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In response to the communication of 30 September 2025 (OJ EPO 2025, A59) from the Enlarged
Board of Appeal, I provide comments on behalf of E. Hoffmann-La Roche AG on the points of law

raised in this referral.

ROCHE’S INTEREST IN THE REFERRAL
E Hoffmann-La Roche AG is the parent company, headquartered in Basel, Switzerland, of a global

group of pharmaceutical, medical device and diagnostic companies. The Roche Group is a major user
of the European Patent system, having filed 710 applications in 2024 in the name of F. Hoffmann-La
Roche AG alone, putting us within the top 30 applicants by number of applications’; E Hoffmann-La
Roche AG alone is also within the top 20 companies having the largest number of opposed patents in
2024". We are also a significant filer of oppositions against third party patents. Naturally, we routinely

consider the relevance of large numbers of third-party patents to our commercial activities.

The availability of robust and consistent Intellectual Property (IP) protection is fundamental to the
development of new treatments or diagnostics, as set out in our position statement on IP" (emphasis
added):

For innovative companies, it is the existence of robust IP provisions that makes it possible to identify,

develop and deliver innovative solutions to some of the world’s most challenging health issues.

As such, we encourage governments with strong IP systems to maintain their commitment to protect

innovation and to support international adoption of a robust and consistent IP framework.

F. Hoffmann-La Roche AG CH-4070 Basel Building 001 / Floor 17
Grenzacherstrasse 124



The EPO’s practice of requiring amendment of the description to remove (or mark) non-claimed
subject-matter is a significant inconsistency from other major patent systems. We believe it has no
basis in the EPC, is a distraction from more important clarity considerations in examination, is time-
consuming, costly and unnecessary, and even risks introducing inadvertent non-compliance with
Article 123(2) EPC. In our experience, it adds nothing to our legal certainty when interpreting third-
party patents.

Roche was the applicant-appellant in decisions T 1989/18, T 1444/20 and T 56/21, in which the Board
agreed with Roche’s position that there is no basis for requiring mandatory amendment of the

description for conformity with the claims.

EXECUTIVE SUMMARY

The EPO’s current practice of requiring a mandatory amendment of the description of a patent

application in examination or of a granted patent in opposition proceedings to remove (or mark as not
claimed or not part of the invention) subject-matter that is outside the scope of the claims has no legal

basis in the European Patent Convention.

Fundamentally, neither requirement in Article 84 that has been proposed is convincing as legal basis
for the practice of requiring amendment of the description to remove perceived inconsistencies'
between the scope of the claims and the disclosure of the invention in the description. The other legal
bases cited by the referring Board of Appeal in T 697/22" at points 14.3.2 to 14.3.5 are of less relevance
and are not cited as legal basis for requiring amendment of the description in the Guidelines for
Examination (F-1V, 4.3(iii))".

Concerning Article 84 in general as putative legal basis, we observe that in G 1/24", the Enlarged

Board stated (Reasons 8, final sentence; emphasis added):

[Article 84 EPC] only sets out an instruction to the drafter of what needs to be in the claims, and an

instruction to the EPO to determine whether the claims meet that purpose.

In light of this clear exposition of the purpose of Article 84, it is evident that this provision does not
provide any legal support for the practice of requiring amendment of the description: it concerns only

the content of the claims, not the content of the description.

Concerning the clarity requirement of Article 84, we submit that current EPO practice on amendment
of the description shows clearly that “inconsistency” between the claims and the description does not
result in lack of clarity of the claims; otherwise, the approach typically taken in practice of first arriving
at allowable claims (which must by definition be clear) and only then removing “inconsistencies” in the

description would be impossible.

! As explained further below, the presence in the description of subject-matter that is outside the scope of the claims is not a
genuine inconsistency, in view of the different purposes of the description and claims. References herein to “inconsistency”
should be understood accordingly.
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Recent decisions from the UPC also show that such “inconsistencies” do not affect the interpretation of

the claims and so do not prevent the claims from being clear.

Concerning the support requirement of Article 84, manifestly, it is possible for the description to
support more than what is claimed. In particular, limiting a claim during prosecution (or opposition)
does not mean that the remaining, more limited subject-matter of the claim becomes unsupported by
the description simply because the description retains disclosure that was intended to support a

broader original scope.

Instead of concerning itself with disclosure in the description that is outside the scope of claims that
are, of themselves, clear, the EPO should instead focus on identifying any disclosure in the description

that causes genuine difficulty in interpreting the terms used in the claims, when the description is

consulted for that purpose, as required by G 1/24.

Interference by the EPO in the disclosure of the description by imposing a mandatory requirement to
amend the description for conformity with the claims risks affecting the basis on which the courts of
the contracting states take account of equivalents when determining the scope of protection under
Article 69 EPC and the Protocol. The consideration of equivalents is entirely outside the legal and
practical competence of the EPO.

