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In an important judgement the Court of Appeal has 
reached its decision in the Warner-Lambert v Actavis case, 
concerning the issues of sufficiency, post-trial amendment 
and infringement in relation to second medical use 
claims in the ‘Swiss’ format. The judgement has 
important ramifications, especially for those interested in 
pharmaceutical patent protection in the UK.  

Pain on Appeal: 
Warner-Lambert 
v Actavis system
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Background to the Appeal

Warner-Lambert, through Pfizer, 
markets the drug pregabalin 
(Lyrica®) in the UK for the treatment 
of epilepsy, generalised anxiety 
disorder (GAD) and neuropathic pain. 
With sales by Pfizer in the UK alone 
of US$310 million in 2013, this is a 
drug of considerable importance 
to Warner-Lambert/Pfizer and of 
considerable interest to generic 
manufacturing companies such as 
Actavis.

While patent protection for pregabalin 
per se has expired, the present 
appeal concerned European Patent 
(UK) No. 0 934 061, drawn to a 
second medical use of pregabalin, 
specifically for the treatment of 
pain (claim 1) and more especially 
neuropathic pain (dependent claim 
3). As reported in the Autumn/Winter 
2015 edition of Inside IP, in a series 
of related decisions by the High 
Court of England and Wales, Actavis 
and others sought revocation of 
the patent on the grounds of a lack 
of inventive step and insufficiency, 

while Warner-Lambert counter-sued 
Actavis for infringement. In the main 
judgement of 10 September 2015, 
the High Court held that while none 
of the claims lacked an inventive 
step, several claims including claims 
1 and 3 of the patent were invalid 
on the grounds of insufficiency, and 
that even if claims 1 and 3 had been 
valid Actavis would not have infringed 
these claims. Immediately after the 
trial, on 1 October 2015, Warner-
Lambert sought to amend claim 3 
in order to overcome the finding 
of insufficiency, however this was 
dismissed as an abuse of the process 
of the court. 

“the court concluded that while it was
plausible that pregabalin would be 
effective to treat peripheral neuropathic 
pain, it was not plausible that pregabalin 
would be effective to treat central 
neuropathic pain

”
The present appeal concerned the 
findings of insufficiency, abuse of 
process and non-infringement. The 
finding on inventive step was not 
in question. The hearing took place 
before the Court of Appeal on 23-26 
May 2016, with the judgement being 
handed down on 13 October 2016.

Insufficiency

Before the High Court, claim 3 in 
particular had been held insufficient 
since it encompassed both the 
treatment of peripheral neuropathic 
pain (caused by damage to the 
peripheral nervous system) and 



central neuropathic pain (caused 
by damage to the central nervous 
system, i.e. the brain and spinal 
cord). On the basis of animal models 
in the application as filed and the 
common general knowledge at the 
date of filing, the court concluded that 
while it was plausible that pregabalin 
would be effective to treat peripheral 
neuropathic pain, it was not plausible 
that pregabalin would be effective 
to treat central neuropathic pain. 
Consequently, since claim 3 was not 
deemed plausible across its entire 
breadth, the claim as a whole (and 
hence also claim 1) was deemed 
invalid.

The Court of Appeal upheld this 
finding of the High Court. In doing 
so they emphasised that the 
requirement of sufficiency was a 
low threshold test, so that data in 
the application as filed which could 
at least plausibly be linked to an 
intended treatment was enough to 
provide a sufficient disclosure. On the 
other hand since there was nothing 
available at the filing date to link the 
animal models in the application to 
the treatment of central neuropathic 
pain, this part of the claim was 
deemed insufficient.  Nor was 
evidence obtained after the filing date 
of patent able to rescue the situation. 
In particular, Lord Justice Floyd 
commented in the judgement that:

 “I do not accept that the later 
evidence principle… can come to 
the rescue of the claim if there is 
in fact no data in the patent from 
which one can make predictions 
about central neuropathic pain. 
Later evidence may be deployed to 
make good a claim where there is 
some basis for it in the patent. We 
were not shown any case where 
the principle had been deployed to 
make good a prediction for which 
there was no basis.”

Other dependent claims were held 
valid by the Court of Appeal but 
Warner-Lambert had not alleged 
that any of these were being 
infringed.  This decision emphasises 
the importance of a thorough 
and detailed consideration of the 
plausibility of in vitro or in vivo 
experimental data translating into 
therapeutic efficacy at the time a 
patent application is drafted, in 
particular where a second medical 
use is being claimed. While it is not 
necessary to claim unduly narrowly 
in this regard, such applications 
should at least contain dependent 
claims drawn to specific therapeutic 
indications where there is a strong 
link between any experimental model 
used in the application and the 
proposed condition to be treated.

