Investigation of Treatment Procedure to Optimize Photoimmunotherapy
for Head and Neck Cancer
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Photoimmunotherapy (PIT) e v-CR rate was higher with complete tumor coverage at Treatment-related adverse events (TRAEs)
PIT is a targeted treatment for head and neck cancer. It combines every illumination using FD/CD 5 mm/7 mm than using
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and the safety profile was consistent with previous studies. tumor coverage at every illumination 0 10 20 T 50 60 70
e The impact of illumination method and tumor coverage on 10mm/10mm 5mm/7mm Incidence (%)
treatment outcomes has not been fully characterized. (FD/CD) (FD/CD) _ _ _
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e Primary endpoint: Antitumor effect per laser-illuminated lesion,
measured by tumor volume reduction rate

*cerebrospinal fluid leak, visual impairment, blindness
**Includes 16 patients with tracheostomy prior to PIT illumination

» Key secondary endpoint: Incidence of treatment-related adverse Occurrence of TRAEs associated with risks of interest
events | | +15.7pts VAL ———

e Key exploratory endpoint: Impact of PIT procedures on efficacy TRAEs by risks of interest (N=76) # of cases  With risk Without risk
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Patient eligibility: " Refined effective illumination range was Airway Obstruction** 6 (7.9%) 4 2

e Unresectable, locally advanced/recurrent head and neck cancer i associated with a higher v-CR rate ) Fistula 5 (6.6%) 2 3

e Medical Imaging Data Availability for Review . Other AEs Affecting Severe Function
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Current analysis: Patient characteristics Prior treatment Impairment***
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Evaluation of tumor coverage using two different definitions of the Tumor characteristics and PIT implementation
effective illumination range and risks of interest under outcome- Tumor size and illumination strategy varied across patients, Exploratory retrospective analysis with potential reviewer bias.
blinded assessment reflecting real-world clinical practice.
Effective illumination range
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Initial assumption 10 mm 10 mm Oral cavity 16 (20.5%) o Complete coverage of the PIT-treated lesion appears
Refined hypothesis* 5 mm 2 mm Regional lymph node 12 (15.4%) to be important for tumor volume reduction in PIT
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v-CR: volume-based complete response; v-PD: volume-based progressive disease; v-PR: volume-based partial response; v-SD: volume-based stable disease; EGFR: epidermal growth factor receptor; TRAE: treatment-related adverse event; ORR: objective response rate;
DCR: disease control rate; AE: adverse event
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