The referring Board’s first two questions “put the cart before the horse” by asking in the first question
whether there is a requirement to amend the description so that it is consistent with the claims; and
only in the event of a positive answer, then asking in the second question what provision of the EPC

might be used to justify this position.

As regards the third question, it appears to be highly undesirable for amendment of the description in
examination and opposition proceedings to be treated differently. In both cases, the description would
be consulted when interpreting the claims by the EPO in accordance with G 1/24 during those
proceedings, and used post-grant to interpret the claims under the Protocol on the Interpretation of
Article 69 EPC.

As a general matter, the EPO’s practice in requiring amendment of the description to bring it into line

with the claims is out of step with the practice of other patent offices who do not require amendment

of the description and drawings to bring them into line with the claims (see FICPI - Resolution of the

Executive Committee Cannes, France, 25 to 29 September 2022 “Compulsory Amendment of

Description and Drawings” *¥).

To the extent that they are not reformulated, the referred questions should be answered as follows:

Question 1: ~ No. That is, it is not necessary, to comply with the requirements of the EPC, to adapt
the description to the amended claims so as to remove the inconsistency.

Question 2:  Not applicable.

Question 3: No. That is, the answer to question 1 is not different if the claims are amended in

examination or examination-appeal proceedings.
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DETAILED COMMENTS

In the following sections, we provide additional detail on some of the points in the overview above, as

well as some additional arguments.

Evolution of EPO Practice on Description Amendments

Of relevance to Roche’s interest in this issue is the evolution of EPO practice concerning description
amendments. For many years, the EPO took a rather “light touch” approach, which was typically not
especially onerous or concerning. In particular, extensive revision of the complete description was

generally not required.

However, the practice has evolved over time to become very much more exacting and onerous, in

particular with the revisions to the Guidelines in March 2021"". While the EPO stated that these

revisions merely codified existing practice, their effect has been to greatly increase the burden of

description amendment.

This is illustrated by the marked expansion of section F-IV, 4.3 of the Guidelines concerning
“inconsistencies’, from just over one page in the 2013 version™ to almost four pages in the 2025

version*.

The Two Lines of Case Law

The referring decision identified two lines of case law. The first line of decisions (discussed in Reasons
14 of T 697/22) held that amendment of the description for conformity with the claims is required.
However, as set out in detail in Reasons 14.3 of T 697/22, there is no consensus among these decisions
as to the legal basis for the requirement. Five subordinate lines of case law are identified, which set

forth different purported legal bases.

By contrast, the second line of decisions (discussed in Reasons 15 of T 697/22) held that there is no

legal basis for requiring amendment of the description for conformity with the claims.

We consider that the fact that no consistent legal basis could be identified in the first line of decisions
for the practice of requiring amendment of the description rather implies that the second line of

decisions is correct: there is in fact no such legal basis.

We also respectfully remind the Enlarged Board of the warning in its earlier decision G 2/02 that the

Boards must apply legislation, not act as legislator (Reasons 8.8):

In a codified legal system such as the EPC, the judge cannot simply decide, as the need arises, to substitute
himself for the legislator, who remains the primary source of law. He may certainly find occasion to fill
lacunae in the law, in particular where situations arise for which the legislator has omitted to provide. He
may even contribute to the development of the law, beyond the filling of lacunae. In principle, however,

statute law should provide him with reference points, even if these are incomplete.

Since description amendment for “consistency” with the claims is a discrete, standalone requirement,

absence of clear legal basis for the requirement cannot be considered a “lacuna” in the law. Unless a
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description, we submit that this practice cannot be continued as a ground for refusing EP applications

clear legal basis can be identified in the EPC for the EPO practice of requiring amendment of the

or revoking EP patents.

Different Functions of Claims and Description

In considering whether the presence of unclaimed subject-matter in the description is objectionable, it
is necessary firstly to appreciate that the claims and description (and drawings) of a patent application
have different functions. As set out in Article 84, the claims define the subject-matter for which
protection is sought. The description serves entirely different purposes, primarily to satisty the inter-
related requirements of providing technical support for the claimed subject-matter (such that the
claims comply with Article 84) and providing an enabling disclosure of how to carry out the invention,

for compliance with Article 83°.

While G 1/24 is clear that the description should be consulted when interpreting the claims, it is also

clear that the claims have primacy: “The claims are the starting point and the basis for assessing the

patentability of an invention under Articles 52 to 57 EPC” (Headnote; emphasis added.)

That is, it is not the purpose of the description to define the subject-matter for which protection is

sought.

The EPO’s approach that the presence in the description of subject-matter that is outside the scope of
the claims represents “inconsistency”, or especially “contradiction’, and hence leads to legal uncertainty
about the scope of protection, fundamentally disregards the different purposes of the description and
claims. When the claims define the subject-matter for which protection is sought, the presence of
additional subject-matter in the description does not lead to any reasonable uncertainty over whether

protection is sought for that additional subject-matter.

