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Dear Editor,

We report the available evidence demonstrating the biosimilarity of ABP 501
(AMGEVITA®, adalimumab-atto) to its reference product (RP) (Humira®, adalimumab),
and the rationale for the extrapolation of the results obtained with the RP in
inflammatory bowel disease (IBD) to ABP 501.

Based on its preclinical and clinical data, ABP 501 has been authorised for use in
Europe in all the indications approved for the RP, including Crohn’s disease and
ulcerative colitis®.

Once similarity to the RP has been proven through preclinical and clinical studies, the
efficacy and safety data obtained for the RP in its approved indications may be
extrapolated to the biosimilar, without requiring efficacy equivalence studies for each
indication. However, for this extrapolation to be acceptable, three conditions must be
met: 1-It must be proven that the biosimilar and RP have the same mechanism of
action in each of the indications for which data extrapolation is intended; 2-The
populations and primary endpoints chosen for phase Ill trials must be sensitive enough
to detect differences between the biosimilar and its RP, if existent; 3-The biosimilar
should demonstrate at least equivalent immunogenicity to the RP in clinical studies. All
these three conditions were demonstrated in different studies™?.

All the available evidence demonstrates the similarity between ABP 501 and its RP in
terms of quality, efficacy, and safety, justifying the extrapolation of data on RP to ABP
501 in patients with IBD and aligned with the latest positioning statements of medical
societies in the gastroenterology field**. This scientific evidence is supported by recent
data on real-world evidence that also show a good interchangeability with its RP®.

In the current environment of healthcare resources optimization, this evidence

supports the use of ABP 501.
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