
The comprehensive  
genomic assay experts trust.

Incorporated in guidelines:

SHE COUNTS ON YOUR 

B R E A S T  C A N C E R  E X P E R T I S E 
AT THE MOST VULNERABLE 

TIME OF HER LIFE.

ASCO ® 2*N C CN ® 1* e s m o 3 St. Gallen 
consensus4

N I C E
d i a g n o s t i c 
g u i d a n c e 5
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T H E  R E C U R R E N C E  S C O R E ® R E S U LT  P R O V I D E S 
A N  I N D I V I D U A L  P I C T U R E  O F  T H E  PAT I E N T ’S  U N I Q U E 

T U M O R  B I O L O GY  I N  N O D E - N E G AT I V E  PAT I E N T S 6 , 7 , 1 0 , 1 2
F r o m  t h e  m o m e n t  s h e  i s  d i a g n o s e d ,  y o u r  p at i e n t  c o u n t s  

o n  y o u  t o  r e c o m m e n d  t h e  b e s t  c o u r s e  o f  a c t i o n .  
y o u  c a n  c o u n t  o n  t h e  O n c ot y p e  D X ® B r e a s t  C a n c e r  A s s ay . 

OVER A DECADE OF CONFIDENCE

The Oncotype DX Breast Cancer Assay provides a 
genomic-based, comprehensive and individualized  
risk assessment that helps refine treatment decisions:

• Rigorously validated in multiple studies6-11

• �Analyzes tumor biology through the expression of  
21 genes across key biological pathways6,7

DELIVERS CRITICAL GENOMIC INFORMATION NO OTHER  
ASSAY PROVIDES, ENABLING YOU TO:

• �Predict the benefit of adjuvant chemotherapy and endocrine therapy7,9,12

• �Base your treatment decisions on a clear picture of individual tumor biology 

• �Refine the estimate of individual risk as a personalized Recurrence Score® result  
on a continuum of 0–1006,7

• �Quantitatively assess the risk of distant recurrence in years 5–15 (late recurrence)13

 

FOR EARLY-STAGE, ER-POSITIVE, HER2-NEGATIVE,  
NODE-NEGATIVE, AND (1–3) NODE-POSITIVE PATIENTS  
WITH INVASIVE BREAST CANCER

By testing every eligible patient after surgery but before you discuss her treatment  
plan, you make recommendations with increased insight and confidence.

N O D E 
( – )

N O D E 
( + )

E a r ly 
s ta g e

E R 
( + )

h e r 2 
( – )

FROM A LEADING GLOBAL GENOMICS COMPANY, 
AN ASSAY TRUSTED BY EXPERTS

Va l i d at e d
in multiple studies with consistent results; the only multigene breast  
cancer assay with Level 1B (randomized trial) evidence for risk of distant  
recurrence and prediction of chemotherapy benefit 6,7,9,11

P r o v e n in clinical evidence and utility studies with over 9,000 breast cancer patients14-16

s ta n d a r d  
o f  c a r e

that has been incorporated into major clinical practice guidelines (NCCN®,1* 
ASCO®,2* and ESMO3), St. Gallen Consensus,4 and diagnostic guidance (NICE5)

c h a n g e d  
t r e at m e n t

decisions in more than 30% of patients in 14 independent studies  
across 10 countries (range 24%–51%)17-30

b e n e f i t e d 
440,000±

breast cancer patients worldwide31

H I G H  R E C U R R E N C E  S C O R E  D I S E A S E =
•  �A G G R E S S I V E
•  �L E S S  S E N S I T I V E  T O H O R M O N E  T H E R A P Y
•  L A R G E  C H E M O T H E R A P Y  B E N E F I T

L O W  R E C U R R E N C E  S C O R E  D I S E A S E = 
•  �I N D O L E N T
•  �H O R M O N E -T H E R A P Y  S E N S I T I V E
•  �L I T T L E  T O  N O  C H E M O T H E R A P Y  B E N E F I T
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Incorporated in 

NCCN®,1* ASCO®,2* and  ESMO3  
guidelines,  St. Gallen  
Consensus,4 and NICE  

Diagnostic Guidance.5
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Prognostic
N O D E 

( – )

Prognostic: The ability to predict the  
clinical outcome.

