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BACKGR (BPI-7711) is a novel third- Table 2. Efficacy of Rezivertinib in FAS Table 3. CNS Efficacy of Re.zivertinib by B.ICR in.FAS nlb e d promising efficacy
generation epidermal growth factor ° FromJun 12,2019, to Oct 17,2019, 43 treatment-naive, EGFR-sensitizing vy a ;ggsesset;g(ar:QZB) i Basjﬁffg:;ﬂgrget and favorable safety for locally advanced
receptor (EGFR) tyrosine kinase inhibitor mutated advanced NSCLC patients were enrolled; Sverai e (n=43) - (IQ:F1A25) L(is;c;;m or metastatic/recurrent NSCLC patients
(TKI) targeting both EGFR-sensitizing . 12(27.9%) patients had CNS metastases; (%) | N vyith EGFR-sensitizing mutation at first-
mutations and EGFR T790M mutation. In a | | Complete response 0 0 Complete line setting:
orevious phase | study, rezivertinib resulted By the data cut-off date on Dec 23, 2021, the median duration of follow-up partial response 36 (83.7) 30 (69.8) | fresponse 2 (16.7) 0 + The tumor shrinkage was observed in
in an objective response rate (ORR) of was 25.3 (95% Cl: 25.0-26.2) months. Stable disease 6 (14.0) 11 (25.6) Partial response 4(33.3) 4 (80.0) 95.3% (41/43) of patients, with an ORR of
59.3%, a disease control rate (DCR) of Figure 1. The Study Design and Procedures of Table 1. Baseline Characteristics Progressive disease 1 (2.3) 2(4.7) stable disease 1(8.3) 1(20.0) 83.7% by BICR, the median PFS of 22.0
91 .3%’ and a median orog ression-free Rezivertinib (BPI-7711) phase lla study e— e ORR, n (%) 36 (83.7) 30 (69.8) Non—CR/Non—ED 541.7) 0 months by inve Stig ators, an d 20.7
survival (PFS) of 9.7 months for advanced i Age Group, n (%) — 95% Cl, % 69310932 53810830 | | Progressive 0 months by BICR, respectively ; N
non-small cell lung cancer (NSCLC) patients A multi-center, open-label, phase Ila study (NCT03386955). < 50 years 6 (14.0) DCR, n (%) 42070 41053) CNS ORR, n (%) 6 (50.0) 4 (80.0) » Rezivertinib also showed promising
with EGFR T790M mutation, and the ; ;’:gjgaf;3:;‘:;;5';“(?;?;;SfF;ESC';;;:W 106'56;?5“ ﬁg g‘g:g; A 87.7t0 399 84.210 394 95% Cl, % 21.1-78.9 28.4-99.5 efficacy for patients who had CNS
recommended phase Il dose (RP2D) was S ' Sex. 1 (%) FISEIE ROl Monts 1512 19:3 CNS DCR, n (%) 7 (58.3) 5 (100.0) metastases, with the CNS-ORR of 50.0%
identified as 180 mg once daily. | Female 23 (53.5) % 1581020 8310259 95% Cl, % 27.7-84.8 47.7-100.0 and CNS-DCR of 58.3%; for patients with

Al——— Rac'\e/'ar']e(o/) <0 (46.5) pigelEm PR, meriis 28 22 12-month CNS baseline brain target lesion, the CNS-
+ This study aimed to evaluate the efficacy . o R Asian (Chinese) 43 (100.0) b 0248, 0810263 | | progressonfieerste | 867 . 5O ORR was 80.0% and CNS-DCR was
an d <3 fe ty 0 f rez v ar tl ni b in | 0Ca | |y . Stable CNS metasmsese i rean ! £COG PS confidence interval; DoR, Duration of response; PFS, progressiofi=iree survival: CNS, central nervous system: FAS_full analysis set: 100.0% :
3 d vance d Or metastati C/ recurrent (1) 367((1842;08) Figure 4. Kaplan-Meier plot for progression-free survival (PFS) by BICR and investigator in FAS e Rezivertini b revealed 3 favora bIe a nd
treatment-naive NSCLC patients with Single arm iR SEER U e | T - manageable safety profile after over 2
M@'Sitiﬂng mutation. ?;’;'H;ﬁ;_n 11 capsule, QD; toxici.ty. or patient Exon 19 deletion 28 (65.1) 1"_3:; oy e i =
ary endpoint was objective response . One cycle: 21 days; il g’tfif 1; 807)2) g - e gt

