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Stage Breast Cancer Detection



Mammography Sensitivity is Reduced in 
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Inconsistent and Unclear Guidance for Women 

with Dense Breast Tissue post Mammography

Sensitivity of imaging technologies as reported by Gilbert (Lancet 2025), Comstock (JAMA 
2020), Patsch (Radiology 2020)
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Unmet Need #1: A simple, cost-effective, sensitive test for women with dense breast tissue
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Low Sensitivity from other Blood Tests for 

Early-Stage Breast Cancer Detection
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Studies* have consistently shown 

breast cancer sheds less 

than 1/10th of the DNA as other 

cancers. It’s the primary reason 

the promise of ctDNA has never 

been realized for early breast 

cancer detection.

The answer lies in deep 

proteomics.

*Comparative ctDNA data from Bettegowda (Science Trans Med 

2014). Stage-wise sensitivity of Grail from Shao 2021, of 

Cancerguard from Exact Sciences 2025.

Exact Sciences has removed breast and prostate cancer detection 

from the Cancerguard indication.

Unmet Need #2: A sensitive test that can find cancers early
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The Deep Proteomic Platform for

Early Cancer Detection – An Overview

Randomized & Blinded

Deep Proteomic Platform and Plate Layout Proteome Depth and Coverage over Several Orders of Magnitude
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High Sensitivity for Early-stage Breast Cancer Detection in a Case-

Controlled Study, Including in Women with Dense Breast Tissue

Horrmann et al., 2025, Endocrinology

Characteristic  Breast Cancer 
Patients  
n = 116  

Healthy Controls  
n = 219  

Total  
n = 335  

Age  
Overall  

n (%)  116 (100.0%)  219 (100.0%)  335 (100.0%)  
Mean (SD)  61 (12)  36 (14)  44 (18)  
Median (Q1-Q3)  64 (52-70)  32 (25-34)  43 (29-60)  

Screening Age-
Restricted (40-74)  

n (%)  100 (86.2%)  67 (30.6%)  167 (49.9%)  
Mean (SD)  59 (10)  54 (9)  57 (10)  
Median (Q1-Q3)  61 (51-68)  53 (47-60)  57 (49-65)  

Min, Max  40, 74  40, 72  40, 74  
Race, n (%)  

White  98 (84.5%)  155 (70.8%)  253 (75.5%)  
Black  5 (4.3%)  20 (9.1%)  25 (7.5%)  
Asian  3 (2.6%)  5 (2.3%)  8 (2.4%)  
American Indian  2 (1.7%)  0 (0.0%)  2 (0.6%)  
Other  0 (0.0%)  7 (3.2%)  7 (2.1%)  
Not Specified  8 (6.9%)  32 (14.6%)  40 (11.9%)  

Ethnicity, n (%)  
Non-Hispanic  105 (90.5%)  154 (70.3%)  259 (77.3%)  
Hispanic  10 (8.6%)  53 (24.2%)  63 (18.8%)  
Not Specified  1 (0.9%)  12 (5.5%)  13 (3.9%)  

Cancer Stage, n (%)  
Healthy  --  219 (100.0%)  219 (65.4%)  
Stage 0  30 (25.8%)  --  30 (8.9%)  
Stage 1  72 (62.1%)  --  72 (21.5%)  
Stage 2  14 (12.1%)  --  14 (4.2%)  

Breast Density, n (%)  
High  41 (35.4%)  --  41 (12.2%)  
Low  39 (33.6%)  --  39 (11.7%)  
Not Specified  36 (31.0%)  219 (100.0%)  255 (76.1%)  
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High Sensitivity and Specificity in Detecting Early-stage Breast 

Cancer from a Large Biobanked Cohort of 1,250 Women
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High Sensitivity was Independent of 

Pathological and Molecular Subtypes
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Ongoing and Future Trials

Ongoing Trials

• Prospective trials underway with Mayo Clinic, Advocate, Baptist MD Anderson

• Assessment of early breast cancer detection via the PRISM study of ~4,500 

women at the time of screening (with Mayo Clinic) 

Future Trials

• Future studies will focus on validation in women with dense breast tissue
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Summary Across Three Independent Studies

• Robust performance on women with dense breast tissue

Unmet Need #1: A simple, cost-effective, sensitive test for women with dense breast tissue

Unmet Need #2: A sensitive test that can find cancers early

• High sensitivity, especially at early-stages 0-I, with a high NPV
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