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Ta6nuua 1. CeedeHus 0 pe2ucmpauuoHHbIX OQHHbLIX U OCHOBHBIX napamempax 3ggekmusHocmu u besonacHocmu npenapamos epynnel UTK1, 0006peHHbix 015 mepanuu ROSI-nonomumensHo20

HEMEJIKOK/1IeEMOYHO020 paKka /1eeKkux

Table 1. Information on the regulatory data and key efficacy and safety parameters of TKI1 approved for the treatment of ROS1-positive NSCLC

PerucrpaumoHnHble ceepenus / Regulatory information

MHH npenaparta rpynnsl UTK 1 ROS1 / Toprosoe
HaMMeHOBaHMe
INN of first-generation ROS1 TKI / Trade name

KpuzotnHun6 / XALKORI®
Crizotinib / XALKORI®

JHTpekTnHU6 / ROZLYTREK
Entrectinib / ROZLYTREK

PenotpektnHnt / AUGTYRO
Repotrectinib / AUGTYRO

TanetpektnHu6 / IBTROZI
Taletrectinib / IBTROZI

['oa nepBol perncTpaumu B Mupe (CTpaHa)
Year of first global registration (country)

2011 (CLUA)!

2019 (CLIA)?

2023 (CLUA)

2024 (Kutany*
2025 (CLUAY

The holder of the registration certificate in the country of
first registration

2011 (USA) 2019 (USA) 2023 (USA) 2024 (China)
2025 (USA)
[lepxaTtenb perucTpauMoHHOro yA0CTOBEPEHUS B CTPaHe
nepBoi perncrpaumm . Anheart Therapeutics (Hangzhou) Co.,
PF PRISM C.V. c/o Pfizer, Inc GENENTECH INC BRISTOL

Ltd.

OpobpeHHoe nokasaHune Ang npumereHus npu HMPJ
Approved indication for NSCLC

MHMPJ1, nonoxuTenbHbIi no
ALK nnn ROS1
mNSCLC positive for ALK or
ROS1

MHMPJ1, nonoxutenbHblii No
ROS1
mNSCLC positive for ROS1

MecTHOpacnpocTpaHeHHbI unu
MHMPJ1, nonoxutenbHbiii no ROS1
locally advanced or mNSCLC positive for
ROS1

MecTHOpacnpocTpaHeHHbI unu
MHMPJ1, nonoxutenbHbiii no ROS1
locally advanced or mNSCLC positive for
ROS1

TexHonoruyeckue

ocobeHHocTH / Technological characteristics

KntoueBble TexHONnornyeckme ocobeHHOCTH pa3paboTku
Key technological features of development

PaspaboTtaH nytem
ONTUMM3aLIUK Cepum
Hu3sKoMonekynsapHbix UTK c-
MET/ALK [11]. AKTMBHOCTb B
oTHoweHun ROS1 6bina
BbISIBNIEHA HA NOCNeAYLWMX
3Tanax AOKIMHUYECKUX U
KNMHUYECKMX UCCNEeR0BaHUM 1
He SBNSNacb MCXOAHOM LieNbio
paspabotku [12]

Developed through
optimization of a series of low-
molecular-weight c-MET/ALK

Mpoun3soaHoe 3-
aMWHOMHAO30Na,
pa3paboTaHHoe B paMKax
nporpammbl noncka UTK ALK
C nocnenytouien
onTUMM3aLMeEN CTPYKTYpbl ANs
naH-UHrIMbUpoBaHus
TRK/ROS1/ALK n
obecneyeHns NPOHUKHOBEHUS
yepes 36 [13]

A 3-aminoindazole derivative
developed within an ALK TK/
discovery program, followed by

PaspabotaH B pamMkax LeneBon
nporpammbl noncka TRK-uHrnbutopos
BTOPOro0 MOKO/IEHUS C NPUMEHEHNEM
cTpaTerMyM MakpouMKaIM3aummn ans
CO3/[1aHMS KOMMAKTHOM CTPYKTYPbl,
obecneunBaloLLeit BbICOKYIO
CeneKTMBHOCTb M CNOCOBHOCTb
npeononeBatb NpuobpeTeHHble
MyTaLMn pe3uCTEHTHOCTM.
OnTUMM3aLMsS MONeKy bl MO3BONUAA
n06UTbCS OAHOBPEMEHHOTO
uHrnbmposanus TRK, ROS1 n ALK n

CeneKkTUBHbIA MHIMBUTOP TMPO3UHKUHA3
ROS1/NTRK, pa3paboTaHHbIii Kak
BblICOKOA(dMHHbBIN MHrMBuTOp ROS1 1
naH-NTRK ¢ akTMBHOCTbIO NpOTUB
MyTaLuit pesucteHTHoCcTH (B T.4. ROS1
G2032R) v yny4lleHHbIM
npoHuKHOBeHWeM Yepes 36 [7]

A selective ROS1/NTRK tyrosine kinase
inhibitor developed as a high-affinity
inhibitor of ROS1 and pan-NTRK, with
activity against resistance mutations
(including ROS1 G2032R) and enhanced

! XALKORI® (crizotinib) capsules, oral. XALKORI® (crizotinib) capsules, oral. Highlights of prescribing information. https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/202570s0361bL.pdf

2 ROZLYTREK (entrectinib) capsules, for oral use. Initial U.S. Approval: 2019. Highlights of prescribing information. FDA. https://www.accessdata.fda.gov/drugsatfda_docs/label/2024/212725s0111bl.pdf
> AUGTYRO (repotrectinib) capsules, for oral use. Initial U.S. Approval: 2023. Highlights of prescribing information. FDA. https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/218213s000lbl.pdf
‘ERAGBMEREIED B EE ERE LT/NMPA. https://www.nmpa.gov.cn/zhuanti/cxylgx/cxypxx/20241220172636101.html?type=pc &m=
> IBTROZI (taletrectinib) capsules, for oral use Initial U.S. Approval: 2025. Highlights of prescribing information. FDA. https://www.accessdata.fda.gov/drugsatfda_docs/label/2025/219713%s000lbl.pdf
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tyrosine kinase inhibitors [11].
Activity against ROS1 was
identified at later stages of

structural optimization to
achieve pan-inhibition of
TRK/ROS1/ALK and to ensure

obecneunTb 3dekTMBHOE
npoHMKHOBeHwMe Yepes 36 [14]
Developed within a targeted second-

penetration across the blood-brain
barrier

Primary targets

preclinical and clinical BBB penetration generation TRK inhibitor discovery
development and was not an program using a macrocyclization
initial objective of the drug strategy to generate a compact structure
discovery program with high selectivity and the ability to
overcome acquired resistance mutations.
Molecular optimization enabled
simultaneous inhibition of TRK, ROS1,
and ALK, as well as effective penetration
across the BBB
CenekTMBHOCTb Hu3kas CpepHas Bbicokas Bbicokas
Selectivity Low Medium High High
OcHoBHbIE MULLEHH ALK, ROS1, MET ALK, ROS1, NTRK1/2/3 ROS1, ALK, NTRK1/2/3 ROS1

Knunuueckue napamertpsli / Clinical parameters

KW, Ha ocHOBaHMU, KOTOPOTO 3aperMcTpMpoBaHo
nokasaHue Ans NpUMeHeHus
CT supporting the approved indication

PROFILE 1001¢*

ALKA,
STARTRK-17,
STARTRK-2%*

TRIDENT-19%*

TRUST-1*/11*

Confirmed objective response, %

66 (independent radiologic
assessment) / 72 (investigator
assessment)

