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Supplementary 
Protection Certificates 
& Brexit
A supplementary protection certificate 
(SPC) is the intellectual property right 
that extends the protection for patented 
active ingredients in pharmaceutical 
or plant protection products requiring 
marketing authorisation.  The aim of an 
SPC is to compensate patent owners 
whose effective patent term has been 
eroded by the length of time taken 
to obtain marketing authorisation for 
the product in question. It is in truth a 
political comprise as the countries of the 
European Patent Convention could not 
agree on a simple patent term extension. 
For this reason Brexit may allow for an 
improvement in the approach to patent 
term extension as there is no long term 
reason to maintain the SPC system. 

The duration of an SPC is equal to the 
period which has elapsed between 
the filing of the patent application 
and grant of the first EU marketing 
authorisation, less five years, up to 
a maximum of five years.  A further 
extension of SPC term by six months 
is available for a product where its use 
is extended to children.  To qualify for 
SPC protection, an active ingredient 
of a medicinal product must be 
protected by a patent in force in the 
country of interest, and there must be 
a valid marketing authorisation in that 
country. 

Legal Basis and 
Availability

An SPC is a national right, available 
by application to the national patent 
office of each state for which a 
certificate is desired.  SPC protection 
within the EU is governed by two EU 
Regulations (Regulation 469/2009 & 
1610/96), with a further EU Regulation 
governing the extension for paediatric 
products (Regulation 1901/2006).  
As such, SPC protection is currently 
available under the SPC EU 

Regulations in all 28 member states of 
the EU, including the United Kingdom.  
SPC protection is also available under 
the current Regulations in Norway 
and Iceland, which are members of 
the European Economic Area (EEA), 
but not the EU.  The EEA which is 
another path to the UK as a means of 
trade in Europe may therefore allow 
for the UK to continue SPCs in the 
future in precisely the same way as 
before Brexit.  

Switzerland, which is neither an EU 
nor EEA member, has its own SPC 



extended to other products that are 
affected by regulatory delays, such 
as medical devices; or the effective 
term of SPCs could be increased.  Any 
review of the SPC regime would also 
allow the UK to address common 
concerns with the system such 
as the lacuna between marketing 
authorisations for combination 
therapies and patents, or the 
frustration of veterinary authorisation 
ahead of human authorisation 
impacting SPC term negatively.
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provisions in its national law, which 
are based on the SPC Regulations. 
Swiss patents also extend to 
Liechtenstein (a member of the 
EEA since May 1st 1995) and Swiss 
marketing authorisations and SPCs 
also take effect in Liechtenstein.  SPCs 
are also available under national 
law provisions in Albania, Bosnia & 
Herzegovina, Macedonia, and Serbia, 
which are non-EU/EEA countries, 
again showing the UK need not 
abandon SPCs in the future if they are 
desirable.

Effect of Brexit

Following Brexit, EU Regulations will 
continue to apply in the UK under 
the terms of the Great Repeal Act.  

Whether they survive long term is 
very much up for debate, and if your 
business uses them or detests them, 
now is the time to think about what 
the better system would be.

At a minimum we would expect that 
the time period on which the SPC 
is based will become the first UK 
marketing authorisation rather than 
the first Marketing Authorisation in 
the EEA.  Though this assumes the 
UK does not make EU marketing 
authorisations part of the trade deal 
on exit.

However, there is speculation that 
the UK Government may consider 
new legislation which would provide 
a more favourable regulatory system 
for SPC rights.  This would allow 
R &D companies to recover more 
of the investment that is put into 
the development of new medicinal 
and plant protection products.  For 
example, the provisions could be 

“there is speculation
that the UK 
Government may 
consider new 
legislation which 
would provide a 
more favourable 
regulatory system 
for SPC rights

”


