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Ctucnmm ornaa, KNiHIMHOTro AOCAIAMKEHHSA

DocnipxeHHAa TpudnypuguHy/tunipaunny Ta 6esaumnsymaby y nalieHTiB 3 pe3UCTEHTHUM
nowunpeHnm (MeTacTaTUMHMM) KOZIOPEKTa/IbHUM PaKomM

MoBHa HayKoBa Ha3Ba: BigkpuTe paHaoMi3oBaHe focniaxkeHHa dpasu lll, ake nopisHIOE TpUbAYPUAMH/TUNIpaumA
Y NOEAHAHHI 3 6eBaum3ymabom Ta MOHOTepanielo TpUbAYPUAMH/TUNIpaumMA y NaLLEHTIB i3 pedpaKkTepHUM
METaCTaTUYHUM KONOpPeKTaNbHUM pakom (gocnigxkeHHA SUNLIGHT).

LAKYEMO BCIM YYaCHMKAM, AKi B3AN YUaACTb Y AOCAIAKEHHI. YHACHUKM KNIHIYHMX JOCANIAXKEHD AYrKe BaXKMBI
ONA fOCArHEHHA Nporpecy B HayLi Ha 61aro nayjienTis.
Lle AOKYMEHT € CTUCAUM OrNA40M AOCAIAKEHHA. BiH NigrotoBneHMn Ansa WWPOKOI ayamTopii.

[JocnigHrKam noTpibHO NpoBecTu 6araTo A0CNiAKEHD, WO BUPILLUTK, AKI IKapCbKi 3acobu AitoTb HaMKpaLLe i

€ Halbinbw 6e3nevyHNMM oNA NaujienTis. [na Toro WwWob megnyHa HayKa po3BMBaacs, B yCbOMY CBiTi IPOBOAUTLCA
6e3niy aocnigKeHb 3a y4acTio NaLieHTiB. Y LbOMY CTUCIOMY OFNAAi NPeaCcTaBNeHO Pe3ynbTaTu IMLIe O4HOTO
OOCNiAXKEHHSA. B iHLWNX AOCNIAXKEHHAX, NPUCBAYEHUX BUBYEHHIO TOrO CAaMOro npenapary, MOXyTb 6yTV OTpMMaHi
iHWi pe3ynbTaTh. He cnig 3miHIOBaTK NOTOYHE NiKyBaHHA, FPYHTYIOYMCh Ha pe3yabTaTax Lboro E4MHOMo
AocnigxeHHsA. AKWO y Bac BUHMKHYTb byAb-AKi 3anNnTaHHA WOA0 LUbOro A0CNIAKEHHS, 3BEPHITLCA 40 CBOTO MliKaps.

TepanesTu4Ha Y ubomy cTucnomy ornapgi:

obnactb:

[1na yoro NpPoBOANIOCA Lie AOCNIAKEHHA?

Konu i ae nposBoamnoca Lue AOCNiAKEeHHS?

3axBOpPHOBAHHA:

XT0 6paB y4acTb B LbOMY AOC/IAKEHHI?
AKe NiKyBaHHA OTPMMYBAIN YYACHUKMN?

AK npoBoAMIOCA Lie AOCNIAKEHHSA?

AKi 6ynun nobiyHi epexTn?
Pasa

O — AKMMM Bynn pesynbTaT AOCNIAKEHHA?

0O NOUIAWNER

AKMM YMHOM e AOCNIAXKEHHA A0MOMOr/10
B HaYKOBOMY MOLLYKY?

0

Y1 nnaHyeTbCA NpoBeaeHHA
NO4aNbLINX AOCNIAXKEHb?

