
The last few years have seen the expiration of 
multiple patents pertaining to several blockbuster 
biological drugs, dubbed the “patent cliff”, which 
is proving to be a fertile breeding ground for the 
development and approval of biosimilars.  
With increasing numbers of biosimilars being 
approved in Europe, what can they be expected  
to achieve?

Europe is currently the most developed biosimilar 
market, with 53 biosimilar medicines approved as 
at Q3 2019 (Figure 1).1 The boom in EMA-approved 
products in 2017 and 2018 greatly surpasses the 
number of approved biosimilars in the US, where  
the FDA has approved 23 biosimilar products as  
at Q3 2019.2

agencies to publish guidelines governing 
the development and testing of biosimilars, 
demonstrating both its keenness to encourage the 
uptake of biosimilars throughout Europe and the 
requirement for overarching regulation. 

A money-saver or a false hope?
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Figure 1. Biosimilars approved by the EMA

aData correct as at September 20191



It is hard to look past the key selling points of 
biosimilars, which were conceived as cheaper 

reference biological product. They have the potential 
to provide a greater number of therapeutic options to 
prescribers and patients, thus increasing patient access 
to therapies that may otherwise not be available due to 
a prohibitively high cost. These key selling points have 
not been lost on the NHS, who last year announced 
huge savings of approximately £300 million by 
switching to biosimilars of adalimumab.3  It appears 
that an increase in the number of procurement routes 
is one of the main reasons why the NHS was so keen 
to adopt biosimilars, as multiple sources of drug supply 
abolishes any manufacturer monopoly. 

The introduction of multiple competitor products 

biosimilars to adalimumab in the EU in 2018 is by 
no means an exception. Many biosimilars are ready 
to pounce into the market upon the expiration of 
multiple blockbuster biologicals. A clear question 
arises from this scenario: what are the realistic 
market performance expectations for a biosimilar 
if it is surrounded by so many other biosimilars? 
Furthermore, the continuing sales and consumer 
perception of reference products cannot be ignored. 

The development of biosimilars is inherently expensive, 
as structural complexity and great variability in 

extensive characterisation and batch regulation  
are required. 

The upshot is that it is inherently risky for 
manufacturers to develop biosimilars, especially  
when compared to the less complex route of 
development seen in small-molecule generic drugs. 

great for manufacturers to ignore, especially when 
considering the potentially lucrative fruits of the 
biologic patent cliff.

Perhaps the greatest uncertainty facing biosimilars 

prescribers and the patients themselves. Throughout 
Europe, the acceptance of biosimilars by prescribers 
has been highly varied; Germany has introduced a 
substitution plan and the UK has welcomed biosimilars 
with open arms, while most European nations do not 
currently allow biosimilar substitution at the pharmacy 
level. To date, it appears that biosimilars are mostly 
prescribed to biologic treatment-naive patients, 
mostly due to a lack of familiarity and concerns about 
immunogenicity and interchangeability. 4

While biosimilars may eventually be widely considered 

perception of biosimilars within the European 
healthcare setting may be a genuine hurdle for overall 
acceptance in the short term. Increasing educational 

prove a key strategy to demonstrate cost-effectiveness, 
and to achieve long-term and widespread acceptance.

If you would like to know more, please visit our website www.alpharmaxim.com,  
or contact Sophie Jones on +44 (0)161 929 0400.

Alpharmaxim has extensive experience in helping healthcare companies across the world communicate with 

physicians and patients about a number of subject areas, including generics, niche treatments and rare diseases.
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There is great uncertainty 
in the overall adoption 
of biosimilars.


