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Abstracts

The global Trastuzumab Deruxtecan market size is expected to reach $ 11233 million

by 2032, rising at a market growth of 9.4% CAGR during the forecast period

(2026-2032).

Trastuzumab Deruxtecan is a HER2-directed antibody-drug conjugate composed of a

humanized anti-HER2 IgG1 monoclonal antibody, a tetrapeptide-based cleavable linker,

and the membrane-permeable topoisomerase I inhibitor payload DXd, with

approximately eight payload molecules conjugated to each antibody. The commercial

product is supplied as a 100 mg lyophilized powder in a single-dose vial for intravenous

infusion, providing a concentration of 20 mg/mL after reconstitution. Treatment is

generally administered once every three weeks, with 5.4 mg/kg used for breast cancer,

HER2-mutant non-small cell lung cancer, and other eligible solid tumors, while 6.4

mg/kg is primarily used for HER2-positive gastric and gastroesophageal junction

cancer. This study focuses on global commercial sales of finished Trastuzumab

Deruxtecan products and analyzes the market by dosage regimen, treatment regimen,

and cancer type, covering monotherapy, approved combination and sequential

treatment settings, and major HER2-related cancer indications.

Key Findings

The 5.4 mg/kg every-three-week regimen represents the dominant commercial

dose across most approved cancer settings

Breast cancer remains the largest cancer segment, with demand extending from

metastatic treatment into first-line and early-stage care
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Current use remains centered on monotherapy, while combination and

sequential regimens are becoming increasingly relevant

The US represented approximately 49% of 2025 combined global sales,

confirming North America's leading regional position

The market is structured around one product platform and two core partner

groups, with manufacturing concentrated under Daiichi Sankyo

Market Trends

The Trastuzumab Deruxtecan market is evolving from a predominantly later-line

metastatic treatment market into a broader HER2-targeted therapeutic platform

spanning earlier treatment stages, additional biomarker-defined populations, and

multiple cancer types. In breast cancer, commercial demand is progressively extending

from previously treated HER2-positive and HER2-low disease toward HER2-ultralow

patients, first-line metastatic treatment, neoadjuvant therapy, and post-neoadjuvant

treatment for patients with residual invasive disease. Treatment formats are also

becoming more diversified. Monotherapy remains the central commercial model, but the

approval of Trastuzumab Deruxtecan combined with pertuzumab and the use of

Trastuzumab Deruxtecan followed by taxane, trastuzumab, and pertuzumab

demonstrate a shift toward combination and sequential regimens. At the same time,

HER2 testing is changing from a binary positive-or-negative model toward more

differentiated identification of HER2-positive, HER2-low, HER2-ultralow, and

HER2-mutant populations. This development is increasing the strategic importance of

diagnostic accuracy, treatment sequencing, and real-world safety management across

oncology centers.

Market Dynamics

Drivers

Market development is primarily driven by continued expansion of approved indications,

movement into earlier and first-line treatment settings, and broader identification of

patients who may benefit from HER2-directed therapy. Breast cancer contributes the

largest demand base, while HER2-mutant non-small cell lung cancer, HER2-positive
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gastric cancer, and other HER2-positive solid tumors provide incremental growth.

Improved HER2 testing and growing clinical recognition of HER2-low and

HER2-ultralow disease are expanding the addressable population beyond traditional

HER2-positive patients. Reimbursement expansion is another important driver,

particularly in China, where inclusion in the national reimbursement system has

accelerated access and patient adoption.

Restraints

The market remains constrained by the high total cost of treatment, intravenous

administration requirements, specialist supervision, and differences in reimbursement

and hospital access across countries. Commercial adoption also depends on reliable

HER2 testing, appropriate patient selection, and the ability of oncology centers to

manage adverse events. The manufacturing process is more complex than that of

conventional monoclonal antibodies because it requires controlled antibody production,

linker-payload synthesis, conjugation, purification, analytical characterization, and

aseptic fill-finish. Concentration of manufacturing and supply under a single controlling

group increases the importance of production capacity, quality consistency, and global

inventory management.

Opportunities

The largest opportunities are expected to arise from earlier-stage breast cancer, first-

line metastatic treatment, broader adoption in HER2-low and HER2-ultralow

populations, and expansion into additional HER2-positive solid tumors. Combination

treatment with pertuzumab and sequential use before surgery create new revenue pools

beyond established monotherapy indications. Emerging markets also provide significant

potential as regulatory approvals, reimbursement coverage, HER2 diagnostic capacity,

and specialist oncology infrastructure improve. Additional opportunities may develop

from greater use in patients with brain metastases, more standardized biomarker

testing, improved treatment sequencing, and longer treatment duration in earlier

disease settings.

