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KEYWORDS  ABSTRACT: The growing expiration of patents on biologic drugs has catalyzed the entry

biosimilars, of biosimilars, offering a significant opportunity to lower healthcare costs and improve patient
biologics, patents, access to critical therapies, especially in fields like oncology, rheumatology, and
regulatory endocrinology. However, the transition is fraught with challenges that span legal, regulatory,

challenges, drug technical, and market domains. This review explores the complex intersection between
accessibility,  biosimilar patents and biologic drug development, focusing on how intellectual property
innovation. frameworks and global regulatory environments shape market dynamics. Key barriers include
patent thickets, litigation strategies, regulatory discrepancies, and skepticism from clinicians
and patients about biosimilar efficacy and safety. While biosimilars hold the promise of saving
billions in healthcare expenditure, their success depends on international harmonization of
regulations, education of healthcare professionals, and policy reform to discourage
evergreening. The paper concludes that a balanced ecosystem—where innovation is protected
but not monopolized—is essential to unlock the full potential of biosimilars in promoting

equitable and sustainable healthcare globally.

1. INTRODUCTION developed  unique  pathways  emphasizing
comparability exercises. However, patent thickets
and litigation, as observed with Herceptin and
Humira, delay biosimilar entry. Authors like
McCamish and Woollett (2011), and Déorner et al.
(2013) underscore the necessity for streamlined
pathways and global harmonization. Emerging
markets such as India have also introduced specific
biosimilar guidelines, reflecting growing global
interest but varied implementation strategies.

Biologic drugs have revolutionized modern
medicine, especially in oncology, rheumatology, and
rare diseases. Their complex structures and
production methods, however, mean that they come
with high price tags, contributing significantly to
global healthcare costs. As patents for several
blockbuster biologics expire, biosimilars—drugs
highly similar to approved biologics—offer a
pathway to reduce costs and expand patient access.
Despite these advantages, biosimilars face 3. DISCUSSION
multifaceted challenges due to stringent patent
protections, regulatory barriers, and market
competition. This article analyzes these dynamics,
highlighting both the obstacles and opportunities
within the biosimilar landscape.

Patent challenges present a double-edged sword:
while they protect innovation, they can also be used
strategically to block biosimilar competition.
Techniques such as 'evergreening' and 'patent
clustering' are widely criticized. The regulatory
2. LITERATURE REVIEW complexities surrounding biosimilar approval
further complicate market access. Meanwhile,
biosimilars ~ promise  substantial  healthcare

The literature indicates that the development and
approval of biosimilars are far more complex than
traditional generics due to their biological nature.
Regulatory agencies like the FDA and EMA have

savings—as much as $44 billion in the U.S. alone
between 2014 and 2024. Clinicians, especially in
rheumatology and oncology, are gradually accepting
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