38
(nonyyanu paHee MTK ROS1)
(not previously received ROS1 TKls)

71 160****
50 51 (He monyyanu paHee VKT ROS1) (He nmonyyanu paHee MKT ROS1)
KONMYECTBO NALHEHTOB, BKTIoYeHHBIX B KM, (n) (He nonyqsgv;f)aHee NTK (He nonyqsgv;f)aHee NTK (not previously received ROS1 TKIs) (not previously received ROS1 TKIs)
Number of patients enrolled in the CT (1) (not previously received ROS1 (not previously received ROS1 56 113
TKls) TKIs) (nonyyanu paHee MTK ROS1) (nonyyanu paHee MTK ROS1)
(not previously received ROS1 TKls) (not previously received ROS1 TKIs)
66 79 88
(He3aBuUCHMas (He nmonyyanu paHee NTK ROS1) (He monyyanu paHee NTK ROS1)
MoATBEpKACHHbI 0BbEKTHBHbIA OTBET, % , [;3,0.(:1)?;::/:522?2 :Oiziléi)ﬂ) g (not previously received ROS1 TKIs) (not previously received ROS1 TKIs)

55,8
(nonyyanu paHee MKT ROS1)
(not previously received ROS1 TKls)

6 NCT00585195. A study of oral PF-02341066, A C-Met/Hepatocyte growth factor tyrosine kinase inhibitor. In patients with advanced cancer (PROFILE 1001).
https://clinicaltrials.gov/study/NCT00585195?intr=NCT00585195 &rank=1

7 NCT02097810. Study of oral RXDX-101 in adult patients with locally advanced or metastatic cancer targeting NTRK1, NTRK2, NTRK3, ROS1, or ALK molecular alterations. (STARTRK-1).
https://clinicaltrials.gov/study/NCT02097810?7cond=NCT02097810&rank=1

8 NCT02568267. Basket study of entrectinib (RXDX-101) for the treatment of patients with solid tumors harboring NTRK 1/2/3 (Trk A/B/C), ROS1, or ALK gene rearrangements (fusions) (STARTRK-2).
https://clinicaltrials.gov/study/NCT02568267?cond=NCT02568267 &rank=1

9 NCT03093116. A study of repotrectinib (TPX-0005) in patients with advanced solid tumors harboring ALK, ROS1, or NTRK1-3 rearrangements (TRIDENT-1).
https://clinicaltrials.gov/study/NCT03093116?term=NCT03093116 &rank=1

10 NCT04395677. A study of AB-106 in subjects with advanced NSCLC harboring ROS1 fusion gene. https:/clinicaltrials.gov/study/NCT043956772term=NCT04395677 &rank=1
11 NCT04919811. Taletrectinib phase 2 global study in ROS1 positive NSCLC (TRUST-II). https://clinicaltrials.gov/study/NCT04919811?term=NCT04919811 &rank=1



https://clinicaltrials.gov/study/NCT00585195?intr=NCT00585195&rank=1
https://clinicaltrials.gov/study/NCT02097810?cond=NCT02097810&rank=1
https://clinicaltrials.gov/study/NCT02568267?cond=NCT02568267&rank=1
https://clinicaltrials.gov/study/NCT03093116?term=NCT03093116&rank=1
https://clinicaltrials.gov/study/NCT04395677?term=NCT04395677&rank=1
https://clinicaltrials.gov/study/NCT04919811?term=NCT04919811&rank=1

Ulneep EJ1., 3apybuHa K.N., Kynukosa E.A., [yces A.b.
JNexapcTBeHHbIM cyBepeHUTET KuTas B Tepanuu Cepbe3HbIX MU YTPOXKAIOLLMX KM3HWM 3a60N€BaHMI: aHANM3...

2 6 8
3 MOn(:S;j::KC:ﬂMSHEHKa) / (He nonyyanu paHee UTK ROS1) (He nonyyanu paHee MTK ROS1)
NonHbi oTBeT. % pan 10 U (not previously received ROS1 TKIs) (not previously received ROS1 TKIs)
, /0
Complete response, % (oueHka nccneposatens) 6 5 5
asiez:r(rjgrjl i)njirg (;Zileilggzlfmr (nonyyanu panee MTK ROS1) (nonyyanu panee MTK ROS1)
assessment) g (not previously received ROS1 TKls) (not previously received ROS1 TKls)

Tabnuua coctaBneHa aBtopamu / The table was prepared by the authors

MpumeyaHue. MHH - MexayHapogHoe HernaTeHTOBaHHOe HauMeHoBaHMe; MHMPJ1 - MeTacTaTUyeckuii HeMenKOKNEeTOUHbIM pak nerkux; KM - knuHuyeckoe nccneposanue; MTK —MHMBUTOP TMPO3UHKMHA3LI; B —
remaTo3aHuedanuyeckunii bapbep.

* 3pecb M panee no  KpU3OTMHMGY npuBeAeHbl [faHHble, npepctaBneHHole B XALKORI® (crizotinib) capsules, oral. XALKORI® (crizotinib) capsules, oral. Highlights of prescribing information.
https.//www.accessdata.fda.gov/drugsatfda_docs/label/2023/202570s0361bl.pdf

** 3pecb M pjanee no 3HTPeKTMHMOY npuBefeHbl AaHHble, npenctasneHHble B ROZLYTREK (entrectinib) capsules, for oral use Initial U.S. Approval: 2019. Highlights of prescribing information. FDA.
https://www.accessdata.fda.gov/drugsatfda_docs/label/2024/212725s0111bl.pdf

*** 3pecb v panee no penoTpekTUHWMOY npuBeneHbl AaHHble, npeactaBneHHble B AUGTYRO (repotrectinib) capsules, for oral use. Initial U.S. Approval: 2023. Highlights of prescribing information. FDA.
https.//www.accessdata.fda.gov/drugsatfda_docs/label/2023/218213s000Lbl.pdf

**** 3pecb 1 Aanee no TaneTpekTMHUOY npuseneHbl faHHble u3 [10] (Pérol M, Li W, Pennell NA, et al. Taletrectinib in ROS1+ non-small cell lung cancer: TRUST. J Clin Oncol. 2025;43(16):1920-9).

Note. INN, international nonproprietary name; mNSCLC, metastatic non-small cell lung cancer; CT, clinical trial.

*  Throughout the  section, data for crizotinib are presented as reported in  XALKORI® (crizotinib)  capsules,  oral.  Highlights  of  prescribing information.
https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/202570s036Llbl.pdf

** Throughout the section, data for entrectinib are presented as reported in ROZLYTREK (entrectinib) capsules, for oral use. Initial U.S. Approval: 2019. Highlights of prescribing information. FDA.
https://www.accessdata.fda.gov/drugsatfda_docs/label/2024/212725s011lbl.pdf

*** Throughout the section, data for repotrectinib are presented as reported in AUGTYRO (repotrectinib) capsules, for oral use. Initial U.S. Approval: 2023. Highlights of prescribing information. FDA.
https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/218213s000Lbl.pdf

**** Throughout the section, data for taletrectinib are presented as reported in the publication by Pérol M, Li W, Pennell NA, et al. Taletrectinib in ROS1+ non-small cell lung cancer: TRUST. J Clin Oncol.
2025;43(16):1920-9.
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Tabnuya 2. CeedeHusi 0 peaucmpayuoHHbIX OaHHbLIX U OCHOBHbLIX napamempax 3g@ekmusHocmu u 6e3onacHocmu npenapamog uHeubumopos KRAS G12C, 0006peHHbix dns mepanuu KRAS G12C-

nonoxumensHo2o HMPJ1

Table 2. Information on requlatory data and key efficacy and safety parameters of KRAS G12C inhibitors approved for the treatment of KRAS G12C-positive NSCLC

