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Market Size & Trends

The U.S. breast cancer diagnostics market size was estimated at USD 2.26 billion in
2024 and is projected to reach USD 4.53 billion by 2033, registering a CAGR of 8.21%
from 2025 to 2033. The growth can be attributed to the increasing prevalence of breast
cancer and rising government initiatives to increase the screening & diagnostic rate. For
instance, according to the American Cancer Society, Breast cancer remains the most
prevalent cancer among women in the U.S., excluding skin cancers, accounting for
nearly 30% of all new female cancer cases annually. In 2025, an estimated 316,950
new cases of invasive breast cancer and 59,080 cases of ductal carcinoma in situ
(DCIS) were diagnosed. Tragically, 42,170 women are expected to die from the
disease. The increasing incidence of breast cancer fuels demand for advanced
diagnostic technologies such as mammography, genetic testing, and Al-powered
Imaging. Rising awareness, government initiatives, and expanding insurance coverage
further stimulate the adoption of screening programs and innovative diagnostics across
the U.S.

The market in the U.S. is supported by a high disease prevalence, strong policy
initiatives, and rapid technological innovation. Breast cancer remains the most common
cancer among U.S. women, with the American Cancer Society projecting over 316,950
invasive cases in 2025. Rising incidence in younger demographics, coupled with
growing awareness about the importance of early detection, is fueling demand for
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advanced diagnostic tools. The U.S. government and research institutions are
actively promoting innovation through grants and funding. For example, in January
2024, Weill Cornell Medicine received a $2.4 million Department of Defense grant to
validate the Syantra DX liquid biopsy test, an Al-driven blood-based screening solution
that could significantly improve access for women with dense breast tissue,
underserved populations, and high-risk groups. The availability of non-invasive, cost-
effective tests is expected to improve early detection, reduce aggressive treatments,
and shift market demand away from traditional imaging toward liquid biopsy
technologies.

The launch of innovative intraoperative diagnostic solutions is also transforming breast
cancer care. In January 2025, Lumicell introduced the LumiSystem, the first FDA-
approved real-time fluorescence-guided imaging tool for lumpectomy procedures. By
integrating the LUMISIGHT optical imaging agent with the Direct Visualization System
(DVS), surgeons are able to identify and remove cancerous tissue intraoperatively,
thereby minimizing the need for repeat surgeries and improving patient outcomes. Such
advancements not only enhance surgical precision but also reduce long-term healthcare
costs. Key industry players, including Roche, Thermo Fisher Scientific, QIAGEN, BD,
and Danabher, are investing heavily in regulatory approvals and partnerships to expand
their market presence. For instance, Roche’s PATHWAY HER2 (4B5) test has been
granted successive FDA approvals, first for identifying HER2-low and more recently
HER2-ultralow metastatic breast cancer patients eligible for ENHERTU therapy, further
strengthening the role of precision diagnostics in treatment selection. Similarly,
PreludeDx’s DCISionRT test received FDA Breakthrough Device designation in 2025,
enabling physicians to personalize treatment decisions for ductal carcinoma in situ
(DCIS) patients and avoid unnecessary interventions.

Biopsy remains a fundamental diagnostic method in the U.S., with more than 1 million
procedures conducted annually, of which around 20% confirm malignancy. Needle-
based biopsies-comprising fine needle aspiration, core needle, and vacuum-assisted
biopsies-represent over 90% of cases due to their minimally invasive nature and higher
patient compliance compared to surgical biopsies. The segment is witnessing notable
innovation, with Mammotome introducing the AutoCore Single Insertion Core Biopsy
System in November 2024, which improves efficiency through real-time visualization,
single insertion sampling, and touchless specimen transfer. At the same time, liquid
biopsy is rapidly gaining ground, with the FDA approval of FoundationOne Liquid CDx in
October 2024 as a companion diagnostic for Itovebi, targeting HR-positive,
HER2-negative patients with PIK3CA mutations. These advancements highlight a
broader trend toward minimally invasive and precision-guided testing solutions in the
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U.S. diagnostics market.
U.S. Breast Cancer Diagnostics Market Report Segmentation
This report forecasts revenue growth at the country level and provides an analysis of
the latest trends in each of the sub-segments from 2021-2033. For this study, Grand
View Research has segmented the U.S. breast cancer diagnostics market report by
type, product, application, and end use:
Type Outlook (Revenue, USD Million, 2021 - 2033)
Imaging
Biopsy
Genomic Tests
Blood Tests
Others
Product Outlook (Revenue, USD Million, 2021 - 2033)
Platform-based products
Next Generation Sequencing
Microarrays
PCR
Others
Instrument-based products
Imaging

Biopsy
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Application Outlook (Revenue, USD Million, 2021 - 2033)
Screening

