA oueHkn 6esonacHocTu, N = 83) cnyuau
cUMHApOoMa BbicBoOOXAEHNUA LUMTOKMHOB (CBL) 3-i cTeneHu unu Bbille ¥ HEBPOMOrMUYECKUX HapyLLIEeHWH COCTaBMANM OKOMO
4% 1 5%, COOTBETCTBEHHO, N0 CPABHEHMIO C 23% U 11% B KMHUUYeckom UccrneaoBanun JULIET (BiGopKa Ans OLEHKM
6esonacHoctH, N = 115). 310 cBUAeTENnbLCTBYET 0 Bonee BnaronpuaTHLIX pesynbTaTax oleHkM 6esonacHocTH. B pamkax
aHanusa B yCNoBMAX peanibHOM KIIMHUYECKOM NPaKTMKKU ncnonb3oBanack wkana ouyeHnsanna ASTCT no CBL » ICAN no
HEBPOOrMYecKkuM HapyLleHuam, a B uccnegosanun JULIET — wkana Penn no CBL, 1 MedDRA SMQ no HeBponornyeckum

HapyLieHuam. -3

Kpowme Toro, npu CBL B ycnoBuax peanbHOM KNMMHUYECKOW NPaKTHUKM TOLMIM3yMad v KOPTUKOCTEPOMALI HasHavanucb 20% u

4% nayueHToB, a B uccneaosaHnun JULIET = 27% 1 19% nauueHToB, COOTBETCTBEHHO.8 HekoTopble NnauyneHTbl B peanbHbIX
YCNOBUSAX Nonyyanu Toynnuaymad paHblue, Yem B XOA€E KMMHUYECKUX UCCREefoBaHWi. OTOT GaKT yKasbiBaeT Ha To, YTO
paHHee Hayaso noAAepXMBaroLLen TepanMm MOXET CHUSUTb YUCIO CryYaeB BbICOKOCNELUPUYHOrO CBLL.2 B o6Lueit
cnoxHoctn 14 nauneHtos ¢ JABKJ1 ymepnu nocne neyexun, Bce 14 u3-3a nporpeccMpoBaHma 3aboneBaHns, 0AHAKO HU OZMH

U3 cMepTesibHbIX UCXOZO0B He Oblfl CBA3AH C TOKCUUYECKUM 3 PEKTOM Kymriah®.1

XapaKTepMCTMKM nauueHToB U npenaparta

Y Bonbluero yMcna nauueHToB B paMKax aHanusa B yCroBUAX peasibHOM KITMHUYECKOM NPaKTUKK NokasaTtesnb obLuero
COCTOAHMUA ObIN XyXe, a, KOOME TOro, B CPeAHEM 3TW NauueHTbl Obinu cTapLie U Nonyunnu 6onbLue MMHUIA Tepanuu, Yem

nalueHTsl, yyacTeyolme B uccneaosaHnu JULIET.1-3

XKn3HecnocoBHOCTb KNETOK ABMAETCA OAHOW M3 MHOMMX CrielndrKaLuii, OTCIeXUBaeMbIX MPW BbiMyCKe roTOBbIX
npenapatoB Kymriah®. B CoeanHeHHbix LLTaTax cneyudurauma xusHecnocobHocTu knetok B Kymriaf® npu
KOMMepLuMuanusaymmu yctaHoBrieHa Ha ypoBHe 80% wiu Boilwe. B ocTanbHbIX cTpaHax, rae ogobpeHa tepanus Kymriah®,
noKasaTtesb XXM3HEeCnoCoOHOCTH KIEeTOK Ao/MKeH ObITb Ha ypoBHe 70% unu Boie. B aaHHOM aHanuse, nposoanmvom B CLLIA
B YCNOBUAX peasibHOW KIIMHUYECKON NpaKkTuKK, 29 n3 102 naymeHToB (N0 KOTOPbIM UMENWUCh NOAXOAALLME ANA OLEHKK
JAaHHbIe) MoNy4YUSIM Npenapart ¢ nokasaTenem XUM3HecnoCoOHOCTH KNeToK MeHee 80%. Db PEeKTUBHOCTL M 6e30MacHoCTb Y
nayMeHToB, Nony4YaBLLMX NpenapaT C XXU3HECTOCOOHOCTLIO KIETOK HMKE KOMMEepPUECKo cneyndukaymm, Obinm TakumMm xe,

KaK y Tex, KTO noryyan KoMMepueckyto sepcuto Kymriah®.1

JaHHble 06 ucnonb3oBaHUK Kymriah® y nayueHToB ¢ p/p ABKJ1 B ycnoBusx peanbHOW KMMHUYECKOW NPaKTHUKK Bbinu
npeAcTaBreHbl Ha YCTHOW ceccuun exeroaHon koHdepeHumn ASH (AHHoTaums NQ 766; noHeaenbHUK, 9 aekabpsa, 15:30
EST).

