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Recombinant Human Growth Hormone (rHGH) Market Summary

The Recombinant Human Growth Hormone (rHGH) market represents an important
segment of the global biopharmaceutical industry, focused on the treatment of growth
hormone deficiencies (GHD) and other metabolic or growth-related conditions. rHGH is
a synthetic version of human growth hormone produced through recombinant DNA
technology, enabling consistent, scalable, and high-purity supply compared to earlier
extraction-based methods. The drug has transformed the treatment landscape for
pediatric and adult patients with GHD, as well as related conditions such as Turner
syndrome, Prader-Willi syndrome, idiopathic short stature, chronic kidney
disease—related growth failure, and HIV-associated wasting. By 2025, the global rHGH
market is projected to be valued between USD 1.2 billion and USD 2.4 billion. The
market is expected to grow at a compound annual growth rate (CAGR) of approximately
3.5% to 6.5% through 2030. This growth trajectory reflects a balance between
increasing diagnosis rates, new product launches, and improved patient adherence
tools on one hand, and challenges related to biosimilar competition, pricing pressures,
and shifting treatment paradigms on the other.

Regional Market Trends

North America
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North America, particularly the United States, is the largest and most mature rHGH
market, with an estimated CAGR of 3.0%-5.5% through 2030. Strong healthcare
infrastructure, high awareness among physicians and patients, and widespread
insurance coverage for pediatric GHD therapies drive consistent demand. The U.S.
market is characterized by steady sales of branded products like Pfizer’s
GENOTROPIN®, Novo Nordisk’s Norditropin®, and Eli Lilly’s Humatrope®. The
launch of longer-acting growth hormone analogs, such as Pfizer's NGENLA™ and
Ascendis Pharma’s SKYTROFA®, has accelerated adoption by reducing the burden of
daily injections, appealing to patients and caregivers alike. Canada, though smaller,
demonstrates similar trends, supported by public reimbursement programs for eligible
pediatric patients.

Europe

Europe is a key market with a CAGR estimated at 3.2%-5.8%. Countries such as
Germany, France, Italy, and the United Kingdom are significant consumers of rHGH
therapies, largely supported by government reimbursement systems. Europe is also a
leading region for biosimilars, with products like Sandoz’s Omnitrope® gaining
significant traction. This has heightened competition and put downward pressure on
branded drug pricing. Nonetheless, innovation in long-acting formulations, exemplified
by Novo Nordisk’s Sogroya® and Ascendis Pharma’s SKYTROFA®, continues to
generate clinical and commercial momentum. The coexistence of originator biologics,
biosimilars, and next-generation long-acting rHGH drugs defines the European
competitive landscape.

Asia-Pacific

The Asia-Pacific region is projected to be the fastest-growing rHGH market, with an
estimated CAGR of 4.5%—7.0%. Rising healthcare expenditure, growing middle-class
populations, and increasing diagnosis of pediatric growth hormone deficiencies drive
demand. China has emerged as a particularly important market, fueled by government
policies to improve pediatric healthcare and the growing acceptance of biologic
therapies. Japan, South Korea, and Australia are also key contributors, with established
reimbursement pathways and strong clinician adoption of innovative therapies.
Affordability challenges persist in parts of Southeast Asia and India, but these markets
represent long-term opportunities as healthcare access expands.
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Latin America

Latin America demonstrates moderate but steady growth, with a CAGR of 3.5%-6.0%.
Brazil and Mexico are the largest markets, supported by expanding healthcare coverage
and greater investment in pediatric endocrinology. Access to innovative treatments is
improving through partnerships between multinational pharmaceutical companies and
local governments, though high therapy costs remain a constraint. Patient advocacy
groups are increasingly influential in improving awareness and access, particularly for
children with diagnosed GHD.

Middle East and Africa (MEA)

The MEA region is smaller but gradually expanding, with a CAGR of 2.5%—4.5%.
Wealthier markets such as Saudi Arabia, the United Arab Emirates, and Israel
demonstrate higher adoption rates, supported by advanced healthcare systems and
funding for rare and chronic diseases. South Africa and other sub-Saharan African
countries face significant affordability and infrastructure challenges, limiting widespread
adoption. Nonetheless, improving healthcare policy frameworks and targeted
international collaborations are supporting incremental growth in this region.

Application Analysis

Children

The pediatric segment is the dominant application area for rHGH, accounting for the
majority of prescriptions worldwide. Growth hormone deficiency in children leads to
short stature, delayed puberty, and metabolic complications, making early diagnosis
and treatment critical. rHGH therapies like GENOTROPIN®, Norditropin®, and
Humatrope® are well-established in pediatric care. Increasing awareness, newborn
screening programs, and improved adherence through user-friendly delivery systems
(such as pen injectors) support steady growth in this segment. The introduction of
weekly or bi-weekly long-acting growth hormone analogs, such as SKYTROFA® and
Sogroya®, is expected to further strengthen pediatric adoption by reducing treatment
fatigue and improving compliance.

