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Background Results C. Safety
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* The study explored if SIM may enhance cetuximab (CET) induced ADCC | == % AI_E leading to SIM 6.9% lymphopenia 8.6%
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Methods TSRS T AR | oot 15.5% IRR 13.8%, ALT 1.10.3%
* 58 Patients with recurrent, unresectable, or metastatic SCCHN B. Clinical Activity *Cardiac arrest, hemorrhage (neither SIM-related)
* In Dose-escalation (DE), 21 patients received SIM 5-20 mg weekly (QW) | In 49 response evaluable patients, ORR 7% (4 PR), DCR 54.4%, median PFS :
. . D. Pharmacodynamics
for 4 weeks and every 2 weeks (Q2W) thereafter 3.7 mo (95% Confidence interval, 2.1, 4.0), mDoR 14.3 mo (95% CI 3.7, NE)
* In the Expansion (n = 37), SIM was given at the recommended dose of 100 - . . Supportive of MoA, SIM + CET lead to preferential expansion & activation of
10 mg QW for 4 weeks and Q2W thereafter. CET was dosed at 250 -- No Prior Cetuximab -- | prior CPL n=14 effector NK & T cells, but not Treg in peripheral blood and to augmented TIL
mg/m2 QW or 500 mg/m?2 Q2W schedules after the initial 400mg/m? o W cPi-naive n=6 infiltration (e.g. cytotoxic T and NK cells) and activation in a subset of patients.
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tumor location: 19 oropharynx, 13 oral cavity, 6 larynx, 3 hypo-, 2 3 CPI, checkpoint inhibitor -65 | vedan o8 ana . ons sond o e 2y ele A
nasopharynx, 6 other. At study entry, 3 Stage Ill and 46 Stage IV. Patients | -1 - " Responder * TomRespone
with prior: radiation 43, surgery 25, (neo)adjuvant therapy 29. Patients Summary and Conclusions
with prior lines (L) of systemic therapy: 1L 13, 2L 15, 23 17. Median * The safety profile of SIM in combination with CET was consistent with the safety of each component, and did not lead to increased overlapping toxicities

treatment duration 3.3 months (range 0-18) * Despite sporadic responders with prior CPI, overall low anti-tumor activity does not warrant further clinical exploration in HNSCC