«Byayun nepsonpoxoaLamMu B UCMONb30BaHMK KneToyHon Tepanun CAR-T ana neyeHus naymMeHToB, Mbl HEUSMEHHO
y6exaeHbl B TOM, YTO AaHHasA TEXHOMOMMA MOXET U3MEHUTb TepaneBTUYecKuit noaxoa B Byayuiem, — 3aasuna CrozaHHa
Wad pept (Susanne Schaffert), PhD, npesavnaeHT aenapTameHTa OHKOMOrMyecknx npenaparos «Hosaptuc». — Mbl
3aHMMaemca cOopom v nyBrMKayMein JoKkasaTenbCTB, NOMYyYeHHbIX B YCIOBUAX pearibHOW KMHUYECKOW NPaKTHKK,
YCUNEHWEM U COBEPLLEHCTBOBAHUEM HALLMX NPOM3BOACTBEHHbBIX MOLLYHOCTEN U TEXHOMOMUIA, a TakKe pacLUMpPEHNEM U
yrny6neHMeM npoBOAUMBIX HAMWU KITMHUYECKUX UCCIeA0BaHUI B OTHOLLUEHUM NpuMeHeHus Kymriah u apyrux suaos
knetoyHomn Tepanun CAR-T».

OnbIT npumeHenna Kymriah® B ycnoeuax peanbHoil KNMHMYECKOI NPaKTUKK y fieTel U MONoALIX Ntoaen ¢ p/p ONI

B ycrnoBuax peanbHOW KITMHUYECKON NPAKTUKK Bbinu BbIABIEHLI CXOXKUE NokasaTesiv 3 GEKTUBHOCTHU U BONEE BbICOKM

ypoBeHb 6e30MacHOCTH MO CPABHEHWIO C PErMCTPaLIMOHHBIM UCCeoBaHUeM ELIANA.4-6 Cpeav 146 pneten n MonoabIx
nroaew ¢ p/p OJIJ1, KoTopble Nonyyanu neyeHne B yCroBUAX peanbHOW KIMHUYECKON NPaKTUKK M MO KOTOPbLIM UMENUCH
JaHHble 3a Tpu uin 6onee mecAua nocne MHPYauu, nokasatens MNP coctaBun 85% No cpaBHEHWIO ¢ 82% B UCCeA0BaHUM
ELIANA (n = 79). MeaunaHa nocnegytoLiero HabnoaeHVs B pamMKax aHanusa B ycrioBUAX peasibHON KITMHUYECKOM NPaKTUKK
coctaBnana 6 mecaues. B aaHHom aHanuse (Bblbopka Ans oueHkn 6esonacHoct, N = 154) uncno cnyyaes CBL| 3-i
CTENEHM U1 BbILE, a TAKKE HEBPOSIOrMUYECKMUX HapyLLEHWUH co<‘iffwno 14% v 8%, COOTBETCTBEHHO, N0 CpaBHEHUIO C 48% u



13% B KMHKUYeckom nccnenosanmn ELIANA. B pamkax aHanunsa B yCrnoBuAX peasibHOM KITMHUYECKOW NMPaKTUKK
ucnonb3sosanace wkana ouyenmsanna ASTCT no CBL n ICAN no HeBpONOrMyeckum HapyLUEHUAM, a B MCCIeA0BaHUM
ELIANA — wkana Penn no CBL| 1 MedDRA SMQ 1o HeBPonorMyeckum HapyLueHusam. 46

«3T0 noTpAcaroLle — BuaAeTb, Yyto Kymriah npumeHAeTcA OHKONoramu B PyTUHHON KITMHUYECKOW NPaKTUKe U AEMOHCTpUpYeT
TepanesTUyeckui addekT, — npokommeHTuposan a-p Ctedan A. 'pynn (Stephan A. Grupp), PhD, avpexktop nporpammel
UMMYyHOTEpPAnWKU paKa v pyKoBOAUTENb OTAENEHNUA KIETOYHOW Tepanuu U TpaHcnaHTauuu AeTcKoi 60nbHULbI
dunagenbdun, npodeccop neavatpuv B MeamuymHckom wrone NepenbmaHa B YHuBepcuteTe NeHcunbBaHuun. — Tenepb y
Hac ecTb 6orblue AaHHbIX 06 3P PEKTUBHOCTU TEpPANWM, U OHU NOATBEPKAAIOT PE3ysbTaThl PErMCTPALMOHHOMO
uccnenosanus. COOP STUX JaHHBIX NMO3BOMAET HAM NOMYYUTb YETKOE NPEACTABIIEHWNE O HEXENATENbHBLIX ABEHUAX NPU
HasHauyeHun Kymriah».

