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Summary of Facts and Submissions

IT.

ITI.

Iv.

VI.

This decision concerns the appeal filed by the opponent
(appellant) against the decision of the opposition
division (decision under appeal) to reject its
opposition against European patent No. 2 044 043

(patent in suit).

In its notice of opposition, the appellant requested
the revocation of the patent in suit in its entirety
based on Article 100 (a) (lack of novelty and lack of
inventive step) and Article 100(b) EPC.

Oral proceedings before the board were held on

12 November 2019. During these, the patent proprietor
(respondent) filed a set of claims 1 to 16 as its new
main request. It withdrew all other auxiliary requests

filed previously.

The appellant requested that the decision under appeal
be set aside and the patent in suit not be maintained
in the form considered allowable by the opposition
division. The appellant had no objections to a
maintenance of the patent in amended form on the basis

of the new main request.

The respondent requested that the impugned decision be
set aside and the patent in suit be maintained in
amended form on the basis of claims 1 to 16 of the main
request, filed as "AR1" during the oral proceedings
before the board.

The independent claims of the new main request read as

follows:
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Claim 1

"1-[2-(2,4-dimethylphenylsulfanyl) -phenyl]piperazine
hydrobromide salt, which compound is in a crystalline
form having XRPD reflections at approximately 6.89,
9.73, 13.78 and 14.64 (°26)."

Claim 3

"A process for the preparation of crystalline 1-[2-
(2,4-dimethylphenylsulfanyl)-phenyl]piperazine or a

pharmaceutically acceptable salt thereof
)
N
the process comprising reacting compound IT

SR’

(mn
wherein R' represent hydrogen or a mono-valent metal

ion, with a compound of formula IIT

2
1
o

wherein X; and X, independently represent halogen, and

a compound of formula IV

R
)
N
(V]
wherein R represent [sic] hydrogen or a protecting

group, 1in the presence of a solvent, a base and a

palladium catalyst consisting of a palladium source and
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a phosphine ligand at a temperature between 60°C and
130°c."

Claim 16

"A process for the manufacturing of crystalline 1-[2-
(2,4-dimethyl-phenylsulfanyl)-phenyl]-piperazine
hydrobromic acid addition salt in which process 2-5
equivalents of NaO(t-Bu), 2-5 equivalents piperazine,
0.2-0.6 mole-% Pddba,, and 0.6-1 mole-% rac-BINAP are
dispersed in toluene to obtain mixture A', to which
mixture approximately 1 equivalent 2-bromo-iodobezene
is added to obtain mixture B', to which mixture 1
equivalent 2,4-dimethylthiophenol is added and the
resulting mixture is heated to reflux for 4-6 hours to
obtain 1-[2-(2,4-dimethyl-phenylsulfanyl)-phenyl]-
piperazine, which is further reacted with aqueous

hydrobromic acid."

For simplicity, the compound 1-[2-(2,4-
dimethylphenylsulfanyl)phenyl]piperazine will be

referred to as vortioxetine in the following.

Reasons for the Decision

Main request

1. During the oral proceedings before the board, the
respondent filed a new set of claims 1 to 16 as its new
main request. The appellant stated that it had no
objections to a maintenance of the patent in amended

form based on this new main request.

2. Claim 1 is based on a combination of claims 1, 5 and ©
as filed. In claim 1, the disclaimer of claim 1 as

filed ("provided said compound is not the free base 1in
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a non-crystalline form") has been omitted. This
omission does not go beyond the content of the
application as filed because said disclaimer has become
superfluous. More specifically, since the compound of
claim 1 is now defined as the hydrobromide salt, the
free base (be it crystalline or non-crystalline) does

not any more fall within the subject-matter of claim 1.

Claim 2 is based on claim 17 as filed.

Process claims 3 to 15 are based on claims 18 to 21,
23, 26, 28, 30, 32 to 34, 39 and 40 as filed. Compared
to the claims as filed, claims 3 to 15 are further
limited in that they relate to "the preparation of
crystalline 1-[2-(2,4-dimethylphenylsulfany) -
phenyl]piperazine or a pharmaceutically acceptable salt
thereof" (emphases added). As the processes disclosed
in the application as filed are intended to synthesise
the target compound vortioxetine and its
pharmaceutically acceptable salts and crystalline
forms, these limitations follow implicitly from the

application as filed.

Process claim 16 is based on claim 43 as filed and
further requires the product of the process to be
crystalline. With regard to this additional feature,

the reasoning in the preceding paragraph applies.

Thus, the subject-matter of the main request meets the

requirements of Article 123(2) EPC.

Claim 1 is a combination of claims 1, 4 and 5 as
granted. Claim 2 is a combination of claims 1, 4, 5 and
11 as granted. Process claims 3 to 16 are a combination
of process claims 12 to 25 as granted with claim 1 as

granted.
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Because the claims of the main request are the result
of combinations of granted claims the protection they
confer does not extend beyond the protection of the
patent as granted (Article 123(3) EPC). For the same
reason, the claims of the main request are not open to
objections under Article 84 EPC (see decision G 3/14,
0OJ EPO 2015, Al02, catchword).

Thus, the claims of the main request also meet the
requirements of Articles 123(3) and 84 EPC.

As set out above, the appellant had no objections as
regards the further requirements of the EPC and the
board is satisfied that these requirements are
fulfilled.

For these reasons it is decided that:

The decision under appeal is set aside.

The case is remitted to the opposition division with
the order to maintain the patent in amended form on the
basis of claims 1 to 16 of the main request filed as
"AR1" during the oral proceedings before the board, and

a description to be adapted thereto.
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