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Jubbonti is the first denosumab biosimilar
in the U.S. market; more on the way

Background

Sandoz launches Jubbonti (denosumab-bbdz), the first biosimilar approved
as interchangeable with Prolia, in the United States on June 2, 2025.

U.S. label specifications:

+ Jubbontiis available as a single-dose prefilled syringe for subcutaneous
use (strength: 60 mg/mL), indicated for postmenopausal women at high
risk of fracture, men with osteoporosis at high risk of fracture, and people
with glucocorticoid-induced osteoporosis at high risk for fracture.

Key events in the major markets:
United States

» Sandoz's Jubbonti is the first biosimilar to receive approval as
interchangeable with Prolia, in March 2024.

+ Starting in 2025, several biosimilars referencing Prolia received approval in

the United States:
Stoboclo Conexxence
Celltrion Fresenius Kabi

Ospomyv
Samsung Bioepis
Europe
+ Jubbonti is the first biosimilar to receive approval in Europe in May 2024;
launch is expected following Prolia’s patent expiration in November 2025.

* Samsung Bioepis's Obodence and Celltrion’s Stoboclo also received
approval in February 2025.

Market Event Summary

Clarivate's takeaways

Clarivate expects progressive uptake of denosumab biosimilars

Clarivate’s primary market research highlights endocrinologists’ strong
preference for the reference brand due to its proven efficacy and safety, but
its high-cost limits use. Key opinion leaders are increasingly interested in
lower-cost denosumab biosimilars, indicating a shift toward more cost-
effective options.

We expect Jubbonti will benefit from being first to market, as well as U.S.
prescribers’ familiarity with the Sandoz brand. We forecast Jubbonti will
garner a sizable patient share of 10% in the U.S. market in 2033.

The stage is set for intense competition in the major markets

Following the launch of Sandoz's Jubbonti, the competitive landscape in the
U.S. biosimilars market is set to intensify. A robust pipeline of denosumab
biosimilars is advancing toward regulatory milestones, with several candidates
expected to seek approval or launch in the near term. This influx of biosimilar
candidates signals a period of heightened competition, with implications for
pricing dynamics, market access strategies, and long-term biologics adoption
across the United States and other major markets.

Commercial potential in the osteoporosis market

» With several denosumab biosimilars expected to launch in the U.S. and

European markets over the coming years, the respective biosimilars markets
are projected to reach $2.7 billion and $347 million in 2033. Major-market
biosimilar shares are expected to reach 52% in 2033.
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