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Summary of Facts and Submissions

IT.

IIT.

Iv.

European patent No. 1 725 261, entitled "Use of
agonists and antagonists of interleukin-33 (IL-33)" was
opposed by five opponents based on the grounds for
opposition in Article 100(a) EPC in conjunction with
Articles 54 and 56 EPC and under Article 100(b) and (c)
EPC. The patent was granted in respect of application
EP 05 713 577.4, which had been filed as an
international application, published as WO 2005/079844
(the application as filed).

Opponents 1, 2, 4 and 5 filed appeals against the
interlocutory decision of the opposition division that,
account being taken of the amendments in the form of
auxiliary request 2, the patent and the invention to
which it related met the requirements of the EPC. The
patent proprietor is the respondent to the appeals and

opponent 3 is a party as of right to the proceedings.

By communication of 25 May 2016, receipt of which was
acknowledged, the registry of the board informed
appellant-opponent 2 that it appeared from the file
that the statement of grounds of appeal had not been
filed, and that it was therefore to be expected that
the appeal would be rejected as inadmissible, pursuant
to Article 108, third sentence, EPC in conjunction with
Rule 101 (1) EPC.

With letter of 26 May 2017 opponent 2 requested
reimbursement of the appeal fee for the reason that a
statement setting out the grounds of appeal had not
been filed. The board informed opponent 2 by
communication dated 1 June 2017 of its preliminary

opinion on the request and received no further
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submission from that party on the issue of
admissibility of the appeal or reimbursement of the

appeal fee.

In view of the board's decision that the appeal of
opponent 2 is inadmissible (see point 2. of the
Reasons, below), that party remains party as of right.
Opponents 1, 4 and 5 are the appellants and are
referred to in this decision as appellant-opponent 1, 4

and 5, respectively or collectively as appellants.

The claims of auxiliary request 2, held allowable by

the opposition division, read:

"l. An antagonist of IL-33 for use as a medicament,
wherein the antagonist comprises a binding composition

from an antibody that specifically binds to IL-33.

2. The antagonist of Claim 1, wherein the binding
composition from the antibody comprises:

a) a monoclonal antibody;

b) a humanized antibody; or

c) an Fab, Fv, or F(ab’), fragment.

3. The antagonist of Claim 1 or 2 for use in the
treatment of a disorder or condition selected from the
group consisting of:

a) asthma;

b) allergy; or

c) multiple sclerosis.

4. Use of an antagonist of IL-33 in the preparation of
a medicament for the treatment of a disorder or
condition selected from the group consisting of:

a) asthma;

b) allergy; or
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c) multiple sclerosis,
wherein the antagonist comprises a binding composition

from an antibody that specifically binds to IL-33.

5. Use according to Claim 4, wherein the binding
composition from an antibody comprises:

a) a monoclonal antibody;

b) a humanized antibody; or

c) an Fab, Fv, or F(ab'), fragment".

The patent proprietor (respondent) replied to the
appeals and maintained the set of claims of auxiliary
request 2, held allowable by the opposition division,
as the main claim request. They also filed sets of
claims of auxiliary requests 1 and 2. The set of claims
of auxiliary request 1 corresponds to the main request

with claims 3 to 5 deleted.

The following document is referred to in this decision.

Dl: WO 2004/056868

Oral proceedings were held by videoconference. Only the
respondent attended these proceedings, all other
parties having informed the board in writing that they
would not attend. At the end of the oral proceedings,

the Chair announced the decision of the board.

The arguments of the appellants are summarised as

follows.

Main request - Amendments (Article 123(2) EPC)
Claim 1

The application as filed did not disclose the subject-

matter of a first medical use claim since it lacked a



- 4 - T 0419/16

disclosure of a broad generic medical application but
only contained a general statement that "immune
disorders or conditions" were amenable to treatment

with the described therapeutic agents.

In decision G 2/08, the Enlarged Board of Appeal (EBA)
addressed the question of whether Article 54 (5) EPC
prevented a known medicament from being patented for
use in a different treatment by therapy of the same
illness. It did not hold that first medical use claims
did not have to comply with the other provisions of the
EPC, including those of Article 123 (2) EPC. The case
law of boards of appeal, for instance decisions

T 128/82 and T 36/83, supported the view that under
Article 123 (2) EPC a first medical use claim needed a
disclosure in the application as filed of broad
pharmaceutical activity to serve as a basis. In the
case at hand, the application as filed did not contain
a direct and unambiguous disclosure of the claimed

antibody for a broad pharmaceutical activity.