OcTaTo4Ha Bepcis

10. NopaTkoBa iHpopmaLiis




Ctucauvmn ornap, KAiHIYHOro AocCniaXKeHHA

DocnipxeHHa TpubaypuauHy/Tunipaumnny ta 6esaumnsymaby y nauieHTiB 3 pe3uCTeHTHUM
nowunpeHUm (MeTacTaTUMHUM) KONOPEKTAZIbHUM PaKOM

1 Anayoro nposoaunocsa
ue gocniarKeHHa?

JocnipxeHHA npoBoAnnoCcA ANA NiATBEePAHKEHHA
edEeKTMBHOCTI JOCNiAXKYBAHOIO Npenaparty nig
Ha3Boto TpudaypuanH/Tmnipaunn abo S95005

Yy NOEAHAHHI 3 iHWMM NpenapaTom y NaLieHTIB

i3 MeTaCcTaTUYHMM KONIOPEKTaIbHUM PaKoM.
KonopeKkTanbHWUI pak 03HaA4Ya€ paK TOBCTOi abo
NPAMOI KUWKK. MeTacTaTUYHKUI O3HAYaE, WO paK
NOLMPUBCA HA iHLWWI OpraHu.

S95005 — ue KombiHaujia 2 npenaparis,
TPUbNYPUAMHY Ta TOAMpPaUUY, B OA4HIM TabneTui.
BiH BUKOPUCTOBYETLCA ONA NiIKYBAHHA NALLIEHTIB

3 MeTaCTaTUYHMM KONOPEKTA/IbHUM PaKOM, KONU
CTaHOAPTHI MeToaM NiKyBaHHA BXKe HeeDEeKTUBHI.

Y ybomy gocnigeHHi npenapat S95005 npursHavanm

pa3om 3 iHWK1M NpenapaTom, NpeacTaBNeHMM Ha

PUHKY, — 6eBaum3ymabom. Taky cxemy NOpiBHIOBANM

3 MOHOTepanieto npenapatom S95005.

e S95005 — ue npenapart, AK1i 610KyE picT
PAKOBUX KNITUH.

e beBaunsymab — npenapar, wWwo 610Kye
KPOBOHOCHI CyaAMHM, AKI NigKUBAKOKOTb MYXUNHY.
BiH YNOBINbHIOE PIiCT NYXAMHMN.

OCHOBHOIO METO A0CNIAKEHHA ByNno nepesipuTy,
Hackinbku npenapat S95005 y kombiHaLii 3
6eBauUn3ymabom € ehEKTUBHILLIMM, HiXK Npenapat
S95005 y moHoTepanii, B y4aCHMKIB i3
METACTAaTUYHUM KOJIOPEKTANIbHUM PAKOM.

2 Konuipe nposogunocsa
e AoCNigXeHHA?

Konu nposoagunoca gocnigKeHHAa?

e Lle gocnigrKeHHA noyanoca B iMcTonagi
2020 poky.

e BoHO 3aBepwunnoch y BepecHi 2023 poKy.

Llen ctucnaum ornag mictuTb BCto iHpopmalito,

3ibpaHy NPOTArom AOC/IAMKEHHA.

e [lepwnit ctucanii ornag 6yno CTBOPEHO Y KBIiTHI
2023 poKy, KONn JOCNiAXEHHA We TpmBano. BiH
[OCTYMHWUI Ha BeB-CaMTi AaHUX KNIHIYHUX
BMNPOOyBaHb KOMNaHii Servier
(clinicaltrials.servier.com).

[e npoBoaunoca pocnipgKeHHAa?
JocnigKeHHA NPOBOANNOCA B TAKMUX KpaiHaxX:

Icnania 115
Pociiicbka Pegepauis 77
bpasunia 63
YropwmHa 47
ITania 39
MonbLLa 34
®paHuia 28
YKpaiHa 21
[aHia 20
CnonyyeHi Wtatn Amepuku 16
ABcTpia 15
HimeuyuymHa 10
benbria 7

3 Xto0 6paB yyacTb B ubomMmy
BOCNIAXEeHHi?

AKi y4aCHMKM 6ynu BKAKOYEHI B JOCNiIAKEHHA?

LLLo6 B3ATM y4acTb y A0OCNIAKEHHI, Y4AaCHUKN NOBUHHI
oynu:
e 6yTMy BiUi 18 pokis abo cTaplue;
® MaTu AjiarHo3 meTacTaTU4YHOro
KOJIOPEKTA/IbHOrO PaKyj;
® MaTK CTIMKICTb 40 NonepeaHix MeToAiB
NiKyBaHHA MeTacTaTUYHOrO KOJIOPEKTaNAbHOro
paky Ta
e He BiANOBIAaTM KpUTEpiAM ANA XipypriyHOro
BTPYYaHHA.

