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Decipher Prostate
Genomic Classifier

22-Gene Genomic Classifier (GC) (Decipher) is the Only Gene
Expression Test Recommended in the 2025 NCCN* Clinical
Practice Guidelines in Oncology (NCCN Guidelines®):

Countering Deception:

Decipher Prostate Genomic Classifier

NCCN Level 1 Evidence Piece
NOTE: The Level of Evidence for Decipher, Prolaris and GPS has not changed.

The only gene expression test included in v1.2025 of the # : b o
the updated “Advanced Tools™ toble located in the Principies of R "'"" cafion ond.

GPS is still considered an advanced tool to evaluate
genomic risk in prostate cancer. This statement is
simply stating Prolaris and GPS do not currently have
Level 1 Evidence, so they are not listed in the table.

Decipher fails to mention while they have Level 1

Evidence for NCCN Intermediate-, High- and Very

High-Risk patients; they do NOT have Level 1 for
NCCN Low-Risk.

Document has been added to marketing site under w:.,""m'?:m"-:‘:"-
Competitive> GPS> Decipher ‘
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GPS Evidence Summary and NCCN Guidelines Review

To achieve NCCN level |
evidence the only

requirement differentiating
GPS and Decipher is a
prospective clinical trial

GPS currently has a
prospective controlled trial
in progress, and >30 studies
documenting the clinical
validity and utility of the test.

Decipher, GPS, and Prolaris
do not have Level 1

Evidence for Very Low and
Low Risk
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Please refer to this piece, distributed December 11, 2024

Genomic Prostate Score’

Genomic Prostate Score Level of
Clinical Validation Evidence

The Genomic Prostate Score (GPS) test represents a breakthrough i prostate cancer

nak stratificabon, with robust clinical validat studies desn 9 Mo excepts |
predictive capabiditios, The GPS test has been validated through multiple studies showing
Ita ability to provide more g risk t beyond trads | clinicopathologeal
parametors. Multiple validation studies have demonstrated GPS' guide more
personalized treatment decinlons, with key findings publshed in leadmg urology jounals,

GPS has 31 studies total
* 11 Canical Valdabion studies
« 7 Cinieal Utity studies
« 7 Prospective Studies (2 of which are multh-conter)
+ 24 Retrompective Bhudies
* Per NOON risk group
* 26 Very Low-/Low-Risk
+ 20 Intermediate-Fisk
+ 6 Mgh- Rk

Liconsod and approved 1o accept spocenens trom all 50 statos and accredited by:
+ Giinical Laboratory Improvement Amendments (CLIA) for the Certers for Medicare and
Modhcad Services
+ Cotinge of American Patology (CAF)

Claveal 4 and appeoved by:
« New York State Department of Health Wadaworth Genter (NYSOOH)
« Modicars (MolDX® Program)

Listed in gusdobnon:
* Amarcan Boclaty of Clinical Oncology Genitounnary Canocens (ASCO GU)
- A i pcal A wa
+ Ewropean Association of Uriogy (EAL)

« Major insurance providers, such as Unitnd Healthoare (UMC)
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Genomic Prostate Score’

NCCN Prostate Cancer Guidelines Update
Clinical Evidence Requirement

On December 4th, the NCON changed it rating system for loosdized prostate cancer
biomarkers, The NCON Prostate Cancer Gusdelines Version 1, 2025 now requires a
prospective trial that meets Samon Level 1 critenia for Chnical Validation for molecular
biomarkers. Simon Levels 2B, 2C, 3C, 4-5D are no longer considered by the NCCN.

To date, no biomarkor test has achseved Senon Lavel 1 critoria for the NCCN low - risk,
localized prostate cancer cohort,

otw The NOCN mvel of eviience magussment doss nof mdonte 4 specio pevformmance requvssent. it vy
mguryms thet a prospeciye chnion fr! e compieted and have 8 posbve et Deciprer 220 -Omve Oaname
Classdler [GC) Assay iy only kefed for woe i NOON vtermedinte- Ak, NCON High-flisk, and Posd AP BCA

* The action taken by the NCCN panel has nothing 1o do with the pedomance
characteriatics of GPS. They are only applying an alternate rating oystem as o
Qualifying factor

* No bromarker test currently has Simon Level 1 data or evidence supportng
ndications for NCON low-riak, or for actwe survelliance decision making

* This change does not diminish the value of these teats within localzed prostate
cancet
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Genomic Prostate Score Level of

