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Agenda

Warner Lambert (Pfizer) v Generics in the UK Supreme Court

1. What was the decision?

2. Has the law changed?

3. How has the decision been implemented?

4. Does it apply to all claim types?
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Previously at Fordham…



Your plausibility experts included…
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Alas…
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Take Home Message from Fordham 2017

• Wholly speculative patents should not be granted and it does 

not really matter which legal principle we use to prevent 

them from being granted/invalidate them

• Plausibility is a low, threshold test
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Fordham 2018: Pregabalin at the UK Supreme Court

• The question was whether the claim of Pfizer’s patent to the use of pregabalin in 

the treatment of neuropathic pain was valid

• The lower courts had found that the skilled person would recognise two types of 

neuropathic pain: peripheral and central

• The lower courts had held that the teaching of the patent made it plausible that 

pregabalin could be used to treat peripheral neuropathic pain but the skilled 

person could make no such prediction for central neuropathic pain

• Therefore the claim was held invalid and Pfizer’s application after the judgment to 

amend the claim to peripheral neuropathic pain was not permitted
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UK Supreme Court – Arguments of the Parties

Plausibility is not a ground of revocation; to hold patents 

invalid for want of plausibility is inconsistent with statute

Plausibility is not a stand-alone ground of invalidity.  It is part 

of insufficiency (and other grounds for challenge)

Plausibility is to do with the pre-grant issue of support

The Court has power to revoke patents where the scope of 

the monopoly exceeds the technical contribution

The claim should be analysed at the level of generality at 

which it is written, to divide the claim up into its constituent 

parts and to analyse each part separately is inappropriate; if 

part of the claim is plausible, post-filed data should be 

permitted to make good the rest of the claim.

The categories of peripheral and central neuropathic pain 

were known at the priority date and both had to be justified 

otherwise a patentee could obtain a broad claim where it 

could not get two narrow ones
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Plausibility in the UK Supreme Court – the Result
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So what was the result?



Plausibility in the UK Supreme Court – the Result

• Split decision on plausibility / sufficiency of the claims covering neuropathic pain

• Lords Hodge and Mance (the minority view) agreed with the lower courts that 

the treatment of peripheral but not central neuropathic pain was plausible

• Lords Sumption, Reed and Briggs (the majority view) held that neither the 

treatment of peripheral nor central neuropathic pain was plausible

• The claims to pain (claim 1) and neuropathic pain (claim 3) were insufficient, 

as were subsidiary claims involving peripheral or central neuropathic pain 

• Unanimously rejected Warner Lambert’s post-trial application to amend (narrow) 

claim 3 to peripheral neuropathic pain.
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The Majority View

• Emphasised the “patent bargain” – monopoly in return for disclosing the invention

• And that “the extent of the patent monopoly, as defined by the claims should 

correspond to the technical contribution…” - EXXON/Fuel Oils (T409/91)

• Fundamental principle from case law (EPO and national) is that for new uses of 

known compounds (paragraph [35]):

• “[the patentee] not only makes but discloses a contribution to the art”; and

• “the disclosure in the patent must demonstrate in light of the common general 

knowledge at the priority date that the claimed therapeutic effect is plausible”
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The Majority View (cont.)

• Disagreed with the Court of Appeal that ([36]):

• The plausibility test could be satisfied by “a prediction … based on the slimmest 

of evidence” or one based on material which was “manifestly incomplete”; and

• SALK (T609/02) laid down no general principle

• “The principle [laid down in SALK] is that the specification must disclose some 

reason for supposing that the implied assertion of efficacy in the claim is true.”

• SALK (T609/02): “…It is required that the patent provides some information in 

the form of, for example, experimental tests, to the avail that the claimed 

compound has a direct effect on a metabolic mechanism specifically involved in 

the disease…”

• The test for plausbility is “relatively undemanding” but cannot be deprived of all 

meaning or reduced to “little more than a test of good faith.” 13



The Majority View (cont.)

• Guidance on how the “relatively undemanding” test can be satisfied is provided in 

paragraph [37], including:

• The claimed effect may be plausible because the specification shows that 

something was worth trying for a reason (i.e. not just because there was an 

abstract possibility it would work)

• The disclosure must cause the skilled person to think there was a reasonable 

prospect that the assertion was true

• Following SALK the reasonable prospect must be based on “a direct effect on a 

metabolic mechanism specifically involved in the disease, this mechanism being 

either known from the prior art or demonstrated in the patent per se.”

• Experimental data is not always necessary and the disclosure in the patent may 

be supplemented by the skilled person’s common general knowledge 
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The Majority View (cont.)

• Addressing some of Warner Lambert’s arguments:

• Plausibility must be demonstrated across the whole scope of the claim ([39])

• Post-filed data can be relied on to support (or contest) a finding of plausibility at 

the priority date.  However, it cannot be the sole basis for the plausibility of all or 

part of the claim ([40])

• The SALK principle does not apply only where the therapeutic effect is inherently 

implausible ([30])

• Central sensitisation is common to inflammatory pain and peripheral neuropathic 

pain, but there was no causal or mechanistic nexus with peripheral (or central) 

neuropathic pain ([42] – [50])
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The Minority View 

• Agreed with Lord Sumption that the leading EPO cases were: SALK (T 609/04), 

ALLERGAN (T 1437/07), IPSEN (T 0578/06) and BMS (T 0950/13), but interpret 

them differently.

• Too high to suggest that “the specification must disclose some reason for 

supposing that the implied assertion of efficacy in the claim is true” ([195])

• Risk that Lord Sumption’s test amounts to a requirement to demonstrate within the 

patent a prima facie case of therapeutic efficacy ([180] and [195])

• The patent had not demonstrated that pregabalin had an effect on central 

sensitisation and a prima facie case had not been made out. But the plausibility 

test does not require that standard ([182] to [183])
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Plausibility in the UK Post-Pregabalin

• Eli Lilly v Genentech [2019] EWHC 387 (Pat)

• Case concerned first medical use of certain antibodies for the treatment of 

psoriasis (and rheumatoid arthritis)

• Applied the guidance provided by Lord Sumption whilst bearing in mind the 

different context

• Correct question to assess: Would the skilled person consider it plausible that an 

IL-17A/F antibody had a discernible therapeutic effect on psoriasis?

• Not enough for the skilled person to conclude that IL-17A/F was a potential target 

for psoriasis therapy which was worthy of further research to find out whether an 

anti- IL-17A/F antibody was likely to be efficacious
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Concluding remarks

• Plausibility remains alive and well in the UK (and Europe)

• Importance of a technical contribution supported by disclosure in the patent

• Plausibility applies to all claim types. However…

• Particularly relevant to medical use claims

• Especially claims involving broad classes of compounds and/or lists of 

therapeutic uses

• The plausibility bar has been raised slightly but still “relatively undemanding”

Main title Header & Footer
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Thank you
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