PerncrpaumoHHble cBepenus / Regulatory information

MHH npenapata rpynnbi
nHrnéutopos KRAS G12C/
ToproBoe HanMeHoBaHKMe

INN of KRAS G12C inhibitor / Trade

Cotopacn6 / LUMAKRAS®
Sotorasib / LUMAKRAS®

Anarpacnb / KRAZATI®
Adagrasib / KRAZATI®

lapcopacnb
Garsorasib

dynsepacnb
Fulzerasib

OpobpeHHoe nokasaHue ans
npumeHenuns npu HMPJ
Approved indication for NSCLC

B KayecTBe MOHOTEpPanmun

MyTaumen G12C
Second-line therapy

MecTHopacnpocTpaHeHHoro unu MHMPJT ¢

as monotherapy for locally advanced or
mNSCLC with KRAS G12C mutation

B KaueCTBe MOHOTepanuu
MeCTHOPaCnpoCTPaHEHHOrO MK
MHMPJ1 ¢ myTaumen G12C
Second-line therapy
as monotherapy for locally advanced or
mNSCLC with KRAS G12C mutation

B KayecTse MOHOTEpanuu
MeCTHOPACNpPOCTPAHEHHOIO UK
MHMPJ1 ¢ myTaumein G12C
Second-line therapy
as monotherapy for locally advanced or
mNSCLC with KRAS G12C mutation

name
['op nepBolt perncrpauuu B Mupe
ggf;‘;}i{st slobal registation 2021 (CLIA)2 2022 (CLUIAY® 2024 (Kuraii) 2024 (Kuraii)

2021 (USA) 2022 (USA) 2024 (China) 2024 (China)
(country)
[lepxaTtenb perucTpaLnMoHHOro
YOOCTOBEPEHUS B CTPaHe NepBoi
perucTpauum Amgen BRISTOL InventisBio Innovent Biologics/GenFleet
The holder of the registration Therapeutics
certificate in the country of first
registration

2 nuHUS 2 nuHuA 2 nuHus 2 nuHus

B KQ4YeCTBE MOHOTepanuu
MeCTHOPaCMnpOCTPaHEHHOTO UK
MHMPJ1 ¢ myTaumeit G12C
Second-line therapy
as monotherapy for locally advanced or
mNSCLC with KRAS G12C mutation

TexHonornuyeckue ocobeHHoctn / Technological characteristics

KntoueBble TexHonornyeckue
0cobeHHOCTU pa3paboTku
Key technological features of
development

Co3paH MeToAaMn XMMUYeCKoro
CMHTE33 Ha OCHOBE CKPUHMHIA
CMeuuanm3npoBaHHbIX LUCTEUH-
peakTUBHbIX BUbAMOTEK ManbIX
MONEKYN U BbIYMCIIUTENBHOTO
MOZEeNMpoBaHUs KOHGOPMaLMOHHO
rmbkoctu switch-Il kapmaHa 6enka
KRAS G12C [22]

Developed using chemical synthesis
approaches based on screening of
specialized cysteine-reactive small-
molecule libraries and computational

PaspaboTaH ¢ ucnonb3oBaHueM
(HOKYCMPOBAHHOTO /N Vitro-CKPUHUHIA NO
npodwunto abcopbuum, pacnpenenexus,
MeTabonm3Ma v BbIBELEHUS Cepun
TeTparnaponMpuaoNIUPUMUOMHOB, HaLENEHHbIX
Ha switch-Il kapman [1®-ceg3aHHOM HOpMbI
KRAS G12C [23]

Developed using focused in vitro screening of
absorption, distribution, metabolism, and excretion
(ADME) profiles within a series of
tetrahydropyridopyrimidines targeting the switch-11
pocket of the GDP-bound KRAS G12C protein

BbicokocenektuBHbIM MHMO6UTOP KRAS
G12C c ynyyleHHOW CTPYKTypHOM
COBMECTUMOCTBIO K aN10CTEPUYECKOMY
KapMaHy, 4TO ycTpaHseT
KOH®WIYpPaLMOHHY HEYCTOMUYMBOCTD,
XapaKTepHyt Ans 4yactv paHHux KRAS
G12C-uHrnbutopos [20]

Developed as a highly selective KRAS
G12C inhibitor with improved structural
complementarity to the allosteric pocket,
thereby overcoming the conformational

XUMUYeckn cuHTe3npyemoe
HW3KOMONEKYNSpPHOE COeIMHEHME C
HOBbIM NlaKTaM-COAEPXaLUMM
TETPaLMKIIMYECKUM
Ha(TMPaAMHOHOBBIM ckahdonaom [24]
This is a chemically synthesized small-
molecule compound featuring a novel
lactam-containing tetracyclic
naphthyridinone scaffold

12| UMAKRAS® (sotorasib) tablets, for oral use. Initial U.S. Approval: 2021. Highlights of prescribing information. https://www.accessdata.fda.gov/drugsatfda_docs/label/2025/2146650rig1s009correctedlbl.pdf
13 KRAZATI® (adagrasib) tablets, for oral use. Initial U.S. Approval: 2022. Highlights of prescribing information. https://www.accessdata.fda.gov/drugsatfda_docs/label/2024/216340s005.bl.pdf
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modeling of the conformational
flexibility of the KRAS G12C switch-11
pocket

instability observed in some earlier KRAS
G12C inhibitors

CenektnBHoCTb (ICso (KRAS
G12C B KIETOYHBIX INHUSAX)

Konuuyectso naumeHToB,
BK/IOYEHHbIX B KW, (n)
Number of patients enrolled in
the CT (n)

nporpeccus nocne UKT u (unn) XT
NAaTMHOCOAEPXALLMMM NpenapaTamm
124
disease progression after inmune
checkpoint inhibitor therapy and/or
platinum-based CT

nporpeccus nocne UKT u (unn) XT
NNaTMHOCOAEPXaLUMMK npenapaTamm
112
disease progression after immune checkpoint
inhibitor therapy and/or platinum-based CT

nporpeccus nocne UKT u (unn) XT
nnaTMHoCoAepXallmMmu npenapatamu
[25]
123
disease progression after inmune
checkpoint inhibitor therapy and/or
platinum-based CT

Selectivity (ICso for KRAS G12C 92,6 WM™ 55,5 HM? 10 WM 2-20 HMY
in cell lines)
KnuHuueckue napametpel
Clinical parameters
KW, Ha ocHOBaHMKM KOTOpOro
3aperncTpMpoBaHO NokasaHue
A5 PUMEHEHNA CodeBreaK 100'® KRYSTAL-1% NCT05383898% -
CT supporting the approved
indication
124 112 123 116

nporpeccus nocne UKT u (unun) XT
nnaTMHOCoAepXallmMMu npenaparamu
[19]
116
disease progression after inmune
checkpoint inhibitor therapy and/or
platinum-based CT

O6wwit oTBeT, %

Incidence of SAE, %

Overall response, % 37 126] 42,9 127] >0 49.1
MonHbiii oTBeT, % 2 09 [laHHble HefoCTYNHbI [aHHble HefoCTYNHbI
Complete response, % i Data not available Data not available
YacTuuHbili oteeT, % 35 ) [laHHble HefOCTYNHbI [aHHble HefoCTYNHbI
Partial response, % Data not available Data not available
MegmnaHa
NpoAOIKUTENbHOCTM OTBETa,
He pocturHyTa Ha MOMeHT nybaunkauum