Article 84 Generally

We re-emphasise the point made in the overview: in light of the Enlarged Board’s comments in G 1/24,

it is evident that Article 84 in general cannot provide legal basis for amending the description: it

concerns only the content of the claims, not the description.

Support
The Enlarged Board’s comment in G 1/24 (Reasons 8: “[Article 84 EPC] only sets out an instruction to

the drafter of what needs to be in the claims”) reinforces that it is not a contravention of Article 84 for

the description to support more than what is claimed.

That is, the support requirement is unidirectional: it requires that everything that is claimed be
supported in the description; it does not require that the description must support only that which is
claimed. The latter requirement would mean that Article 84 mandates the content of the description,

not only the claims, contrary to the Enlarged Board’s interpretation of Article 84.

2 See also T 1055/92, for example (cited in the Case Law of the Boards of Appeal of the European Patent Office, 11" edition
2025 at I1.A.3.3 on page 380 https://link.epo.org/web/legal/case-law/en-case-law-of-the-boards-of-appeal-2025.pdf )
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Corroboration of this interpretation comes from the Travaux Préparatoires EPC 1973 for Article 84*".

The present wording that the claims must be “supported” by the description was arrived at following
rejection of a proposal that they must be “fully supported” by the description (in line with Article 6
PCT).> From the mere deletion of the word “fully’, it is evident that the legislators did not intend a
stringent meaning or still more stringent meaning along the lines of “uniquely supported” (that is, a
requirement that only the claims, and nothing that is not claimed, must be supported by the
description). Rather to the contrary, the working party drafting Article 84 EPC stated that the new
wording is compatible with Article 27(4) PCT, which deals with cases where national regulations are
more liberal than the PCT. Thus, the drafters were fully aware that the wording actually adopted for
Article 84 EPC was more liberal than Article 6 PCT. However, this intention by the legislator of the
EPC has not been applied by the Boards of Appeal and the EPO, which see Article 84 as more
restrictive than all other parties to the PCT.

Clarity
Turning now to clarity as a possible legal basis, the EPO’s typical way to implement the practice of

requiring consistency between the claims and description is first to reach an allowable set of claims and
then to require adaptation of the description. This demonstrates that the practice in fact has nothing
to do with the clarity of the claims. That is, the EPO is well able to conclude that claims are allowable
(and therefore clear, among other requirements) without any need for adaptation of the description.
There is no suggestion that examiners’ findings that the claims are clear are typically caveated by the
outstanding requirement to adapt the description; they are in practice treated as totally distinct

requirements.

A requirement to delete or amend subject-matter in the description simply because it is outside the
otherwise clear scope of the claims (typically following amendment during examination or opposition)
is therefore contrary to G 1/24, because it improperly gives equivalent status to the claims and the
description in defining the subject-matter for which protection is sought, and thereby fails to recognise

the primacy of the claims, as stated in G 1/24.

The Annex to this brief sets out some examples of the kind of amendments that the EPO routinely
requires, and explanations of why failure to make such amendments to the description does not lead to

any uncertainty about the subject-matter for which protection is sought.

3 See:

BR/169 e/72 at point 72, “TAPIP, ICC, CEIF, CNIPA, COPRICE, FICPI and UNEPA wanted the expressions "in vollem
Umfang" - "fully” - "enti¢rement” deleted, as they were too restrictive. Some of these organisations (CEIE, CNIPA, EIRMA
and UNEPA) said they would be satisfied if the expressions quoted above were to be replaced by the following terms: "in
ausreichendem Masse" - "fairly" - "convenablement””’

BR/168 e/72 at point 92, “The Conference decided that Working Party I should examine the questions whether, as most of
the organisations proposed, the word “fully” should be deleted and whether it should be replaced by a less restrictive
wording?”

BR/177 €/72 at point 42, “The Working Party decided to comply with the request of a number of the non-governmental
international organisations by deleting the word “fully” (cf. BR/168/72, point 92). The new test is, in its view, compatible with
Article 27, paragraph 4, of the PCT”
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The EPO’s current approach of imposing a blanket prohibition of disclosure in the description that can
lead to “uncertainty” about the scope of protection, this being interpreted as anything that is outside
the scope of the claims (absent a clear statement that the disclosure is not part of the claimed
invention) is therefore entirely unjustified. The presence of non-claimed subject-matter in the

description does not as such cause any difficulty in the interpretation of the claims themselves.

It is the claims that are required to be clear under Article 84 EPC, and this requirement can be satisfied
(and indeed in practice routinely is found by the EPO to be satisfied) despite the retention in the

description of references to subject-matter that is not (for example, no longer) claimed.

