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Evolving U.S. Hematology/Oncology
Market with a Focus on AML, ALL,

Executive Summary

The U.S. hematology/oncology landscape is undergoing significant transformation, driven by advancements in diagnostics,
therapeutics, and a deeper understanding of patient demographics. Diseases such as Acute Myeloid Leukemia (AML), Acute
Lymphoblastic Leukemia (ALL), Myelodysplastic Syndromes (MDS), and Sickle Cell Disease (SCD) are at the forefront of this evolution.
Key stakeholders including transplant centers, specialized hospitals, expanding health systems, and biotech/pharma companies,
particularly those in Cell & Gene Therapy (CGT), are pivotal in shaping the market landscape.

Introduction

Hematologic malignancies and disorders present significant challenges due to their complexity and the need for specialized care. The
integration of advanced diagnostics, personalized medicine, and innovative therapies is reshaping treatment paradigms.
Understanding the interplay between disease characteristics, patient demographics, and healthcare infrastructure is essential for
stakeholders aiming to capitalize on emerging opportunities.

Disease Landscape

= Acute Myeloid Leukemia (AML)
AML is characterized by the rapid proliferation of abnormal myeloid cells, leading to bone marrow failure. Despite therapeutic
advancements, survival disparities persist among different ethnic groups. A study utilizing the SEER database found that Black and
Hispanic patients with AML had an increased risk of death by 12% and 6%, respectively, compared to non-Hispanic whites, despite a
higher prevalence of favorable cytogenetics and a younger age at diagnosis in these minority groups

= Acute Lymphoblastic Leukemia (ALL)

ALL is the most common cancer in children but also affects adults. The incidence of ALL is notably higher in the Hispanic population,
with a rate of increase over twofold faster compared to non-Hispanic groups . Hispanic patients are diagnosed at a younger age
and have worse overall survival rates, highlighting the need for targeted interventions.

= Myelodysplastic Syndromes (MDS)

MDS encompasses a group of disorders caused by poorly formed or dysfunctional blood cells. A population-based study revealed
that Non-Hispanic Black (NHB) patients had a longer median overall survival compared to Hispanic and Non-Hispanic White (NHW)
patients (33 vs. 28 vs. 25 months, respectively), suggesting potential biological or healthcare access factors influencing outcomes.

= Sickle Cell Disease (SCD)

SCD is a genetic disorder leading to the production of abnormal hemoglobin, causing red blood cells to assume a sickle shape. In
the U.S., about 100,000 people are affected, predominantly of sub-Saharan African descent. The recent FDA approval of gene
therapies like Casgevy and Lyfgenia offers new hope for patients, marking a significant milestone in SCD treatment.

Stakeholder Analysis

= Transplant Centers

Allogeneic and autologous transplant centers are central to the treatment of hematologic malignancies. However, disparities in
access and outcomes persist. An analysis of the California Cancer Registry found that Black and Hispanic patients with AML had a
decreased likelihood of stem cell transplantation compared with whites, with odds ratios of 0.64 and 0.74, respectively.

= Specialized Hospitals and Expanding Health Systems
Specialized hospitals equipped with advanced diagnostics and multidisciplinary teams are essential for managing complex cases.
The shift towards homecare settings, facilitated by oral chemotherapeutics and telehealth, aims to reduce hospital readmissions
and improve patient quality of life.

= Biotech and Pharma Companies in Cell & Gene Therapy (CGT)
The approval of the first cell-based gene therapies for SCD in December 2023, namely Casgevy and Lyfgenia, marks a significant
milestone. These therapies are specifically for patients aged 12 years and older, offering new hope for those affected. Biotech and
pharma companies are investing heavily in CGT, recognizing its potential to revolutionize treatment paradigms.

= Patient Demographics and Ethnic Diversity
Disparities in incidence, treatment, and outcomes are evident across different racial and ethnic groups. For instance, Hispanic
patients with ALL are diagnosed at a younger age and have worse overall survival rates . Similarly, Black and Hispanic patients with
AML have increased risks of death compared to non-Hispanic whites . Addressing these disparities requires a multifaceted
approach, including targeted research, community engagement, and policy interventions.

Emerging Competition

Organizations like the National Marrow Donor Program (NMDP) are expanding their reach, facilitating access to HCT for diverse
populations. The growth of CGT companies introduces new competition, driving innovation and potentially reducing costs.
Collaborations between academic institutions, biotech firms, and healthcare providers are fostering a competitive yet collaborative
environment.

Market Projections Through 2030 and 2035

U.S. Hematology Oncology Market is expected to reach USD 8.86 billion by 2032 from USD 3.39 billion in 2024, growing with a CAGR of
9.2% in the forecast period of 2025 to 2032. The integration of CGT and personalized medicine is expected to further accelerate market
growth, with significant investments from biotech and pharma companies.

Strategic Recommendations

Enhance Access to Care: Invest in CGT: Encourage Strengthen Focus on Personalized
Implement policies and investment in CGT Collaborations: Foster Medicine: Leverage genomic
programs aimed at reducing research and infrastructure partnerships among and molecular profiling to
disparities in access to to facilitate the stakeholders to streamline tailor treatments to individual
advanced treatments, development and delivery research, clinical trials, patient profiles, improving
particularly for minority of innovative therapies. and treatment delivery. outcomes and reducing
populations. unnecessary interventions.
Conclusion

The U.S. hematology/oncology market is poised for significant growth and transformation, driven by advancements in CGT,
personalized medicine, and a concerted effort to address disparities in care. By aligning strategies across stakeholders and focusing on
equitable access, the industry can ensure that innovations translate into improved outcomes for all patients.
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