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Biosimilars approved in the EU are
interchangeable. Interchangeability refers to the
possibility of exchanging one medicine for
another medicine that is expected to have the
same clinical effect. HMA and EMA consider that
once a biosimilar is approved in the EU it is
interchangeable, which means the biosimilar can
be used instead of its reference product (or vice
versa) or one biosimilar can be replaced with
another biosimilar of the same reference product.
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% [ Guideline on similar biological medicinal
products containing monoclonal antibodies — non-
clinical and clinical issues. 30 May 2012.
EMA/CHMP/BMWP/403543/2010 Committee
for Medicinal Products for Human Use (CHMP)]
‘switching” and ‘interchanging’ of medicines that
contain a given mAb might occur. Thus,
applicants are recommended to follow further
development in the field and consider these
aspects as part of the risk management plan.” - &
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