Clinical Validation Evidence

The Genomic Prostate Score (GPS) test represents a
breakthrough in prostate cancer risk stratification, with ——
robust clinical validation studies demonstrating its
exceptional predictive capabllities. The GPS test has

been validated through multiple studies showing its

ability to provide more precise risk assessment beyond
traditional clinicopathological parameters. Multiple
validation studies have demonstrated GPS’s guide more
personalized treatment decisions, with key findings
published in leading urology journals.
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Genomic Prostate Score Level of
Clinical Validation Evidence

The Genomwe Prostate Score (GPS) teat represents a breakthwough in prostate cances

rak atratdhcation, with robust clnical valkdation studies demonatrating its exceptional
predictive capabilities, The GPS test has been validated through multiple studies showing
s abilty 1o provide more precise risk assessment beyond traddtional clinicopathological
parameters, Multiple validation studies have demonatrated GPS's gusde more
pononaized treatment deciions, with key findings published in leading urology journals

GPS has 31 studies total
« 11 Cinical Valicdation studies
« 7 Chrvcal LSy shuchos
« T Pyoapective Studees (2 of which are mash-cerer)
« M Retroapectve Studen
* Per NOCN risk group
» 26 Very Low-/Low-Rsk
* 29 rermediate- sk
« 6 High-Fask

Licensed and spproved 1o accept spocunens from all 50 states and accredied by:
» Canical Laboratory inprovernent Amendments (CLIA) for the Centers for Medicare and
Modicak] Gervices
« CoSege of Amencan Pathalogy (CAR)

Chnical evsdence 1 and app ) by
* New York Gtate Department of Health Wadsworth Cerder (NYSDOH)
* Modicare (MolDX® Program)

Lintod in gusielnos:
» American Bocety of Canical Oncology Genrlourmary Oancers (ABGO GLU)
* American Usological Association (AUA)
* Ewropean Association of Urology (EAL)
« Myor insurance providenrn, such as United Heaithcare (UMO)
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GPS has 31 studies total

- - - 11 Clinical Validation studies
Credentialling GPS e T
= 7 Prospective Studies (2 of which are multi-center)
Robust Evidence - 24 Retrospective Studies
* Per NCCN rnisk group
» This section includes a summary of " 26 Very Low-/Low-Risk
the published data e
= 6 High-Risk

* Who we are licensed with

Licensed and approved to accept specimens from all 50 states and accredited by:

_ _ _ _ » Clinical Laboratory Improvement Amendments (CLIA) for the Centers for Medicare and
 Where we are listed in guidelines Medicaid Services

= College of American Pathology (CAP)

* Who has reviewed our evidence

Clinical evidence reviewed and approved by:
= New York State Department of Health Wadsworth Center (NYSDOH)
» Medicare (MolDX® Program)

Listed in guidelines:
= American Society of Clinical Oncology Genitourinary Cancers (ASGO GU)
= American Urological Association (AUA)
= European Association of Urology (EAU)
= Major insurance providers, such as United Healthcare (UHG)
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NCCN Prostate Cancer Guidelines Update
Clinical Evidence Requirement

On December 4th, the NCCHN changed its rating system for localized prostate cancer
biomarkers. The NCCHN Prostate Cancer Guidelines Version 1. 2025 now requires a
prospective trial that meets Simon Level 1 criteria for Clinical Validation for molecular
biomarkers. Simon Levels EB, 2C, 3C, 4-5D are no longer considered by the NCCI.

To date, no biomarker test has achieved Simon Level 1 criteria for the NCCHN low-risk,
localized prostate cancer cohort.

deheglth For Internal Use Only © 2022 mdxhealth. All rights reserved



Page 2
Who has Level 1 Evidence in Low-Risk patients

Decipher GPS Prolaris

Very Low Risk Mo Level 1 Evidence Mo Level 1 Evidence Mo Level 1 Evidence
Low Risk Mo Level 1 Bvidence Mo Level 1 Bvidence Mo Level 1 BEvidence

Note: The NCCN level of evidence requirement does not indicate a specific performance requirement; it only
requires that a prospective clinical rial be completed and have a positive resulf. Decipher 22-Gene Genomic
Classifier (GC) Assay is only listed for use in NCCN Intermediate-Risk, NCCN High-Risk, and Post-RF BCR.
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Summary of Piece

= The action taken by the NCCN panel has nothing to do with the performance

characteristics of GPS. They are only applying an alternate rating system as a
qualifying factor.

» No biomarker test currently has Simon Level 1 data or evidence supporting
indications for NCCN low-risk, or for active surveillance decision-making.

= This change does not diminish the value of these tests within localized prostate
cancer.
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