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Introduction

Patent expiries on leading biologics are creating new momentum in the market for biosimilars (copies of off-patent biologics) paving the way for their
development. Unlike generics (copies of chemical molecules), as these are proteins produced by living organisms, biosimilars are complex and difficult to
produce. In the context of financial crisis, biosimilars could represent an important potential savings for health systems. However, little is known about the
factors influencing the competition between biosimilars and their reference products (REF). As of the end of 2012, three therapeutic classes have been
‘biosimilarized” meeting strict European Medicines Agency (EMA) regulatory requirements or near-equivalents: human growth hormones (h-GHs),
Granulocyte-Colony Stimulating Factors (G-CSFs) and erythropoetins (EPOs). Compared to the global growth hormone and G-CSF markets, the global EPO
market is by far the biggest.

Objectives

*  To analyze key global EPO markets and to categorize them by dominant distribution models: Retail market (R), Hospital market (H) or both (R+H).
* To characterize the factors affecting biosimilar EPO (BIOSIM-EPO) uptakes, particularly that of BIOSIM-EPO prices relative to reference EPOs (REF).

* To identify, if possible, country profiles where BIOSIM-EPO have gained significant market shares.

Methods

¢ Selection of countries :

* Selection of medicines : all marketed EPOs
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Conclusion

The EPO markets prove to be highly country specific. National EPO market sizes, EPO retail/hospital distribution mixes and BIOSIM-EPO prices relative to
reference EPO are not determining factors of BIOSIM-EPO uptakes. The particular situation in Germany, where the market share of biosimilars is higher
than in other countries, is likely due to a deliberate policy of development of these products. No country profiles where BIOSIM-EPO takes particularly
market shares have been identify, while such country profiles have been identified for biosimilar G-CSFs (see Bocquet et al. To What Extent Can Biosimilars
Compete with Brand Name Biologics? A EU-5 Granulocyte-Colony Stimulating Factors Markets Analysis, Value in Health Volume 16, Issue 7, page A455, Nov.
2013).
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