Sunvozertinib for NSCLC Patients with EGFR Exon20 Insertion Mutations:

Preliminary Analysis of the First Pivotal Study Results
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Background Results - Efficacy Results - Safety

« Sunvozertinib (DZD9008) is a rationally designed, irreversible EGFR  The confirmed ORR was 59.8% (58/97) by BICR. All confirmed Table 2. Summary of common (2 20%) drug-related TEAEs (= Grade 3)
inhibitor targeting EGFR mutations and with wild-type EGFR selectivity. responders had at least two post-treatment tumor assessments. AE summary, n(%) 300 mg Total
. . . . . . . (N = 178) (N = 277)
« Breakthrough Therapy Designation was granted by both U.S. FDA and  The response rate for patients with baseline brain metastasis was Diarrhea 13 (7.3) 17 (6.1)
China NMPA, based on previously reported data from WU-KONG1 48.4% (15/31). Rash 5 (2.8) 8 (2.9)
(NCT03974022) and WU-KONG2 (CTR20192097) studies. » Median duration of response (DoR) has not been reached. The longest Blood CPK increased 24 (13.5) 31 (11.2)
« Global pivotal studies are ongoing for = 2" |ine and 15t line treatment of DoR was > 9.7 months (patient still on treatment and responding). Anemia 7 (3.9) 13 (4.7)
NSCLC with EGFR exon20 insertion mutation (exon20ins). * A total of 30 subtypes of EGFR exon20ins were enrolled. Anti-tumor Stomatitis 4(2.2) 5 (1.8)
* Here we presented preliminary results of WU-KONG6 (CTR20211009), activities were observed regardless of mutation subtypes and positions. Paronychia 3 (1.7) 4 (1.4)
the flrst plvotal StUdy Of Sunvozertlnlb as a 2nd Ilne treatment after Amiva.ntamab NNNNNNNNNNNNNNNNNNEINNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNNE|NNNNNNNNNNNNNNNNNNNNNNEINN S — appetlte 3(17) 7(25)
p|at|num based Chemotherapy_ aseline . NNNNH@NNNEHNHNHNHNEEHNNNNHNNNNNNNNNNE|NNNNNNNNNHN@NNHEHNNHNHNNNH@HNHNNNNNHNHNHHNNBNNHNNNNHNHNNNNNN Natcon , (1.1) ; (1.1)
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Vomiting 1 (0.6) 2 (0.7)

The severity of toxicities was graded according to CTCAE version 5.0; The causality was based upon investigator's assessment.
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« WU-KONGS6 is an open-label, single-arm, multicenter, phase 2 pivotal
study conducted in 37 centers in China, with objective response rate
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Table 3. Overview of TEAES pooled analysis
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Best Tumor Change from Baseline(%o)

300 mg Total
. . . - 0)
(ORR) assessed by blinded independent central review (BICR) as the ;‘Z SUIMIET T 60) (N =178) (N =277)
primary endpoint. %0 . B Drug-related AE leading to drug interruption 59 (33.1) 84 (30.3)
] . Eligible patients: i — m = ) :
* The efficacy set comprised a total of | - Wwith locally advanced or metastatic NSCLC y tltoo gg@@ibzzgz;Z)@;(:@@Z;w@ss@s@@s@@é@sc;gsoggxgs@g@gg@@g%@@A@L@@w@ﬁ%@ﬁﬁﬁﬁé&%ﬁ%g@@g?ﬁﬁéé\%%@ Drug-related AE leading to dose reduction 36 (20.2) 54 (19.5)
: »  Central laboratory confirmed EGFR exon20ins IS S T ST S I A SENAT NG S ST e S I R : : L
97  platinum-pretreated  NSCLC | . \jnose diseases had progressed on or after _ | S ST R & Drug-related AE leading to treatment discontinuation 14 (7.9) 17 (6.1)
: : : latinum-based chemothera Figure 2. Best tumor size change of target Iesmn assessment
pa“ents W|th EG FR eXOn20|nS from P4 Py PR: partial response; SD: stable disease; PD: progressive di i I
WU-KONG6 (Data cut-off date: 31 * The most common drug-related TEAEs included diarrhea and rash,
July, 2022) ' ,_[ DzD3008. } : oo which were considered to be related to EGFR inhibition.
% | , , : w0 DCR = 85 10¢  Majority of the reported events were mild to moderate in severity, which
* The Safety ana!ySIS set Compl_‘lsed a Continuous dosing until disease progression, % 20 Hm e could be monitored and managed In the clinics.
intolerable ad ts, ithd | of g A . . .
ItOtaItolf %177 patfletntStWhO trefcelve\/(\j/ St niolerable acverse even's, or witndrawal o P l - After supportive care, these AEs were reversible and patients could
eas ose of treatment from - ! SR il |
Safety was analyzed according to CTCAE 5.0. g -40 | 4 SDPRPRPR"“SDPRPRPRPRPRPRPRPRPRPRPRPRP; ™ rersrg recover.
KONGl, WU'KONGZ, WU'KONG6 Efficacy was assessed according to RECIST 1.1. % 60 | ™ Loop classification "“SD"‘“’RPRSDPRPRPRPRPRPRPRSDPRPRPRPRPRSDPR PRrR
and WU-KONG15. Figure 1. WU-KONGS6 study design 80 | o e oty Summ ary
i I Far Loop (N = 24) ™ ™ .. . . . . .
: . - @p , : e - Sunvozertinib (DZD9008) demonstrated superior anti-tumor activities in
Patient Demographics F3 o / $ R advanced NSCLC patients with EGFR exon20ins, post platinum-based
Table 1. Patient demographics of the efficacy set igure 3. Anti-tumor activity in differen chemotherapy. The confirmed ORR at 300 mg was 59.8% by BICR.
Characteristics (3|\?2 279) . Patient_s with bqseline brain metastasis showed significant response as
Median age (range), year 58.0 (29, 79) well, with a confirmed ORR of 48.4%.
| SN | * Clinical activities were observed across a board range of EGFR
Female, n (%) 58 (59.8) Baseline : : : .
F————— o GE exon20ins mutation subtypes and regardless of mutation positions.
ace (ASian), n . - . .
§ » Sunvozertinib demonstrated a comparable safety profile to other EGFR
ECOG (0/> 1), n (%) 29 (29.9)/67 (69.0) TKls
Prior systemic anti-cancer treatment, n (%) '
One line/more than 1 lines 48 (49.5)/49 (50.5) AcC kn OWI ed g ments
Platinum-based chemotherapy 97 (100.0) Cycle 7 « We thank the patients, their families and their caregivers.
Day 1 . . . .
PD-1/PD-L1 33 (34.0) VY « We thank investigators and their team members at each study site.
EGFR TKI 25 (25.8) * We thank staffs involved in WU-KONG1, WU-KONG2, WU-KONG6 and
Baseline BM, n (%) 31 (32.0) WU-KONG15 studies.

Figure 4. Anti-tumor activity in both extracranial and intracranial lesions

BM: brain metastasis. #: There is 1 (1.0%) missing data.
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