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Summary of Facts and Subm ssi ons

l. The petition for review concerns decision T 609/12 of
31 May 2017 of Board of Appeal 3.3.01, revoking
Eur opean patent no. 1 519 731 which was granted on
15 April 2009 to Cpla Limted (petitioner in the

present review proceedi ngs).

. Claim 1 of the granted patent covers a pharmaceuti cal
formul ati on basically conprising a conbination of two
active conpounds:

- Azestaline (an antihistam ne) or certain
derivatives thereof (“AZE’), and

- Fl uti casone (a corticosteroid) or certain
derivatives thereof (“FLU).

The pharmaceutical fornmulation is useful for preventing

or mnimsing allergic reactions. In addition to the

active conpounds, the fornulation usually contains

excipients (auxiliary materials) such as water,

preservatives, stabilizers, thickeners etc. It can be

prepared, for exanple, in the formof a nasal spray.

(N Qpposition was filed by daxo Goup Limted. The
opposition was based, inter alia, on the ground for
opposition under Article 100(a) in connection with
Article 56 EPC (lack of inventive step).

V. Wth its response to the sunmons for oral proceedings
before the Qpposition Division, the petitioner filed
docunents D21 to D25 to support its argunents that the
claimed invention was based on an inventive step. A
decl aration of Ms Geena Mal hotra (D21), acconpani ed by
Exhibits A and B (D22 and D23, both containing
experinental data) should denonstrate that the

C11136.D



C11136.D

- 2 - R 0010/ 17

conbi nation of AZE and FLU led to a higher stability in
conparison to a conbinati on of AZE and anot her
corticosteriod than Fluticasone (a conbi nation

di scl osed in docunent Dl1). A declaration of M Joachim
Maus with Exhibits A and B (D24 and D25) shoul d
denonstrate that a conbination therapy with AZE and FLU
had a better therapeutic effect for the treatnent of
seasonal allergic rhinitis than a nonotherapy with AZE
or a nonot herapy with FLU

Late-filed docunments D21 to D25 were admitted into the
proceedi ngs by the Opposition Division since they were
considered to be prima facie relevant for inventive
step. Inits interlocutory decision the Qpposition
Division found that the subject-matter of claim1l of
the then pending first auxiliary request (which was
narrower than granted claim1l1l in a few aspects not
relevant to these review proceedi ngs) net the

requi renents of the EPC. In its reasons concerning

i nventive step, the OQpposition Division started from D1
as closest prior art and found that the synergistic
effect of the conbination therapy with AZE and FLU
coul d not be considered in support of inventive step
since the evidence on file (including D24 and D25)
coul d not be considered an appropriate conparison in
view of the closest prior art D1I. On the other hand,
the Qpposition Division accepted that inproved
stability when stored at el evated tenperatures and high
hum dity (as conpared to the formul ations of Dl) was
shown by the test results of D22 and D23. The
unexpected effect of inproved stability provided the
basis for inventive step in the opposition division's

Vi ew.
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An appeal was filed by the opponent. In the grounds of
appeal and the petitioner’s response thereto, various
aspects of the test results presented in docunents D21

to D25 were discussed.

In its comunication of 10 March 2017 acconpanyi ng the
summons for oral proceedings, the Board of Appeal gave
its prelimnary observations. In view of the expected
di scussion on inventive step at the oral proceedings,
the Board of Appeal wote: “The parties should cone
prepared for the discussion of inventive step starting
from docunent (1) and taking into consideration the
teachi ng of docunment (11) and the evidence presented in
docunents (21) to (25).” (pt. 11 of the conmmunication
of 10 March 2017). In their reply letters to the
sumons to oral proceedings, the parties did not
address docunents D21 to D25.

At the oral proceedings before the Board of Appeal
(which were held in the absence of the

opponent /appel lant), it was discussed, inter alia,
“which technical effects or inprovenents could be
attributed to the distinguishing feature of the cl ai ned
i nvention” (mnutes, page 3). The clainmed invention
differed fromthe closest prior art (exanple IIl of
docunent D1) insofar as the corticosteroid used in the
cl ai med conbi nation fornul ati on was FLU, not
trianci nol one acetonide as in DL (colum 3 of the table
in D22). The discussion during oral proceedi ngs on the
al l eged i nprovenent of the stability was, in particular,
based on the experinental data of docunent D22. This

di scussi on and the conclusion of the Board of Appeal is
reflected in point 4.2 of the decision under review
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“I'n docunent (22), the fornulation according to the
invention (colum 1) differs fromthat of exanple Il