Mec. 10 8> 128 Not reached at the time of publication
Median duration of response,
months

0,
Yacrota CHA, % 50 57 50 414

Tabnuua coctaBneHa aBTopamu / The table was prepared by the authors

14 2146650rig1s000. Multi-Discipline Review. Center for Drug Evaluation and Research. https://www.accessdata.fda.gov/drugsatfda_docs/nda/2021/2146650rig1s000MultidisciplineR.pdf
15 2163400rig1s000. .Multi-Discipline Review. Center for Drug Evaluation and Research. https://www.accessdata.fda.gov/drugsatfda_docs/nda/2023/2163400rig1s000MultidisciplineR.pdf
16 Garsorasib. Certificate of analysis. AbMole. https://www.abmole.com/literature/garsorasib-coa.html
17 Fulzerasib. Data sheet (Cat. No. T73190). TargetMOI. https://tebubio-public.s3.eu-west-3.amazonaws.com/prod/document/datasheet/494/76f81c92¢398cbb2e2271aa02313e420.pdf

18 NCT03600883. A phase 1/2, study evaluating the safety, tolerability, PK, and efficacy of sotorasib (AMG 510) in subjects with solid tumors with a specific KRAS mutation (CodeBreaK 100).

https://clinicaltrials.gov/study/NCT03600883?term=NCT03600883 &rank=1

19 NCT03785249. Phase 1/2 study of MRTX849 in patients with cancer having a KRAS G12C mutation KRYSTAL-1. https://clinicaltrials.gov/study/NCT03785249?term=NCT03785249 &rank=1
20 NCT05383898. Study to evaluate D-1553 in subjects with lung cancer. https://clinicaltrials.gov/study/NCT05383898?term=%20NCT05383898 &rank=1
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https://clinicaltrials.gov/study/NCT05383898?term=%20NCT05383898&rank=1
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Mpumeyanue. MHH - MexpayHapoaHoe HemaTeHTOBaHHOe HauMmeHoBaHue; MHMPJT - MHMPJT - MeTactatMueckuii HemenkokneTouHbli pak nerkux; IC50 - nonykoHueHTpaums uHrmbuposanus; KM - kamHuyeckoe
uccneposanue; XT - xumunotepanus; CHA - cepbesHble HexenatenbHble aBnenus; OO - ryaHosuHandocdat; «—» — OTCYTCTBYET.
* INpuBeaeHbl fAaHHble U3 NyBAMKauMK No pe3ynbTataM perncrpaumorHoro KW,

Note. INN, international nonproprietary name; mNSCLC, metastatic non-small cell lung cancer; ICso, half maximal inhibitory concentration; CT, clinical trial; CT, chemotherapy; SAE, serious adverse events; «-» - not
found.
* Data are derived from the publication reporting results of the registration clinical trial.
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Ta6nuya 3. CeedeHus 0 peucmpayuoHHbIX AaHHbIX U OCHOBHbLIX Napamempax 3¢gekmugHocmu u 6e30nacHoCmu cayumy3symaba 208UMeKaHa u cayumysymada mupyMomeKaHa

Table 3. Regulatory information and key efficacy and safety parameters of sacituzumab govitecan and sacituzumab tirumotecan

PerucrpaumoHnHble ceepenus / Regulatory information

MHH npenaparta rpynnsl Hrmbutopos TROP2 / Toprosoe
HauMeHOBaHwue
INN of TROPZ2 inhibitor / Trade name

Cauuty3ymab rosutekaH / TRODELVY®2

Cauuty3ymab TpymoTekaH

l'op, nepBoit perncTpaumnm B Mupe (CTpaHa)
Year of first global registration (country)

2020 (CLUA)
2024 (USA)

2024 (Kvrai)
2024 (China)

[lepxxaTenb perncTpaumoHHOro yA0CTOBEPEHNS B CTPaHe
nepBeoi perncrpaumm

The holder of the registration certificate in the country of first
registration

IMMUNOMEDICS INC

Sichuan Kelun-Biotech Biopharmaceutical Co., Ltd

OpobpeHHoe nokasaHue ang npumeHeHus npu THPMXX
Approved indication for TNBC

HepesekTabenbHbli MeCTHOpacnpocTpaHeHHbIn unv MTHPMX nocne
npoBefeHns CUCTEMHOM Tepanuu (Kak MUHUMYM OAMH KypC KOTOPO#
no NoBOAY MeTacTaTuyeckoro 3aboneBaHus)

Unresectable locally advanced or mTNBC following prior systemic therapy
(with at least one regimen administered for metastatic disease)

HepesekTabenbHblii MeCTHOpacnpocTpaHeHHbi unn MTHPMX nocne no
KpanHen Mepe ABYX NMMHUI CUCTEMHOM Tepanuu, BKNOYas neveHne
pacnpoctpaHeHHoro unu MPMX
Unresectable locally advanced or mTNBC after at least two prior lines of
systemic therapy, including treatment for advanced or mBC

TexHonornyeckue ocobeHHoctn / Technological characteristics

MoHOKNOHanbHOe aHTUTENo
Monoclonal antibody

CaunTy3ymab - ryMaHu3npoBaHHOe MOHOK/I0HaNbHOe aHTuTeno IgGl, HanpaBneHHoe npoTus Trop-2 (Tpodo6nacT-accoLMMpOBaHHBIM aHTUTEHOM-
2 Ha NOBEPXHOCTU K/IETOK)
Sacituzumab is a humanized IgG1 monoclonal antibody directed against Trop-2 (trophoblast cell surface antigen-2)

LIMToTOKCMYECKMIA KOMMNOHEHT

[oBuTEKAH
MeTabonuT MpuHoTeKaHa

TupymoTekaH
npousBofHoe HenoTekaHa

Cytotoxic payload Govitecan is a metabolite of irinotecan Tirumotecan is a belotecan derivative
JiuHkep 'mpponusyemsbiit nuHkep (CL2A) BrdyHKUMOHaNbHBIA NTMPUMUANH-TUONBHBIN MHKep Kthiol™
Linker Hydrolysable linker (CL2A) Bifunctional pyrimidine—-thiol linker (Kthiol™)

Knunuunueckue napametpsl / Clinical parameters

KW, Ha 0CcHOBaHMM KOTOPOTO 3aperucTpMpoBaHO NokKasaHue

Median OS, months

ANS NpUMEHeHNa ASCENTZ NCT05347134%
CT supporting the approved indication
KonunyectBo naumeHToB, BKItoUYeHHbIX B KW, (n)
4 7 2 *
Number of patients enrolled in the CT (n) 68 [37] 63 [38]
Mepguana BBIT, mec.
Median PFS, months 26 6,7
Megnuana OB, mec. 121 He pocTurHyta Ha MOMEHT NpOBEAEHUS aHaNU3a U NpeLCcTaBneHuUs

[aHHbIX B NyBAMKaLmum

21 TRODELVY® (sacituzumab govitecan-hziy) for injection, for intravenous use. Initial U.S. Approval: 2020. Highlights of prescribing information.
https://www.accessdata.fda.gov/drugsatfda_docs/label/2025/761115s0591bl.pdf

22 NCT02574455. Trial of sacituzumab govitecan in participants with refractory/relapsed metastatic triple-negative breast cancer (TNBC) (ASCENT).
https://clinicaltrials.gov/study/NCT02574455?term=%20NCT02574455 &rank=1