CKiNbKM y4aCHUKIB B3/IM y4acTb
Y AOCNigXKEHHI?

YcbOoro B AOCNiAXeHHi B3AuM y4acTb 492 y4yaCHUKMK:
236 XiHOK i 256 yonosikis.

AKKMM BiK y4aCHUKIB?

CepenHin BiK y4aCHUKIB CTaHOBMB 62 POKMU.
Haimonopalomy yyacHuky 6yno 20 pokis,
a Hauctapwomy — 90 pokiB.


https://clinicaltrials.servier.com/trial/an-open-label-randomised-phase-iii-study-comparing-trifluridine-tipiracil-in-combination-with-bevacizumab-to-trifluridine-tipiracil-monotherapy-in-patients-with-refractory-metastatic-colorectal-canc/

Ctucauvmn ornap, KAiHIYHOro AocCniaXKeHHA

DocnipxeHHa TpubaypuauHy/Tunipaumnny ta 6esaumnsymaby y nauieHTiB 3 pe3uCTeHTHUM
nowunpeHUm (MeTacTaTUMHUM) KONOPEKTAZIbHUM PaKOM

4 flKke niKkyBaHHA OTPMMYyBaU
YYaCHUKN?

YUYacHUKM NpUiManu npenapaTty NPOTArOM Nepioais
yacy, AKi HA3MBATbCA «UMKNamu». BoHU
OTPUMYBA/IN OAMH 3 TaKMX BUAiB NiKYBaHHA:
e npenapat S95005 Ta 6eBaunsymab:
YuyacHuKM npuitmanu npenapat S95005
nepopasbHO YNPoAOoBHK 28-AEHHUX LMKAIB,
npoTArom 5 gHiB ABivi Ha g6y B Nepwwi 2 TUXKHI,
a NOTiM He NpuiMmanu npenapaT NPOTArom
2 TUIKHIB, WO 3aanwmamnca. BoHu Takox

oTpMMyBanuM 6eBaLmn3ymabd y BEHY KOXKHIi 2 TUXKHI.

e npenapat S95005 B moHOTepanii:
YuyacHuKM npuimann npenapat S95005
nepopanbHO yNpoaoBXK 28-AeHHUX LUKAIB,
npoTArom 5 gHiB ABivi Ha g6y B NepLi 2 TUXKHI,
a NoTiM He NpuiManu npenapaT NPOTArom
2 TUIKHIB, WO 3a/INWKANCA.

Li 28-aeHHI UMKAM NOBTOPOBANNCA A0 TUX Nip, NOKK
paK He NporpecyBas i AKLLO B y4aCHUKA He byno
3aHAATO TAXKKMX NOBIYHMX ePeKTiB. YHaCHUKM TaKOXK
MOTAN NPUNUHUTY NiKyBaHHA B ByAb-AKMI Yac.

5 AK npoBoaunoca AocnipKeHHA?

JocnigeHHA HAa3MBAETbCA «PAaHAOMI30OBAHUM»

pocnigskeHHAM. Lle o3Havae, W0 y4yacHUKn bynm

BUMAKOBMM YMHOM PO3MN0A4ineHi B 0gHY 3 ABOX

rpyn NikyBaHHA.

13492 y4yaCHUKIB AOCNIAXKEHHA:

e 246 y4yacHuKiB npuimanm npenapat S95005
pasom 3 6eBaLunzymadbom

e 246 y4yacHuKiB npuimanu npenapaT S95005
B MOHOTepanii

LocnigKeHHA HAa3MBAETLCA «BiAKPUTUM»

pocnigrKeHHAM. Lle 03HAYaE, WO i y4aCHUKM,

i NiKapi-goCcNigHMKNM 3HAN NPO BUA, NiKYyBaHHA,

AKe OTPUMYIOTb YHACHUKM.

[OV3aiH gocnigxeHHA npeacTaBAeHN
Ha 306pasKeHHI HUXKYe.

