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Plausibility?
• Plausibility is not a ground of invalidity found in the EPC / UK Patents Act
1977
• When is an invention disclosed sufficiently / completely enough to justify the
claimed monopoly?
➢
➢
➢
➢

Priority
Industrial application
Inventive step
Sufficiency
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T 939/82 Agrevo (1995)
• Claim to a large class of compounds
• Question whether a credible technical contribution
• Sufficient – products could be made
➢ nothing inventive in making them;
➢ technical contribution = herbicidal activity;
➢ But not all claimed compounds herbicides = Lack of technical
contribution
• TBA: technical contribution must be “reasonably predictable”, “fairly
assumed” or “credible”
→ Must be credible that the effect occurs over essentially the whole claim
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T609/02 Salk Institute (2004)
• Claimed a new class of retinoids that selectively inhibit AP-1 activity without
activating transcription – having anti-proliferative activity
• No such hormones had been identified at the date of filing
• Claims held to be insufficient
• “Showing a pharmaceutical effect in vitro may be sufficient if, for the skilled
person, this observed effect directly and unambiguously reflects such a
therapeutic application … or if there is a ‘clear and accepted established
relationship’ between the shown physiological activities and the disease”.
• “If the description provides no more than a vague indication of a possible use
for a chemical compound yet to be identified, later more detailed evidence
cannot be used to remedy the fundamental insufficiency of disclosure of
such subject matter”
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T1329/04 Johns Hopkins (2005)
• The term plausibility first found in T1329/04 Johns Hopkins
• Was a claimed polynucleotide plausibly a member of the TGF-beta
superfamily?
• Only post-priority data supported this contention beyond speculation
• Must solve a technical problem, not just put one forward
• Claims lacked inventive step
“The definition of an invention as being a contribution to the art…requires that it is at
least made plausible by the disclosure in the application that its teaching solves
the problem it purports to solve. Therefore even if [later] evidence may ... be taken
into consideration… [it may not be] the sole basis to establish that the application
solves the problem it purports to solve.”
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The dilemma for patentees
• Patent system rewards monopoly in return for early public disclosure of
invention
• Important for applicants to file early to ensure priority date
➢ When is an invention ripe for patenting?
➢ Is data available?
➢ Is the claim scope commensurate with the technical contribution?
➢ How to define the technical problem to be solved?
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Approach of the UK courts
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Industrial Application
– a particular issue for biotech patents
Article 52(1) EPC:
“European patents shall be granted for any inventions, in all fields of
technology, provided that they are new, involve an inventive step and are
susceptible of industrial application”
Article 57 EPC defines industrial application:
“An invention shall be considered as susceptible of industrial application if
it can be made or used in any kind of industry, including agriculture”
Article 5(3) Biotech Directive:
“The industrial application of a sequence or a partial sequence of a gene
must be disclosed in the patent application”
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Industrial Application – UK Case Law
Eli Lilly v HGS (SC)
• Patent disclosed sequence of a novel member of the TNF ligand
superfamily: Neutrokine α
• Identified potential uses based on the known immunomodulatory activities
of the other family members
• No use claims – was it plausible that the product would have some use?
• Patents Court and Court of Appeal said NO!
• Patent held valid by TBA – T018/09
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HGS v Eli Lilly (SC)
• Lord Neuberger:
“The disclosure of the existence and structure of Neutrokine-α and its gene
sequence, and its membership of the TNF ligand superfamily [was] sufficient,
taking into account the common general knowledge, to satisfy the requirements of
Art 57 [in light of the principles to be extracted from the TBA case law].”