Combining this point with the findings in G 1/24 that the description should “always be consulted”
when interpreting the claims implies that an entirely different approach should be followed by the

EPO. Instead of the current unnecessary and time-consuming focus on removing from the description
any subject-matter that is outside the clear scope of the claims as a distinct requirement from the
examination of the claims for clarity, the EPO should instead direct its efforts to identifying any
disclosure in the description that causes genuine problems in interpreting the meaning of the claims
(that is, the terms actually used in the claims). For example, definitions in the description that differ
from the skilled person’s normal understanding of the terms used in the claims could lead to such

problems.

That is, the EPO should focus on identifying and resolving matters that lead to genuine difficulty in
interpreting the claims, not trying to eliminate differences between parts of the specification that serve
different purposes and that do not affect the interpretation of the terms actually used in the claims.
This should be done as part of the normal course of examination, not as a stand-alone exercise at the
end of examination or opposition proceedings, when the terms of the claims have been agreed and the
clarity thereof explicitly or implicitly acknowledged. That is, in the rare cases that real discrepancies
exist between the claims and the description, this matter should be dealt with immediately during

prosecution and not deferred until the claims have been found to be allowable.

In the event that such genuine interpretation problems are identified, the normal approach will be to
require amendment to resolve the lack of clarity, as the Enlarged Board pointed out in G 1/24: “The
correct response to any unclarity in a claim is amendment” (Reasons 20). We envisage that this will
typically entail amendment of the claim®. However, it is also conceivable that in some situations,
amendment of a passage in the description that leads to the lack of clarity of the claim might also be

appropriate’ provided that it also observes other requirements of the EPC, such as Article 123(2)°.

* For example, a claim feature has a clear meaning according to common general knowledge; the description provides a
different definition, leading to lack of clarity in the claim as to whether the normal meaning of the term applies, or the
different definition in the description. Typically, the appropriate response will be to incorporate the definition from the
description into the claim. To amend the definition in the description in line with the common general knowledge meaning
would contravene Art 123(2), unless there is also clear basis for that meaning in the application as filed.

®> For example, when the description contains both the broader definition and the common general knowledge meaning; the
lack of clarity could be overcome by deleting the broader definition from the description.
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However, how such a situation is dealt with should be left to the applicant as the dominus litis and in
accordance with Article 113(2) EPC.

Reference to the prosecution of EP 14806330.8"" (the application underlying T 439/22*", which was
the referring decision in G 1/24) is highly illuminating in this regard. This application was the EP

regional phase application of a PCT application (WO 2015/082648), on which a positive International
Preliminary Examination Report (Chapter I1)* had been issued by the EPO. The first communication

from the EPO under Article 94 EPC was the Communication under Rule 71(3)*%. The examiner

proposed amendments to the description, stating “Inconsistency between claim and description
removed (Art. 84 EPC)”. These included an amendment on page 3 to state that the heated aerosol-
forming article “comprises’, instead of “may comprise”, “a gathered sheet of aerosol-forming material
circumscribed by a wrapper’, claim 1 having been amended during the international phase to require

this feature.

When the claims have primacy in determining the subject-matter for which protection is sought, it
would not have affected the interpretation of the claim, if the description had been left unamended in
this respect: the claim clearly requires a gathered sheet of aerosol-forming material. The Examining
Division’s efforts would have been far better spent attempting to identify any genuine sources of
difficulty in interpretation, such as the issue that formed the basis for the referral in G 1/24, namely
that the definition of “gathered sheet” in the description differed from the common general knowledge

understanding of this term.

We recognise, of course, that there is no guarantee that the Examining Division would in fact have

appreciated the problem with the definition in the description, but this illustrates that the unnecessary
focus on non-claimed subject-matter is a distraction from the necessity to identify, wherever possible,
real interpretation issues that actually do affect the clarity of the claims, and to require the applicant to

resolve those issues, typically by amendment of the claims, not the description.

Recent UPC Decisions also Recognise the Primacy of the Claims
As the referring Board acknowledged, the UPC decision in Agfa v Gucci (UPC CFI 278/2023)*%

provides clear support for our position that the presence of non-claimed subject-matter in the

description does not cause real difficulty in interpreting the claims. In this case, the claims were
amended during prosecution to delete references to “chromatic colour”, limiting them to “achromatic
colour’”, but the description retained references to “chromatic colour”. The Court held that these
references to the non-claimed subject-matter had no impact on the interpretation of the term

“achromatic” actually used in the claim:

While it is true that [0029] describes an embodiment with achromatic and chromatic pigments in the base
coat to provide an off-white or pale clay colour, this can no longer be considered being part of the scope of

granted claim 1. Para. [0029] reads as follows:

