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One Test – Three Clinical Answers



Providing prognostic precision for women 
with ER+,HER2- primary breast cancer

EndoPredict has been validated in four prospective-
retrospective studies, providing level 1 evidence.1,3,5

EndoPredict is an in vitro diagnostic test that provides

highly important and clear information for different stages

of treatment planning for patients with estrogen-

receptorpositive, HER2-negative, primary breast cancer.

Initial treatment planning:
10-year risk of recurrence for patients with node negative

or node positive disease1 and estimated absolute

chemotherapy benefit at 10 years based on modern

treatment regimens.6

Long-term treatment planning:
Breast cancer recurrence risk out to 15 years.7

The gene expression assay adds additional information to

common prognostic factors so that a specific prognosis and 

prediction can be established for each individual patient.

Patients at low risk of distant recurrence are usually treated

without chemotherapy.

 

Under endocrine therapy alone without chemotherapy,

more than 95% of low-risk patients do not experience

a distant recurrence, even more than 10 years after

diagnosis.1 Compared to risk stratification using other

gene expression tests or clinical parameters, EndoPredict

identifies the largest group of women with breast cancer

at low risk (<10% chance of distant recurrence in 10 years)

who might safely avoid chemotherapy.2,3,4

In addition EndoPredict predicts the individual absolute

chemotherapy benefit at 10 years⁶ and is the only test that

provides the individual risk of breast cancer late distant

recurrence within years 5-157 to help in deciding whether a

patient can avoid extended endocrine therapy.

EndoPredict is performed on FFPE tumor tissue from

biopsy or surgical specimens. The 12-gene molecular score

(also called EP Score in publications) is determined initially.

As soon as information on tumor size and nodal status is

available, it is combined with the 12-gene molecular score

to calculate the EPclin Risk Score.

“Breast cancer patients and their treating 
doctors must make complex, highly-personalised 
treatment decisions. Prognostic tools, such as 
EndoPredict, can play a vital role in determining 
the type of treatment and prognosis for the 
patient through assisting with adjuvant therapy 
decision making in ER positive breast cancer.

Molecular assays in breast cancer

Studies of gene expression conducted in the early 2000s 

highlighted the potential of molecular assays to provide 

additional information beyond traditional pathology about 

prognosis. These assays have all been shown to provide 

useful prognostic information to ER positive patients about 

their risk of developing breast cancer recurrence and their 

use is supported by international guidelines. A number 

of studies have shown that the second generation assays 

such as EndoPredict (provided by Clinical Labs), which also 

incorporate clinical variables such as lymph node status 

and tumour size, are better able to predict late recurrence 

(5-10 years post treatment) and may also identify a larger 

group of low risk patients.3,4

High quality pathology is a vital part of breast cancer 

diagnosis and management and molecular assays such as 

EndoPredict can provide important additional information 

to support complex decision making about the use of 

chemotherapy in ER positive breast cancer.” 

Prof. Sandra O’Toole, 
MB, BS (HONS), BSC MED (HONS), 

PhD, FRCPA
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EndoPredict Result Report: basis of the treatment decision

12-Gene Molecular Score

The 12-Gene Molecular Score independently assesses risk 

of recurrence based upon quantitative reverse transcription 

polymerase chain reaction (qRT-PCR) of 8 signature genes, 

3 normalization genes, and 1 control gene. The 12-Gene 

Molecular Score includes genes that predict both early and 

late metastasis to provide improved prognostic power. 

The 12-Gene Molecular Score significantly improved 

prognostic performance when added to the 

following measures:

• Nodal status, tumor size, age, and grade

• Quantitative ER levels

• Quantitative KI-67 levels

• Adjuvant! Online

EndoPredict provides a comprehensive test result and an

individualized EPclin Risk Score. The EPclin Risk Score

algorithm integrates a 12-gene molecular score, tumor

size, and nodal status. All three factors contributed

significant information with respect to risk assessment in

an independent clinical validation study.¹

In addition to the percentage risk of recurrence up to 10 

years, the absolute chemotherapy benefit based on current 

treatment regimens and the risk of recurrence between 

5 and 15 years after diagnosis* is indicated. The patient is 

classified as "low risk" or "high risk." The treating physician 

receives the report and can plan further treatment based 

on the results.

12-gene molecular score for early and late recurrence

3 PROLIFERATION-
RELATED GENES

5 HORMONE RECEPTOR-
RELATED GENES

EARLY LATE

Variable 0-5 years
HR (95% CI)

P-value >5 years
HR (95% CI)

P-value

PROLIFERATION 1.60 (1.33-1.92) <0.001 1.19 (0.85-1.67) 0.298

ER SIGNALING 0.89 (0.75-1.06) 0.204 0.61 (0.46-0.81) <0.001

associated genes are critical to predict late recurrences.11

(0-5 years) (5-10 years)
recurrence recurrence

• STC2
• AZGP1
• IL6ST

• UBE2C
• BIRC5
• DHCR7

• RBBP8
• MGP

4 CONTROL 
GENES

3 normalization genes: CALM2, OAZ1, and RPL37A
1 control for DNA contamination HBB



Tumor size and nodal status

Tumor size and nodal status are established prognostic

markers routinely used to stage invasive breast cancer.4

Both clinicopathological factors independently contribute

significant prognostic information. The integration

of the 12-Gene Molecular Score with tumor size and

lymph node status (EPclin) resulted in a statistically

significant improvement in prognostic power above the

clinicopathological factors alone.1

EPclin integrates 12-gene molecular score with clinopathological features

Clear risk groups identified in 
different subgroups

  

EndoPredict offers a clear low- or high-risk result presented

on continuous curves – providing an individualized risk of

distant recurrence and the absolute chemotherapy benefit

for each patient.

