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Procedures addressed 

The inclusion of any procedure code in this table does not imply that the code is under 
management or requires prior authorization. Refer to the specific Health Plan's 
procedure code list for management requirements.

Procedure addressed by this guideline Procedure code

SelectMDx 81479

What is SelectMDx 

Definition

SelectMDx is a proprietary test that is designed to identify an individual’s risk of 
prostate cancer without the need for a biopsy.

 Prostate cancer is the most common cancer among men, with over 200,000 new 
cases identified each year in the United States.1,2 The median age at diagnosis is 
66 years.3 Older men are more likely to be affected than younger men, and African 
American men have higher rates compared to men of other ethnic backgrounds.3 

 Screening programs for prostate cancer allow for its early detection. Screening is 
typically performed by prostate-specific antigen (PSA) test and digital rectal 
examination (DRE).2,4 

 Diagnosis is confirmed by prostate biopsy.5-8 Biopsy is typically performed by 
collection of approximately 12 needle biopsy cores.7 

 Initial biopsies only detect 65-77% of prostate cancers, and repeat biopsies are 
frequently performed.9,10 The false negative rate of biopsy may be as high as 25%.11 

Test information 

 SelectMDx is a urine based assay that measures mRNA levels of DLX1 and 
HOXC6 to determine an individual’s risk of prostate cancer. KLK3 expression is 
used as an internal reference.12 

o Higher levels of DLX1 and HOXC6 are associated with an increased risk of 
prostate cancer.

 This test is performed on first-void urine samples in patients post-digital rectal 
exam.

 Individuals with a high risk score on SelectMDx may need a biopsy.12 
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 Individuals with a low risk score on this test may be able to avoid a biopsy.12 

Guidelines and evidence 

American Urological Association 

The American Urological Association issued a Guideline Statement (2013, reaffirmed 
2018) and stated:13

 “While the benefits of PSA-based prostate cancer screening have been evaluated 
in randomized-controlled trials, the literature supporting the efficacy of digital rectal 
exam (DRE), PSA derivatives and isoforms (e.g. free PSA, -2proPSA, prostate 
health index, hK2, PSA velocity or PSA doubling time) and novel urinary markers 
and biomarkers (e.g. PCA3) for screening with the goal of reducing prostate cancer 
mortality provide limited evidence to draw conclusions.” 

European Association of Urology (EAU) 

The 2019 EAU guidelines for prostate cancer state the following in regards to 
SelectMDx:14

 “In men with an elevated risk of PCa with a prior negative biopsy, additional 
information may be gained by the Progensa-PCA3 and SelectMDX DRE urine tests, 
the serum 4Kscore and PHI tests or a tissue-based epigenetic test (ConfirmMDx). 
The role of PHI, Progensa PCA3, and SelectMDX in deciding whether to take a 
repeat biopsy in men who had a previous negative biopsy is uncertain and probably 
not cost-effective.” 

National Comprehensive Cancer Network 

The National Comprehensive Cancer Network (NCCN, 2019) evaluated the evidence 
related to SelectMDx, citing lack of additional validation of the scoring model in 
independent populations/cohorts and lack of long-term follow-up in the studied 
population. 7 The NCCN concludes its analysis with this statement:7

 “... the panel considers SelectMDx to be investigational at the present time, but will 
review additional information as it becomes available."

Selected Relevant Publications 

 Overall, the evidence base for SelectMDx is small and consists of studies 
describing the development and initial clinical validation, studies evaluating the 
diagnostic performance characteristics of SelectMDx, and studies comparing 
SelectMDx performance with mpMRI, PCA3, or ERSPC RC4 results.15-21 Though 
the initial results are encouraging, there is an overall paucity of sufficient evidence 
currently available in the peer-reviewed literature to evaluate the clinical validity and 
clinical utility of this test. SelectMDx needs to be tested in larger and heterogeneous 
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populations in diverse clinical settings to further assess its clinical validity and 
clinical utility. An ongoing clinical trial may enhance the evidence base in the future. 

Criteria 

 This test is considered investigational and/or experimental.

o Investigational and experimental (I&E) molecular and genomic (MolGen) tests 
refer to assays involving chromosomes, DNA, RNA, or gene products that have 
insufficient data to determine the net health impact, which typically means there 
is insufficient data to support that a test accurately assesses the outcome of 
interest (analytical and clinical validity), significantly improves health outcomes 
(clinical utility), and/or performs better than an existing standard of care medical 
management option. Such tests are also not generally accepted as standard of 
care in the evaluation or management of a particular condition.

o In the case of MolGen testing, FDA clearance is not a reliable standard given 
the number of laboratory developed tests that currently fall outside of FDA 
oversight and FDA clearance often does not assess clinical utility.

References 

1. Centers for Disease Control and Prevention. USCS Data Visualizations. Available 
at: http://www.cdc.gov/cancer/dcpc/data/men.htm.

2. National Cancer Institute. Prostate cancer treatment (PDQ). Available at: 
http://www.cancer.gov/types/prostate/hp/prostate-treatment-pdq.

3. National Cancer Institute. SEER Stat Fact Sheet: Prostate Cancer. Available at: 
http://seer.cancer.gov/statfacts/html/prost.html. 

4. American Cancer Society. Tests to Diagnose and Stage Prostate Cancer. Available 
at: https://www.cancer.org/cancer/prostate-cancer/detection-diagnosis-staging/
how-diagnosed.html .

