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Biosimilarity and Interchangeability: Additional
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the BPCI Act (2020)
(https://www.fda.gov/media/143847/download)
Considerations in Demonstrating
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Guidance for Industry (2019)
(https://www.fda.gov/media/124907/download)
Clinical Pharmacology Data to Support a
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Product Guidance for Industry. (2016)
(https://www.fda.gov/media/88622/download)
Scientific Considerations in Demonstrating
Biosimilarity to a Reference product Guidance
for Industry. (2015)
(https://www.fda.gov/media/82647/download)
Biosimilars: Questions and Answers Regarding
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Competition and Innovation Act of 2009
Guidance for Industry. (2015)
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661.pdf)
Guideline on similar biological medicinal
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10) Guideline on similar biological medicinal
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clinical issues. (2014)
(https://www.ema.europa.eu/en/documents/sc
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medicinal-products-containing-biotechnology-
derived-proteins-active_en-2.pdf)
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