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Summary of Facts and Submissions

IT.

IIT.

Iv.

VI.

The appeal is against the opposition division's

decision revoking European patent No. 3288494.

In its statement of grounds of appeal, the appellant/
patent proprietor requested that the decision under
appeal be set aside and that the patent be maintained
as granted or, in the alternative, on the basis of one
of auxiliary requests 1 to 7. Auxiliary requests 1

to 7, all filed with the statement of grounds of
appeal, are identical to the auxiliary requests 1 to 7

underlying the contested decision.

The respondent/opponent did not submit a reply.

The board issued a communication under Article 15(1)
RPBA indicating its preliminary opinion that there was
no reason that prejudiced the maintenance of the patent
on the basis of the request designated auxiliary

request 4.

The appellant responded to the board's communication
requesting that the former auxiliary request 4 be the
"new main request". The appellant filed a description
adapted to this request. The appellant maintained the
former main request and the other auxiliary requests as

new auxiliary requests 1 to 7.

On 12 June 2026, the board invited the respondent to
indicate, within a period of two months, whether they
had any objections to the adapted description. The

respondent did not reply within this time period.
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VII. Claim 1 of the new main request reads as follows.

"An annuloplasty system (1) comprising

an adjustable annuloplasty ring assembly (2) for a
native wvalve, said annuloplasty ring assembly (2)
having an interface (9) adapted to establish an
operative connection with a manipulator (4) for
manipulating the shape and/or size of said annuloplasty
ring assembly (2), said interface (9) being arranged
within the adjustable annuloplasty ring assembly (2);
at least one sensor (8) configured to detect a
regurgitation (13) of the native valve,

a delivery device (7), in the form of a catheter,
adapted to enter the annuloplasty ring assembly to
connect to the interface (9) within the annuloplasty
ring assembly (2), and an external monitor (5) or
prompting device adapted to display information based
on said detected regurgitation (13),

characterized in that said sensor is connected to,
configured to be connected to, or part of the

annuloplasty ring assembly (2)."

VIII. The following documents are relevant to the present

decision.

D1 Us 2008/0027483 Al

D9 Us 2007 /0038293 Al

D15 Lanning, C, and R Shandas. "Development and
validation of implantable sensors for monitoring
function of prosthetic heart valves: in vitro studies",
Medical & Biological Engineering & Computing vol. 41,4
(2003) :416-24. doi:10.1007/BF02348084
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The opposition division came to the conclusion claim 1
of the new main request (auxiliary request 4 underlying
the decision) lacked inventive step in view of D1
combined with either D9 or D15.

The appellant's arguments, where relevant to the

present decision, can be summarised as follows.

New main request - inventive step starting from DIl

The subject-matter of claim 1 of the new main request

involved an inventive step when starting from DI1.

D1 did not disclose a sensor configured to detect a
regurgitation, or an external monitor for displaying
information based on the detected regurgitation. These
distinguishing features improved the annuloplasty
treatment of regurgitation. Neither D9 nor D15

disclosed or suggested these features.

D15 dealt with the early detection of problems relating
to prosthetic valves. The sensors disclosed in D15 were
not used to improve an annuloplasty treatment. The

problem addressed by D15 was not relevant in the field

of annuloplasty rings.

D9 only mentioned sensing a value related to
regurgitation in the context of a pressure tube in a
delivery instrument. It did not disclose a
regurgitation sensor on an annuloplasty ring, nor did

it disclose a monitor.



- 4 - T 0918/24

Reasons for the Decision

1. Patent

1.1 Annuloplasty is the implantation of an annuloplasty
device, such as a mitral annuloplasty ring, to reshape
and/or reinforce the valve annulus to correct

insufficient valve function.

1.2 A conventional annuloplasty procedure is performed on
the arrested heart. Only upon restarting the heart is
it possible to assess whether the desired correction
has been achieved or whether there is residual

regurgitation and a second operation is needed.