¢ For example, simple deletion of a stand-alone definition that differs from the common general knowledge meaning of a term
is likely to contravene Article 123(2).
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[0029] In a third aspect of the invention, the base coat (44) contains both a pigment for providing
a chromatic colour and a pigment for providing an achromatic colour different from black. For
example, one could compose a base coat containing a white pigment and one or more colour
pigments to provide e.g. an off-white or a pale clay colour necessary in the decorative image. In
doing so, a combination of the advantages of the first and second aspects of the invention is
obtained to a certain degree, such as an improved flexibility and an enlarged colour gamut.
[Emphasis added by the Court]

As the Defendants - and without the necessity of taking the prosecution history in all aspects into account -
undisputedly stated that the Claimant deleted the term ‘chromatic colour” from claim 1 in order to
distinguish it from US 2010/233441A1. As a consequence, the embodiment described in para. [0029] has

fallen out of the granted claim 1, because it would have led to a chromatic colour in the sense of the patent.

The same applies for example 3, which is clearly no longer a part of the invention as the base coat would be

“pale vellow” and therefore cannot be achromatic, either. The unchanged remainder of para. [0029]

apparently is a mistake like the similar one in claim 10. The inconsistency is also evident in other parts of
the description. There are several passages mentioning ‘chromatic” in the specification of the patent that
should have been deleted: page 3, line 56 in the first definition of the invention and page 6 lines 17 and 45.

It is immediately apparent that the specification is not consistent with the granted claims. Comparing the

clear wording of claim 1 and the description there is no basis for the skilled person to assume that ivory

could be covered by the claim.

[Page 23, section bb); emphasis added in final paragraph]

The definition of claimed features based on the principle that a patent may be used as its “own lexicon” is

limited to those parts of the description that are related to the feature in question.

Specifications in the description that are not consistent with the granted claims cannot serve as a basis of a
broad interpretation of a claim.

[Headnotes 2 and 3]

For completeness, we observe that it is not clear on what basis the Court stated that the references to

chromatic colour “should” have been deleted. Since no legal basis is provided, it is reasonable to

assume that the Court was simply referring to existing EPO practice, without giving any consideration

to whether that practice in fact has legal basis. This comment is therefore of no significance to the

present referral.

This approach has been followed in other UPC decisions.

Citing Agfa v Gucci, the Court held in NJ Diffusion v Gisela Mayer (UPC CFI 363/2024)** that the

presence in the description of disclosure relating to an alternative that had been deleted from the

claims did not allow the claims to be interpreted to include that embodiment:

Le brevet lui-méme décrit deux modes de réalisation distincts (0024 et 0028), la personne du métier
comprendra dans le contexte du brevet que «bord a bord» se distingue de «superposition». Peu importe que
dans la partie descriptive demeure le mode de réalisation de superposition, ce qui importe est le périmétre
de protection tel que délimité par les revendications qui se limitent expressément au «bord a bord».
[Paragraph 60]
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Similarly to the comments in Agfa v Gucci, the Court also commented in the same paragraph that the

references to “overlapping” should have been deleted during examination. The same rebuttal applies.

A similar approach has been followed by the UPC Court of Appeal in Meril v Edwards
(UPC CoA 464/2024, UPC CoA 457/2024, UPC CoA 458/2024, UPC CoA 530/2024,
UPC CoA 532/2024, UPC CoA 533/2024, UPC CoA 21/2025, UPC CoA 27/2025)™: the presence

in the description of an embodiment outside the scope of the claims did not affect the interpretation of

the claims:

Meril’s reference to the heart valve frame shown in Figures 1 to 4 of the patent does not lead to a different
interpretation either. The Court of Appeal shares the opinion of the Munich Local Division that this frame
has no side struts and no hexagonal cells and is therefore not an embodiment of the claimed invention. As a
general rule, a product or process presented as an embodiment by the patent specification may be
considered covered by the patent claims. However, there is room for an exception where the patent as a
whole clearly teaches the person skilled in the art that the disclosed embodiment is not claimed, e.g. when it
only illustrates a technical specification that is not addressed by the teaching of the patent claim.
[Paragraph 68; final two sentence repeated at Headnote 3]

Similarly, in Dexcom v Abbott (UPC CFI 395/2023)*, the Court identified inconsistencies between

the disclosure of the description and the terms of the claims, holding that the latter were decisive:

The patent claim cannot serve only as a guideline and its subject-matter may not extend to what, after
examination of the description and drawings, appears to be the subject-matter for which the patent
proprietor seeks protection. The Proprietor’s interpretation is consistent with the description. However,
adopting it for the purposes of claim interpretation would lead to an incompatibility with the wording of
several claim features, namely features 1.1.3, 1.4 and 1.6, thus going beyond using the description and the

drawings as explanatory aids for the interpretation of the patent claim.

Such an interpretation deviating from the wording of the claim would not combine adequate protection for
the patent proprietor with sufficient legal certainty for third parties, to the detriment of third parties in the
present case.