In the absence of a literal basis for a first medical
use claim in the application as filed, adding claims in
this claim category resulted in added subject-matter,
even i1f it might have been possible to draft such a

claim at the time of filing.

Claims 3 to 5

The application as filed disclosed that either an
agonist or antagonist of IL-33 or an agonist or
antagonist of IL-33R may be used for treatment of
asthma or allergy (claim 2b as filed, as dependent on
claim 1). The specific selection of an IL-33 antagonist
(as opposed to an IL-33 agonist, or an IL-33R agonist

or antagonist) for the specified treatments and the
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further selection of a binding composition from an
IL-33 antibody as the antagonist was not disclosed in

the application as filed.

Paragraph [0096] related to antibodies neutralising
IL-33 but this neutralising property was not specified
in the claims. Furthermore, because antibodies
neutralising IL-33 could exert their effect either by
targeting IL-33 or IL-33R (see paragraph [0096]), a
disclosure of the use of IL-33 neutralising antibodies
was not equivalent to the disclosure of the use of an

antibody which specifically binds to IL-33.

Paragraph [0096] described a use in airway inflammation
and in particular mouse models and did not directly and
unambiguously disclose a medical use in any/all allergy

or asthma indications.

Auxiliary request 1 - claim 1 and 2

Priority (Article 87(1) and 89 EPC)

The effective date of the claimed subject-matter was
the filing date.

Same invention

The application from which priority was claimed (the
previous application) did not disclose the invention of
claim 1. As was the case with the application as filed
and as had been explained in relation to added subject-
matter (Article 123(2) EPC), the previous application
only disclosed treatment of specific conditions, i.e.
immune disorders, or even more specific indications. It
did not disclose a first medical use, which was

therefore subject-matter not entitled to the priority.
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In the present case, the previous application
explicitly disclosed that blocking the anti-IL-33R
would exacerbate arthritis. In the decision under
appeal, granted claim 4(b) - in which the medical use
was specified as the treatment of rheumatoid arthritis
- was held as not entitled to priority because of a
lack of sufficiency of disclosure in the previous
application for this specified medical use. This lack
of sufficiency of disclosure applied equally to

claims 1 and 2 because they included the invention that
was not sufficiently disclosed in the previous

application.

In view of this, a first medical use was not the same

invention as disclosed in the previous application.

Entitlement to the priority right

Appellant-opponent 5 also argued that there had been no
valid transfer of the right to claim priority from

US 60/545730, prior to the filing of the international
application PCT/US2005/004743 (see section I)).
However, these arguments need not be reproduced here

since the board did not decide on this issue.

Novelty (Article 54 EPC)

Document D1 generally related to therapeutic uses of
certain polypeptides. Document D1 disclosed antagonist
antibodies for carrying out those therapies. In detail,
document D1 disclosed an inhibition of NF-HEV (another
name for IL-33) by providing therapeutic compositions
comprising anti-NF-HEV-antibodies in (e.g. paragraphs
[0226} to 0233] and [0431] to [0435]). Paragraph [0333]
disclosed pharmaceutical compositions comprising anti-
NF-HEV antibodies. Document D1 further disclosed the
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use of these compositions for the treatment of
inflammatory disorders such as rheumatoid arthritis and
Crohn's disease (e.g. paragraphs [0321], [0322]). Thus,
the disclosure in document D1 anticipated the subject-

matter of claims 1 and 2.

The arguments of the respondent are summarised as

follows.

Main request - Amendments (Article 123(2) EPC)
Claim 1

Article 54 (4) EPC permitted a claim to the first
medical use of a compound or composition when no
medical use was known in the art. This applied to the
claimed IL-33 antagonists which had not previously been
disclosed as having any therapeutic utility. The
application as filed disclosed the medical utility of
agonists and antagonists of IL-33 and this was a basis
for a first medical use claim even if the literal
wording of such a claim was absent from the application
as filed.

