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The European Union (EU) has led the way in biosimilar 
regulation, processes and understanding for many 

years and is the global leader in the review and approval 
of biosimilar medicines1, via the London based European 
Medicines Agency (EMA). The EMA’s Biosimilar Medicinal 
Products Working Party (BMWP) provides expert advice 
on authorised and developmental biosimilar medicines.  
Other countries, such as South Africa2 and Australia3, 
have adopted the biosimilar regulations and guidance 
produced by the EU, and institutions, such as the World 
Health Organisation, have periodic meetings in London 

to discuss medicines with the EMA. The United Kingdom 
is due to leave the EU on 29th March 2019 and the EMA 
and all its staff must relocate to Amsterdam as a result. All 
centralised products will need to be re-registered to one of 
the remaining 27 countries and there is the very real risk 
that this relocation will see losses in talented staff, hindering 
the approval and maintenance of biosimilar medicines and, 
as many non-EU markets will approve a biosimilar that has 
EU approval, this may also have a knock-on effect on the 
approval of biosimilar medicines around the world.
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