
2nd generation test
that can help physicians more comprehensively
inform treatment decisions.
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Prosigna® helps to accurately distinguish high-, 
intermediate-, and low-risk groups1 when compared to 
the 1st generation assays and can better inform treatment 
decisions.1

2nd GENERATION ASSAY
Prosigna®

• 50 genes
• Gene expression + clinical factors (age,  	
  node status, tumor size, histologic grade)
• Results can be available in as little as 24 	
  hours

10-YEAR PROGNOSIS

1st GENERATION ASSAY

• 21 genes
• Clinical and pathological factors not 	   	
  included in risk calculation
• Samples need to be sent out

5 to 9-YEAR PROGNOSIS

Clinically Validated Algorithm Generates a Prosigna® Score 
Unique for Each Patient.
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With 1st generation assays, nearly 20% of patients can be wrongly assigned to a low-risk group and 
not receive life-saving chemotherapy.1

Prosigna® measures the expression of 50 different genes to identify subtype and report a Risk of 
Recurrence Score (ROR), which is used to assign the patient to a predefined risk group. These results 
presented in the Patient Report are derived from a proprietary algorithm based on the PAM50 gene 
signature, intrinsic subtype, and clinical variables including tumor size and nodal status.

Number
of
DR

10-year
DR Risk

(%)

104

55  19.5%

261 2.9%

Prosigna ROR high and 
Oncotype Dx RS high

Prosigna ROR low and 
Oncotype Dx RS low

Prosigna ROR low, 
but Oncotype Dx RS 
intermediate or high

Prosigna ROR 
intermediate or high, 
but Oncotype Dx RS low

62 18.2%

Number 
of 

Women

2.1%2

14

7

10

100

90

80
4 

2.1% (0.5-8.1)

2.9% (1.4-5.9)
18.2%  (10.2-31.2)

19.5% (14.7-25.7)

ROR high – RS high

ROR low– RS low
ROR low – RS inter./high
ROR inter./high – RS low

D
is

ta
nt

 R
ec

ur
re

nc
e-

fr
ee

 S
ur

vi
va

l %

Follow-up Time (Years)

0 2 6 8 10

Number
of
DR

10-year
DR Risk

(%)

104

55  19.5%

261 2.9%

Prosigna ROR high and 
Oncotype Dx RS high

Prosigna ROR low and 
Oncotype Dx RS low

Prosigna ROR low, 
but Oncotype Dx RS 
intermediate or high

Prosigna ROR 
intermediate or high, 
but Oncotype Dx RS low

62 18.2%

Number 
of 

Women

2.1%2

14

7

10

100

90

80
4 

2.1% (0.5-8.1)

2.9% (1.4-5.9)
18.2%  (10.2-31.2)

19.5% (14.7-25.7)

ROR high – RS high

ROR low– RS low
ROR low – RS inter./high
ROR inter./high – RS low

D
is

ta
nt

 R
ec

ur
re

nc
e-

fr
ee

 S
ur

vi
va

l %

Follow-up Time (Years)

0 2 6 8 10

Specimen Run Set ID: 20190122MR1
ID #: Sample 1 Comments:

Patient: Mrs. B.M., 68 
Tumor Size: ≤2cm 
Lymph Nodes: node-negative Date Reported: January 23, 2019

ID #: Sample 1 Tumor Size: ≤2cm Lymph Nodes: node-negative
Assay Description: The Prosigna® breast cancer gene signature assay measures the expression of 50 different genes to
identify subtype and report a Risk of Recurrence Score (ROR), which is used to assign the patient to a predefined risk
group. These results are derived from a proprietary algorithm based on the PAM50 gene signature, intrinsic subtype, and
clinical variables including tumor size and nodal status.

* The ROR ranges from 0 through 100 and correlates with the probability of distant recurrence (DR) in the tested patient population. The risk
classification is provided to guide the interpretation of the ROR using cutoffs related to clinical outcome.

Probability of Distant Recurrence:
In the clinical validation studies, patients who were node-negative, luminal A subtype, with an
ROR score of  25 were in the low-risk group. This group averaged a 4% probability of distant
recurrence at 10 years.
The Prosigna® algorithm has been validated by 2 randomized clinical trials including more than 2400 patients with varying rates of distant recurrence. An analysis 
of these 2 clinical validation studies shows that the probability of distant recurrence for the low-risk population is 4%, while the high-risk population has a 
significantly greater probability of distant recurrence.†

For more information, visit PROSIGNA.com or e-mail info@prosigna.com

†Data apply to patients being treated with hormone therapy for 5 years as in the tested patient population. See Package Insert for further information on therapy regimens and tested 
patient population. It is unknown whether these findings can be extended to other patient populations or treatment schedules. © 2022 Veracyte, Inc.

NanoString Technologies, Inc. 530 Fairview Avenue N Seattle, Washington 98109, USA 1-206-378-6266 nanostring.com
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How does the Prosigna® Assay work?

