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Plausibility: from herbicides to insecticides and
beyond

SIR ROBIN JACOB

Director of the UCL Institute of Brand and
Innovation Law (IBIL).

DHEEMANTH VANGIMALLA

Research assistant at the Institute of
Brand and Innovation Law (IBIL) at UCL




Overview

WHAT WHY HOW



T939/92 AGREVO/Triazole herbicides
[1996] EPOR 171

“must not be arbitrary but must be justified
by a hitherto unknown technical effect
which is caused by those structural features
which distinguish the claimed compounds
from the numerous other compounds”

“the extent of the patent monopoly should
correspond to and be justified by the
technical contribution to the art”



“Thus, to be deserving of a patent the
specification must disclose how to work the
Invention and include adequate information
to demonstrate that the technical
contribution made by the claimed invention
IS achievable. It is this latter aspect that
plausibility, as a legal concept, is directed at

verifying.”

Alison Slade, ‘Plausibility: A conditio sine
qua non of Patent Law?’(2020) 3I1PQ 180



» Statutory basis:

* |nventive step?
 Sufficiency?
* Industrial applicability?

e Something else?

“An invention shall be considered as involvingan
Inventive step if, having regard to the state of the art, it
IS not obvious to a person skilled in the art.”

EPC, Article 56

“The European patent application shall disclose the
Invention in a manner sufficiently clear and complete
for itto be carried out by a person skilled in the art.”

EPC, Article 83

“Itis not just a question of logic. If one actually looks
at the words of the EPC a purist would say itis
straining the meaning of words beyond breaking point
to get plausibility out of them — positively Humpty
Dumpty-ish.”

Robin Jacob, 'Plausibility and Policy' (2020) 17(6)
BSLR 223



» Statutory basis:

* |nventive step?
 Sufficiency?
* Industrial applicability?

e Something else?

Common denominator = Disclosure

“All those provisions [i.e., statutory patentability
criteria] reflect the basic principle of the patent
system that exclusive rights can only be granted
In exchange for a full disclosure of the invention.”

T898/05 ZYMOGENETICS/ Hematopoietic
cytokine receptor[2007] EPOR 2

€

..] In the absence of anK practical evidence of
the idea working (that is the idea of using a well-
established drug for the treatment of a condition
for which it has not so far been used), the
absence of any evidence of the idea working
Involves the absence of a description.”

Neuberger) éas he then was) in Prendergast’s
Application[2000] RPC 446



“I...] plausibility has become patent law's primary
response to speculative patenting in circumstances
where various factors have increasingly led applicants in
the pharmaceutical and biotechnology sectors to file
patent applications at early stages in the development of
new products and processes.”

Richard Arnold, ‘IP in the English Court System’

in Hayleigh Bosher and Eleonora Rosati, Developments

and Directions in Intellectual Property Law: 20 Years of The
IPKat (OUP 2023)

“In spite of its short history, and the absence of any
express legislative basis in the European Patent
Convention or the national laws of Member States, the
concept of plausibility is now well-established in

European patent‘jurisprudence. Its raison d’étre is the

need to prevent ‘speculative claiming’.”

Christopher Floyd 'Plausibility: where from and where to?'
(2021) GRUR 185



“There is also quite a strong policy case for
permitting patents for ideas alone, without the
addition of a limited plausibility test that the
iIdea might work. Pumfrey J thought so: ‘It has to
be remembered that a perfectly valid patent
may be written by a person who does not stir
from his armchair, thinks it is all obvious [that
must be to the inventor himself] and does no
experiments to confirm his hunch’.”

Robin Jacob, 'Plausibility and Policy' (2020)
17(6) BSLR 223



G2/21 SUMITOMO/Insecticide
compositions (23 March 2023)

* abinitio plausibility

Can the patentee only rely on a technical effect if they
actively provided in the application plausible evidence to
support the assertion?

Positive obligation

* abinitio implausibility

Would it suffice that a reader of the patent would have no
substantiated doubts that the assertion was true?

Substantiated doubt




G2/21 SUMITOMO/Insecticide
compositions (23 March 2023)

“A patent applicant or proprietor may rely upon a
technical effect for inventive step if the skilled
person, having the common general knowledge
In mind, and based on the application as
originally filed, would derive said effect as being
encompassed by the technical teaching and
embodied by the same originally disclosed
invention.”



G2/21 SUMITOMO/Insecticide
compositions (23 March 2023)

The standard is ‘substantiated doubt’

 Later TBA decisions: in particular, T116/18, the referring
Board to G2/21.

“IThe G2/21 test] is met unless the skilled person, having the
common general knowledge on the filing date in mind, and
based on the application as filed, would have legitimate
reason to doubt that the purported technical effect can be
achieved with the claimed subject-matter. For [the G2/21
test] to be satisfied, experimental proof of the purported
technical effect or a positive verbal statement is not
necessarily required in the application as filed.”