Moreover, paragraph [0027] of the application as filed
disclosed an effective amount of an "antagonist of the
IL-33 of the present invention" in "an amount
sufficient to ameliorate a symptom or sign of a
disorder or physiological condition". This statement
was equivalent to a first medical use. There was a

similar disclosure at paragraph [0030].
Claims 3 to 5
Claims 3 to 5 had a direct and unambiguous basis in the

application as filed. The subject-matter of claims 3

and 4 was based on claims 1, 2 and 10, and paragraphs
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[0009] and [0010] of the application as filed. Further
basis could be found throughout the application as
filed, in particular in paragraph [0099]. This stated
that the invention provided agonists and antagonists of
IL-33 for the modulation of inflammatory and autoimmune
disorders such as asthma and allergies. Thus, paragraph
[0099] in combination with paragraph [0010] provided a
basis for an antagonist of IL-33 comprising a binding
composition from an antibody that specifically binds to

IL-33 for use in treating asthma or allergy.

The disclosure of paragraph [0096] also provided
support for the requirement of an antagonist of IL-33
for treating allergy and asthma, since it disclosed
"allergen-induced airway-hyper-reactivity in mouse

models of asthma".

The phrase "antibodies neutralizing IL-33" in that same
paragraph could only refer to antagonistic antibodies
since agonistic antibodies would not neutralise IL-33.
Furthermore the application as filed made a clear
distinction between antibodies that bind to IL-33R and
antibodies that bind to IL-33 (see e.g. paragraphs
[0051] and [0054] and the description of the drawings
on page 6). In view of this, a skilled person would
have understood that the statement "antibodies
neutralizing IL-33" in paragraph [0096] referred to
antibodies that bind to IL-33 and not IL-33R.
Paragraph [0099] was a basis for limiting to IL-33
rather than IL-33R.

Auxiliary request 1 - claim 1 and 2

Priority (Article 87(1) and 89 EPC)
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Same invention

The invention lay in the identification of the
previously unknown endogenous ligand for a known
receptor (IL-33R or T1/ST2). It was known at the
priority date of the claimed invention that disease
conditions were associated with this receptor. Since
the previous application disclosed the identification
of the endogenous ligand and proposed the use of
antibody antagonists to it, uses to treat the disease
conditions already linked to the (known) receptor were
both plausible and sufficiently disclosed in the
previous application. Moreover, the previous
application disclosed the use of antagonists of IL-100
(another name for IL-33) for treating asthma, allergies
and multiple sclerosis (see page 4, second paragraph).
The claimed invention was thus the same one as

disclosed in the previous application.

Entitlement to the priority right

The respondent also provided arguments to the effect
that there had been a valid transfer of priority.
However, as is the case with the corresponding
arguments of appellant-opponent 5, these arguments are
not relevant to the board's current decision and are

therefore not reproduced here.

Novelty (Article 54 EPC)

Document D1 formed part of the state of the art under
Article 54 (2) EPC for subject-matter with no valid
priority. However, the subject-matter of claims 1 and 2
was entitled to priority and in any case, document D1

did not disclose the use of an IL-33 antagonist



XIT.

XITT.

- 10 - T 0419/16

antibody in the treatment of allergy, asthma or

multiple sclerosis.

Neither of the parties as of right (opponents 2 and 3)

made any submissions on the merits of the appeals.

The requests of the parties were as follows.

Appellant-opponents 1, 4 and 5 requested that the
decision under appeal be set aside and that the patent

be revoked in its entirety.

Appellant-opponent 4 also requested that the documents
designated D83 and D84 be admitted into the

proceedings.

Appellant-opponent 5 further requested that documents
D83 and D84 filed on 7 January 2015 not be admitted
into the proceedings, and that documents D88 to D92
filed on 6 September 2017 be admitted into the

proceedings.

Opponent 2 (party as of right) requested that the
decision under appeal be set aside and that the patent

be revoked in its entirety.

Opponent 3 did not file any requests in the appeal

proceedings.

The respondent requested that the appeals be dismissed
(main request), or, alternatively, that the patent be
maintained based on the set of claims of auxiliary
requests 1 or 2, both filed with the reply to the
statements of grounds of appeal. The respondent further
requested that the board decide that the EPO has no

jurisdiction to decide on priority ownership. They also
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requested not to admit the documents denominated D88 to
D92, filed on 6 September 2017, into the appeal

proceedings.

