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Background

. ErbBB,I' ab'hedt_erOQimer?c partner of EGFR or ErbB2, is activated by Subject demographics Efficacy Pharmacokinetics
eregulin binding in various cancers.
* 1SU104, a monoclonal human antibody, blocking ErbB3 activation by In the part 1, 15 patients (13 males, 2 females) were enrolled and median * From the data of patignts wh_o have at least 1 tumor assessment result with Table 4. Summary of PK Parameters of ISU104 in Patients after a
heregulin and subsequent dimerization, showed anti-tumor effects in age was 54 (range 36-96). measurable target lesions, disease control rate was 61.5% (8/13): Single IV Administration
ErhB3 Acivation s one of the Key mechaniem how cancer cells acqire Table L Baseline Patient and Disease Characteristics (N=15) 7 pationts (7113, 58.6%) showen stable disease ETED
0, ) .
resistance to the currently used therapies. Gender, n (%) * Incase of Head and Neck cancer, DCR was 83.3% Pmmmm “ ﬁ:;:;;ay] :3?.::;:;;” (sfn‘;';:;,iw (102;;;:“) (zn(:;i;i”
«  Accordingly, 1SU104 would likely give clinical benefits to patients with no Male 13 (86.7) Table 3. Summary of Tumor Response Ne3 =3 N=3 N=3 N=3
available therapeutic options. Here, for the first time, the safety, efficacy Female 2(13.3) - Conlighl) 1753425 52491118 819041669 194308433814 40440418508
and pharmac_okinetic profiles of ISU104 were investigated in patients with Median age, years (range) 54 (36-96) Best response, n (%) All patients Head and Neck (hﬁicfﬁ;t) s eriess e sersesr emscrng ST o sessd1t
advanced solid tumors. ECOG PS, n (%) T (n=15) | PP (n=13) T (n=1) PP (n=6) Tl 305(300-2315)  2450(120-72000  168(103-3.12) 108102 - 3.00) 172 (108 - 5.75)
o 0 2(13.3) Complete response 0 (0) 0 (0) 0 (0) 0(0) tia () 4450574 847413687 166502131122 29505215624 269.86:19.08
% 10 EroBs 1 12 (80.0) Partial response 1(67) 1(7.7) 1(14.3) 1(16.7) CLimUNhkg) 0772041 039:0.17 037:0.15 0.20:0.05 0.20:003
= 2 1(6.7) Vd(mLikg) 513323210 422121341 7087+19.33 78.27:29.80 7633141661
o ¥ 0 tl— Isu104 Primary tumor type, n (%) Stable disease 8 (53.3) 7 (53.8) 5(71.4) 4 (66.7)
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Figure 3. Tumor Growth Regression Fi 4. TGR in Erbitux®-Resistant TEAESs leading to dose interruption 3(20.0) Analysis using Archival Paraffin-Embedded Patient Tumor Tissues Figure 10. The simulated (for Q3W Dosing) and the measured
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TEAESs leading to death 0 (0.0) Conclusion
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Figure 5. Patient Treatment Scheme of Part 1 Anorexa — Y D A ° + Clinical safety and efficacy of ISU104 as mono- or combination-therapy,
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