Challenges

Long-term market development depends on balancing strong antitumor activity with

safety and treatment tolerability. Interstitial lung disease or pneumonitis remains a major
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clinical risk requiring early identification, dose interruption, and permanent

discontinuation in severe cases. Nausea, hematologic toxicity, cardiac monitoring

requirements, and treatment-related discontinuation may also affect real-world

treatment duration. The market will face increasing therapeutic competition from other

HER2-directed ADCs, bispecific antibodies, alternative payload technologies, and new

combination regimens. Differences in regulatory labels, diagnostic definitions,

reimbursement conditions, and clinical practice among regions may further limit the

speed at which new indications translate into commercial sales.

Industry Chain Analysis

The upstream segment of the Trastuzumab Deruxtecan industry chain includes

mammalian cell culture media, recombinant antibody production materials, linker and

cytotoxic payload intermediates, pharmaceutical excipients, chromatography media,

filtration systems, single-use bioprocessing consumables, sterile glass vials, closures,

and analytical testing reagents. HER2 immunohistochemistry and molecular diagnostic

products also form an important supporting component because patient eligibility

depends on accurate assessment of HER2 expression or ERBB2 mutation status.

Upstream quality requirements are stringent, particularly for the high-potency DXd

payload, conjugation intermediates, and materials that affect drug-to-antibody ratio,

impurity profiles, aggregation, and product stability.

The midstream segment covers antibody production, linker-payload synthesis,

controlled conjugation, purification, formulation, sterile filling, lyophilization, batch

release, pharmacovigilance, and global supply management. Value creation is

concentrated in proprietary ADC design, process control, analytical characterization,

clinical evidence, regulatory approvals, and reliable commercial-scale manufacturing.

The downstream segment includes regional marketing authorization holders, importers

and distributors, public and commercial payers, HER2 diagnostic laboratories, general

hospitals, cancer centers, and outpatient infusion facilities. Commercial profitability is

influenced not only by manufacturing cost, but also by clinical development investment,

regulatory expenditure, market-access discounts, profit-sharing arrangements,

companion diagnostic availability, and the ability to maintain continuous supply across

multiple treatment indications and regions.

Segment Insights

+357 96 030922
info@marketpublishers.com

Global Trastuzumab Deruxtecan Supply, Demand and Key Producers, 2026-2032

https://marketpublishers.com/report/biotechnology/monoclonal-antibodies/global-trastuzumab-deruxtecan-gir.html


By Dosage Regimen, the 5.4 mg/kg every-three-week segment represents the dominant

market because it covers breast cancer, HER2-mutant non-small cell lung cancer, and

most other approved solid tumor settings. The 6.4 mg/kg every-three-week segment is

narrower and is primarily associated with HER2-positive gastric and gastroesophageal

junction cancer. The commercial performance of the 5.4 mg/kg segment is therefore

more closely linked to breast cancer treatment penetration, earlier treatment-line

expansion, and the development of tumor-agnostic HER2-positive indications, while the

6.4 mg/kg segment is influenced mainly by gastric cancer diagnosis, prior trastuzumab

exposure, and regional treatment practices.

By Treatment Regimen, monotherapy continues to account for the majority of current

commercial use because most established indications were initially approved as single-

agent treatment. Combination therapy is becoming more important following approval of

Trastuzumab Deruxtecan with pertuzumab for first-line HER2-positive metastatic breast

cancer. Sequential therapy is an emerging segment supported by neoadjuvant use of

Trastuzumab Deruxtecan followed by taxane, trastuzumab, and pertuzumab. By Cancer

Type, breast cancer remains the largest segment, while gastric and gastroesophageal

junction cancer and non-small cell lung cancer form smaller but clinically established

markets. Other HER2-positive solid tumors represent a diversified opportunity with

comparatively limited individual cancer populations but broad cumulative potential.

Downstream Market Opportunities

Downstream market opportunities are concentrated in oncology treatment settings with

established HER2 testing and intravenous infusion capabilities. Breast cancer centers

offer the largest opportunity as treatment expands across HER2-positive, HER2-low,

and HER2-ultralow disease and moves from advanced disease toward first-line and

early-stage settings. Gastric and gastroesophageal junction cancer provide a

differentiated opportunity in patients previously treated with trastuzumab-based

regimens, while HER2-mutant non-small cell lung cancer benefits from the increasing

adoption of genomic testing. The expansion of tumor-agnostic HER2-positive

indications creates additional demand across smaller solid tumor categories. Hospitals

and specialized cancer centers that can integrate pathology, molecular testing,

multidisciplinary treatment decisions, infusion management, and adverse-event

monitoring are expected to capture the greatest downstream value.

Regional Insights
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North America is the largest regional market, led by the US, which accounted for

approximately 49% of combined global sales in 2025. Its leading position reflects earlier

regulatory approvals, broad specialist adoption, established HER2 testing, and rapid

uptake in HER2-low, HER2-ultralow, first-line metastatic, and early-stage breast cancer

settings. Europe remains an important market supported by expanding reimbursement

and approvals across breast cancer, gastric cancer, non-small cell lung cancer, and

other HER2-positive solid tumors, although market access and reimbursement timing

vary among countries.