Reasons for the Decision

1. The appeals of appellant-opponents 1, 4 and 5 comply
with Articles 106 to 108 and Rule 99 EPC and are

admissible.

Admissibility of the appeal of opponent 2 and reimbursement of

the appeal fee

2. Opponent 2's notice of appeal contains nothing that can
be regarded as a statement of grounds of appeal
pursuant to Article 108 EPC and Rule 99(2) EPC.

3. As no statement setting out the grounds of appeal has
been filed, opponent 2's appeal is to be rejected as
inadmissible pursuant to Article 108 EPC, third
sentence, in conjunction with Rule 101 (1) EPC.
Opponent 2 is nevertheless a party as of right in the

appeal proceedings (Article 107 EPC).

4. Opponent 2's request for reimbursement of the appeal

fee is to be rejected.

5. A reimbursement in full can only be ordered if the
requirements of Rule 103 (1) EPC are fulfilled. In the
present case, opponent 2's appeal is neither allowable
- as this presupposes the admissibility of the appeal -
(Rule 103 (1) (a) EPC) and was not withdrawn before
expiry of the period for filing the statement of
grounds of appeal (Rule 103 (1) (b) EPC).
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6. A reimbursement of the appeal fee at 50% cannot be
ordered either because this would have required a
withdrawal of the appeal before expiry of the two-month
time-limit set by the communication dated 25 May 2016
(Rule 103 (3) (b) EPC). Neither of these requirements
have been met in the present case. There is therefore

no legal basis for the reimbursement of the appeal fee.

Main request

Amendments (Article 123(2) EPC)

Claims 1 and 2

7. The appellants argued that the subject-matter of
claim 1 (see section V) had no basis in the application
as filed. In their view, the application as filed
disclosed the claimed antagonist of IL-33 only for a

specific medical use, but not for a first medical use.

8. The board recalls that Article 54 (4) EPC provides for
claims directed to a first medical use of a per se
already known substance or composition and that such a
claim confers broad (albeit purpose-limited) protection
for substances or compositions, covering any use in a
medical method, even if only one specific use is
disclosed in the application (see Case Law of the
Boards of Appeal of the European Patent Office, 2019,
I.C.7.1.1 and decision T 128/82, OJ EPO 1984, 164). It
is the board's view that it follows from this case law
that the disclosure in an application of a substance or
composition for a specific medical use is a basis for a

claim directed to a first medical use.

9. Contrary to the appellants' submissions, the findings
in decisions T 36/83 (OJ EPO 1986, 295) and T 128/82 do
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not support the view that a basis for a first medical
use claim (in the sense of Article 123(2) EPC) can only
be an identical or equivalent broad disclosure in the
application as filed. In both decisions, it was held
that a broad disclosure of a pharmacologically active
substance for use as a medicament provided a basis for
a corresponding broad (first medical use) claim. These
decisions however did not consider other possible bases
for such a claim nor rule out that the disclosure of a
specific medical use can constitute a basis for a claim

to a first medical use.

Claim 1 therefore meets the requirements of
Article 123 (2) EPC.

No separate objection was submitted to claim 2 (see

section V).

Claims 3 to 5

12.

13.

The subject-matter of claims 3 to 5 (see section V)
includes the use of an IL-33 antagonist antibody for
treating allergy and asthma. The respondent referred to
claims 1, 2 and 10, as well as paragraphs [0009],
[0010], [0096] and [0099] of the application as filed

as a basis for this subject-matter.

The board does not agree. It is established case law
that any amendment can only be made within the limits
of what a skilled person would derive directly and
unambiguously, using common general knowledge, and seen
objectively and relative to the date of filing, from
the description, claims and drawings of the application
as filed (see decision G 2/10, OJ EPO 2012, 376,
Reasons 4.2). It is further established case law that

the content of an application must not be considered to
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be a reservoir from which features pertaining to
separate embodiments of the application could be
combined in order to artificially create a particular
embodiment (see Case Law of the Boards of Appeal of the
European Patent Office, 9th edition, 2019, II.E.1.6.1).
This concept applies when considering features
originally disclosed in separate lists of alternatives,
except when there is a pointer to a particular

combination (ibid).