Extract RNA from 
FFPE* tumour sample
with the Veracyte 
FFPE RNA Extraction Kit

Test RNA using
Prosigna® Assay
on the nCounter Analysis 
System in your local lab in as 
little as 24 hours

Capture
expression profile
of patient’s tumour for tailored, 
more accurate and better 
informed treatment decisions

Patient Report

to enable fast and precise 
treatment decisions:
• Intrinsic Molecular Subtypes  	   	
  identified
• Risk of Recurence (ROR) within
  10 years
• Clinicopathological factors like
  tumour size and nodal status
  incorporated in the score

Prosigna® more accurately identifies the 
low-risk group with better outcomes and 
the high-risk group with worse outcomes1.

*DRFS: Distant Recurrence Free Survival.
The probability of developing recurrence were obtained from a bespoke data analysis of the TransATAC study 
(Sestak I, Dowsett M, Cuzick J. NICE Request – TransATAC Data Analysis –2017. Illustration adapted from Harnan S,  
et al. Tumour profiling tests to guide adjuvant chemotherapy decisions in early breast cancer Health Technol 
Assess. 2019 Jun;23(30):1-328.

Clinically Validated Algorithm Generates 
a Prosigna® Score for Each Patient.
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2nd GENERATION ASSAY  
(Prosigna®)

1st GENERATION ASSAY

• 50 genes
• Gene expression + clinical features
• Local testing

• 21 genes
• Gene expression only
• Samples need to be sent to the US

27% of patients are Low Risk 
with 92.3% rate of DRFS*

38% of patients are Int. Risk  
with 79.6% rate of DRFS*

35% of patients are High Risk 
with 69.9% rate of DRFS*

50% of patients are Low Risk 
with 85.4% rate of DRFS*

31% of patients are Int. Risk  
with 79.8% rate of DRFS*

19% of patients are High Risk 
with 74.9% rate of DRFS*
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How does the Prosigna® Assay work?
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1 Extract RNA 

from FFPE* 
tumour sample

Test RNA using 
Prosigna® Assay  
on the  nCounter 
Analysis System

Capture  
expression profile  
of patient’s tumour

Patient Report
• Intrinsic Subtype identified
• Risk of Recurence (ROR) within 

10 years
• Risk of Recurence (ROR) 5-10 

years (late relapse) 
• Clinicopathological factors like 

tumour size and nodal status 
incorporated in the score

*FFPE: Formalin Fixed Paraffin Embedded Tissue.
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*FFPE: Formalin Fixed Paraffin Embedded Tissue.

Specimen Run Set ID: 20190122MR1
ID #: Sample 1 Comments:

Patient: Mrs. B.M., 68 
Tumor Size: ≤2cm 
Lymph Nodes: node-negative Date Reported: January 23, 2019

ID #: Sample 1 Tumor Size: ≤2cm Lymph Nodes: node-negative
Assay Description: The Prosigna® breast cancer gene signature assay measures the expression of 50 different genes to
identify subtype and report a Risk of Recurrence Score (ROR), which is used to assign the patient to a predefined risk
group. These results are derived from a proprietary algorithm based on the PAM50 gene signature, intrinsic subtype, and
clinical variables including tumor size and nodal status.

* The ROR ranges from 0 through 100 and correlates with the probability of distant recurrence (DR) in the tested patient population. The risk
classification is provided to guide the interpretation of the ROR using cutoffs related to clinical outcome.

Probability of Distant Recurrence:
In the clinical validation studies, patients who were node-negative, luminal A subtype, with an
ROR score of  25 were in the low-risk group. This group averaged a 4% probability of distant
recurrence at 10 years.
The Prosigna® algorithm has been validated by 2 randomized clinical trials including more than 2400 patients with varying rates of distant recurrence. An analysis 
of these 2 clinical validation studies shows that the probability of distant recurrence for the low-risk population is 4%, while the high-risk population has a 
significantly greater probability of distant recurrence.†

For more information, visit PROSIGNA.com or e-mail info@prosigna.com

†Data apply to patients being treated with hormone therapy for 5 years as in the tested patient population. See Package Insert for further information on therapy regimens and tested 
patient population. It is unknown whether these findings can be extended to other patient populations or treatment schedules. © 2022 Veracyte, Inc.
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More comprehensive information about your 
patient’s tumour helps provide fast, precise 
and tailored treatment decisions.

Provides more accurate
prognosis to help improve 
breast cancer treatment 
and outcomes1.

Combines tumour 
gene expression and 
clinicopathological factors 
in a single 10-year Risk 
of distant Recurrence 
(ROR) score2,3 for informed 
treatment decisions.

The only breast cancer 
prognostic test identifying 
the four PAM50 intrinsic 
molecular subtypes for 
tailored treatments.

Easy access to local testing 
with faster turnaround times. 
Results can be available in as 
little as 24 hours.