Diagnostic & Predictive

Prognostic

Research

End Use Outlook (Revenue, USD Million, 2021 - 2033)
Hospitals & Clinics

Medical labs & Diagnostics Centers

Others

This report can be delivered to the clients within 3 Business Days

U.S. Breast Cancer Diagnostics Market Size, Share & Trends Analysis Report By Product (Platform-based, Instrum...


https://marketpublishers.com/report/diagnostics-diseases/cancer/us-breast-cancer-diagnostics-market-grand.html

Market Publishers

CHAPTER 1. METHODOLOGY AND SCOPE

1.1. Market Segmentation & Scope
1.1.1. Market Definitions
1.2. Regional Scope
1.3. Estimates and Forecast Timeline
1.4. Research Methodology
1.5. Information Procurement
1.5.1. Purchased Database
1.5.2. GVR’s Internal Database
1.5.3. Secondary Sources
1.5.4. Primary Research
1.6. Information Analysis
1.6.1. Data Analysis Models
1.7. Market Formulation & Data Visualization
1.8. Model Details
1.8.1. Commodity Flow Analysis
1.9. List of Secondary Sources

CHAPTER 2. EXECUTIVE SUMMARY

2.1. Market Snapshot

2.2. Type and Product Snapshot

2.3. Application and End-use Snapshot
2.4. Competitive Landscape Snapshot

CHAPTER 3. MARKET VARIABLES, TRENDS, & SCOPE

3.1. Market Lineage Outlook
3.1.1. Parent Market Outlook
3.1.2. Related/Ancillary Market Outlook
3.2. Market Trends and Outlook
3.3. Market Dynamics
3.3.1. Market Driver Analysis
3.3.2. Market Restraint Analysis
3.4. Business Environment Analysis
3.4.1. PESTLE Analysis

+357 96 030922
info@marketpublishers.com

U.S. Breast Cancer Diagnostics Market Size, Share & Trends Analysis Report By Product (Platform-based, Instrum...


https://marketpublishers.com/report/diagnostics-diseases/cancer/us-breast-cancer-diagnostics-market-grand.html

. +357 96 030922
Market Publishers info@marketpublishers.com

3.4.2. Porter’s Five Forces Analysis
3.5. COVID-19 Impact Analysis

CHAPTER 4. TYPE BUSINESS ANALYSIS

4.1. Breast Cancer Diagnostics Market: Type Movement Analysis, 2024 & 2033
4.2. Imaging

4.2.1. Imaging Market, 2021 - 2033 (USD Million)
4.3. Biopsy

4.3.1. Biopsy Market, 2021 - 2033 (USD Million)
4.4. Genomic Tests

4.4.1. Genomic Tests Market, 2021 - 2033 (USD Million)
4.5. Blood Tests

4.5.1. Blood Tests Market, 2021 - 2033 (USD Million)
4.6. Others

4.6.1. Others Market, 2021 - 2033 (USD Million)

CHAPTER 5. PRODUCT BUSINESS ANALYSIS

5.1. Breast Cancer Diagnostics Market: Product Movement Analysis, 2024 & 2033
5.2. Platform-based products

5.2.1. Next-generation Sequencing Market, 2021 - 2033 (USD Million)

5.2.2. Microarrays Market, 2021 - 2033 (USD Million)

5.2.3. PCR Market, 2021 - 2033 (USD Million)

5.2.4. Others Market, 2021 - 2033 (USD Million)
5.3. Instrument-based products

5.3.1. Imaging Market, 2021 - 2033 (USD Million)

5.3.2. Biopsy Market, 2021 - 2033 (USD Million)

CHAPTER 6. APPLICATION BUSINESS ANALYSIS

6.1. Breast Cancer Diagnostics Market: Application Movement Analysis, 2024 & 2033
6.2. Screening
6.2.1. Screening Market, 2021 - 2033 (USD Million)
6.3. Diagnostic & Predictive
6.3.1. Diagnostic & Predictive Market, 2021 - 2033 (USD Million)
6.4. Prognostic
6.4.1. Prognostic Market, 2021 - 2033 (USD Million)
6.5. Research

U.S. Breast Cancer Diagnostics Market Size, Share & Trends Analysis Report By Product (Platform-based, Instrum...


https://marketpublishers.com/report/diagnostics-diseases/cancer/us-breast-cancer-diagnostics-market-grand.html

. +357 96 030922
Market Publishers info@marketpublishers.com

6.5.1. Research Market, 2021 - 2033 (USD Million)
CHAPTER 7. END-USE BUSINESS ANALYSIS

7.1. Breast Cancer Diagnostics Market: End-use Movement Analysis, 2024 & 2033
7.2. Hospitals & Clinics
7.2.1. Hospitals & Clinics Market, 2021 - 2033 (USD Million)
7.3. Medical labs & Diagnostics Centers
7.3.1. Medical labs & Diagnostics Centers Market, 2021 - 2033 (USD Million)
7.4. Others
7.4.1. Others Market, 2021 - 2033 (USD Million)