BumouenHa

Jasepuwenin
AikyBanss

3asepuenin
Aocniguentn

CHPUHIHIOBMA Nepiog,
/.I $95005 + GeBaunaymat |28-neHHi umrm)
(nepesipka, Nepion o
UM BIANOBI/AE YUACHHK \{ e —
KPHTEPIAM yacTi
B AOCTDHREHHI] ‘

A TvKHI T Mepumia unkn T LOpyrvit uakn
Lens 1 Henb 28

S95005 (28-neHHi LKm)

IHWi umrnm

Y4YaCHUKK perynapHo Biasigysanu nikapis. Mig yac
Bi3WUTiB nikapi 36upanun iHbopmauito npo 340pos’A
YYaCHMUKIB.

6 AKi 6yau nobiuHi edpekTn?

Y ubomy cTuc/iomMy ornsai npeacrasaeHi nobiyHi
edeKTn, 3apeeCcTpoBaHi NPOTATOM YCbOro
AOCNiAXKEHHA.

MobiyHi epekTn — Ue HebaXkaHi meanyHi ABULLA,
AKi, Ha AYMKY NiKapiB, MOXYTb ByTU CNPUYMHEHI
NiKYBaHHAM Yy paMKaX A0CAigKEHHI.

Y ubOMy CTUC/IOMY OrSIAI MM ONUCYEMO HebarKaHi
MeaUYHI ABMLLA, AKi BBAXKAIOTbCA CMPUYNHEHNMMN
npenapatom S95005 Ta (abo) 6eBaymsymabom

B OAHIM rpyni, Ta npenapatom S95005 B iHWIM rpyni.
Pe3ynbTaT MOXyTb OYTU NpeacTaBaeHi No-pisHOMY
B iHLWMX OOKYMEHTaX, WO CTOCYHOTbCA AOCTIAKEHHA.

Y TabnnLi HMXKYE NOKA3aHO KiNbKiCTb YY4ACHUKIB,
Y AKUX BUHUKAN NOBIYHI edeKTn.

Y4YacHUKN, AKi Manun
No6iuHMIA(-i)
edekT(-n)

223 (91 %) 203 (83 %)

YUYacHUKM, AKi manm
cepirosHuin(-i)*
No6iuHMNA(-i)
edeKt(-n)

15 (6 %) 22 (9 %)

YYyacHUKN,

AKI NPUNUHWUAN
NiKyBaHHA Yyepes
No6iuHMIA(-i)
edeKt(-n)

7 (3%) 6 (2 %)

*/lue. 8U3HAYEHHA ceplio3HUX NobiYHUX echekmis
HUXcYe




CTUCcAUM ornag, KNiHiYHOro Aocnia)eHHA

DocnipxeHHa TpubaypuauHy/Tunipaumnny ta 6esaumnsymaby y nauieHTiB 3 pe3uCTeHTHUM
nowunpeHUm (MeTacTaTUMHUM) KONOPEKTAZIbHUM PaKOM

AKi 6ynn TMNn nobiuHnx edpekris?

Y Tabnmui HMXKYe NOKa3aHo HarnowunpeHiwi nobivHi
edeKTH, 3apeecTpoBaHi B 4oCNiAKeHHi (6inblu Hix
y 20 % y4acHuKiB oAHi€il rpynu abo o6ox rpyn).

HusbKui
piBeHb
HelTpodinis,
OofHoro 3
BMAIB
nenkouuTie

149 1117 (61 %) 119 117 (48 %)

HynoTa 84117 (34 %) 52 1 (21 %)

SHMKEHHA
KiNbKOCTI 65
eputpouuTis

(26 %) 64 111 (26 %)

= YYACHUKI8

AKi 6ynn cepnosHi nobiuHi epekTn?

MobiuHMI edeKT BBAXKAETLCA CEPIMO3HUM, AKLLO:

® y4yacHMKa NoTpibHO rocnitanisysaTy;

® BiH CNPUYUHAE TPUBaANY WKogy abo cmepThb;

® KMTTA y4aCHMKA nig 3arpo3oto; abo

® Ha AYMKY nikapA, BiH Ma€ BarkmBee
Me[MYHE 3HAYEeHHA.

CepinosHi NobiyHi edpeKTH, Npo AKi nosigomman
Hinble Hixk 1 % yyacHukiB ogHiei abo obox rpyn,
OnucaHo B TabanLi HUXKYe.