Claims 1, 2 and 10 of the application as filed read:

"l. A method of modulating an immune disorder or
condition, comprising administering an effective amount
of an agonist or antagonist of IL-33 of [sic] IL-33
Receptor complex (IL-33R).

2. The method of Claim 1, wherein the disorder or
condition comprises: a) innate response; b) asthma or
allergy; c) multiple sclerosis; d) an inflammatory
bowel disorder; e) arthritis; f) infection; g) a cancer

or tumor.

10. The method of Claim [sic] 1, wherein the antagonist
comprises a binding composition from an antibody that
specifically binds: a) IL-33; b) an IL-33R complex; or
c) a complex of IL-33 and IL-33R".

Claim 1 of the application as filed thus relates to
functionally defined agonists and antagonists of both
IL-33 and IL-33R for use in modulating an immune
disorder, while claim 2 provides a list of disorders to
be treated. From these two claims, the subject-matter
of claim 3 can only be derived by making selections
from the list of disorders, from the list of targets

(IL-33 or IL-33R), from the type of activity (agonist



16.

17.

18.

- 15 - T 0419/16

or antagonist) and from all possible chemical entities
that could carry out this function. There is no pointer
to or preference for the claimed selection. Thus,
claims 1 and 2 of the application as filed do not

provide a basis for the claimed subject-matter.

Claim 10 of the application as filed limits the
chemical entity used to "a binding composition from an
antibody" and provides a list of three targets. The
claimed subject-matter can only be derived from

claims 1, 2 and 10 of the application as filed by
making a selection from the list of diseases in claim 2
and combining it with a selection from the list of
targets in claim 10. In the absence of a relevant
pointer, this selection cannot be regarded as directly
and unambiguously derivable from the application as
filed.

As i1s the case with claims 1, 2 and 10, the claimed
subject-matter is only disclosed in paragraphs [0009]
and [0010] of the application as filed wvia a selection
of at least the same lists referred to in points 15.
and for which the application does not disclose a

preference.

Paragraphs [0096] and [0099] of the application as
filed do not directly and unambiguously disclose the
claimed subject-matter either. Firstly, in paragraph
[0096], the therapeutic activity is presented as a mere
possibility - "may be beneficial". Secondly, the target
of the therapeutic antibodies is not disclosed as being
IL-33, since "neutralizing IL-33" refers to antibodies
capable of abrogating the biological function of IL-33,
but does not define a therapeutic target. Furthermore,
paragraph [0096] cannot provide a basis for the

treatment of allergies in general, since it only
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discloses treatment of "allergen-induced airway-hyper-

reactivity in mouse models of asthma'.

Paragraph [0099] discloses "The present invention
provides agonists and antagonists of IL-33 for the
modulation of inflammatory and autoimmune disorders and
conditions, e.g., psoriasis, asthma, allergies, and
inflammatory bowel disease, e.g., gastric inflammation,
ulcerative colitis, Crohn's disease, celiac disease,
and irritable bowel syndrome". This disclosure either
on its own or in combination with paragraph [0010] does
not provide a basis for the claimed subject-matter
because, as with the other passages cited, it is
necessary to make a selection to which there is no
pointer, to arrive at the claimed subject-matter. A
selection of antagonists has to be made from a
disclosure of agonists and antagonists, of antibodies
from all possible chemical agents, of IL-33 as the
target of the antibodies and finally of allergy and

asthma from the list of diseases provided.

In view of the above considerations, the subject-matter
of claims 3 to 5 of the main request extends beyond the
content of the application as filed, contrary to
Article 123 (2) EPC and the main request is not

allowable.

Auxiliary request 1

Amendments (Article 123(2) EPC)

21.

This claim request consists only of claims 1 and 2 of
the main request which have been found to meet the
requirements of Article 123(2) EPC, see points 7. to

11. above.
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Disclosure of the invention (Article 83 EPC)

22.

Novelty

23.

The appellants have not submitted arguments to the
effect that the patent did not sufficiently disclose
the claimed invention. The board therefore sees no
reason to overturn the decision of the opposition

division in this respect.

