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Likelihood of detecting GS≥7 (3+4) upon repeat biopsy:

PATIENT RESULT: DNA METHYLATION POSITIVE

DNA Methylation Positive: This patient’s test result indicates a 17% risk for Gleason Score (GS)≥7 (3+4) 
cancer, 21% for GS 6 cancer and a 38% risk for any prostate cancer.

DNA Methylation Status Table

Likelihood of detecting GS 6 
cancer upon repeat biopsy21% Likelihood of any prostate 

cancer upon repeat biopsy38%
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Report Key
NEG = DNA METHYLATION NEGATIVE
POS = DNA METHYLATION POSITIVE

Biopsy site GSTP1
Methylation

APC
Methylation

RASSF1
Methylation

Left lateral apex:  NEG NEG NEG

Left lateral base:  NEG NEG NEG

Left mid:  NEG NEG NEG

Right base:  NEG NEG NEG

Right mid:  POS POS NEG

LATZ (O):  NEG NEG NEG

LBTZ (M):  NEG NEG NEG

Left apex:  NEG NEG NEG

Left base:  NEG NEG NEG

Biopsy site GSTP1
Methylation

APC
Methylation

RASSF1
Methylation

Left lateral mid:  NEG NEG NEG

LMTZ (N):  NEG NEG NEG

RATZ (R):  NEG NEG NEG

RBTZ (P):  NEG NEG NEG

Right apex:  NEG NEG NEG

RMTZ (Q):  NEG NEG NEG

Right lateral apex:  NEG NEG NEG

Right lateral base:  NEG NEG NEG

Right lateral mid:  NEG NEG NEG



Patient Name: David Sample DOB: 12/27/1959
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Disclaimer:
Mdxhealth is regulated under the Clinical Laboratory Improvement Amendments (CLIA) and College of American Pathologists (CAP) 
as an accredited laboratory to perform high complexity clinical testing. The Confirm mdx for Prostate Cancer test was developed, and 
its performance characteristics determined by mdxhealth. This test is intended for use as an aid to clinicians for patient management 
decisions for the need to perform a repeat biopsy on patients with a previous histopathologically negative biopsy result (benign, HGPIN, 
or ASAP) within the past 30 months and high-risk clinical factors for occult prostate cancer.
CLIA# 05D2033858; CAP# 8015399.
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Comments:

Test Description

Confirm mdx results indicating the likelihood of GS 6 and GS≥7 (3+4) prostate cancer being detected upon repeat biopsy is calculated 
by incorporating DNA methylation intensity with clinical risk factors, including PSA, DRE, age, and histopathology of the previous biopsy, 
based on a logistic regression model that yields an area under the curve (AUC) of 0.762 (95% CI: 0.679-0.844). Performance is based on 
the presence of all relevant data elements; if all data are not available, or 5 -reductase inhibitors (5ARI) have been administered to decrease 
serum PSA values, results should be interpreted with caution since the AUC of the test may vary. Cancer association with DNA methylation 
of the Confirm mdx gene markers has been reported on ~4,500 patients.

Confirm mdx for Prostate Cancer assesses the status of GSTP1, APC and RASSF1 genes in histopathologically cancer-negative biopsy 
specimens from men considered at risk for prostate cancer. If one or more of these genes, in one or more core samples, is interpreted as 
positive for methylation, the Patient Result is reported as positive; otherwise, the Patient Result is reported as negative. Confirm mdx is a 
DNA methylation specific PCR (MSP) assay, based upon the ability to discriminate methylated from non-methylated cytosines following 
bisulfite treatment of the DNA.

Patient samples are derived from paraffin-embedded prostate core biopsy tissues fixed in 10% neutral buffered formalin (NBF) or other 
validated fixatives. Prior to DNA isolation, a deparaffinization step is performed to dissolve the paraffin into which patient samples are 
embedded. After DNA isolation, the nucleic acids are bisulfite treated which converts unmethylated cytosines to uracil while the methylated 
cytosines remain unchanged. Following chemical conversion, methylated DNA can be distinguished from the unmethylated DNA by 
methylation specific PCR (MSP). The GSTP1, APC and RASSF1 genes are amplified using methylation specific primers and quantified 
using molecular beacons.1-3


