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Summary of Facts and Submissions

IT.

IIT.

The appeal is directed against the decision of the
opposition division rejecting the opposition against

European patent No. 3431051.

Oral proceedings before the board took place on 30
June 2026. At the end of the oral proceedings the
requests relevant to the present decision were as

follows.

The appellant (opponent) requested that the decision
under appeal be set aside and that the patent be

revoked.

The respondent (patent proprietor) requested that the
appeal be dismissed and that the patent be maintained

as granted.

Claim 1 of the main request (patent as granted) reads

as follows.

1. "A blood flow regulator (100) for creating a shunt
in the heart, comprising;

a proximal element (101) having a general disc-shape,
defined by a braid of one or more wires extending about
a central aperture (103) of the proximal element;

a distal element (102) having a general disc-shape,
defined by a braid of one or more wires extending about
a central aperture (104) of the distal element; and

a third element (105) defining a neck section
intermediate the proximal and distal elements and

forming a cavity (106) having a diameter no greater
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than a diameter of each of the distal and proximal
elements,

wherein said distal element comprises at least one

loop (107) of a wire extending radially outwardly from
a center (108) of the distal element and returning
towards said center of said distal element, and

a connecting element (109), for a delivery device,
joined to the proximal element, and located at a off-
set distance from a central axis extending through a
channel of said regulator,

wherein opposite ends of said one or more wires are
fixed to said connecting element,

wherein said distal element comprises further returning
loops (107) of said one or more wires wherein said
proximal element, said distal element, and said third
element are formed of the same braiding of one or more
wires, and wherein the braiding at a perimeter (110) of
said distal element is folded radially inwards to form
a double layer (111) braid around said perimeter of the
distal element, and wherein said connecting element is
joined to said proximal element via a flexing

element (117) formed from said more than one wire being

fixated to said connecting element (109)."

The appellant's arguments on added subject-matter,
where relevant to the present decision, can be

summarised as follows.

The subject-matter of claim 1 as granted extended

beyond the content of the parent application as filed.

In the parent application, the at least one loop of
claim 1 was one of the returning loops of claim 3, as
they were described using the same words and given the

same reference numbers. Both claims in combination
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disclosed distal elements with at least two returning

loops.

Instead, claim 1 as granted defined at least one
(returning) loop and further returning loops, and was
thus directed to distal elements with at least three

returning loops.

Claim 1 of the parent application explicitly
contemplated a single returning loop, regardless of
there being embodiments with many loops. Moreover, it
was possible for a braided distal element to have only
two returning loops. Therefore, the exclusion of distal
elements with two returning loops from claim 1 as

granted resulted in new technical information.

The respondent's arguments on added subject-matter,
where relevant to the present decision, can be

summarised as follows.

The subject-matter of claim 1 as granted did not extend
beyond the content of the parent application as filed.
The contested decision was correct in concluding that
the "at least one loop of a wire" and the "returning
loops of said one or more wires" in claims 1 and 3 of
the parent application as filed referred to different
loops. The reference numerals did not limit the claims.
Accordingly, the word "further" in claim 1 as granted

did not change the subject-matter.

Whether added matter was present had to be assessed
from the standpoint of a person skilled in the art on a
technical basis, avoiding artificial and semantic
constructions. In view of the other features of claim 1
as granted, the device was formed from a single

braiding, with all the wire ends fixed only at the
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proximal connecting element. The distal element was
necessarily formed entirely of returning loops, that
extended to the distal end and returned to the proximal
end where they were fixed. A person skilled in the art
reading claim 1 as granted in the context of the
contested patent — particularly in view of Figure 2a —
would understand that it was not possible to form a
braided disc-shaped distal element with only two
returning loops. A braid required multiple interwoven
segments and thus necessarily far more than two or
three returning loops. Therefore, "returning loops" in
claim 1 as granted would not be interpreted as "at
least two". No technically meaningful exclusion of two-

loop embodiments would be derived from the claim.

Reasons for the Decision

1. Patent

1.1 In the fetal heart, there is a hole between the atria
that is partially covered by a membrane and that is
vital for the baby. The hole allows blood to pass from
the right atrium to the left. After birth, the membrane
closes the hole, which usually becomes completely

occluded.

1.2 In some patients suffering from symptoms resulting from
back flow of blood into an atrium and increased atrial
pressure, creating a hole in the atrial septum can

alleviate these symptoms.

1.3 An atrial flow regulator or "blood flow regulator" is a
medical implant that creates a hole or a shunt between
the atria. This allows blood to flow from an atrium

that is under high pressure to the atrium under lesser
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pressure. The blood flow regulator should be calibrated
so as to control the pressure drop and the amount of
blood flowing through the hole.

Known devices face various challenges, such as
providing sufficient stability to attain a calibrated
opening. The opening may also become covered by
endothelialisation, the body's natural process of
covering any foreign material, and lose its calibrated
size. Moreover, the endothelialisation process may be
disrupted by the device, resulting in the formation of

embolies.

