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Introduction Results

A biosimilar is structurally and functionally similar to and possesses no clinically meaningful Recommendation 1: Avoid Market Hurdles Caused by “Interchangeability”

differences in safety, efficacy, purity, and potency when compared to an existing approved One of the most nebulous biosimilar concepts is “interchangeability”. In the US, confusion
reference biological product.! Once a biologic has lost exclusivity, biosimilars may enter the over interchangeability has resulted in market distortions. For example, some originator
market, providing more cost-saving options for patients and healthcare systems. In China, a companies have intentionally promulgated misinformation regarding interchangeability in
total of 26 biosimilars have been approved, and an additional 21 are currently undergoing effort to dissuade prescribers with inaccurate information.® In the US, an approved biosimilar
review. Eighteen of the approved biosimilars have already launched. Rituximab, can apply for “interchangeable” designation with the US Food and Drug Administration (FDA)
adalimumab, bevacizumab, etanercept, and infliximab account for 85% of the approved and conduct additional clinical trials known as switching studies to support their application. If
biosimilars.? granted, interchangeability status allows for the automatic substitution of biosimilars by

pharmacists where state laws allow.* Conversely, the European Medicines Agency (EMA) does
not have the legal remit to designate a product as interchangeable. Once approved by the
EMA, biosimilars are considered interchangeable by default, allowing for pharmacy-mediated
substitution. One key recent development in the US is that the FDA has opened the door for
interchangeable biosimilars to be approved without conducting the switching studies.?

Figure 1: Trastuzumab Brand vs. Biosimilar Patient Shares in 2020 vs. 2024 and 2029 Recommendation 2: Conduct Educational Campaigns for Winning Hearts and Minds
Across the US and EU, one common barrier to biosimilar adoption is misinformation and

According to Clarivate forecasts, by 2029, sales of oncology biosimilars will significantly
exceed that of immunology biosimilars. Biosimilars are expected to account for 80% of
overall sales in these two therapeutic areas, predominantly driven by biosimilars for

trastuzumab and bevacizumab in oncology and etanercept biosimilars in immunology.3
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Figure 2: Bevacizumab Brand vs. Biosimilar Patient Shares in 2020 vs. 2024 and 2029 Recommendation 3: Adopt an Evidence-based Approach in the Procurement Process

In the US, Kaiser Permanente (KP) has seen the most success adopting biosimilars. KP is a self-
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competing at the global level.
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Literature review was conducted to understand the current regulatory environment and 0
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biosimilars in China.
* Clarivate forecasting: Clarivate creates ten-year annualized forecasts for biosimilars and
reference brands from the bottom up, an approach also known as a patient-based or
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*MNC, Multinational Corporation; **1&l, Inflammation and Immunology; ***Rheum, Rheumatology; 37 Oncologists and 39 Immunologists/Rheumatologists were surveyed
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