• Lord Hope:
Plausible – there must be some real reason for supposing the statement is true,
but the standard is no higher than that.
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Obviousness – UK Case Law
Conor v Angiotech (HL)
• Primary emphasis of application was use of anti-angiogenics to inhibit cell
proliferation in the treatment of cancer
• Patent directed to use of taxol-coated stents in prevention of restenosis
• Specification included a cell assay to test for anti-angiogenic properties
• Considered T939/82 Agrevo and T1329/04 Johns Hopkins
“...the description, though offering a theory...as to why taxol would prevent
restenosis, did not offer any evidence that this would turn out to be true. If it had
not turned out to be true, the patent would have been insufficient. But there is in
my opinion no reason as a matter of principle why, if a specification passes
the threshold test of disclosing enough to make the invention plausible, the
question of obviousness should be subject to a different test according to
the amount of evidence which the patentee presents ...”
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Insufficiency – UK Case Law
• Regeneron v Genentech (Court of Appeal) - 2013
• Use of anti-VEGF antibodies for treatment of disease involving undesirable
neovascularisation.
“…the assertion that the invention will work across the scope of the claim
must be plausible or credible. The products and methods are then tied
together by a unifying characteristic or a common principle. If it is possible
to make such a prediction then it cannot be said that the claim is insufficient
simply because the patentee has not demonstrated the invention works in every
case.”

• Approving Salk T609/02
• patent claims to active ingredient in pharmaceutical composition may be
filed before full clinical trials and proven efficacy
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Insufficiency
Eli Lilly v Janssen (2013) – antibodies for use in treating Alzheimer’s
• Plausibility is a threshold test:
“The first stage is to determine whether the disclosure of the Patent, read in the
light of the CGK of the skilled team, makes it plausible that the invention will
work across the scope of the claim. If the disclosure does make it plausible,
the second stage is to consider whether the later evidence establishes that in
fact the invention cannot be performed across the scope of the claim
without undue burden.”

• In vivo data was enough to overcome threshold
• But phase III trials had failed --- Classical insufficiency.
• Standard for assessing plausibility not the same as for expectation of
success in obviousness
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Insufficiency
MSD v Ono (2015) – use of anti-PD-l for treatment of cancer
“The principle applicable to purpose limited medical use claims must be that the
material relied on to establish plausibility must be both sufficiently specific
and have a sufficient breadth of application, to fairly support the claim both
in terms of the nature of the agent claimed to have an effect, and in terms of the
effect claimed.”

• Data in the patent made plausible that PD-1 receptors could modulate the
immune system and treat cancers generally
• The fact that anti-PD-1 monotherapy does not treat some cancers was not
fatal to validity because at the time of the application describing the
invention as a “treatment for cancer” was a “fair level of generality” - the law
does not require perfection.
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Warner-Lambert v Actavis

In September 2014, Warner-Lambert (Pfizer)
commenced infringement proceedings
against Actavis, in respect of Actavis’ generic
pregabalin product, Lecaent.
The dispute between the parties culminated
in a hearing before the Supreme Court in
February 2018.
Decision – 14 November 2018
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The patent rights
• Pregabalin was originally developed as an anticonvulsant. Primary patent
expired in May 2013
• Second medical use patent directed to pregabalin for treating pain - claims
were in ‘Swiss form’:
➢ “Use of pregabalin for the preparation of a pharmaceutical composition
for treating...”
• Claim 1: “...pain”
• Claim 2: “…inflammatory pain”
• Claim 3: “...neuropathic pain”
➢ Held to cover both peripheral and central neuropathic pain
• Actavis sought to market generic pregabalin (Lecaent) for non-pain
indications (epilepsy and generalised anxiety disorder)
• Challenged validity incl. sufficiency / plausibility for treating all types of pain

17

Validity – animal model data

• Patent contained data from 3 models of inflammatory pain:
• Rat paw formalin test
• Carrageenin test
• Post-operative pain test
• Patent referred to 2 models of neuropathic pain but presented no data from
either
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Validity – animal models

• Did the data from models of inflammatory pain render it plausible that the
invention would work for neuropathic pain?
• Actavis: No: None of the tests in the patent were predictive of efficacy in
neuropathic pain.
• W-L: Yes...because the rat paw formalin test is a model of central
sensitisation, which is a characteristic of both inflammatory and
neuropathic pain.
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Validity – High Court