23 NCT05347134/SKB264 injection vs investigator selected regimens to treat locally advanced, recurrent or metastatic triple-negative breast cancer.
https://clinicaltrials.gov/study/NCT05347134?term=NCT05347134 &rank=1
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Not reached at the time of analysis and data reporting in the publication
Yactora CHY, % 27 HeT AaHHbIX
Incidence of SAE, % Data not available
>1
Hevitponenus (7), amapes (4), nHeBMoHMS (3)
Neutropenia (7), diarrhea (4), pneumonia (3)

Haunbonee yactoie CHS, %
Most frequent SAEs, %

[emaTonormMueckas TOKCUYHOCTb
Hematologic toxicity

Tabnuua coctaBneHa aBtopamu / The table was prepared by the authors

Mpumeyarue. MHH - MexayHaponHOe HenaTeHTOBaHHOe HanMeHoBaHWe; THPMXK — Tpuxpabl HeraTMBHbIVM pak MONOYHOM enesbl; MTHPMXK — mMeTacTatnyeckuit Tpuxkabl HEraTUBHbBIM pak MOMOYHOW xenesbl; MPMX -
MeTacTaTUUecKuii pak MonoYHoi xenesbl; KU - knuHuueckoe uccneposanue; BB - BbxkvBaeMocTb 6e3 nporpeccupoBaHus; OB — obuwas BbkrBaeMocTb; CHS — cepbe3Hoe HexenaTenbHoe siBNieHue.
" 3pech v ganee npueeseHbl AaHHbIE, NPEACTABNEHHbIE B Ny6auKaumu [38].

Note. INN, international nonproprietary name; TNBC, triple-negative breast cancer; mTNBC, metastatic triple-negative breast cancer; mBC, metastatic breast cancer; Cl, clinical trial; PFS, progression-free survival;
0S, overall survival; SAE, serious adverse event.
" Hereinafter, data are presented as reported in [38]
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Tabnuya 4. CeedeHusi 0 peaucmpauuUOHHbIX OGHHBIX U OCHOBHbLIX napamempax 3g@ekmusHocmu u 6e3onacHocmu, 3apeaucmpuposarHsix e CLUA, EC u Kumae CAR-T npenapamos 0ns mepanuu
peppakmepHoli peyudusupyoweli MHOXecmeeHHoOU MUeIoMbI

Table 4. Regulatory information and key efficacy and safety parameters of CAR-T products approved in the United States, the European Union, and China for the treatment of relapsed/refractory
multiple myeloma

PerucrpaumoHHble ceepenus / Regulatory information

MHH CAR-T npenaparta / Toprosoe

HaUMEHOBaHME MpekabTareH Bukneiiuen / Abecma® LuntakabtareH aytoneiiuen / Carvykti® 3eBopkabTareH aytoneiuen / Zevor-cel
Idecabtagene vicleucel / Abecma® Ciltacabtagene autoleucel / Carvykti® Zevorcabtagene autoleucel / Zevor-cel
INN of CAR-T product / Trade name
(r;” :fap)m perucTpaunn & Mupe 2021 (CLUA) 2022 (CLUA) 2024 (KuTaii)
P 2021 (USA) 2022 (USA) 2024 (China)

Year of first global registration (country)

[lepxxaTenb perncTpaLmoHHOro
YAOCTOBEPEHMS B rOCYAapCTBE NEpBOW
perucTpauum

The holder of the registration certificate
in the country of first registration

Janssen Biotech, Inc. (npoussoauTens)
Legend Biotech (MapkeTuHr)

Janssen Biotech, Inc. (manufacturer) CARsgen Therapeutics

Legend Biotech (marketing authorization holder)

Celgene Corporation, komnaHus Bristol-Myers
Squibb (npouzBoaMTENb U MAPKETUHT)
Celgene Corporation, Bristol-Myers Squibb company
(manufacturer and marketing authorization holder)

PPMM
PPMM nocne >4 nuHuii Tepanum (2022, CLLIA)?®
On06DEHHOE NOKA3aHME NS nocne >4 nuuuii Tepanum (2021)% nocne 21 nuumm Tepanmm (2024, CLLIA)Y 28 PPMM
nﬂMMsHEHMﬂ A nocne 2 nuHuii Tepanum (2024)% nocne >3 auHuii Tepanum (2024, Kurair)?® nocne 23 AuHuiA Tepanuu [1]
P wa RRMM RRMM RRMM
Approved indication L L L
after 24 prior lines of therapy (2021) after 24 prior lines of therapy (2022, USA) after 23 prior lines of therapy
after 22 prior lines of therapy (2024) after 21 prior line of therapy (2024, USA)

after 23 prior lines of therapy (2024, China)
TexHonornyeckue ocobeHHoctn / Technological characteristics

TpaHcMeMbpaHHbI AOMeH

. D28 CD8a CD8a [43]
Transmembrane domain
KoHcTpykums CAR 1 snuton BCMA 2 3nutona BCMA [45] 1 s3nuton BCMA [43]
CAR construct 1 BCMA epitope 2 BCMA epitope 1 BCMA epitope
Tun scFv (aHTUreHceAsbiBatowmit MbILWKWHBIN MonHoCTbIO YenoBeyveckui MonHocTbio yenoseyeckuii [43]
Aomer) Murine Fully human Fully human
scFv type (antigen-binding domain)
KntoueBble TexHonornyeckue T-KneTku nauneHTa nony4yatoT MeTOAOM Mpenapat M3roTaBnMBalOT U3 Nepudepuyeckux MpenapaT nonyyatoT nyTem TpaHCayKumm T-
0c06eHHOCTU pa3paboTku neikacdepesa, akTMBUPYIOT aHTUTENAMU aHTK- MOHOHYK/1eapHbIX KIeTOK KPOBU MaLMEHTa, NONYYEHHbIX C NUMPOLUTOB CAMOMHAKTUBUPYIOLLMMCS

24 Abecma®. BLA Approval. https://www.fda.gov/media/147062/download?attachment

25 Abecma®. Supplement Approval. https://www.fda.gov/media/177545/download?attachment

26 Carvykti®. Approval Letter. https://www.fda.gov/media/156572/download?attachment

27 Carvykti®. Supplement Approval. https://www.fda.gov/media/177564/download?attachment

28 package Insert and Medication Guide - CARVYKTI. https://www.fda.gov/media/156560/download?attachment

% Ciltacabtagene autoleucel injection approved for marketing by China NMPA. https://english.nmpa.gov.cn/2025-02/19/c_1073597.htm
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Key technological features of
development

CD3/CD28 B npucytcteum IL-2 n ex vivo
TPaHCAYLMPYIOT PENINKALMOHHO-HEKOMMNETEHTHbIM
NEHTUBUPYCHBIM BEKTOPOM, HECYLLMM KOHCTPYKLMIO
CAR C MbILUKMHBIM OfHOLENOYeYHbIM BapnabesbHbIM
dparmeHToMm scFv (single-chain variable fragment)
aHTUreHy co3peBaHus B-knetok - BCMA (B-cell
maturation antigen), LWLapHUPHBIM K
TpaHcMeMbpaHHbIM goMeHoM CD8a 1 curHanbHbIMK
nomeHamu 4-1BB (CD137)

D3¢0,

Autologous T cells are collected from the patient by
leukapheresis, activated with anti-CD3/CD28
antibodies in the presence of interleukin-2 (IL-2), and
genetically modified ex vivo by transduction with a
replication-incompetent lentiviral vector encoding a
chimeric antigen receptor (CAR) comprising a murine
single-chain variable fragment (scFv) directed against
B-cell maturation antigen (BCMA), a CD8a hinge and
transmembrane domain, and intracellular signaling
domains of 4-1BB (CD137) and CD3{.

