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Abstract

Background: Purified Candida albicans antigen (PCA) is an immunotherapy hypothesized to stimulate a systemic immune response against HPV, the viral driver of common
warts. Methods: In this Phase Il trial (N = 352), participants received up to 10 intralesional injections of PCA or saline into a single lesion. Results: PCA demonstrated superior,
durable (12 weeks post-final injection) clearance of treated (45.4% vs. 23.4%; p<0.001) and distal (27.6% vs. 16.0%; p=0.023) warts. Over 60% of PCA responders achieved
durable clearance within 4 injections; most showed resolution of both treated and untreated warts. Safety: PCA was well-tolerated with no treatment-related SAEs. Conclusion:
This trial demonstrates the clinical utility of PCA as a non-destructive immunotherapy for warts. Results show rapid resolution and sustained clearance; distal resolution is
consistent with a systemic immunotherapeutic effect, providing a well-tolerated, potent, single-site alternative to traditional destructive multi-lesion destructive therapies.
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hazard ratio; ITT = Intent-to-Treat; mITT = modified Intent-to-Treat; OR = odds ratio;
PCA = purified Candida albicans antigen; SD = standard deviation; TEAE = treatment-
emergent adverse event

Both Treated and Distal Lesions

(A) Participants (%) achieving 100% clearance of measured distal warts. OR calculated by
CMH test. Error bars represent 95% CI (Wilson-Brown). (B) Depth of clinical response across
injected (Inj.) and measured warts.

TEAE = treatment-emergent adverse event

PCA may provide a first-line, single-site alternative to
traditional destructive therapies for treating multiple warts.
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