• Although not discussed in the patent specification, it was common general
knowledge that
• the rat paw formalin test had a central sensitisation component
• there was an involvement of central sensitisation (at least as an
amplifying mechanism) in both inflammatory and peripheral (but not
central) neuropathic pain
but...
• ...it was not CGK that the rat paw formalin test was predictive of efficacy for
neuropathic pain.
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Validity - High Court
• Peripheral neuropathic pain:
“plausibility is a relatively low threshold, the data contained in the
specification, when read with the common general knowledge, just make it
plausible that pregabalin would be effective to treat peripheral neuropathic
pain”
• Central neuropathic pain:
“Even if the skilled team reading the Patent with their common general
knowledge as to central sensitisation regarded it as plausible that
pregabalin would be effective for peripheral neuropathic pain, they would
not consider that that rationale extended to central neuropathic pain”
• Held: It was plausible for peripheral but not for central neuropathic pain but
claim 3 was to all neuropathic pain - therefore invalid for insufficiency
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Validity - Supreme Court

• Analysis of the law of sufficiency identifying that especially 2nd medical use
claims could easily overcome sufficiency requirement if limited to making the
product (this is already known)
• Would lead to the risk of purely speculative inventions
• It is therefore necessary to provide some reason for believing that the
claimed technical effect is plausible
• Plausibility is an EPO invention to deal with overly broad claims
• In the UK, sufficiency is the head which deals with this vice
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Validity - Supreme Court
3:2 majority - a higher threshold:
• The test is “relatively undemanding”, a “modest standard” but …
• A “plausible” disclosure of efficacy requires at least some technical information in
the patent specification which indicates that the efficacy ascribed to the claimed
product does in fact arise - reasonable scientific grounds may be enough
• More than a bare assertion or mere possibility of therapeutic efficacy is required,
though a priori reasoning (not necessarily experimental data) may suffice
• Approving Regeneron v Genentech - must be plausible across claim scope
• Later published data not admissible if alone renders invention plausible
• Sufficiency is a characteristic of the disclosure of the patent:
“The question … is not whether it is plausible but whether the specification
discloses something that would make it so in the eyes of the skilled person”
Lack of plausibility in relation to both central & peripheral neuropathic pain
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Eli Lilly v Genentech - 2019

• Lilly sought to revoke Genentech’s patent to anti-IL-17A/F antibody for psoriasis therapy
• Not plausible:
1. Absence of experimental data concerning the role or effect of IL-17A/F
2. Absence of discussion of role of anti-IL-17A/F antibody for psoriasis
3. Limited support provided by papers cited in patent even for other members of
class.
4. Patent demonstrated IL-17A/F less potent than IL-17A/A
5. Specification claims efficacy for a broad list of conditions-implausible that all true
6. No emphasis on psoriasis in specification
• Held speculative
• Later evidence inadmissible
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Take-away messages
• Plausibility has a meaning and is not just a test of good faith
• Specification must disclose some reason for supposing that an implied
assertion of efficacy in the claim is true - a mere possibility or bare assertion
is not enough
• There is no need to prove that the product works, but there must be
something indicating a reasonable prospect that it works
• “Speculative” armchair patenting (no longer) allowed
• Plausibility has to be apparent from the disclosure of the patent itself
(including CGK)
• Post filed data may not be the sole basis to establish that an application
solves the problem it purports to solve, but system recognises need for early
filing
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Finally

“My friend, the truth is always implausible, did you know that? To make the
truth more plausible, it’s absolutely necessary to mix a bit of falsehood with it.
People have always done so.”
— Fyodor Dostoyevsky
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Thank you
zoe.butler@powellgilbert.com
penny.gilbert@powellgilbert.com

27

Powell Gilbert LLP
85 Fleet Street
London
EC4Y 1AE
United Kingdom
Telephone: +44 (0)20 3040 8000
Fax: +44 (0)20 3040 8001
DX 358 London/Chancery Lane

Powell Gilbert LLP is registered in England and Wales as a limited liability partnership with registered number OC325818. It is
authorised and regulated by the Solicitors Regulation Authority (SRA www.sra.org.uk). Our SRA Number is 460035. The SRA rules
can be found at http://www.sra.org.uk/solicitors/handbook/code/content.page. We use the word partner to refer to a member of
Powell Gilbert LLP. All references to Powell Gilbert are to Powell Gilbert LLP.