CHAPTER 8. COMPETITIVE LANDSCAPE

8.1. Company Categorization
8.2. Strategy Mapping
8.2.1. Acquisition
8.2.2. Collaborations
8.2.3. New Platform Launches
8.2.4. Others
8.3. Company Profiles/Listing
8.3.1. Hologic Inc.
8.3.1.1. Company Overview
8.3.1.2. Financial Performance
8.3.1.3. Platform Benchmarking
8.3.1.4. Strategic Initiatives
8.3.2. Genomic Health (Exact Sciences Corporation)
8.3.2.1. Company Overview
8.3.2.2. Financial Performance
8.3.2.3. Platform Benchmarking
8.3.2.4. Strategic Initiatives
8.3.3.BD
8.3.3.1. Company Overview
8.3.3.2. Financial Performance
8.3.3.3. Platform Benchmarking
8.3.3.4. Strategic Initiatives
8.3.4. Danaher
8.3.4.1. Company Overview
8.3.4.2. Financial Performance

U.S. Breast Cancer Diagnostics Market Size, Share & Trends Analysis Report By Product (Platform-based, Instrum...


https://marketpublishers.com/report/diagnostics-diseases/cancer/us-breast-cancer-diagnostics-market-grand.html

Market Publishers

8.3.4.3. Platform Benchmarking
8.3.4.4. Strategic Initiatives
8.3.5. Koninklijke Philips N.V
8.3.5.1. Company Overview
8.3.5.2. Financial Performance
8.3.5.3. Platform Benchmarking
8.3.5.4. Strategic Initiatives
8.3.6. QIAGEN
8.3.6.1. Company Overview
8.3.6.2. Financial Performance
8.3.6.3. Platform Benchmarking
8.3.6.4. Strategic Initiatives
8.3.7. Thermo Fisher Scientific Inc
8.3.7.1. Company Overview
8.3.7.2. Financial Performance
8.3.7.3. Platform Benchmarking
8.3.7.4. Strategic Initiatives
8.3.8. Myriad Genetics
8.3.8.1. Company Overview
8.3.8.2. Financial Performance
8.3.8.3. Platform Benchmarking
8.3.8.4. Strategic Initiatives
8.3.9. Argon Medical Devices, Inc.
8.3.9.1. Company Overview
8.3.9.2. Financial Performance
8.3.9.3. Platform Benchmarking
8.3.9.4. Strategic Initiatives

8.3.10. F. Hoffmann-La Roche Ltd.

8.3.10.1. Company Overview
8.3.10.2. Financial Performance
8.3.10.3. Platform Benchmarking
8.3.10.4. Strategic Initiatives

+357 96 030922
info@marketpublishers.com

U.S. Breast Cancer Diagnostics Market Size, Share & Trends Analysis Report By Product (Platform-based, Instrum...


https://marketpublishers.com/report/diagnostics-diseases/cancer/us-breast-cancer-diagnostics-market-grand.html

. +357 96 030922
Market Publishers info@marketpublishers.com

LIST OF TABLES

TABLE 1 List of secondary sources

TABLE 2 List of abbreviations

TABLE 3 U.S. Breast Cancer Diagnostics Market, by Type, 2021 - 2033 (USD Million)
TABLE 4 U.S. Breast Cancer Diagnostics Market, by Product, 2021 - 2033 (USD
Million)

TABLE 5 U.S. Breast Cancer Diagnostics Market by Application, 2021 - 2033 (USD
Million)

TABLE 6 U.S. Breast Cancer Diagnostics Market by End-use, 2021 - 2033 (USD
Million)

U.S. Breast Cancer Diagnostics Market Size, Share & Trends Analysis Report By Product (Platform-based, Instrum...


https://marketpublishers.com/report/diagnostics-diseases/cancer/us-breast-cancer-diagnostics-market-grand.html

. +357 96 030922
Market Publishers info@marketpublishers.com

LIST OF FIGURES

FIG. 1 Market Research Process

FIG. 2 Information Procurement

FIG. 3 Primary Research Pattern

FIG. 4 Market Research Approaches

FIG. 5 Value Chain-Based Sizing & Forecasting

FIG. 6 Market Formulation & Validation

FIG. 7 Market Segmentation

FIG. 8 Market Snapshot, 2024

FIG. 9 Market Trends & Outlook

FIG. 10 Market Driver Relevance Analysis (Current & Future Impact)

FIG. 11 Market Restraint Relevance Analysis (Current & Future Impact)

FIG. 12 SWOT Analysis, By Factor (Political & Legal, Economic, And Technological)
FIG. 13 Porter’s Five Forces Analysis