rate (ORR) assessec by blinded independent CNS metastases | ;:i T B L‘l_1_ * M. Greco, T. Wang and F. Mo are the

central review (BICR) per the Response o Yes 12 (27.9) : " By e employees of Beta Pharmq, an.d all other

Evaluation Criteria In Solid Tumours version Survival follow:up Note:Zi}epidermalgrowthfactorreceptonCNie(nZ':eszs authors declare no competing interests.
1.1 (RECIST v1.1). The efficacy for patients systen; ECOG, Eastern Cooperative Oncology Group; P performance m

with central nervous system (CNS) e S L S - The authors thank all the participating
metastases was measured by BICR according The tumor shrinkage was observed in 95.3% (41/43) of patients; o~ ® w x m @ mamm 1 pat.le.ntg, their famili es, a nd the

to the Resppnse Assessment in Neuro- The ORR was 83.7% (95% Cl: 69.3-93.2) by BICR and DCR was 97.7% Note B, inded ndpendent cener w1, confdence el 45 participating study teams. This study Wwas

Oncology Brain Metastases (RANO-BM). (95% Cl: 87.7-99.9)" m B i the <af I . funded by Beta Pharma (Shanghai) Co.,

* The median DoR was 19.3 (95% CI: 15.8-25.0) months by BICR; The had treatmenst Vrveelg?celgcatcjalveerslenetveens”cz (eTnIéAS\EZ) Wh(ile .4 (c€)9) gciglehnat; Ltd'- and supporteo! N part by China
» Secondary endpoints included disease median PES was 22.0 (9'5% Cl- 16.8-26 3) months by investigétors de 3 TRAES N de >4 TRAES or treatment.relatod °) National Major Project for New Drug
control rate (DCR), duration of response and 20.7 (95% Cl: 13.8-24 8) months by./ BICR Jrade > N0 grade = > OF treatment-refated serous Innovation (20172X09304015) and New

(DoR), progression-free survival (PFS), overall e CT ' events were reported; National Natural Science Foundation of

survival (OS) and safety. Safety was assessed ~ ° For all patients with CNS metastases, the CNS-ORR was 50.0% (95%  The top three TRAEs were white blood cell count decreased China (81972805).

as per the National Cancer Institute Common Cl: 21.1-78.9) and CNS-DCR was 58.3% (95% Cl: 27.7-84.8); The 12- (44.2%), platelet count decreased (39.5%), neutrophil count < For more information, please contact Prof.

Terminology Criteria for Adverse Events month CNS progression-free rate was 66.7%; decreased (30.2%); Yuankai Shi (syuankai@cicams.ac.cn)

S| ;%3multicenter single-arm; open- e For patients with baseline brain target lesion, the CNS-ORR was - No interstitial lung disease was reported. | | o -
, ‘ 1 80.0% (284_995) and CNS-DCR was 100.0% (477_'] OOO) Table 4. Safety Summary of Rezivertinib Figure 5. The most common (Incidence>5%) TRAEs of Rezivertinib in
! ﬁase Ha StUd}’ (N.CTO3386955,) AE Cat Total, n (%) = Any Grade All AEs Grade=3 All AEs S?':t?etn%'sfwﬁt Grade=3 TRAEs  m Any Grade TRAEs
condu;ted ac.ross 20 sites in the People - Figure 2. Waterfall plot for best percentage Figure 3. Swimmer plot for duration of o =2 White blood el count decrease | 4.2 H 5757 Nhol
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Note: AL, adverse event, [ RAE, treatment related adverse event; "As assessed by

|nveSt|gatO I'S. investigator.