Post-trial amendment 

As discussed above, Warner-Lambert 
sought to amend claim 3 shortly after 
the adverse High Court decision, in 
order to exclude the treatment of 
central neuropathic pain from the 
scope of claim 3 and thus overcome 
the decision of insufficiency. The 
Court of Appeal upheld the High 
Court decision that this was an abuse 
of procedure, stating:

“What was plainly necessary was 
for Warner-Lambert to indicate, no 
later than the commencement of the 
trial, that in the event of an adverse 
finding on the sufficiency of claim 3, 
it would seek to amend.”

Warner-Lambert, despite being 
aware of the issue concerning central 
neuropathic pain in the week leading 
up to the trial, had failed to do this. 
Consequently, they were not able to 
circumvent the decision in this way.

Infringement

Since claims 1 and 3 were held invalid 
by the Court of Appeal, it followed 
that the case for infringement failed 
and as a result no explicit ruling 
on whether the activities of Actavis 
infringed these claims . Nonetheless, 
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“This decision
represents at least 
a temporary set 
back to Pfizer and 
they have already 
indicated that they 
will seek permission 
to appeal the 
decision before the 
Supreme Court

”

Actavis product was being used for 
the treatment of neuropathic pain, 
not least because doctors in the 
UK are encouraged to prescribe by 
non-proprietary drug names, i.e. 
‘pregabalin’, and the prescription does 
not include the therapeutic indication. 

In considering the question of 
infringement of ‘Swiss’ format claims, 
and in particular the construction 
of the term “for the treatment of”, 
the Court of Appeal referred to an 
earlier decision where it had been 
established that the relevant test 
was whether the alleged infringer 
manufactures the drug product when 
he knows or can reasonably foresee 
that users will intentionally administer 
it for the treatment specified in the 
claim. In the present judgement, 
the Court of Appeal emphasised 
that an objective approach to this 
test was required, stating that “from 
an objective standpoint one would 
normally regard a person to intend what 
he knows or can reasonably foresee as 
the consequences of his actions.”

Critically however, Lord Justice Floyd 
then went on to give guidance as to 
how infringement may be avoided, 
asking “what is sufficient to negative 
the existence of intention?” In this 
regard two key pieces of guidance 
were provided, specifically:

• “the absence of the patented
indication from the label cannot
conceivably be sufficient to
negative the intention”; but that

• “[t]he intention will be negatived
where the manufacturer has
taken all reasonable steps
within his power to prevent the
consequences occurring”.

From this it is evident that ‘skinny 
labelling’ alone (i.e. avoiding mention 
of the patented use on the drug label) 
will not be enough for third parties 
to avoid the infringement of second 
medical use patents. It seems likely 
that this will apply equally to the new 
format second medical use claims 
now being adopted by the EPO, 
although this has yet to be tested in 
court. 

What is far less certain is what is 
meant by “all reasonable steps” to 
prevent administration for the 
patented indication, and whether 
regulatory authorities would allow 
all of these potential steps to be 
taken. This creates a real headache 
for generics manufacturers who 
are unable with certainty to know 
what steps they should take. From 
the patentee’s perspective it is also 
questionable how effective many 
of those steps would be, and they 
risk placing a significant burden on 
doctors and pharmacists to determine 
whether a branded or generic product 
should be prescribed. This is an area 
that is likely to be tested extensively in 
the courts in the years to come.

What next?

This decision represents at least a 
temporary set back to Pfizer and 
they have already indicated that they 
will seek permission to appeal the 
decision before the Supreme Court. 
We at Venner Shipley will of course 
keep you informed of any further 
developments on this case as they 
arise.

Tim Russell
trussell@vennershipley.co.uk

the question of infringement of a 
second medical use claim is one 
which the law in the UK and Europe 
as a whole has struggled to deal with, 
leaving considerable uncertainty for 
patentees and third parties alike. 
Lord Justice Floyd therefore took the 
opportunity to comment further on 
the legal principles in relation to this 
issue, giving further guidance on this 
important point of law.

The present case illustrates nicely 
the problems faced by the courts 
when determining the question of 
infringement. Actavis had marketed 
pregabalin under a so-called ‘skinny-
label’ in which the drug was indicated 
for the treatment of epilepsy and 
generalised anxiety disorder, but no 
mention was made of the treatment 
of neuropathic pain. Nonetheless, 
it was entirely possible that the 
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