FIG. 14 Market Penetration & Growth Prospect Mapping, 2024

FIG. 15 U.S. Breast Cancer Diagnostics Market: Type Movement Analysis

FIG. 16 U.S. Imaging Market Estimates and Forecasts, 2021 - 2033 (USD Million)
FIG. 17 U.S. Biopsy Market Estimates and Forecasts, 2021 - 2033 (USD Million)
FIG. 18 U.S. Genomic Tests Market Estimates and Forecasts, 2021 - 2033 (USD
Million)

FIG. 19 U.S. Blood Tests Market Estimates and Forecasts, 2021 - 2033 (USD Million)
FIG. 20 U.S. Other Tests Market Estimates and Forecasts, 2021 - 2033 (USD Million)
FIG. 21 U.S. Breast Cancer Diagnostics Market: Product Movement Analysis

FIG. 22 U.S. Platform-Based Products Market Estimates and Forecasts, 2021 - 2033
(USD Million)

FIG. 23 U.S. Imaging Market Estimates and Forecasts, 2021 - 2033 (USD Million)
FIG. 24 U.S. Biopsy Products Market Estimates and Forecasts, 2021 - 2033 (USD

Million)
FIG. 25 U.S. Instrument-Based Products Market Estimates and Forecasts, 2021 - 2033
(USD Million)

FIG. 26 U.S. Microarrays Market Estimates and Forecasts, 2021 - 2033 (USD Million)
FIG. 27 U.S. PCR Market Estimates and Forecasts, 2021 - 2033 (USD Million)

FIG. 28 U.S. Next Generation Sequencing Market Estimates and Forecasts, 2021 -
2033 (USD Million)

FIG. 29 U.S. Others Market Estimates and Forecasts, 2021 - 2033 (USD Million)

FIG. 30 U.S. Breast Cancer Diagnostics Market: Application Movement Analysis

U.S. Breast Cancer Diagnostics Market Size, Share & Trends Analysis Report By Product (Platform-based, Instrum...


https://marketpublishers.com/report/diagnostics-diseases/cancer/us-breast-cancer-diagnostics-market-grand.html

. +357 96 030922
Market Publishers info@marketpublishers.com

FIG. 31 U.S. Screening Market Estimates and Forecasts, 2021 - 2033 (USD Million)
FIG. 32 U.S. Diagnostic & Predictive Market Estimates and Forecasts, 2021 - 2033
(USD Million)

FIG. 33 U.S. Prognostic Market Estimates and Forecasts, 2021 - 2033 (USD Million)
FIG. 34 U.S. Research Market Estimates and Forecasts, 2021 - 2033 (USD Million)
FIG. 35 U.S. Breast Cancer Diagnostics Market: End-Use Movement Analysis

FIG. 36 U.S. Hospitals & Clinics Market Estimates and Forecasts, 2021 - 2033 (USD
Million)

FIG. 37 U.S. Medical Labs & Diagnostics Centers Market Estimates and Forecasts,
2021 - 2033 (USD Million)

FIG. 38 U.S. Others Market Estimates and Forecasts, 2021 - 2033 (USD Million)

U.S. Breast Cancer Diagnostics Market Size, Share & Trends Analysis Report By Product (Platform-based, Instrum...


https://marketpublishers.com/report/diagnostics-diseases/cancer/us-breast-cancer-diagnostics-market-grand.html

. +357 96 030922
‘ Market Publishers info@marketpublishers.com

| would like to order

Product name: U.S. Breast Cancer Diagnostics Market Size, Share & Trends Analysis Report By Product
(Platform-based, Instrument-based), By Type (Imaging, Biopsy, Genomic Tests, Blood
Tests), By Application, By End-use, And Segment Forecasts, 2025 - 2033

Product link: https://marketpublishers.com/r/U396F9DE6GE67EN.html
Price: US$ 5,950.00 (Single User License / Electronic Delivery)
If you want to order Corporate License or Hard Copy, please, contact our Customer

Service:
info@marketpublishers.com

Payment

To pay by Credit Card (Visa, MasterCard, American Express, PayPal), please, click
button on product page https://marketpublishers.com/r/U396FODE6GE67EN.html

U.S. Breast Cancer Diagnostics Market Size, Share & Trends Analysis Report By Product (Platform-based, Instrum...


https://marketpublishers.com/report/diagnostics-diseases/cancer/us-breast-cancer-diagnostics-market-grand.html
mailto:info@marketpublishers.com
https://marketpublishers.com/report/diagnostics-diseases/cancer/us-breast-cancer-diagnostics-market-grand.html
http://www.tcpdf.org
https://marketpublishers.com/report/diagnostics-diseases/cancer/us-breast-cancer-diagnostics-market-grand.html