[Paragraph 54, bullets 2 and 3]

Two conclusions can be drawn from these decisions: whatever the practice of the EPO, it is not
uncommon for the descriptions of granted EP patents to contain non-claimed subject-matter, without
that subject-matter being explicitly labelled as being outside the scope of the claimed invention.
However, this situation is not leading to legal uncertainty as to the meaning of the claims: the UPC
courts are well able to disregard such subject-matter in light of the primacy of the claims. On a

pragmatic level, these conclusions also support our proposal in the preceding section: examiners
should devote their valuable time and expertise to identifying real interpretation difficulties, and not in

the rather piecemeal enforcement of this unnecessary practice.

Even if the Enlarged Board were to look beyond the requirement for clarity of the claims under Article
84 EPC and to consider the broader question of whether the need for legal certainty somehow justifies

the EPO practice of requiring description amendment without clear legal basis, it is clear from these
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decisions that the presence in the description is not a barrier to legal certainty when the claims are

interpreted for infringement.

Mandatory Amendment of the Description Could Improperly Interfere with the Courts’ Exercise

of the Doctrine of Equivalence

The courts must take “due account” of equivalents when determining the extent of protection (Protocol
on the Interpretation of Article 69), but by contrast the EPO does not take equivalents into account.

The oft-stated ideal that the EPO and the courts should use the same scope of protection for assessing

validity and infringement is therefore fundamentally incomplete.

We agree that there is a highly compelling case that claim interpretation should be the same for both
validity and for infringement according to the normal” interpretation of the claims. We also agree that
it is highly desirable that this interpretation is harmonised between the EPO and the courts. The
primacy of the claims, as stated by the Enlarged Board in G 1/24 and by the UPC Court of Appeal in
10x Genomics v Nanostring (UPC CoA 335/2023, App 576355/2023)*", means that there is a

reasonable prospect for harmonisation in this respect.

However, the necessity also to consider infringement under a doctrine of equivalence inherently
means that the scope of protection for infringement cannot always be the same as the claim

interpretation for validity.

That is, the interpretation of the claim should be the same for validity and infringement under the
normal interpretation of the claim, while allowing protection under the doctrine of equivalence to be

judged separately. As the UK Supreme Court put it in Actavis v Eli Lilly™", “The whole point of the

doctrine is that it entitles a patentee to contend that the scope of protection afforded by the patent extends
beyond the ambit of its claims as construed according to normal principles of interpretation.” The reason
for the doctrine of equivalence is to give the proprietor reasonable protection for her invention by
including in the scope of protection embodiments that are not encompassed by the normal meaning of
the claim, but achieve the same effect as the invention. It thus prevents the circumvention of a patent
by trivial changes of a product/method that nevertheless take full advantage of the technical teaching
of the patent. However, such trivial changes might have been unknown at the time the application was

written and thus left out.

This scenario might be illustrative: a claim defines novel and inventive subject-matter; an equivalent
might be held to fall either within or outside the scope of protection, depending (inter alia) on whether
it remains novel and inventive®; the novelty and inventive step of the equivalent does not affect the

validity of the claim, only whether it is infringed by the equivalent; different scopes of protection are

7 This is often referred to as “literal” infringement.

8 See for example the four-part test for infringement under the doctrine of equivalence set forth by the UPC in Plant-e v
Arkyne (UPC_CFI_239/2023; App_549536/2023; CC_588768/2023)

( https://www.unifiedpatentcourt.org/sites/default/files/files/api_order/24FDA62A30C8A8D7838D5739CE610873_en.pdf ),
in which part 4 asks “Is the allegedly infringing product novel and inventive over the prior art?”
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therefore considered for validity and infringement. The claim remains valid, whether or not the

equivalent is held to infringe.

There are many precedents for infringement being assessed separately under the normal interpretation

of the claims and under the doctrine of equivalence, such as:

UPC:

- Nelissen v. OrthoApnea (UPC CFI 376/2023)™"
- Dishv. Aylo (UPC CFI 471/2023)*

Germany:
- “Schneidmesser I”, 12 March 2002, X ZR 168/00*"%, in which the BGH referred to decisions of the

lower courts, in which the Regional Court held that there was infringement under the “literal”

interpretation of the claims (albeit taking into account accepted tolerance’), but the Court of
Appeal left open infringement under the normal interpretation of the claim, holding that there

would in any event be infringement under the doctrine of equivalence (Summary, II).

UK:
- Actavis v Eli Lilly ([2017] UKSC 48), which held:

“.. a problem of infringement is best approached by addressing two issues, each of which is to be considered
through the eyes of the notional addressee of the patent in suit, ie the person skilled in the relevant art.
Those issues are: (i) does the variant infringe any of the claims as a matter of normal interpretation; and, if
not, (ii) does the variant nonetheless infringe because it varies from the invention in a way or ways which is
or are immaterial?”