NSABP B-14 Study
10-year rate of distant recurrence was significantly 

lower for patients with low Recurrence Score  
results compared to high results6
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T H E  R E C U R R E N C E  S C O R E® R E S U LT  P R O V I D E S 
A N  I M P R O V E D  E S T I M AT E  O F  R I S K  O F  R E C U R R E N C E

Low recurrence score resulT=
Lower rate of distant recurrence6

high recurrence score result=
higher rate of distant recurrence6

NSABP B-20 Study
Low Recurrence Score result predicted little 

to no benefit from chemotherapy7

NSABP B-20 Study
High Recurrence Score  
result predicted  
large benefit from  
chemotherapy7

LOW RECURRENCE SCORE RESULT (<18)
LITTLE TO NO CHEMOTHERAPY BENEFIT
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HIGH RECURRENCE SCORE RESULT (≥31)
LARGE CHEMOTHERAPY BENEFIT

28%
ABSOLUTE BENEFIT
FROM TAM +
CHEMOTHERAPY

Predict ive
N O D E 

( – )

Predictive: The ability to predict the  
response to a specific treatment (benefit).

T H E  R E C U R R E N C E  S C O R E ® R E S U LT  P R E D I C T S  T H E  M A G N I T U D E  
O F  C H E M O T H E R A P Y  B E N E F I T  F O R  N O D E - N E G AT I V E  PAT I E N T S

The Recurrence Score result is associated with the magnitude  
of chemotherapy benefit for node-negative patients.7
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T H E  R E C U R R E N C E  S C O R E® R E S U LT  P R O V I D E S 
A N  I M P R O V E D  E S T I M AT E  O F  R I S K  O F  R E C U R R E N C E

T H E  R E C U R R E N C E  S C O R E ® R E S U LT  P R E D I C T S  T H E  M A G N I T U D E  
O F  C H E M O T H E R A P Y  B E N E F I T  F O R  N O D E - P O S I T I V E  PAT I E N T S

LOW RECURRENCE SCORE RESULT (<18)
LITTLE TO NO CHEMOTHERAPY BENEFIT
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HIGH RECURRENCE SCORE RESULT (≥31)
LARGE CHEMOTHERAPY BENEFIT
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Prognostic: The ability to predict the  
clinical outcome.

Predict ive
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Predictive: The ability to predict the  
response to a specific treatment (benefit).

TransATAC Study
Rate of distant recurrence increases with the number 

of positive nodes for all the Recurrence Score values11

Low recurrence score resulT=
Lower rate of distant recurrence11

high recurrence score result=
higher rate of distant recurrence11

The Recurrence Score result provides important prognostic information 
about the estimated risk of distant recurrence for node-positive patients.11
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SWOG 8814 Study
Low Recurrence Score result predicted little 

to no benefit from chemotherapy9

SWOG 8814 Study
High Recurrence Score  
result predicted  
large benefit from  
chemotherapy9

The Recurrence Score result is associated with the magnitude  
of chemotherapy benefit for node-positive patients.9
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Recurrence Score result

Traditional clinical and pathologic factors cannot predict  
the Recurrence Score® result
The Recurrence Score result reflects the individual biology of ER-positive patients; 
traditional factors (tumor size and grade, patient age) do not. This insight enables 
physicians to assess risk based on a patient’s specific underlying disease.7

Tumor size does not reveal the whole picture of the tumor biology7 

Patient age does not reveal the whole picture of the tumor biology7 
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low  Recurrence Score results

Tumor grade does not reveal the whole picture of the tumor biology7

G r a d i n g  b y  p at h o l o g i s t  at  l o c a l  h o s p i ta l

G r a d i n g  b y  p at h o l o g i s t  at  c e n t r a l  l a b

clin ical 
Factors

clin ical 
Factors

T H E  O N C OT Y P E  DX ® B R E A S T  C A N C E R  A S S AY  P R O V I D E S  
I N F O R M AT I O N  B E YO N D  C L I N I C A L  A N D  PAT H O L O G I C  FA C T O R S

Older Patients can have  
high  Recurrence Score results
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clin ical 
Factors

clin ical 
Factors

T H E  R E C U R R E N C E  S C O R E ® R E S U LT  P R O V I D E S  A N  
I M P R O V E D  E S T I M AT E  O F  R I S K  O F  R E C U R R E N C E

Risk of distant recurrence across tumor size6

Risk of distant recurrence across patient age6

Risk of distant recurrence across tumor grade6

Prognostic: The ability to predict the 
clinical outcome.