Adults
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The adult rHGH segment is smaller but growing steadily, driven by the treatment of
adult growth hormone deficiency (AGHD) and conditions like HIV-associated wasting.
Adult GHD is associated with decreased bone density, impaired quality of life,
cardiovascular risk, and metabolic disturbances. Although fewer patients are diagnosed
compared to pediatric GHD, greater awareness among clinicians is driving incremental
growth. Long-acting formulations are also gaining importance in this segment due to the
convenience and improved adherence they offer. Nonetheless, adoption is constrained
by high therapy costs and insurance coverage limitations in many markets.

Company Profiles

Pfizer

Pfizer is a leading player with GENOTROPIN® (somatropin), one of the most widely
prescribed rHGH therapies globally, and NGENLA™ (somatrogon-ghla), a long-acting
weekly injectable co-developed with OPKO Health. Pfizer’'s strong presence in both
pediatric and adult applications, combined with innovative delivery systems, positions it
as a market leader.

Merck KGaA

Merck markets Saizen® and Serostim® (both somatropin), with Saizen focusing on
GHD and Serostim targeting HIV-associated wasting. The company leverages its strong
biopharmaceutical presence in Europe and Latin America, though competition from
biosimilars has pressured pricing in mature markets.

Roche

Roche markets Nutropin AQ® (somatropin), which remains a recognized therapy for
pediatric and adult GHD. Roche continues to focus on leveraging its expertise in
biologics manufacturing and patient support services to maintain relevance in a
competitive environment increasingly influenced by long-acting analogs.

Novo Nordisk
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Novo Nordisk has established itself as a leader with Norditropin® (somatropin) and the
first once-weekly growth hormone therapy, Sogroya® (somapacitan-beco). The
company’s innovation in long-acting analogs and its extensive global commercial
infrastructure ensure a strong competitive position, particularly in pediatric markets.

Eli Lilly

Eli Lilly’'s Humatrope® (somatropin) has been a key therapy for pediatric and adult
GHD. Although facing competition from biosimilars and newer long-acting drugs,
Humatrope maintains brand recognition and international presence, particularly in
established markets.

Sandoz

Sandoz has been instrumental in advancing biosimilars, with Omnitrope® (somatropin)
as one of the earliest biosimilar approvals in Europe and the U.S. Its presence has
expanded patient access to affordable rHGH therapy, increasing competition for
originator brands.

Ferring B.V.

Ferring markets ZOMACTON™ (somatropin), primarily targeting pediatric GHD. The
company leverages its specialty pharmaceutical expertise and strong relationships with
pediatric endocrinologists to maintain its niche market presence.

Ascendis Pharma

Ascendis Pharma introduced SKYTROFA® (lonapegsomatropin-tcgd), a long-acting
rHGH that has gained significant attention as the first once-weekly treatment approved
in the U.S. and Europe. With revenues expanding rapidly, SKYTROFA positions
Ascendis as a key disruptor in the rHGH market, challenging traditional daily-injection
therapies.
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Industry Value Chain Analysis

The rHGH value chain begins with recombinant DNA technology, where somatropin and
other analogs are produced through bacterial or mammalian cell cultures. R&D is highly
capital-intensive, involving advanced biotechnological platforms, preclinical studies, and
multi-phase clinical trials. Given the prevalence of biosimilars, companies increasingly
differentiate themselves through novel delivery technologies and long-acting analogs.

Manufacturing requires specialized bioprocessing facilities to ensure consistent
potency, purity, and safety. Leading players invest heavily in scaling up biologics
production while meeting stringent regulatory standards. Distribution occurs through
both retail and specialty pharmacies, with hospital networks playing a key role in
initiating pediatric treatments. Partnerships with healthcare providers, government
reimbursement programs, and patient support initiatives enhance accessibility and
adherence. Post-marketing surveillance ensures long-term safety monitoring,
particularly for pediatric populations receiving multi-year therapies.

Opportunities and Challenges

Opportunities
Long-acting Formulations: The introduction of weekly rHGH analogs such as
SKYTROFA® and Sogroya® provides a major opportunity to reshape the
market by improving adherence and convenience.
Emerging Markets Expansion: Increasing healthcare investments and diagnosis
rates in Asia-Pacific and Latin America offer strong growth potential for both
branded products and biosimilars.
Digital Health Integration: Innovative injection devices and digital adherence
monitoring tools can improve patient compliance, particularly in pediatric

populations.

Therapeutic Expansion: Beyond GHD, research into metabolic disorders, aging-
related applications, and rare conditions may expand the addressable market.

Challenges
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Pricing Pressures: Biosimilar competition and payer cost-containment strategies
limit revenue growth for branded rHGH products.

Regulatory Barriers: Strict global regulatory requirements increase development
timelines and costs, particularly for novel analogs.

Access Disparities: High therapy costs limit widespread adoption in low- and
middle-income regions, creating inequity in patient access.

Market Saturation in Mature Regions: In North America and Europe,

widespread availability of both originators and biosimilars constrains growth,
making differentiation essential.
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