MCNonb30BaHWEM CTaHAAPTHOW NpoLeaypbl neikadepesa.
MoHoHyKneapHble KneTku oborawatT no T-numdoumTam u
reHeTM4Yeckn MoaMPUUMPYIOT ex vivo NoCpeacTBOM
TPaHCOYKLMW PenMKaLMOHHO-HEKOMMNETEHTHbIM
NEHTUBMPYCHbIM BEKTOPOM Ans akcnpeccun CAR, cogepxatiero
[OMeH pacnosHaBaHus BCMA, Bkntovatowmin fBa BepbtoxXbux
O[LHOLLENOYEYHbIX JOMEHA aHTUTEN, COEANHEHHDIX C KO-
CTUMY/IMPYIOLLMM AOMeHOM 4-1BB 1 curHanbHbiM oMeHOM
CD3-%* [60].

The product is manufactured from the patient’s peripheral blood
mononuclear cells obtained by standard leukapheresis.
Mononuclear cells are enriched for T lymphocytes and genetically
modified ex vivo via transduction with a replication-incompetent
lentiviral vector to express a CAR containing a BCMA-recognition
domain composed of two camelid single-domain antibody
fragments, linked to a 4-1BB co-stimulatory domain and a CD3{
signaling domain.

NEHTUBUPYCHBIM BEKTOPOM TPeTbero
NOKONEeHUS, KOAUPYIOLMM XUMEPHbIV
aHTureHHbiv peuentop (CAR), BktoyatoLwmi
MOJTHOCTbIO YeI0BEYECKMUIA OQHOLLeMOYEYHbIN
BapuabenbHbI dparMeHT (scFv),
cneunduyHbli K BCMA, yenoseyeckuii
WapHUpHbIi gomer CD8a, TpaHcMeMbpaHHbIi
nomeH CD8a, KO-CTUMYNUPYIOLWLMIA OMEH 4-
1BB 1 curHanbHbIf (@KTUBALLMOHHBIN) LOMEH
CD37 [43].

The product is generated by transduction of
autologous T lymphocytes with a third-
generation self-inactivating lentiviral vector
encoding a CAR that includes a fully human
single-chain variable fragment (scFv) specific for
BCMA, a human CD8a hinge domain, a CD8a
transmembrane domain, a 4-1BB co-stimulatory
domain, and a CD3{ signaling (activation)
domain.

Knunuueckune

napametpbl / Clinical parameters

KonuyectBo nauneHToB, BoweaWMX B
aHanus ¢ oueHkoi 60-mecauHoit OB, n

[aHHble He onybaMKoBaHbl

Tepanuu, %
60-month OS in patients with RRMM
after 23 prior lines of therapy, %

[aHHble He onybaMKoBaHbl
Data not published

Number of patients included in the Data ot published 97 11
analysis with assessment of 60-month

overall survival, n

60-mecsyHas OB ¢ PPMM 23

NpeALIecTBYIOWLUMA IMHUAMMU 46 [41] 76,9 [40]

(npepctaBneHa megmnara OB)
(median OS reported)

(npeacTaBneHa pons nauuentos c OB)
(proportion of patients alive reported)

CBeneHus 0 NporpeccupoBaHnm
Progression data

[aHHble He onybaMKoBaHbl
Data not published

33%
OTCYTCTBYET NPOrpeccMpoBaHue Nocie OAHOKPATHOrO BBEAEHUS
Carvykti® n 6e3 noaaepxusatolLei Tepanum [41]
no disease progression after a single administration of Carvykti®
without maintenance therapy

[laHHble MO Nporpeccun He NpencTaBeHb!
[40]
Progression data not reported

Tabnuua coctaBneHa astopamu / The table was prepared by the authors

Mpumeyanue. MHH - mMexayHapoaHoe HenaTeHTOBaHHOe HauMeHoBaHue; OB — obuwas BbbknBaemocTb, PPMM - pedpakTepHas peuuanMBupyioLLas MHOXECTBEHHAs MUenoma

Note. INN, international nonproprietary name; OS, overall survival

30 ABECMA® (Idecabtagene vicleucel). https://www.fda.gov/media/147055/download

1 CARVYKTI® (Ciltacabtagene autoleucel). https://www.fda.gov/media/156560/download
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Tabnuua 5. CeedeHus 0 pe2ucmpayuoHHbIX OGHHbIX U OCHOBHbIX napamempax 3¢ gdekmusHocmu u 6e3onacHocmu, 3apeaucmpuposarHsix 8 CLUA, EC u Kumae uHeubumopos PD-L1, 0006peHHbIx 015
npumeHeHus 8 Kayecmee mepanuu nepsoll AUHUU pacnpocmpaHeHHo20 MPJ1

Table 5. Information on regulatory approval and key efficacy and safety parameters of PD-L1 inhibitors approved in the United States, the European Union, and China for first-line treatment of extensive-

stage SCLC

PerucrpaumoHHble ceepenus / Regulatory information

MHH uHruéutopa PD-L1 / Toprosoe

perucrpauum
The holder of the registration certificate
in the country of first registration

GENENTECH INC

HaWMeHOoBaH e Atesonusymab / TECENTRIQ Oypsanyma6 / IMFINZ|? Benmencrobapt
. ® ®
INN of PD-L1 inhibitor / Trade name Atezolizumab / TECENTRIQ Durvalumab / IMFINZI Benmelstobart
['oa nepsoi perncrpaummn B Mupe
(cTpaHa) 2016 (CLUA)* 2017 (CLUA) 2024 (Kutaii)
Year of first global registration (country) 2016 (USA) 2017 (USA) 2024 (China)
[lepXKaTelb PernCTPaLMOHHONO Nanjing Shunxin Pharmaceutical noyepHss KoMnaHus
CE)CTOBe eEMﬂ B CF:_ 2He nenBoii Zhengda Tianging Pharmaceutical Group (Chia Tai
A P P P AstraZeneca Tianging Pharmaceutical Group Co., Ltd.)

Nanjing Shunxin Pharmaceutical, a subsidiary of
Zhengda Tianging Pharmaceutical Group (Chia Tai
Tianging Pharmaceutical Group Co., Ltd.)