of docunent (22) (columm 3) not only in the
corticosteroid but also in the nature and anount of the
excipients, in particular the nature and amount of the
t hi ckening agent (Avicel RC 591 at 1.5% vs HPMC at 1.0%
and the amount of surfactant (Polysorbate 80 at 0.025%
vs 0.05% . Thus, the higher stability of the
formulation in colum 1 cannot be exclusively ascribed
to the different corticosteroid. This was countered by
t he respondent at the oral proceedings before the board
with the argunent that the excipients in the exanpl es
of docunment (22) were equivalent and that they were
present in such | ow concentrations that they could not
be expected to cause any difference in the stability of
the formul ations. This argunent, however, did not

convi nce the board because ionic and non-ionic

t hi ckeners cannot be regarded as bei ng equi val ent and
because their concentrations, albeit |ow, correspond to
their customary values. In addition, the fact that the
amounts of thickener and surfactant differed from one
formulation to the other in a relationship of 50 to

100% coul d not be neglected either.”

The deci sion under review was sent to the parties on

12 Septenber 2017. The petition for review was filed on
22 Novenber 2017 together with an authorisation for

M R Gllard and M R Cooke, both of

El ki ngton & Five LLP. In a subsequent letter of

21 Decenber 2017, the petitioner referred to decision
R 3/ 15 of 28 Novenber 2017.
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X. The petitioner’s argunents can be sunmarised as foll ows:

(a) The petitioner did not have an opportunity to
respond to certain concerns the Board had with
respect to the conparative tests in D22.

(b) In particular, the petitioner had not had the
chance to present their position rebutting the
Board' s particular grounds or concerns relating to
the nature of the different thickening agents
(ionic vs. non-ionic) and the concentrations of
t he thi ckening agent and the surfactant.

(c) These particular concerns appeared in the witten
deci si on only.

Xl . The petitioner requested that the decision of the Board
of Appeal be set aside and the proceedi ngs before the
Board of Appeal be reopened. The petitioner further
requested oral proceedings in the event that the
Enl arged Board was to reach a decision other than in

accordance with their requests.

X, The Enl arged Board i ssued summons to oral proceedings
together with a comruni cation pursuant to Articles 13
and 14(2) RPEBA on 3 August 2018. In areply letter of
25 Septenber 2018, the petitioner addressed, in
particul ar, the decisions discussed in the Enl arged

Board’ s comruni cati on and ot her pertinent case |aw.

Reasons for the Deci sion

1. The petitioner’s objections

1.1 The petition is based on Article 112a(2)(c) EPC
(fundanmental violation of Article 113 EPC).

C11136.D
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In particular, the petitioner sees its right to be
heard vi ol ated because in the context of the
experinmental results of D22, which were introduced to
denonstrate an inproved stability of the clained

phar maceuti cal fornul ations, the Board of Appea

addressed certain specific issues only in the witten

deci si on, namnely:

(a) that the ionic and non-ionic thickening agents
used in the different fornulations could not be
regarded as bei ng equival ent, and

(b) that the concentrations of thickeners and
surfactants used in the different formnul ations
corresponded to their customary val ues and
differed fromone fornulation to the other in a
relati onship of 50 to 100%

Since these issues were not raised during oral

proceedi ngs or earlier in the appeal proceedings, the

petitioner did not have a chance to respond to these

concerns.

Adm ssibility of the petition

The deci si on under review of 31 May 2017 of Board of
Appeal 3.3.01 was notified on 12 Septenber 2017. The
petition was filed on 22 Novenber 2017, i.e. within the
time limt specified in Article 112a(4), and the
correspondi ng fee was paid on the sane day. The fornal
requi renents of Rule 107(1) and (2) EPC have been
conplied with, and the petitioner is adversely affected

by the decision under review.

The petitioner does not rely on procedural violations
occurring before and during oral proceedings before the

Board of Appeal, which violations could and shoul d have
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been objected to under Rule 106 EPC during oral

proceedi ngs. Instead, the petitioner’s objections focus
on the witten decision of the Board of Appeal which
contai ned concerns that were not raised during the
appeal proceedings and could not be addressed by the
petitioner during the oral proceedings. Since the
petitioner could not be aware of these concerns of the
Board, no objection under Rule 106 EPC coul d be nade
(R 2/13 of 10 June 2013, Reasons, point 1; R 14/13 of
25 February 2015, Reasons, point 2).

The petition is therefore in conpliance with Rules 106
and 107 EPC and adm ssi bl e.