(Article 54 EPC)

Document D1, published after the priority date but
before the filing date of the patent, relates to a
polypeptide named NF-HEV. It is common ground that this
polypeptide is IL-33. In the absence of a valid
priority, the disclosure in document D1 anticipates the

subject-matter of claim 1.

Priority (Article 87(1) and 89 EPC)

24.

25.

Since document D1 is relevant to novelty, it is
necessary to decide on whether or not the claimed
subject-matter can validly claim priority from US

provisional patent application 60/545,730.

The appellants pursued several lines of argument to
demonstrate that the claimed invention differed from

that disclosed in the priority application.

Same invention

26.

The first was that in view of the opposition division's
finding that subject-matter relating to an anti-IL-33
antibody for use in treating arthritis (claim 4(d) as
granted) had no basis in the priority application since
this rather disclosed that anti-IL-33 receptor

antibodies exacerbated arthritis. Thus, the subject-
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matter of independent claim 1 must also lack a basis in

the previous application, at least partially.

This objection fails because they are based on a
misunderstanding of the first medical use claim format
established by Article 54 (4) EPC. As set out in
decision T 128/82, Article 54(5) EPC 1973 (now

Article 54 (4) EPC) provides a special concept of
novelty for any substance or composition, comprised in
the state of the art, for use in a method referred to
in Article 52 (4) EPC 1973 (now Article 53 (c) EPC),
provided that its use for any method referred to in
that paragraph is not comprised in the state of the art
(see decision T 128/82, Reasons 9; confirmed by
decision G 5/83, OJ EPO 1985, 65, Reasons 21). The
decision further clarifies that "[i]f an inventor 1is
granted absolute protection in respect of a new
chemical compound for use in therapy, the principle of
equal treatment would require that an inventor who for
the first time makes a known compound available for
therapy should be correspondingly rewarded ... with a
purpose-limited substance claim under

Article 54 (5) EPC [1973 (now Article 54 (4) EPC)] to
cover the whole field of therapy" (Id., Reasons 10).

A logical consequence of the availability of purpose-
limited substance protection for a first medical use 1is
that the disclosure of a single therapeutic use of a
compound is both sufficient to meet the requirements of
Article 83 EPC and to serve as a basis for such a claim
in the sense of Articles 87 (1) EPC and

Article 123(2) EPC, respectively.

In view of the above considerations, claims 1 and 2
relate to the same invention as disclosed in the

previous application in the sense of Article 87 (1) EPC.
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Entitlement to the priority right

30.

Stay of

31.

32.

A further line of argument of the appellants was that

no valid transfer of the right to claim priority from

US provisional patent application 60/545,730 had taken
place prior to the filing of PCT application

WO 2005/079844.

proceedings

According to the established case law of the boards of
appeal, proceedings before a board may be stayed in a
case where the decision is dependent on the answer to
guestions that have been referred to the Enlarged Board
of Appeal (see for instance, decision T 426/00 of

27 June 2003, Reasons 4).

By recent consolidated decisions T 1513/17 and

T 2719/19, the issue of entitlement to priority was
referred to the Enlarged Board of Appeal. The cases are
pending before the Enlarged Board as G 1/22 and G 2/22.
The questions referred to the Enlarged Board in those
cases also need to be answered in the present case
before a decision on novelty and inventive step can be
taken. The questions include whether the EPC confers
jurisdiction on the EPO to determine whether a party
validly claims to be a successor in title as referred
to in Article 87 (1) EPC and whether a so-called "PCT
joint applicants approach" might be wvalid. The
questions referred to the Enlarged Board therefore
cover the scenario in the present case and it is not
necessary for the board to refer additional gquestions
to the Enlarged Board. In view of this, the board
decided to stay the proceedings until a decision is
issued by the Enlarged Board in cases G 1/22 and

G 2/22.
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For these reasons it is decided that:

1. Opponent 2's appeal is rejected as inadmissible

fee is rejected.

and the request for reimbursement of the appeal

2. The appeal proceedings are stayed until a

The Registrar:

A. Chavinier Tomsic
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decision is issued by the Enlarged Board of
Appeal in cases G 1/22 and G 2/22. They will be

continued in writing thereafter.

The Chair:

B. Claes