EndoPredict supplies additional prognostic information 

to supplement all common prognostic factors, as 

demonstrated by four validation studies with more than 

3,100 patients.1,2,3,5

Comparison with other 
Prognostic Tests

When compared to other gene expression tests, EndoPredict 

was the most prognostic signature for distant recurrence 

both in years 0-10 and in years 5-10 in all patients.4

EndoPredict identified the largest group of women with breast 

cancer, both in node negative and node positive disease:

• at low risk (<10% chance in 10 years) of distant recurrence 

who might safely avoid chemotherapy

• at low risk of late distant recurrence for whom an 

extended endocrine therapy might not be justified.



EndoPredict Superior Prognostic Performance
Results you can Trust
• Only prognostic test that can answer 

-   whether your patient can safely avoid chemotherapy 
- how beneficial chemotherapy would be 
- whether your patient can avoid extended endocrine therapy

• Largest “true” low risk group for safe reduction of chemotherapy 
-  more than 70% of N0 patients  
-  up to 30% of N+ patients

• Second generation gene expression test for superior prognostic power

• Unique gene selection for accurate early and late risk assessment

• Consistent study cohorts and constant cutoff

• Clear low and high risk category

• Rapid results

SCREENING CLINICAL DIAGNOSIS PATHOLOGICAL DIAGNOSIS ADJUVANT THERAPY DECISION

EndoPredict

SURGERY

» » » »

»

»

PATIENT JOURNEY

EndoPredict at a Glance
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HOW TO ORDER
• Download the request form

• Fill in the patients details and clinical history

• Tick "EndoPredict" 

• Ensure the referring clinician details are complete

• If known, provide the specimen details

• If you would like a copy report to be sent, please 
provide the details of the other clinician

• Fill in payment details

EndoPredict resources and request forms are available at www.clinicallabs.com.au/endopredict 

For further information, or to enquire about ordering EndoPredict please contact 
Australian Clinical Labs Molecular department on (03) 9538 2259.
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LABORATORY NUMBER

SOMATIC MUTATION / ENDOPREDICT®  TESTING REQUEST FORM
INSTRUCTIONS FOR CLINICIANS

COMPLETE THE FOLLOWING DETAILS:

1 Please complete this page in FULL

2 FAX this form and a copy of the original histopathology report to: Fax: 03 9543 5611

3 For any enquiries, please phone: 03 9538 2259 or 1300 134 111

Name:

Date of Birth:

Gender:

Address:

Medicare No:

Health Fund:

Fund No:

Gene Target Tick if Required Medicare Criteria Met?

Patient status at time sample was collected:
c private patient in a private hospital, or approved day hospital facility
c private patient in a recognised hospital
c outpatient of a recognised hospital

Hospital Name: 

Signature

c MALE

c Yes

c Yes

c YESc  

c  

c  

c  

c  

c  

c  

c YES

c YES

c YES

c YES

$750.00

$2980.00

c No

c No

c NO

c NO

c NO

c NO

c NO

c Colorectal carcinoma

c Non-small cell lung cancer

c Metastatic Melanoma

c Other

c FEMALE

Patient Details

Test Required

Referring Clinician Details Specimen to be tested ID

Copy Doctor Details

Clinical Information

Date: 

Is this a new diagnosis?
Has the patient been treated with systemic
anti-tumour therapy?* 
Patient Stage*:
Tumour Type:

* Clinical stage and/or treatment status may determine eligibility for funding
by Medicare or pharmaceutical access programs. If this information is not
indicated, the patient may be privately billed (see back of form).

Colorectal Panel
[kRAS, nRAS, BRAF, PIK3CA, PTEN & AKT1)

Lung Panel
(EGFR, kRAS, nRAS, BRAF, PIK3CA, MEK1, AKT1 & ERBB2)
• All EGFR neg are ALK(IHC) tested, if over expressed ALK(FISH)

Melanoma Panel
(BRAF, nRAS, KIT)

ALK (IHC)

ALK (FISH) (referred out test)

TruSight Tumour (*** see over page for credit card payment)
(26 gene panel)

EndoPredict (***see over page for credit card payment)
(Multi gene assay for early stage breast cancer, ER+ HER2-)

Name:

Address:

Email:

Phone:

Mobile:

Provider No:

Referring Clinician Signature:

Name:

Address:

Phone:

SPECIMEN LOCATION:

LAB NO:

BLOCK NO:

Date of Collection:

Date requested:

Fax:

Fax:

ACLMAR-REQ-NAT-0002.8 10/17
ACLZPAD0005 
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