Allowability of the petition

Di scussion of the conparative tests during appeal
pr oceedi ngs

The petitioner’s objections relate to the discussion of
conparative tests filed as D22 during opposition
proceedings in order to denonstrate inprovenents

achi eved by the claimed pharmaceutical formul ations
over the closest prior art (Dl). Docunents D21 to D25
were admtted as late-filed docunents and di scussed
during opposition proceedi ngs. D22 and D23 provided, in
the opposition division’s view, a basis for recogni zi ng
an inproved stability of the formulati on when stored at
el evated tenperatures and high humdity and,
consequently, an inventive step (see above Facts and

Subm ssi ons, point V).

In the appeal proceedings, the opponent took the
position that the conparative tests did not show an

i nproved stability of the clainmed conbination of active
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substances. In the grounds of appeal (Section 6.4, “The
Stability Data”) the various docunents provided in this
context (including D22) were extensively discussed. The
opponent took the position (Section 6.4, first

par agraph) that the inproved stability acknow edged by
t he opposition division on the basis of D22 was not due
to the specific choice of active substances but rather
“due to the specific fornulations tested” (conprising
the active substances and the excipients such as

t hi ckeners and surfactants). Also in the context of
Article 83 EPC, the opponent enphasi zed the significant
i npact of the excipients on the properties of the
formul ati on, such as stability (grounds of appeal,

page 5, |ast paragraph).

In its response to the grounds of appeal (letter dated
14 February 2013), the petitioner supported the
opposition divisions position on inproved stability,
referring, in particular, to D22 (see, e.qg.,

Sections 7.4.3 and 7.6.2). In the comrunication sent
with the summons to oral proceedings, the Board of
Appeal wote that the parties should cone prepared for
di scussing inventive step starting from Dl and taking
into consideration, inter alia, the evidence presented
in docunents D21 to D25 (see above Facts and

Subm ssions, point VII). No reference was nade to
specific issues |like the stability and the influence of

the excipients thereon in the conmuni cati on.

During oral proceedings before the Board of Appeal, it
was di scussed whether the technical effects or

i nprovenents (in particular, the stability) docunented
in D22 could be attributed to the distinguishing
feature of the clainmed invention (i.e., the conbination
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of active substances) or whether the stability

i nprovenents had to be ascribed to the differences in
the excipients, nanely the nature and anmount of the

t hi ckener and the anmount of surfactant (point 4.2 of

t he decision under review). During oral proceedi ngs
before the Enl arged Board, the petitioner confirnmed
that during the oral proceedi ngs before the Board of
Appeal concerns were raised about the nature and anobunt
of excipients in the tested fornul ati ons.

Al l eged violation of the petitioner’s right to be heard

The reason why the Board of Appeal did not acknow edge
an inprovenent of the stability of the clained
formul ati ons over the prior art on the basis of the
experiments docunented in D22 was the fact that the
formul ations tested differed not only with respect to
the clained features (active substances) but also in
respect of the excipients (such as thickeners and
surfactants). As the Board of Appeal found that the

al l eged i nprovenent of the stability was not
denonstrated, the clai ned subject-matter was consi dered

not to be inventive.

Sai d reason was presented to the petitioner during oral
proceedi ngs before the Board of Appeal (above

point 3.1.4). It was based on the objections nade by

t he opponent (who was not present at these oral
proceedi ngs) in the grounds of appeal already (above
point 3.1.2).

During oral proceedings before the Enl arged Board, the
petitioner argued that in its communication the Board
of Appeal did not indicate that it wanted to go into



3.2. 4

3.2.5

C11136.D

- 10 - R 0010/ 17

nore detail of the excipients and that even during the
oral proceedings, the “prevailing view was that the
exci pients were not material to the case. However, the
rel evance of the excipients for the stability was

rai sed in the grounds of appeal already (above

point 3.1.2). The reaction of the petitioner during
oral proceedings before the Board of Appeal shows that
the petitioner fully understood the objection: Its
argunments concerning the equival ence of the different
t hi ckeners and the small anmounts of the excipients were
made to explain why the nature and the anount of the
exci pients could not be expected to cause any
difference in the stability of the fornulation

(point 4.2 of the decision under review).

Even if the issues concerning the excipients may not
have been in the focus of the parties during the
written phase of the appeal proceedings, they were nade
clear at the |atest during the oral proceedings. The
petitioner reacted during oral proceedi ngs by
presenting its counterargunents, and the petitioner has
not argued that it did not have sufficient

opportunities to react.