OpobpeHHoe nokasaHue ans
NpUMEHEHUS
Approved indication

B komMBMHaumm ¢ kapbonnaTMHOM M 3TONO3MAOM AN
NeyeHns B3poCNbIX NaLMEHTOB C pacnpoCTpaHeHHOW
CTafMelt MENKOKNETOYHOrO paKa erkux B KayecTse
nepBoi TMHUK Tepanuu
In combination with carboplatin and etoposide for the
treatment of adult patients with extensive-stage small-
cell lung cancer as first-line therapy

B KOMBWHauUMK ¢ kKap6onnaTMHOM UK LMCNIATUHOM U
3TOMO3MAOM [N1St IeYeHUsl B3POC/IbIX NALMEHTOB C
pacrnpocTpaHEHHOM CTaAMel MeNKOKIETOYHOTO paka
Nerknx B KayecTse NepBoi IMHUM Tepanuu
In combination with carboplatin or cisplatin and
etoposide for the treatment of adult patients with
extensive-stage small-cell lung cancer as first-line
therapy

B koMBuHauuMM € aHNOTUHUOOM, KapbonnaTUHOM U
3TOMO3MAOM A5 NeYeHNUs MeNKOK/IETOYHOro paka
Nerkux B COCTaBe Tepanuu nepBoi IMHUK
In combination with anlotinib, carboplatin, and
etoposide for the treatment of small-cell lung cancer as
part of first-line therapy

TexHonornyeckue ocobeHHoctn / Technological characteristics

MoHOKNOHanbHOe aHTUTENo
Monoclonal antibody

l'ymMaHu3upoBaHHoe k PD-L1
Humanized anti-PD-L1

Yenoseuveckoe k PD-L1
Fully human anti-PD-L1

l'ymaHusupoBaHHoe k PD-L1
Humanized anti-PD-L1

Kntoyesble TexHonormueckue
0Cco6eHHOCTU pa3paboTku
Key technological features of
development

Ate3onu3ymab sBnsetcs Fc-MoaMduUUMpoBaHHbIM,
rYMaHW3MpOBaHHbIM, HETNIMKO3UIMPOBAHHBIM
MMMyHorno6ynmnHoM knacca IgGl kanna®*
Atezolizumab is an Fc-engineered, humanized, non-
glycosylated 1gG1 kappa immunoglobulin

[llypsanymab gBnseTcs 4enoBeyeckum
MOHOK/I0Ha/IbHbIM aHTUTENIOM Kfacca
MMMyHornobynunHa G1 kanna, Noay4YeHHbIM C
MCNONb30BaHWUEM TEXHONOMMK pekoMbBuHaHTHoi JHK B
CYCNEH3MOHHOW KyNbType KNeTOK SMYHUKA KMTANCKOro
xoMsdka (nuHua CHO)*

BeHmencTobapT 3To ryMaHuW3MpoBaHHoe
MOHOK/IOHAIbHOE aHTUTENO Knacca MMMyHornobynuHa
G1 kanna, nony4yeHHoe MeToA0M peKOMOUHAHTHOM
[OHK-TexHONOrMM B KyNbType KNeToK IMYHKUKA
KuTanckoro xomsuka (nnHug CHO). Monekyna
6eHMencTobapTa COAEPXKUT FreHETUYECKM
MoauduumpoBaHHbii Fc-pparmenT [50]

32 IMFINZI® (durvalumab) injection, for intravenous use. Initial U.S. Approval: 2017. Highlights of prescribing information. https://www.accessdata.fda.gov/drugsatfda_docs/label/2025/761069s0521bl.pdf
3 TECENTRIQ® (atezolizumab) injection, for intravenous use. Initial U.S. Approval: 2016. Highlights of prescribing information. https://www.accessdata.fda.gov/drugsatfda_docs/label/2025/761034s0591bL.pdf
3* TECENTRIQ® (atezolizumab) injection, for intravenous use Initial U.S. Approval: 2016. Highlights of prescribing information. https://www.accessdata.fda.gov/drugsatfda_docs/label/2025/761034s0591bL.pdf
%5 IMFINZI® (durvalumab) injection, for intravenous use Initial U.S. Approval: 2017. Highlights of prescribing information. https://www.accessdata.fda.gov/drugsatfda_docs/label/2025/761069s0521bl.pdf
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Durvalumab is a fully human 1gG1 kappa monoclonal
antibody produced using recombinant DNA technology in
a Chinese hamster ovary (CHO) cell suspension culture

Benmelstobart is a humanized IgG1 kappa monoclonal
antibody generated using recombinant DNA technology
in Chinese hamster ovary (CHO) cells. The benmelstobart
molecule contains a genetically engineered Fc fragment

Knunuueckue

napametpsl / Clinical parameters

KW, Ha ocHOBaHMKM KOTOpOro
3aperncTpMpoBaHO NokasaHue ans
npuMeHeHus

CT supporting the approved indication

IMpower1333®

CASPIAN®’

ETER701%®

KonunuectBo naumeHTOB, BKIKOYEHHBIX
B KW, (n)

Number of patients enrolled in the CT
(n)

201 [54]*

268 [55]

246 [49]

MepauaHa BBI, mec.
Median PFS, months

6,9

MepmnaHa OB, mec.
Median OS, months

13

19,3

Yacrora CHS, %
Incidence of SAEs, %

62

54

Tabnuua coctaBneHa aBtopamu / The table was prepared by the authors

MpumeyaHue. MHH - MexayHapoaHoe HenaTeHTOBaHHOe HaumeHoBaHue; KU - kauMHuueckoe uccnepoBaHue; BBl - BbbkuBaemocTb 6e3 mporpeccupoBaHus; OB - ob6was BbbkmBaemocTb; CHA - cepbesHoe

HeXenatenbHoe aBneHue.

" 3pecb v ganee KNMHWYECKME NapaMeTpbl 4ns aTe3onn3yMaba npuseaeHbl Ha OCHOBe ny6aukaumum [54].
" 3pech v ganee KMHWYECKME NapameTpbl 49 AypBanyMaba npuseeHbl Ha 0CHOBE Ny6ukaumu [55].
™" 3pech M panee KNMHUYECKME NapaMeTpbl Ans 6eHMencTobapTa NpUBeAeHbl Ha OCHOBE NYBAMKaLMM [49].

Note. INN, international nonproprietary name; CT, clinical trial; PFS, progression-free survival; OS, overall survival; SAE, serious adverse event.

" hereinafter, clinical parameters for atezolizumab are presented based on [54].
" hereinafter, clinical parameters for durvalumab are presented based on [55].

" hereinafter, clinical parameters for benmelstobart are presented in [49].

%6 NCT02763579. A study of carboplatin plus etoposide with or without atezolizumab in participants with untreated extensive-stage (ES) small cell lung cancer (SCLC) (IMpower133).
https://clinicaltrials.gov/study/NCT02763579?term=IMpower133 &rank=2

%7 NCT03043872. Durvalumab * tremelimumab in combination with platinum based chemotherapy in untreated extensive-stage small cell lung cancer (CASPIAN).
https://clinicaltrials.gov/study/NCT03043872?term=NCT03043872 &rank=1

38 NCT04234607. A study of TQB2450 or placebo combined with anlotinib, etoposide and carboplatin versus etoposide and carboplatin in subjects with extensive small cell lung cancer (ETER701).
https://clinicaltrials.gov/study/NCT04234607?term=NCT04234607 &rank=1
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Ulneep EJ1., 3apybuHa K.N., Kynukosa E.A., [yces A.b.
JNexapcTBeHHbIM cyBepeHUTET KuTas B Tepanuu Cepbe3HbIX MU YTPOXKAIOLLMX KM3HWM 3a60N€BaHMI: aHANM3...