All patients
Low risk 
(Recurrence score result <18)

intermediate r isk 
(Recurrence score result 18–30)

h igh r isk 
(Recurrence score result ≥31)

All patients
Low risk 
(Recurrence score ® result <18)

intermediate r isk 
(Recurrence score result 18–30)

h igh r isk 
(Recurrence score result  ≥31)
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The Recurrence Score result provides important prognostic  
information about the estimated risk of distant recurrence for 
node-negative patients6

While tumor size, patient age, and tumor grade are modest prognosticators  
of distant recurrence, the Recurrence Score result provides strong and  
consistent information beyond traditional clinical and pathologic features  
in all patient subgroups.6
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• Identified optimal gene panel through candidate gene approach

• 250 cancer-related genes were chosen based on scientific data

• �Candidate genes were tested in 3 independent studies with 447 breast 
cancer patients32-34

RT-PCR has a wide 65,000-fold dynamic range of expression for the  
16 cancer-related genes,35 which allows for quantitative measurements.

The Oncotype DX® assay was optimized to minimize variability and 
ensure reproducibility.

IDENTIFIED THROUGH A RIGOROUS AND RATIONAL SELECTION 
P R O C E S S  D E S C R I B E D  BY  T H E  N AT I O N A L  C A N C E R  I N S T I T U T E

 
Ki-67
STK15
survivin
cyclin b1
mybl2

P R O L I F E R A T I O N
 
Stromelysin 3
cathepsin l2

i n va s i o n
 
GRB7
her2

H e r 2

 
er2
pr
bcl-2
scube2

e s t r o g e n
 
gstm1
cd68
bag1

o t h e r

 
beta-actin
gapdh
rplpo
gus
tfrc

r e f e r e n c e

1 6  C A N C E R  G E N E S 5  R E F E R E N C E  G E N E S

• �Linked to critical molecular pathways in cancer

• ��Selected genes strongly associated with risk  
of breast cancer recurrence (prognosis)

• ��Selected genes strongly associated with  
chemotherapy benefit (prediction)

• �Accuracy for single gene scores enhanced by  
measuring gene groups (e.g., GRB7/HER2 group)

• �Normalize gene expression

• �Provide quality control regarding 
inter-sample variability

Recurrence Score® result = + 0.47 x HER2 group 
score – 0.34 x Estrogen group score + 1.04 x  
Proliferation group score + 0.10 x Invasion  
group score + 0.05 x CD68 – 0.08 x GSTM1  
– 0.07 x BAG16

21-gene 
panel
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YOUR PATIENT 
COUNTS ON YOU FOR 

E X P E R T  G U I D A N C E.

The Oncotype DX®  
Breast Cancer Assay  
helps you provide it. 
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C o m p r e h e n s i v e  
r e i m b u r s e m e n t  s u p p o r t 
h e l p S  k e e p  y o u  f o c u s e d  
o n  y o u r  p at i e n t s

Our internal experts available through 
the Genomic Access Program (GAP)  
can help ease the reimbursement  
process for you and your patients.

G A P

THE ONCOTYPE  DX® BREAST 
CANCER ASSAY IS:

covered by Medicare and by

of private insurance companies.

1 0 0 %

9 5 %

Your patient may be making the most important decision of her life — and 
she is counting on your guidance. Only the Oncotype DX Breast Cancer  
Assay provides information about her unique tumor biology, to help guide 
her individual decision. 

The clear, easy-to-read format of the breast cancer report helps you share 
that information — a critical tool that enhances the conversation as you  
determine her treatment plan together. 

quantitative risk  
of recurrence,  

individualized to 
YOUR patient

The magnitude 
of chemotherapy  

benefit increases 
as the Recurrence 

Score ® result  
increases

The magnitude  
of hormonal  

therapy benefit 
correlates  

to the ER Score

1

2

3

T H E  C O M P R E H E N S I V E  O N C O T Y P E  DX ® B R E A S T  C A N C E R  A S S AY 
R E P O R T  L E A D S  T O  M O R E  I N F O R M E D  PAT I E N T  D I S C U S S I O N S

patient 
reports

With over 440,000 patients tested worldwide, the Oncotype DX 
portfolio—assays for breast, DCIS, colon, and prostate—is a 
world leader in applying genomic science that can fundamentally 
change decisions about treatment.
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By testing every eligible patient after surgery, but before you discuss her treatment plan, 
you can make recommendations with increased insight and confidence.
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Data on the association of the Recurrence Score® result with risk  
of locoregional recurrence (LRR) and the risk of distant recurrence in 
years 5–15 (late recurrence) are available upon request. Please contact 
your Regional Oncogenomic Liaison to learn more. 
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