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Background Conclusions Limitations

Up to 70% of oropharyngeal cancers in the US are - - - - - et This study presents data from a snapshot of an ongoing
HPV-mediated with most caused by HPV16 infection.! 2 * PDS0101 with pembrollzumab is well tolerated in this ICI-naive R/M Phase 2 study. Fourteen subjects were enrolled but had not yet

PDS0101 is a novel, investigational, T cell activating, HPV1 6-positive HNSCC population received their first imaging assessment. Final results may differ
for reasons including: outcomes from additional subjects

HPV16-targeted immunotherapy that stimulates a targeted

T cell response against HPVA6-positive cancers. * Median PFS was 10.4 months which compares favorably to publls_hed m_edlan enrolled in the study, new outcomes from existing subjects.
PFS of 2-3 months for approved ICls when used as monotherapy in patients delays in data entry at the research site, ongoing monitoring
with similar PD-L1 Ievels3’ 4 and clarification of data queries.

* The estimated 12-month OS rate of 87.1% is promising compared to published References

VERSATILE-002 (NCT04260126) is a Phase 2, open-label, results of 36—50%3 4

non-randomized, adaptive design study evaluating the _ _ _ _ 1. https://www.cdc.gov/cancer/hpv/basic_info/hpv

combination of PDS0101 and pembrolizumab in subjects * These results justify a confirmatory randomized, controlled study oropharyngeal.htm. Published October 3, 2022.

with HPV16-positive recurrent and/or metastatic (R/M) 2. Cochicho D, et al. Virol J. 2021;18(217).

HNSCC in 2 cohorts: ICI-naive and ICl-refractory. All IC Correspondence: Katharine Price, price.katharine@mayo.edu 3. Burtness B, et al. Lancet. 2019:394:1915-1928.

naive subjects must be 218 years of age and have a 4. Ferris RJ, et al. Oral Oncol. 2018;81:45-51.
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