The patent deals with a blood flow regulator that
addresses these issues. Claim 1 relates to a blood flow
regulator and claim 13 to a method of fabricating a

blood flow regulator.

Figure 2b, reproduced below, shows a blood flow
regulator comprising a proximal element 101, a distal
element 102, a third element 105 and a connecting
element 109, which is joined to the proximal

element 101 via a flexing element 117.

102

105-

101
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Main request - Article 100 (c) EPC

It was disputed whether the subject-matter of claim 1
as granted extended beyond the content of the parent
application, published as WO 2016/038115 Al.

Claim 1 as granted includes two features relating to

the loops of the distal element:

(1) "wherein said distal element comprises at least one
loop (107) of a wire extending radially outwardly from
a center (108) of the distal element and returning

towards said center of said distal element"

(2) "wherein said distal element comprises further

returning loops (107) of said one or more wires"

The appellant submitted that the combination of "at
least one loop" and "further returning loops" resulted
in claim 1 being directed towards embodiments with
three or more loops. This defined a subset of
embodiments in a way that presented new technical
information as compared to the parent application as

originally filed.

Indeed, as explained hereafter, claim 1 as granted
excludes a blood flow regulator with a distal element
comprising only two returning loops. By contrast, the
combination of original claims 1 and 3 of the parent
application provided a different technical teaching,
namely that a distal element with only two returning

loops was also part of the invention.
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The respondent provided two lines of argument to

explain why there was no new technical information.

According to the respondent's first line of argument, a
person skilled in the art would understand that the
distal element of the claimed regulator necessarily had
far more than two or three returning loops, as shown in
the embodiments. It would be impossible for a braided
distal element to have only two returning loops (in
case of original claims 1 and 3 of the parent
application) or only three returning loops (in case of
granted claim 1). Rather, both the original claims 1
and 3 of the parent application and granted claim 1
implicitly required the distal element to comprise many
returning loops and excluded any option with only two
returning loops. Thus, there was no difference in
technical information between the parent application

and the granted patent.

Starting by considering the disclosure of the parent
application, it is true that the distal element in the
embodiments, such as that illustrated in Figure 2a,
includes a large number of returning loops. However,
claims 1 and 3 of the parent application are not
limited to such embodiments, nor to distal elements
comprising a large number of loops. On the contrary,
claim 1 of the parent application specifies that the
distal element is defined "by a braid of one or more
wires" and that it "comprises at least one loop of a
wire", explicitly allowing for the possibility of there

being only one loop.

The claims of the parent application require a loop of
a wire to extend radially outwardly from the centre of
the distal element and return towards it, with no

further limitations specified. As submitted by the
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appellant, a distal element formed only by two such
returning loops would be basic and suboptimal, but not
impossible. Indeed, these two loops could be interlaced
by alternately crossing over and under one another to
form a "braid of one or more wires". Consequently, the
person skilled in the art would not consider claims 1
or 3 of the parent application to be implicitly limited
to distal elements with far more than two returning

loops.

Similar considerations apply in respect of the granted
patent, so that the person skilled in the art would not
consider granted claim 1 to be implicitly limited to
distal elements with far more than three returning

loops.

Hence, the respondent's first line of argument is not

persuasive.

In the second line of argument, the respondent referred
to the reasoning in point 1.1.1.4 of the contested
decision. According to this reasoning, the loops of
claims 1 and 3 of the parent application (i.e. of two
different features of claim 1 of the application as
filed) "appear to be different loops". The respondent
added that the use of the same reference signs for the

loops was irrelevant.

It is unclear why the opposition division concluded
that the at least one loop did not seem to be part of
the returning loops. Rather, as the appellant
submitted, in the parent application the "at least one
loop (107) ... returning ..." of claim 1 would be
construed as one of the "returning loops (107)" of
claim 3, which does not employ the word "further". Both

are defined as "returning" and are given the same
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reference sign. The description of the parent
application also supports this interpretation (see, for
example, page 7, lines 16 to 24), without any
distinction between at least one particular loop and
further returning loops. While the respondent is
correct that the reference signs do not limit the
claims (Rule 43(7), second sentence, EPC), they may
provide useful information for more clearly
understanding what was disclosed in the claims of the
application as filed. In this case, the reference
sign 107 supports the interpretation that, in the
parent application, the "at least one loop (107)
returning ..." of claim 1 is one of the "returning
loops (107)" of claim 3.

Hence, the respondent's second line of argument is not

persuasive either.

In summary, a person skilled in the art would not
derive directly and unambiguously from the parent
application a blood flow regulator with a distal
element that comprises at least one (returning) loop
and further returning loops, effectively excluding a

blood flow regulator with two returning loops.

Therefore, Article 100(c) EPC prejudices the
maintenance of the patent as granted. As this was the

respondent's only request, the patent is to be revoked.

For these reasons it is decided that:

1. The decision under appeal is set aside.

2. The patent is revoked.
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