[Paragraph 54]

Erance:

- Geobruggv. Avaroc (Cour dappel de Paris, pdle 5, chambre 2, 27 mai 2022, n° 20_07426), in which
there are sections entitled “Sur la contrefacon littérale de la revendication 1” and “Sur la
reproduction par équivalence de la revendication 1”.

- Saint Gobain v. Knauf (Cour d’appel de Paris, pole 5, chambre 1, 8 février 2023, n° 20_10389),
again in which there are sections entitled “Contrefacon par reproduction” and “Contrefagon par
équivalence”.

- SETAM v. Aeria (Tribunal Judiciaire de Paris, 3¢me chambre, 2éme section, 8 mars 2024, n° 2016-
13811), in which the court held no literal infringement but infringement under the doctrine of

equivalence.

That is, it is not the case that equivalents are taken into account only to arrive at a single interpretation
of the claims that is used for both validity and infringement (and for which a harmonised

interpretation between the EPO and the courts might reasonably be considered a desirable goal).

? Tllustrating why we prefer “infringement under the normal interpretation of the claims” to “literal infringement”.
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The EPO should therefore focus on ensuring that the claims have a clear meaning, and leave it up to
the courts to consider equivalents of what is claimed. Furthermore, importantly, the EPO should avoid
any practice that may influence how the courts conduct that exercise, which is firmly outside the EPO’s

competence, both legally and practically.

Differences between the claims and the description, particularly concerning the level of generality at
which the invention is claimed, can actually inform the courts when they come to consider
equivalents. For example, if an equivalent is explicitly disclosed, but not claimed, then the court might
reasonably take the view that the scope of protection should not include such an equivalent'’. On the
other hand, if the subject-matter is not explicitly disclosed (for example because it has been deleted
without prejudice, potentially without ever having been within the scope of the claims), then the court
might reasonably consider that although it is not explicitly claimed, it should nevertheless be within

the scope of protection as an equivalent.

On the other hand, the courts can consider the reason for a claim amendment when applying the

doctrine of equivalence. This was the case, to varying degrees, in the UK, Italian and German

proceedings in the Pemetrexed case. For example, the Court of Milan held that claim amendments
made for formal reasons such as compliance with Article 123(2) cannot affect the application of the
doctrine of equivalence, whereas claim amendments made for novelty or inventive step do. The
German Federal Supreme Court voiced the same (BGH X ZR 29/15, Rn. 68):

~Wenn die Konkretisierung im Hinblick auf formelle Anforderungen vorgenommen wurde - wiederum
unabhdngig davon, ob diese Anforderungen objektiv bestanden haben - oder wenn nicht hinreichend
deutlich wird, aus welchem Grund sie erfolgt ist, kann hingegen in der Regel nicht von einer
Auswahlentscheidung im oben genannten Sinne ausgegangen werden. Sofern der Patentanspruch etwa aus
Griinden der Anspruchsklarheit oder zur Vermeidung einer unzuldssigen Erweiterung eine
verhdltnismdfig enge Fassung erhdlt, konnen daraus fiir die Frage einer Verletzung mit dquivalenten
Mitteln schon deshalb keine zwingenden Schlussfolgerungen gezogen werden, weil diese beiden

Gesichtspunkte fiir die Aquivalenz nicht von unmittelbarer Bedeutung sind.“ [emphasis added]

The EPO requirement for mandatory amendment of the description for the formal reason of
conformity with the claims serves only to amplify the complexity of this analysis, which in no way

promotes legal certainty.

1"With limits, there is precedent for this approach from the German courts, e.g. the BGH in the Pemetrexed case, BGH X ZR

29/15.

See also NJ Diffusion v Gisela Mayer (op. cit.) at paragraphs 73-75:

Cadre juridique :
73. Selon larticle 24 AJUB les sources de droit substantif pour trancher les litiges devant la JUB comprennent
notamment la CBE.
74. Larticle 2 du Protocole interprétatif de larticle 69 CBE - qui compléte le premier article du Protocole indique :
«Pour la détermination de Iétendue de la protection, il est diiment tenu compte de tout élément équivalent a un élément
indiqué dans les revendications.»
75. Cela ne signifie cependant pas que la description et les dessins peuvent servir a étendre le champ de la protection du
brevet.
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In short, the EPO practice of requiring the deletion of unclaimed subject-matter necessarily alters the
technical teaching of the patent application which can affect the application of the doctrine of

equivalence in unpredictable ways and it is in no way certain, but possible, that deleted embodiments
alter the considerations of a court. It therefore carries an unacceptable risk of improperly interfering
with the courts’ consideration of equivalents, but at the same time does nothing to promote the EPO’s

stated aim of improving legal certainty.

