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ABSTRACT

FIGURE 2 — Incidence and Mortality Rate of Prostate Cancer In Mexico FIGURE 5 — Current Algorithm and Utility As Well As Future Assessment in Mexico

Prostate cancer (PCa) exhibits a significant health risk to aging men, in which effective diagnosis of high gleason (Gleason >7) cancers is
of critical need. Currently, the main screening tool utilized for detection of prostate cancer is prostate specific antigen (PSA), however, PSA 100 =
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exhibits limited utility in men with benign prostatic hyperplasia (BPH) due to inherent elevated PSA as the result of an enlarged prostate, 5 _ - @ 50-59 B 45-49 i LEd
resulting in increasing unnecessary biopsies. In Mexico, there is currently a higher incidence of aggressive PCa due to the inherent risk = g 80 — O 60-69 o u gg:gg —— Cutoff Sensitivity Specificity PPV NPV OR(Cl) N—
within the overall population as well as there is a need for additional screening tools. There is a critical unmet need to evaluate novel PCa 2 ] a 70-79 w7 ; 50.64 &
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In the current study, a prospective cohort from Mexico City and Guadalajara was analyzed evaluating 34 BPH and 44 PCa in men E% ] g..-'::, | = 85-89
exhibiting symptoms with PSA levels between 4-10 ng/mL, who were all referred for 12 core prostate biopsies due to suspicion of prostate 5 = 20— Z 29— : 28'594
cancer. Additionally, 41 non-diseased men were assessed as controls who had PSA below 1.5 ng/mL, who were not assessed further and % Q. | i C
were only used as comparison as a negative PSA cohort. Comparison of non-diseased controls with BPH/PCa men exhibited an AUC of 0.99, o 0— 0—
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independent of PSA. In comparison with previously published data, FLNA mean levels were 24 ng/mL in previously published American study Year | . A ,, 'ig;f'f:\ge,s\m Age alone 0.3 1 0.21 038 1  Inf(0.317-Inf) 19 9
cohort and 55 ng/mL in the Mexican BPH/PCa cohort with a P value of <0.001. Beltran-Ontiveros et al Cancers 2022, 14, 3184. https://doi.ore/10.3390/cancers14133184 i ) 7%8 FLNA-P21alone 022 1 0.16 036 1  Inf(0.194- Inf) 19 9
Assessment of patient populations revealed that there was superior diagnostic performance of FLNA for patients between PSA 4-7, : o 1 FLNA-P21+Age 023 1 0.21 038 1  Inf(0.317-Inf) 19 9
which represents an increased unmet need for biopsy decision support. Analysis of BPH compared to all PCa exhibited a sensitivity of 0.94 FIGURE LEGEND 2. Incidence and mortality rate of prostate cancer in Mexico as well as the annual increase in death over the past 20 years. ot ot o s 1 9
and specificity of 0.53, PPV 0.64, NPV of 0.91, and OR of 16.4. Diagnostic analysis of BPH compared to high gleason PCa exhibited a | | R T
sensitivity of 1, specificity of 0.21, PPV 0.38, NPV of 1, and OR of inf in this pilot study. This assessment revealed promising insight that : i i : : TilGiop © B+ PG Cutpor
aggressive PCa was not missed using pSTATEdx. FIGURE 3 — Cohort Demographlcs and Filamin A EprESSlon In Mexican Cohort
pSTATEdx demonstrated diagnostic utility in prevention of unnecessary biopsies in the Mexican population as a reflex test to those Age vs FLNA for Terralpe patients in PSA 4-7 range
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FIGURE LEGEND 5. (A) Comparison of previously published cohort (Scientific Reports 2021 and Cancers 2024) compared to Mexican cohort
; FIGURE LEGEND 3. (A) Clinical study design demographics of previous United States diagnostics study compared to Mexican (Terralpe) using the current risk assessment algorithm. With increased levels of Filamin A in the Mexican cohort there is a shift in the population
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. Sffotoms 0P o e 100 . Revaluate PSAand prospective cohort. (B) Expression levels between United States and Mexican (Terralpe) cohorts for diseased as well as healthy control using current algorithm. (B,C) Statistical assessment using current algorithm for prostate cancer and aggressive prostate cancer for PSA
 Negative DR oy ipes AR subjects ranges between 4-7. (D, E) Exploration of alternative models for Mexican cohort, which would be modeled by PSVM approach.
FIGURE 4 — Healthy Control and Disease Distribution of Filamin A Levels In Serum CONCLUSIONS
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data demonstrated improved diagnostic utility of these measurements compared to PSA screening. disease population.
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