Petition for review:

EBA communication (17 May 2024) prelim opinion —
unallowable



G2/21 SUMITOMO/Insecticide
compositions (23 March 2023)

The standards is ‘substantiated doubt’

 Later TBA decisions: in particular, T116/18, the referring
Board to G2/21.

e Later national court decisions.

E.g., The Netherlands (Court of Appeal of the Hague),
Sandoz v BMS, 15 August 2023

“The preliminary opinion is that this consideration [i.e.,
statements made in G2/21 about the differences between
sufficiency and inventive step] is incompatible with G2/21
being interpreted as the assessment of the inventive step
being subject to the condition that the claimed effect must
always have been made plausible in the application, as
argued by Sandoz et al.”



G2/21 SUMITOMO/Insecticide
compositions (23 March 2023)

The standards is ‘substantiated doubt’

 Later TBA decisions: in particular, T116/18, the referring
Board to G2/21.

e Later national court decisions.

E.g., The Netherlands (Court of Appeal of the Hague),
Sandoz v BMS, 15 August 2023

France (Judicial Court of Paris), 8 June 2023
Norway (Oslo District Court), 22 May 2023

C.f.,
England & Wales (Court of Appeal), 4 May 2023
Ireland (High Court), 8 December 2023



G2/21 SUMITOMO/Insecticide
compositions (23 March 2023)

Later TBA decisions: in particular, T116/18, the referring
Board to G2/21.

e | ater national court decisions.

* Arguably, no change in evidential standard. See posts by
Rose Hughes in The IPKat.

The EBAIn G2/21: “Applying this understandingto the
aforementioned decisions, not in reviewing them but in an attempt
to testthe Enlarged Board’s understanding, the Enlarged Board s
satisfied that the outcome in each particular case would not have

been differentfrom the actual finding of the respective board of
appeal.”




Warner-Lambert v Generics
(14 November 2018)

Lord Sumption (in the majority):

“I...] although the disclosure need not definitively prove
the assertion that the product works for the designated
purpose, there must be something that would cause the
skilled person to think that there was a reasonable
prospect that the assertion would prove to be true. [...]
that reasonable prospect must be based on what the TBA
iIn SALK (para 9) called ‘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.[...] The disclosure may
be supplemented or explained by the common general
knowledge of the skilled person. But it is not enough that

the patentee can prove that the product can reasonably
be expected to work in the designhated use, if the skilled
person would not derive this from the teaching of the
patent.”




Warner-Lambert v Generics
(14 November 2018)

Lord Mance (in the minority):

“Despite the use of phrases such as ‘reasonable prospect’
and ‘might well produce’, there is a real risk that the test as
described by Lord Sumption would amount to, or be
understood as, involving a requirement to establish a
prima facie case on the material contained in the
specification. In my opinion, the authorities analysed
above do not put the standard so high. They certainly
reject speculative or wide-ranging unsubstantiated

claims. But they accept as sufficient a tailored claim
which appears scientifically possible, even though it
cannot be said to be even prima facie established, without
for example testing or assays according to the state of the

art. Only if a person skilled in the art would have
sighificant doubts about the workability of the

invention would it, in such a case, fail for insufficiency
of disclosure.”



Post G2/21

Sandoz v BMS [2023] EWCA Civ 472 (permission to
appeal refused by UKSC on 26 October 2023)

“It also follows that the standard of plausibility which should be
appliedis the standard adopted by the majority in Warner-Lambert,
not the standard espoused by the minority or some other ‘less strict’
standard.[...] It also appears to me, however, that the harmonised
approach adopted by the Enlarged Board [in G2/21], while
eschewingthe language of ‘ab initio plausibility’ and ‘ab initio
implausibility’, is as a matter of substance much closerto the
formerthan to the latter.”

Teva v Grunenthal [2023] EWHC 1836 (Pat)
Astellas v Teva [2023] EWHC 2571 (Pat)
Sandoz v Bayer [2024] EWHC 796 (Pat)

Note: appeal pending from FibroGen v Akebia [2021]
EWCA Civ 1279 (permission granted 3 October 2022)



Issues?

» Different outcomes potentially:
e EPO-UK
* Other EPC states-UK

» Lack of flexibility and too much emphasis on the patent
bargain. Backward looking or forward looking?

> HGS v Eli Lilly [2011] UKSC 51




* What commercial impact does speculative patenting
actually have in the context of life science patents?

* How do non-EPC jurisdictions deal with speculative
patenting?

Solutions?

* Suggestions from the audience?




Thank you

Questions?

Dheemanth Vangimalla
Sir Robin Jacob

UCL FACULTY OF LAWS
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