Admissibility of the 3™ question

We note that some other amicus curiae briefs have suggested that the third referred question should be
held inadmissible, because an answer to this question is not necessary for the referring Board to decide

the case before it.

We observe that the fundamental issue for the Enlarged Board to decide is whether the presence in the
description of subject-matter that is outside the scope of the claims contravenes the EPC. If so, it
applies both to examination proceedings and opposition proceedings (insofar as this situation arises

from amendments made in the opposition).

We submit that it would be highly artificial for the Enlarged Board to answer Question 1 literally, in a
manner that is restricted to opposition proceedings, leaving Question 3 unanswered. The possibility of
holding Question 3 inadmissible is primarily an artefact of the manner in which the referring Board
framed the questions, “putting the cart before the horse” as explained above. It would also be contrary
to the objective of the Enlarged Board of Appeal as laid out in Article 112 EPC (to “ensure uniform
application of the law”) to answer only the first two questions, thus creating artificial heterogeneity in

the applicability of the law.

In case the Enlarged Board might find it useful in reformulating the questions, we point out that we
addressed this issue in T 56/21>"" when that Board was contemplating its own referral and sought

Roche’s input on the questions to be referred (before ultimately deciding no referral was necessary).

We refer to our submission of 30 October 2023, pages 1-3.#

CONCLUSION
For all the foregoing reasons, we consider that the Board in T 56/21 (among others) was correct to
hold that there is no legal basis for the EPO practice of requiring amendment of the description to

delete (or identify) non-claimed subject-matter.

In essence, fear that the presence in the description of non-claimed subject-matter will lead to legal
uncertainty is a fear that those interpreting the claims will disregard the clear provisions in Article 69
EPC and the Protocol. That is, Article 69 EPC states that “the extent of the protection conferred by a
European patent ... shall be determined by the claims” ; it does not give an equivalent role to the
description. Likewise, the Protocol clarifies that Article 69 should not “be taken to mean that the
claims serve only as a guideline and that the actual protection conferred may extend to what, from a
consideration of the description and drawings by a person skilled in the art, the patent proprietor has

contemplated”. Only if those interpreting the claims were to disregard these clear directions would the
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presence of non-claimed subject-matter in the description lead to legal uncertainty about the subject-

matter for which protection is sought.

Requiring applicants and proprietors to undertake the sometimes onerous, time-consuming and
expensive process of removing or identifying all non-claimed subject-matter in the description, with
the attendant risk that any changes to the information content of the specification, no matter how
subtle, could result in objections of added subject-matter, is wholly unjustified by such fear. It also

risks improper interference with the courts’ application of the doctrine of equivalence.

Requiring examiners to look for non-claimed subject-matter sets false priorities for the examination,

which decreases rather than increases patent quality.

Recent decisions have shown that the UPC is well able to disregard non-claimed subject-matter

remaining in the description when interpreting the claims, upholding the primacy of the claims.

Yours sincerely,

Wy -

Dr. Andreas Poredda
Chief Patent Officer
F. Hoffmann-La Roche AG
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ANNEX

Example 1 (claim limitation):

The claims as filed referred to a range being from 1-10
The claims were limited in prosecution to a range of 4-6

The description retains references to the original range of 1-10.

Analysis:

The claims, not the description, define the subject-matter for which protection is sought. The claims
refer to the range as 4-6. The fact that the description retains references to the original range does not
affect the clarity of the term “4-6” in the claim. For completeness, nor does this reference to the

original range (taken as such) mean that the claimed range 4-6 is unsupported by the description."!

Example 2 (lack of unity):

The claims as filed referred to 3 alternative drugs A, B and C for the treatment of a disease
Following an objection of non-unity, the claims were limited to drug B

The description retains references to drugs A and C

Analysis:
Again, the claims define the subject-matter for which protection is sought. The claims refer only to
drug B. The fact that the description retains references to drugs A and C does not affect the clarity of

the reference to drug B in the claims. Nor does it mean that drug B is unsupported by the description.

Example 3 (change of format):

The claims as filed referred to methods of treatment.
The claims were amended in prosecution into medical use format prescribed by Article 54(4)(5) EPC,
to comply with Article 53(c) EPC.

The description retains references to methods of treatment.

Analysis:
In cases where amendments result from changes of claim format, as distinct from claim limitations,

similar conclusions apply.

Again, the claims define the subject-matter for which protection is sought. Methods of treatment are
not claimed as such. The fact that the description retains references to methods of treatment does not
affect the clarity of claims in medical use format. Nor does it mean that the claims in medical use

format are unsupported by the description.

" There are fact patterns under which the range might not be supported by the disclosure, for example if all the
exemplification is outside the range of 4-6. But this has nothing to do with the question of whether the retention of the 1-10
range results in lack of support.
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