5. Centers for Disease Control and Prevention. Prostate Cancer. Available at: 
http://www.cdc.gov/cancer/prostate/index.htm 

6. National Comprehensive Cancer Network (NCCN). Practice Guidelines in 
Oncology. Prostate Cancer. v.2.2018. Available at: 
http://www.nccn.org/professionals/physician_gls/pdf/prostate.pdf.

7. National Comprehensive Cancer Network (NCCN). Practice Guidelines in 
Oncology. Prostate Cancer Early Detection. v.1.2019. Available at: 
http://www.nccn.org/professionals/physician_gls/pdf/prostate_detection.pdf.

8. Hubner N, Shariat S, Remzi M. Prostate biopsy: guidelines and evidence. Curr 
Opin Urol. 2018;28(4):354-359.

©2021 eviCore healthcare. All Rights Reserved. 3 of 4
400 Buckwalter Place Boulevard, Bluffton, SC 29910 (800) 918-8924 www.eviCore.com 

   
   

   
 S

el
e

ct
M

D
x

http://www.cdc.gov/cancer/dcpc/data/men.htm
http://www.eviCore.com/
http://www.nccn.org/professionals/physician_gls/pdf/prostate_detection.pdf
http://www.nccn.org/professionals/physician_gls/pdf/prostate.pdf
http://www.cdc.gov/cancer/prostate/index.htm
https://www.cancer.org/cancer/prostate-cancer/detection-diagnosis-staging/how-diagnosed.html
https://www.cancer.org/cancer/prostate-cancer/detection-diagnosis-staging/how-diagnosed.html
http://seer.cancer.gov/statfacts/html/prost.html
http://www.cancer.gov/types/prostate/hp/prostate-treatment-pdq


Lab Management Guidelines V2.0.2021

9. Djavan B, Ravery V, Zlotta A, et al. Prospective evaluation of prostate cancer 
detected on biopsies 1, 2, 3 and 4: when should we stop? J Urol. 
2001;166(5):1679-83. doi: 10.1016/S0022-5347(05)65652-2.

10. Roehl KA, Antenor JA, Catalona WJ. Serial biopsy results in prostate cancer 
screening study. J Urol. 2002;167(6):2435-9. doi: 10.1016/S0022-5347(05)64999-
3.

11. Kronz JD, Allan CH, Shaikh AA, Epstein JI. Predicting cancer following a diagnosis 
of high-grade prostatic intraepithelial neoplasia on needle biopsy: data on men with 
more than one follow-up biopsy. Am J Surg Pathol. 2001 Aug;25(8):1079-85

12. SelectMDx for Prostate Cancer. SelectMdx website. Available at: 
http://mdxhealth.com/selectmdx-prostate-cancer 

13. Carter HB, Albertson PC, Barry MJ, et al. Early detection of prostate cancer: AUA 
guideline. 2018. Available at: https://www.auanet.org/guidelines/prostate-cancer-
early-detection-guideline 

14. European Association of Urology. EAU Guidelines: Prostate Cancer | Uroweb. 
Available at: https://uroweb.org/guideline/prostate-cancer 

15. Leyten GH, Hessels D, Smit FP, et al. Identification of a candidate gene panel for 
the early diagnosis of prostate cancer. Clin Cancer Res. 2015 Jul 1;21(13):3061-
70.

16. Van Neste L, Hendriks RJ, Dijkstra S, et al. Detection of high-grade prostate 
cancer using a urinary molecular biomarker-based risk score. Eur Urol. 
2016;70(5):740-748.

17. Minnee P, Hessels D, Schalken JA, et al. Clinically significant prostate cancer 
diagnosed using a urinary molecular biomarker-based risk score: two case reports. 
BMC Urol. 2019;19(1):124. 

18. Haese A, Trooskens G, Steyaert S, et al. Multicenter optimization and validation of 
a 2-Gene mRNA urine test for detection of clinically significant prostate cancer 
before initial prostate biopsy. J Urol. 2019;202(2):256-263. 

19. Pepe P, Dibenedetto G, Pepe L, Pennisi M. Multiparametric MRI versus SelectMDx 
accuracy in the diagnosis of clinically significant PCa in men enrolled in active 
surveillance. In Vivo. 2020;34(1):393-396.

20. Hendriks RJ, van der Leest MMG, Dijkstra S, et al. A urinary biomarker-based risk 
score correlates with multiparametric MRI for prostate cancer detection. Prostate. 
2017;77(14):1401-1407. 

21. Roumiguié M, Ploussard G, Nogueira L, et al. Independent evaluation of the 
respective predictive values for high-grade prostate cancer of clinical information 
and RNA biomarkers after upfront MRI and image-guided biopsies. Cancers. 
2020;12(2):285. 

©2021 eviCore healthcare. All Rights Reserved. 4 of 4
400 Buckwalter Place Boulevard, Bluffton, SC 29910 (800) 918-8924 www.eviCore.com 

   
   

   
 S

el
e

ct
M

D
x

http://www.eviCore.com/
https://uroweb.org/guideline/prostate-cancer
https://www.auanet.org/guidelines/prostate-cancer-early-detection-guideline
https://www.auanet.org/guidelines/prostate-cancer-early-detection-guideline
http://mdxhealth.com/selectmdx-prostate-cancer

	SelectMDx

