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TRIAL: Clinical Evaluation of the ExoDx Prostate (IntelliScore) in men presenting for initial 

biopsy; additional confirmation study including impact on decision-making and health 

economics. 

 

EPI TEST:  ExoDx Prostate (IntelliScore), EPI, is a non-DRE urine-based liquid biopsy test 

indicated for men 50 years of age and older with a PSA 2-10ng/mL being considered for an 

initial biopsy.  For this population, the test returns a risk score that predicts the presence of high 

grade (Gleason > 7, >ISUP2) prostate cancer (HGPCa).  The cut-point values for other 

population, for instance, men less than 50 years of age or with previous biopsies, are unknown.  

The results of the test cannot be interpreted as absolute evidence of the absence of malignant 

disease and physicians should utilize this result in conjunction with other standard of care 

prognostic information and additional clinical factors to determine whether to proceed with a 

tissue biopsy.    

 

Test results are reported as low or high risk for HGPCa on a subsequent biopsy using a cut-point 

of 15.6 (scale 0-100).  At this cut-point, the EPI test in validation had a clinical sensitivity of 

92% and a NPV of 91%. (McKiernan et al., JAMAONC, 2016) 
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Cohort 1 Results:  Confirmed performance of EPI in cohort 1 (n=503) for men 50 years or older 

with PSA 2-10 ng/mL, scheduled for initial biopsy; EPI AUC 0.70 >Standard of Care AUC 0.62 

and PSA alone AUC of 0.58 for discriminating > GS7 (> ISUP2) PCa from benign and GS6 

(ISUP1) PCa disease.    
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Comparison with original validation cohort (n=519 patients, EPI AUC 0.71) and combined 

(n=1022 patients, EPI AUC 0.70) demonstrated good agreement.  Using the previously validated 

cut-point of 15.6 (or alternative 20) would avoid 26% (or 40%) of unnecessary prostate biopsies 

and 20% (or 31%) of total biopsies, with an NPV of 89% for both cut-points, and missing only 

7% (or 11%) of ISUP>2, respectively.  

 

 

EPI CarePath Recommendation: 

 

EPI, is a non-DRE urine-based liquid biopsy test indicated for men 50 years of age and older 

with a PSA 2-10ng/mL being considered for an initial biopsy. Based on expert consensus review 

of the cohort 1 results including comparison with the original validation study and a meta-

analysis of the validation and cohort 1 outcomes, the committee had the following 

recommendation: 

 

The EPI test report is to be utilized at the original validated cut-point of 15.6 (scale 0-100) for all 

eligible patients enrolled in cohort 2.  Patients with an EPI score < 15.6 are considered low risk 

for having HGPCa [>GS7/ >ISUP2] on a subsequent biopsy while patients with an EPI score > 

15.6 are considered high risk for having HGPCa [>GS7/ >ISUP2] on a subsequent biopsy.  The 

EPI test is not a diagnostic assay and therefore is designed to be used in conjunction with 

standard of care prognostic information (e.g. total PSA, age, race, and family history) and all 

possible available clinical factors including PSA velocity, PSA density, prostate volume, 

suspicious nodules on a DRE and irregularities on an MRI.  

 

 
 

 

 

 