Asia is becoming an increasingly important source of incremental demand. Japan

benefits from early adoption and a broadening solid tumor application base, while China

is supported by national reimbursement coverage, additional approved cancer

indications, and expansion of hospital access. Emerging Markets recorded the fastest

disclosed regional growth within AstraZeneca's booked geographies in 2025, supported

in part by rapid adoption following reimbursement inclusion in China. Other Asia-Pacific,

Latin American, Middle Eastern, and African markets remain at different stages of

regulatory approval and reimbursement, creating long-term opportunities but also

greater variability in affordability, diagnostic capacity, and market access.

Competitive Landscape Analysis

The Trastuzumab Deruxtecan market has a highly concentrated structure rather than a

conventional multi-manufacturer competitive landscape. Daiichi Sankyo controls the

proprietary DXd ADC platform and is responsible for manufacturing and global supply,

while Daiichi Sankyo and AstraZeneca jointly develop and commercialize the product

outside Japan; Daiichi Sankyo retains exclusive rights in Japan. The two companies

therefore represent different but complementary positions within the same product

ecosystem, and their reported product references should not be treated as separate

drug models or duplicated market sales. Competitive differentiation is based on ADC

technology, clinical evidence, regulatory coverage, manufacturing reliability, oncology

commercialization capability, reimbursement access, and safety management. Direct

competition increasingly occurs at the treatment-class level through other

HER2-directed ADCs, antibody-based therapies, and combination regimens rather than

through additional manufacturers of Trastuzumab Deruxtecan itself. Future competitive

intensity will rise as alternative products seek differentiation through safety, activity in

brain metastases, broader biomarker coverage, improved convenience, or lower

treatment cost.
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Report Scope

This report studies the global Trastuzumab Deruxtecan production, demand, key

manufacturers, and key regions.

This report is a detailed and comprehensive analysis of the world market for

Trastuzumab Deruxtecan and provides market size (US$ million) and Year-over-Year

(YoY) Growth, considering 2025 as the base year. This report explores demand trends

and competition, as well as details the characteristics of Trastuzumab Deruxtecan that

contribute to its increasing demand across many markets.

Highlights and key features of the study

Global Trastuzumab Deruxtecan total production and demand, 2021-2032, (K

Units)

Global Trastuzumab Deruxtecan total production value, 2021-2032, (USD

Million)

Global Trastuzumab Deruxtecan production by region & country, production,

value, CAGR, 2021-2032, (USD Million) & (K Units), (based on production site)

Global Trastuzumab Deruxtecan consumption by region & country, CAGR,

2021-2032 & (K Units)

U.S. VS China: Trastuzumab Deruxtecan domestic production, consumption,

key domestic manufacturers and share

Global Trastuzumab Deruxtecan production by manufacturer, production, price,

value and market share 2021-2026, (USD Million) & (K Units)

Global Trastuzumab Deruxtecan production by Type, production, value, CAGR,

2021-2032, (USD Million) & (K Units)

Global Trastuzumab Deruxtecan production by Application, production, value,

CAGR, 2021-2032, (USD Million) & (K Units)
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This report profiles key players in the global Trastuzumab Deruxtecan market based on

the following parameters - company overview, production, value, price, gross margin,

product portfolio, geographical presence, and key developments. Key companies

covered as a part of this study include Daiichi Sankyo, AstraZeneca, etc.

This report also provides key insights about market drivers, restraints, opportunities,

new product launches or approvals.

Stakeholders would have ease in decision-making through various strategy matrices

used in analyzing the World Trastuzumab Deruxtecan market

Detailed Segmentation:

Each section contains quantitative market data including market by value (US$

Millions), volume (production, consumption) & (K Units) and average price (US$/Unit) by

manufacturer, by Type, and by Application. Data is given for the years 2021-2032 by

year with 2025 as the base year, 2026 as the estimate year, and 2027-2032 as the

forecast year.

Global Trastuzumab Deruxtecan Market, By Region:

United States

China

Europe

Japan

South Korea

ASEAN

India
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Rest of World

Market Segmentation

Global Trastuzumab Deruxtecan Market, Segmentation by Type:

5.4 mg/kg Every Three Weeks

6.4 mg/kg Every Three Weeks

Global Trastuzumab Deruxtecan Market, Segmentation by Treatment

Regimen:

Monotherapy

Combination Therapy

Sequential Therapy

Global Trastuzumab Deruxtecan Market, Segmentation by Cancer:

Breast Cancer

Gastric and Gastroesophageal Junction Cancer

Non-Small Cell Lung Cancer

Other

Global Trastuzumab Deruxtecan Market, Segmentation by

Application:

General Hospitals
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Cancer Hospitals

Other

Companies Profiled:

Daiichi Sankyo

AstraZeneca

Key Questions Answered

1. How big is the global Trastuzumab Deruxtecan market?

2. What is the demand of the global Trastuzumab Deruxtecan market?

3. What is the year over year growth of the global Trastuzumab Deruxtecan market?

4. What is the total value of the global Trastuzumab Deruxtecan market?

5. Who are the Major Players in the global Trastuzumab Deruxtecan market?

6. What are the growth factors driving the market demand?
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