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Plausibility: where does it fit in, if at all?

– A current hot topic (in the UK)

– Its application is derived from the 
case law of EPO

– UK's approach may be contrary to 
that dictated by statute: no reference 
anywhere in:
– TRIPS;
– EPC; or
– Patents Act 1977 – Is it permissible in the context of 

sufficiency? 
– If the active ingredient could be 

made and successfully used to 
treat the claimed indication at 
the priority date surely it is 
sufficient?
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A plausibility test at the patent grant stage 

Here (as in the EPO) it functions to prevent purely speculative 
patents 

A threshold applied at the start of the life of the patent

Unlikely to be evidence available to the patent office that the 
claim actually works across its breadth

Neuberger J 's observations in Prendergast's Applications
[2000] RPC 446 on preventing applications:

“in relation to all sorts of speculative uses for established drugs 
and other chemicals without a shred of evidence as to whether 
they would work, let alone as to whether they do work”

Plausibility test at the grant stage weeds out purely speculative 
patents 
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Second medical use: not plausible for a fraction of the 
claim scope 

Without this, medical use 
claims may be unfairly salami 
sliced into separate sub 
conditions

A “threshold” test: once there 
is some basis for the skilled 
reader to accept some of the 
claim:
– test for enablement across 

its whole scope should be 
"does it actually work?“

– classical sufficiency

Ability to "plug the gap" is 
very important, otherwise the 
principle is very harsh on 
patentees:
– cannot know if the 

medicine will treat every 
sub condition until clinical 
trials are completed 

– must file the new use 
patent ASAP

This is the EPO approach:
– later filed evidence to 

defend an allegation of 
insufficiency: Johns 
Hopkins T1329/04

Claim at risk of being held 
invalid if not 'plausible' for 
a fraction of its scope

dfd

A big
Issue!

- Generics (UK) v 
Warner – Lambert
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Questions?

These are presentation slides only.  The information within these slides does not 
constitute definitive advice and should not be used as the basis for giving definitive 
advice without checking the primary sources.

Allen & Overy means Allen & Overy LLP and/or its affiliated undertakings.  The term 
partner is used to refer to a member of Allen & Overy LLP or an employee or consultant 
with equivalent standing and qualifications or an individual with equivalent status in one 
of Allen & Overy LLP’s affiliated undertakings.