JdaHHble 06 Mcnonb3oBaHWK Kymriah® y nauueHToB ¢ p/p neanatpuyeckum OJTT B yCrnoBuAX peanbHON KITMHUYECKON
NpaKTUKK ByZyT NpeAcTaBneHbl B paMKax CTEHA0BOrO AoKaAa Ha exxeroaHon koHdepeHuun ASH (AHHoTauua NO 2619;
BOCKpeceHbe, 8 aekabps, ¢ 18:00 go 20:00 EST).

C6op AaHHbIX B YyCNOBUAX peasibHOM KIMHWYECKOW NPaKTHUKK CTan BO3MOXeH 6naroapa CoTpyaHWYECTBY Mexay CIBMTH
(LleHTp MexayHapoAHbIX UccrnenoBaHuii B 06nacTi TpaHcnaHTauum KeToK KpoBU U KOCTHOIO Mo3ra — Hay4Ho-
nccneanoBaTesibCKoe COTPYAHMYECTBO Mexay HauunoHanbHOoM nporpamMmMon JOHOPOB KOCTHOMO mo3ra®/Be The Match®
MeZaunuymnHckum Konneaxkem BuckoHcuHa) u komnanuen «HosapTuc». 3TOT NPOEKT Bbl MHULMMPOBAH C LieNbio NPOBEAEHUS
ZONITOCPOYHBIX NMOCNeAyoLWMX HaboAeHUIi 3a nauMeHTaMu, KoTopble NPOXOoAAT Teparnuto ¢ NPUMEHEHUeM Kymriah® ]
corfiacunuch yyacteoBaTth B UCCeA0BaHUU. MauneHTam, y KOTOpbIX XU3HECNOCOBHOCTb KNeTok Bbina Hxe 80%, npenapat
npeaocTaBnanca B pamkax nporpammsl EAP, a gonrocpoyHoe nocnenytolee HabnoaeHWe oCcyLweCcTBAANOCH CUaMm
CIBMTR. 90% nauueHToB BO BCEM MUPE, KOTOPbLIM Bblna HazHaueHa Tepanus Kymriah®, MOJYy4YMIIN KOMMEPYECKYHO BEPCHIO
rOTOBOro npenapara Win BapnaHT C MHbIMKU cneunduKalnamm.

O «HoBapTtuc»

«HoBapTuc» paboTtaeT, nepeocmbiCiMBasn NOAXOA K MeAWLMHE pasu ynyylleHnsa KauecTsa U NPOAOSIKUTENBHOCTH KU3HH
noaen. AsnaAack BeayLlen MexayHapoaHOW dapmaleBTUYECKOn KoMMNaHWen, Mbl NPUMEHAEM HOBEMNLLME HayUHble
AOCTUXEHUA U LM POBLIE TEXHOOMMKU NPU CO3AaHUU MHHOBALMOHHBIX MPenapaToB ANnA peLleHna camblX OCTPbLIX MeAMKO-
coumanbHbix Npobrem. «HoBapTUc» Ha NPOTAXEHUM MHOTUX NIET BXOAWUT B BEPXHWUE CTPOUKU MEXAYHAPOAHBLIX PENTUHIOB
KOMMaHWI, MHBECTUPYIOLLMX B UCCreaoBaHUA U paspaboTku. Halum npenapatsl nonyyaroT cebille 750 MUASIMOHOB YerioBeK
Mo BCEMY MUPY, U Mbl MOCTOAHHO paboTaem HaZ NOMCKOM MHHOBALMOHHbIX PELLUEHWUI ANA YBENMUMUYEHNU A0CTyNa NaLMeHToB
K HeobxoauMoi Tepanuu. B komnaHusax rpynnel «HoBapTuc» padoTarot nopsaaka 105,000 coTpyAHUKOB, NPeACTaBAOLMX
140 HaynoHanbHocTel. Y3HaTb noapobHee o «HoBapTUc» MOXHO Ha caiTe https://www.novartis.com/. MHdpopmaums o
rpynne komnaHuit «HosapTuc» B Poccuu aocTynHa Ha canTe hitps:/www.novartis.com/ru-ru.
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*Vildagliptin efficacy in combination with metformin for early tment of T2DM (3¢ ¢ eKTnBHOCTb paHHek
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