In its decision, the Board of Appeal had to evaluate
the argunents about the excipients presented by the
petitioner during oral proceedings. In the witten
deci sion, the Board of Appeal explained why the
argunents of the petitioner were not convincing, i.e.,
that the experinental results of D22 did not show an

i nproved stability because the tested formul ati ons
differed not only in the active substances but also in
the nature and anmount of the excipients. The reasons
gi ven by the Board of Appeal concerning the nature of
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the thickeners (that ionic and non-ionic thickeners
coul d not be equivalent, see above point 1.2(a)) was a
mere illustration of the fact that the two thickeners
differed at least in one inportant chem cal property
and could therefore not be easily interchanged w t hout
risking an effect on the properties of the formnul ations.
No argunents were given by the petitioner during the
appeal proceedings as to why the thickeners should be
equi val ent. The Board’ s reasons concerning the

al l egedly small ampunts of thickeners and surfactants
(that the concentrations were customary and differed
fromone fornulation to the other in a rel ationship of
50 to 100% just reiterated data given in D22.

Article 113(1) EPC requires that the decisions of the
EPO may only be based on grounds or evidence on which
the parties concerned had an opportunity to present
their comments. A board of appeal is not required to
provide the parties in advance with all foreseeable
reasons which may appear in the decision (cf. R 1/08 of
15 July 2008, Reasons, point 3.1; R 12/09 of 15 January
2010, Reasons, point 11). The right to be heard is
respected if the party had an opportunity to comment on
the relevant aspects of the case and the pertinent
passages of the prior art. The board, after hearing the
parties, may then draw its own concl usi ons whi ch may
then appear in the witten reasons (R 15/12 of 11 March
2013, Reasons, point 5(a)); R 16/13 of 8 Decenber 2014,

Reasons, point 3.3).

The reasons given by the Board of Appeal only in the
witten decision exclusively addressed a ground which
was presented to the petitioner (the flaws of the
experinmental results in D22) and the responses given by
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the petitioner during oral proceedings before the Board
of Appeal. The Enl arged Board therefore cannot see a
fundanental violation of Article 113 EPC as required
under Article 112a(2)(c) EPC. The Board's reasons in
the witten decision are closely related to the issues
di scussed at oral proceedings and could not conme as a
surprise to the petitioner.

The petitioner relied on decisions R 16/13 and R 3/15
in which the petitions were allowed, arguing that these
cases were very simlar to the present case. As far as
R 3/ 15 is concerned, the Enlarged Board cannot see any
relevant simlarity. In this case, the Board of Appeal
apparently canme to a specific interpretation of the

rel evant patent claimonly in the witten deci sion.
This interpretati on had been brought forward by neither
of the parties, neither during opposition nor on appeal,
and had apparently not been nentioned by the Board of
Appeal . The Enl arged Board of Appeal found that the
petitioner had not had the opportunity to take position
wWth regard to this newinterpretation (R 3/15 of

28 Novenber 2017, Reasons, point 4.5.8).

The case underlying decision R 16/13, on the other hand,
is simlar to the present case at least in that it
concerned an objection related to conparative tests on
whi ch the petitioner allegedly was not sufficiently
heard. In the context of conparative tests filed as
D11A, the Board of Appeal raised concerns in the
witten decision only that the paraneters of a product
conpared with the prior art were not conpletely given
in D11A. These concerns, which led to the concl usion
that the alleged i nprovenent of the stability (and
consequently, an inventive step) could not be



3.2.10

C11136.D

- 13 - R 0010/ 17

recogni sed, were never addressed throughout the appeal
proceedi ngs (R 16/ 13 of 8 Decenber 2014, Reasons,

point 2.2). In contrast, in the present case the Board
of Appeal’s specific concerns about the experinental
data of D22 were raised, in particular, in the grounds
of appeal, and they were discussed during oral

pr oceedi ngs.

The petitioner further argued that in the present case
t he Board of Appeal addressed the petitioner’s
(patentee’s) argunents on a specific, technical |evel
while the patentee only had the opportunity to coment
on the general. In other cases where the Enl arged Board
did not allow a petition, the board of appeal addressed
the patentee’s coments at the sane |evel of generality
as presented by the patentee (see, in particular, the
letter dated 25 Septenber 2018). For the Enlarged Board,
the I evel of generality of the ground on which a
petitioner allegedly had no opportunity to comment is
not decisive. In view of Article 113(1) EPC, every
ground which has a potential effect on the decision has
to be presented and di scussed with the parties
concerned. The ground at dispute, nanely the non-
pertinence of conparative tests due to differences in
the nature and the anobunts of the excipients, was
presented and di scussed during the oral proceedi ngs
before the Board of Appeal. The principle that a board
of appeal is not required to provide the parties in
advance with all foreseeabl e reasons which nay appear
in the decision (above point 3.2.6) also applies for
reasons of any |level of generality.
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O der

For these reasons it is decided that:

The petition for review is unaninously rejected as being

cl early unal | owabl e.

The Registrar: The Chai r man:

N. M chal eczek C. Josefsson
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