3HUMKEHHA
KinbKocTi 310 (1%) 7000 (3 %)
epuTpouumTia

Hunsbknin
piBEHb 1
HenTpodinis

3 IMXOMAHKOH

[v)
(HMKue 1 %) 6 (2%)

= YYACHUKIB

Mig vyac gocnigeHHA XoaeH 3 Y4aCHUKIB He nomep
yepes HebarkaHe ABMLLE, AIKe, AK BBaXKanoca, 6yno
CNpUYNHEHe NpenapaTamum.

AKumun 6ynn pesynbratu
BOCNigXeHHA?

7

Pe3ynbTatit 32 OCHOBHOI METOIO AOCNIAKEHHA
npeacTaBaeHi B NepLIoMy CTUCIOMY OrNAg4j,
CKNageHOMy B KBiTHi 2023 poky. MepLunit cTucauii ornag,
AOCTYMHUI Ha BE6-CanTi AaHNX KNiHIYHUX
BMNpobyBaHb KOMNaHii Servier
(clinicaltrials.servier.com). IHwWi pe3ynbTaTh AOCTYMHI B
IHLWWX OKYMeEHTaX, nepenideHnx y po3gini 10.

8 AKMM YMHOM Ue AOoCANigKEeHHSA
AONOMOr/I0 B HAYKOBOMY
NOLWYKY?

Pe3ynbTath UbOro AOCNiAKEHHS OYN BUKOPUCTaHI
ON1A OTPUMaHHA 403BONY HA 3aCTOCYBaHHA Npenaparty
S95005 y KombiHau,ii 3 6eBaunsymabom y nauieHTiB

3 PE3UCTEHTHUM METACTATUUYHUM KOJIOPEKTANIbHUM
paKkom.

9 Y4 nnaHyeTbcA npoBeAeHHA
noAanblumnxX AOCNiAXEHb?

MpoBeaeHHA XOAHUX IHWMX A4OCNIOKEHD i3
3acTocyBaHHAM KombiHaLii S95005
3 6eBaLn3ymMabom He NAaHyeTbCA.

10 [JopatKoBa iHpopmauin

AKi ineHTUdiKaLiiHi HOMmepu gocnipKeHHA?
e Kogpg npotokony: CL3-95005-007

e Homep EudraCT: 2020-001976-14

e Homep NCT CLLA: NCT04737187

XTO npoBoAUB AOCNIAXKEHHA?

KomnaHii, aKki opraHisysanu Ta ¢piHaHcyBanu
NpoBeAeHHA AOCNIAKEHHA | HA3MBAIOTLCA
«crnoHcopammy, e Institut de Recherches
Internationales Servier, po3TawoBaHuit B M. CypeceHc,
®paHuis, Ta komnaHia Taiho Oncology Inc.,
po3TawoBaHa B M. lNMpiHcToH, wTtaT Hbto-xkepci, CLUA.
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CTucnnim ornag KNiHiYHOro AocniaXXeHHs

DocnipxeHHsa TpudnypmnauHy/Tunipaumny Ta 6eBaumsymaby y nawieHTiB 3 pe3UCTEHTHUM
nowupeHnm (MeTacTaTUYHMM) KONOPEKTAZIbHUM PaKOM

AAK mo>KHa 3B’A3aTtuca 3i cnoHcopom?
3B’AXiTbCA 3 HAMK Ha Beb-caliTi Servier abo Taiho
https://servier.com/en/
https://taihooncology.com/

[e moxHa gi3HaTuca 6inbwe npo
ue AoCcnia)KeHHA?

JopaTtkoBy iHpopmaLito NPo Le A0CAIgKEHHA MOXKHA
3HalTK Ha TaKux Beb-canTax:

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

e www.clinicaltrials.gov

3aranbHy iHbOpMaLito NPO KNiHIYHI AoCAiAKeHHA
MO’KHa 3HalTK Ha Beb-calTi
https://clinicaltrials.servier.com/



https://servier.com/en/
https://www.taihooncology.com/
https://clinicaltrials.servier.com/trial/an-open-label-randomised-phase-iii-study-comparing-trifluridine-tipiracil-in-combination-with-bevacizumab-to-trifluridine-tipiracil-monotherapy-in-patients-with-refractory-metastatic-colorectal-canc/
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/