Tabnuua 6. CeedeHusi 0 peucmpauyUoHHbIX OGHHbLIX U OCHOBHbIX napamempax 3¢ dekmusHocmu u 6e3onacHocmu, 3apeeucmpuposanHsix 8 CLUA, EC u Kumae uHeubumopax IL-4Ra, 0006peHHbIx 015
JieyeHus amonu4eckoeo depMamuma

Table 6. Information on regulatory approval and key efficacy and safety parameters of IL-4Ra inhibitors approved in the United States, the European Union, and China for the treatment of atopic
dermatitis

PerucrpaumoHnHble ceepenus / Regulatory information

MHH unruéutopa IL-4Ra / Toprosoe HauMeHoBaHue Oynnnymab / DUPIXENT® Cranokubapt
INN of IL-4Ra inhibitor / Trade name Dupilumab / DUPIXENT® Stapokibart

o4 nepBoit perncTpaumu B Mupe (rocyaapcTeo) 2017 (CLUA®, EC*) 2024 (Kurait)
Year of first global registration (country) 2017 (USA, EU) 2024 (China)
[lepxatenb perncTpaLMoHHOro YLOCTOBEPEHUS B CTpaHe Regeneron Pharmaceuticals, Inc. (npou3Bopacteo) / Sanofi U.S.

nepBoOM perucrpaumm (MapkeTuHr)

The holder of the registration certificate in the country of first | Regeneron Pharmaceuticals, Inc. (manufacturing) / Sanofi U.S. (marketing) Chengdu Kangnuoxing Biopharma, Inc.

registration

[nsa nevenns B3pOC/bIX N NegnaTpu4yeckmx naumMeHToB B BO3pacTe OT 6 [Onsa nevenns B3p0OC/iblX NAUMEHTOB C aTONUYECKMM AEPMATUTOM cpe,u,Heﬁ
MecC. 1 CTapule C aTonnyecknMm 4epMaTtuTtom cpe,u,HelZ N TKENON CTeneHu N TSOKENOMN CTEMNEHU TAXKECTH, Y KOTOpPbIX 3aboneBaHne HeJOCTaTOYHO

TSXKECTH, Y KOTOPbIX 3ab0neBaHune He NOLAAETCS afeKBAaTHOMY KOHTPOIMPYETCS MECTHBIMU NpenapaTamMu UK KOTOPbIM MeCTHble
KOHTPOJII0 C MOMOLLbI MECTHOM Tepanuu, Ha3Ha4yaeMol no peuenTy npenapatbl He nokasaHbi*!

OpobpeHHoe NokasaHue Ans NpUMeHeHuUs . . .
Bpaya, Wnu, Koraa Takas Tepanus HeuenecoobpasHa For the treatment of adult patients with moderate-to-severe atopic

Approved indication S . L. . o . . .
PP For the treatment of adult and pediatric patients aged 6 months and older | dermatitis whose disease is inadequately controlled with topical therapies or

with moderate-to-severe atopic dermatitis whose disease is not adequately | for whom topical therapies are not indicated
controlled with prescription topical therapies or when such therapies are

not advisable
TexHonornuyeckue ocobeHHoctn / Technological characteristics

MoHOKNnOHanbHoe aHTUTENo ['yMaHW31poBaHHOE MOHOK/IOHaNbHOe aHTuTeno |gG4, HanpaeneHHoe npotus IL-4Ra
Monoclonal antibody A humanized 1gG4 monoclonal antibody directed against IL-4Ro

Pa3spaboTunku ctanoknbapTa coobLwaloT 0 BO3AEMCTBMM NpenapaTa Ha ApYyroi anuTon, Hexenu aynunymab ans nogaeneHus socnanenus 2 tuna [58]
KntoueBble TexHonornyeckme ocobeHHOCTU paspaboTkm According to published data, the differences between dupilumab and stapokibart have not yet been fully disclosed. The developers of stapokibart report
Key technological features of development that the drug binds to a distinct epitope compared with dupilumab, thereby enabling suppression of type 2 inflammation via an alternative epitope on IL-

4Ra

Knunuueckue napamertpsli / Clinical parameters

KW, Ha ocHOBaHMM KOTOPOTO 3aperncTpupoBaHo
noKasaHue Ans NpUMeHeHus SOLO 14+ NCT05265923%
CT supporting the approved indication
Konuuecto nauneHToB, BKIOYEHHBIX B KU () 224 251 [59]

3 DUPIXENT® (dupilumab) injection, for subcutaneous use. Initial U.S. Approval: 2017. Highlights of prescribing information. https:/www.dupixent.com/dam/jcr:baa264a6-33a5-4e3b-8b47-
d0026e1a2399/dupixent_fpi.pdf

40 Dupixent. Overview. https://www.ema.europa.eu/en/medicines/human/EPAR/dupixent

41 Stapokibart injection Approved for marketing by China NMPA, https://english.nmpa.gov.cn/2025-02/19/c_1073594.htm

42 NCT02277743. Study of dupilumab monotherapy administered to adult patients with moderate-to-severe atopic dermatitis (SOLO 1). https://clinicaltrials.gov/study/NCT0227774%?term=NCT02277743&rank=1

43 NCT05265923. A study of CM310 in patients with moderate-to-severe atopic dermatitis. https://clinicaltrials.gov/study/NCT05265923?term=NCT05265923 &rank=1
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Shpeer E.L., Zarubina K.l., Kulikova E.A., Gusev A.B.

China’s medicinal sovereignty in the therapy of serious and life-threatening conditions: Analyzing the list of medicinal...

Number of patients enrolled in the CT (n)

CpepHss v Taxenas crenenu Tskectv ALl
Moderate to severe atopic dermatitis

CpepHssa 1 Txenas crenenu Taxectn All
Moderate to severe atopic dermatitis

MHpekc nnowaan u Taxkectn aksemol (EASI-75) Ha 16-1
Hea., %
Eczema Area and Severity Index (EASI-75) at Week 16, %

51

66,9

CHMXeHWe BbIpaXKeHHOCTW aTonMyeckoro AepMaTurta no
obuieit ouerke nccneposartens (IGA 0-1) %

Reduction in atopic dermatitis severity according to the
Investigator’s Global Assessment (IGA 0-1), %

38

44,2

Yacrora CHA, %
Incidence of SAE, %

[aHHble OTCYTCTBYIOT
Data not available

1,2

Tabnuua coctaBneHa astopamu / The table was prepared by the authors

Mpumeyanue. MHH - mMexpayHapoaHoe HenaTeHTOBaHHOe HauMeHoBaHue; K/ - knnHuyeckoe nccneposaHue; CHA - cepbesHble HexxenaTtenbHble SBNEeHUS.

" 3pech v ganee KIMHWYECKME NapameTpbl 4ns AynuiyMaba npuseaeHsl no gaHHbiM DUPIXENT® (dupilumab) injection, for subcutaneous use. Initial U.S. Approval: 2017. Highlights of prescribing information.
" 3pech v panee KIMHMYECKME NapaMeTpbl ANA CTanokubapTa NpuBeaeHbl Ha OCHOBE nybankaumu [59].

Note. INN, international nonproprietary name; CT, clinical trial; SAE, serious adverse events.
* Hereinafter, clinical parameters for dupilumab are presented based on data from DUPIXENT® (dupilumab) injection, for subcutaneous use. Initial U.S. Approval: 2017. Highlights of prescribing information.
** Hereinafter, clinical parameters for stapokibart are presented based on [59].

Ona uutupoBanua: Lneep E.J1., 3apybuHa K.U., Kynukoea E.A., Tyces A.b. JlekapcTBeHHbI cyBepeHuTeT KuTas B Tepanuu CepbesHbiX WAW YrPOoXaWMX XU3HU 33a001eBaHUIt: aHanu3
HOMEHKNATypbl MpenapaToB, 3aperncTpupoBaHHbix B 2024 roay. PezysismopHsie uccie0o8aHus U 3Kkcnepmusa aekapcmeerHeix cpedcms. 2026. https://doi.org/10.30895/1991-2919-2026-856

For citation: Shpeer E.L., Zarubina K.1., Kulikova E.A., Gusev A.B. China’s medicinal sovereignty in the therapy of serious and life-threatening conditions: Analyzing the list of medicinal products

registered in 2024. Regulatory Research and Medicine Evaluation. 2026. https://doi.org/10.30895/1991-2919-2026-856
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