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Elevated prostate-specific antigen (PSA) levels are important indicators of prostate pathologies.
However, while PSA is organ-specific, it is not prostate cancer-specific.”> An elevated PSA level does not
distinguish prostate cancer from benign prostatic hyperplasia (BPH) and prostatitis.’* Thus, biopsy is often
recommended for men in the 3-10 ng/mL range, where a low specificity yields a negative biopsy rate of
70%-80%.2%3

In addition, elevated PSA levels may not independently identify all patients with prostate cancer.® Up to 25% of
men with PSA levels of 2.1-4.0 ng/mL may already have or will develop biopsy-detected prostate cancer.*

Clinical Application Innovation and Convenience

« Prostate cancer gene 3 (PCA3) is strongly expressed in 95% « A comprehensive menu of traditional methods as well as
of primary prostate cancer specimens and in prostate cancer biomarkers and other emerging technologies to assist in risk
metastasis.? assessment, diagnosis, and monitoring of urology patients

« The CaPDetect: PCA3 noninvasive molecular amplification + Flexible test ordering and result reporting options, including
assay detects and quantifies both PCA3 and PSA mRNA Web-based services for convenient, timely access
levels, providing a PCA3/PSA ratio score that can assist
in determining whether a patient is at increased risk for Confidence
developing prostate cancer. «  MD and PhD specialists on staff and available for consultation

« CarePath™ personalized, diagniosis-specific information for
physicians and patients
«  Summary statistics and utilization data for case management,

PCA3 Sensitivity, Specificity, Informative Rate’*>

Sensitivity . ..vvvev 67%-82%

SPECIICIY + v+ eeeeeeeee e 76%-83% as well as HEDIS and outcomes management initiatives
Informative rate* ............coeeeeeennnnn.. 79%-98.2% + A commitment to measuring quality and performance at
(*percentage of samples yielding sufficient RNA for analysis) every level of the testing process—from specimen pickup to

result turnaround

CaPDETECT: PCA3 from DIANON
Systems can aid in the detection
of prostate cancer in patients with
elevated serum PSA results and
negative prostate biopsies.

Morphologic Evaluation | Flow Cytometry | FISH | Cytogenetics | Molecular Genetics | Image Analysis | IHC
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Correlation of PCA3 Score with Specimen collection and analysis
Probability of Positive Biopsy® o
Digital Rectal Exam
%% Biopsy Positive by PCA3/PSA ratio range (All subjects, n = 491) 3 strokes per lobe
'ug; 60%
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PCA3 Ratio n Bx pos % Biopsy pos S . Analvsi
<5 53 12 20.7% pecimen Analysis
5-19 170 46 27.1%
20-34 95 30 31.6%
35-49 47 20 42.6%
PCA3 and PSA mRNA concentrations

>0-100 /8 42 53.8% measured in separate tubes from

>100 43 29 67.4% same specimen
Results
Quantitative ratio of PCA3/PSA mRNA yields a PCA3 Score
PCA3 score < 35 Patient at lower risk of positive biopsy Prostate Cancer Gene 3 (PCA3)
PCA3 score > 35 Patient at higher risk of positive biopsy

CPT 83913; 83891 (x2); 83902 (x2); 83898 (x2); 83896 (x2);

83912
Synonyms CaPDetect:PCA3
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