1.3 Recent adjustable annuloplasty devices can be reshaped
in situ.
1.4 The patent relates to an annuloplasty system which

makes 1t possible to assess the effect of manipulation
of an adjustable annuloplasty ring assembly when
implanted. This is achieved, inter alia, by providing
at least one sensor configured to detect regurgitation
of the native valve (see paragraphs [0001] to

[0005], [0011] and [0021] of the contested patent).

1.5 Figure 2, reproduced below (described in
paragraphs [0056] to [0061] of the contested patent),
shows an example of an annuloplasty system 1 used on a
mitral valve 14 with regurgitation 13. Figure 2 shows
the annuloplasty system 1 with, inter alia:
- an adjustable ring assembly 2 arranged as a ring

formed by a tube 9 and including a sensor 8; and
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- a catheter 7 (not shown in Figure 2) introduced into
the tube 9; the catheter comprises an inflatable

balloon 4 used to manipulate the assembly 2 by inwardly

displacing its inner wall 22.
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FIG 2

New main request - inventive step

According to the contested decision, claim 1 of the
request designated "auxiliary request 4" (now "new main
request") lacked an inventive step over D1 in
combination with either D15 or D9. The appellant

contested this finding.

D1 deals with "implantable devices for controlling at
least one of shape and size of an anatomic structure or
lumen" (see paragraph [0005]). The embodiment in

Figure 31 of D1 shows a system with an implantable
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device 1002 that has an adjustable member 1004 (see
paragraphs [0133]-[0135]). D1 further discloses, in
claims 6 and 7 as well as paragraph [0163], that a
sensor can be coupled to the implantable device to

measure pressure or flow across the implantable device.

The opposition division found that D1 did not disclose
"at least one sensor configured to detect a
regurgitation of the native wvalve" or "an external
monitor or prompting device adapted to display
information based on said detected regurgitation" (see
points 7.1, 14, 64 and 75.1 of the contested decision).

The Board agrees.

The technical effect of these features is to facilitate
monitoring of the effect of the manipulation of an
annuloplasty ring (see paragraphs [0001] and [0011] of
the contested patent). The problem to be solved can be
considered that of improving the monitoring of the

effectiveness of the annuloplasty treatment in DI1.

D15 is a scientific publication dealing with the use of
embedded sensors on prosthetic heart valves to detect
early valve malfunction, e.g. thrombus formation or
leaflet stiffening, before clinical manifestation (see
abstract, first paragraph of the introduction as well
as sections 2.3 and 2.4). D15 does not deal with
annuloplasty treatment, but with long-term monitoring
of the function of a prosthetic valve. Since it does
not teach how the monitoring of the effectiveness of an
annuloplasty treatment such as that in D1 can be
improved, it does not address the above problem.
Therefore, a person skilled in the art would not have
consulted D15 when starting from D1 and faced with the

above problem.
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Regarding the combination of D1 with D9, the decision
only states that "the disclosure of D9 (§ 0134) would
encourage the skilled person to adapt the flow sensors

of D1 so that they could detect regurgitation".

However, D9 does not suggest detecting regurgitation
using a flow sensor on an annuloplasty ring. Instead,
paragraph [0134] of DY discloses using a lumen of a
catheter or tool for pressure monitoring to provide

feedback indicative of regurgitation.

Consequently, a person skilled in the art starting from
D1 and seeking to improve the monitoring of the
effectiveness of the annuloplasty treatment would not
be prompted by D9 to use the flow sensor coupled to the
annuloplasty ring in D1 (paragraph [0163]) to detect a
regurgitation or to provide an external monitor or
prompting device adapted to display information based
on said detected regurgitation (a display is not
disclosed in D9), as defined in claim 1 of the present

request.

Therefore, the objections of lack of inventive step
based on the combination of D1 with D15 or D9 do not
prejudice the maintenance of the patent on the basis of

the new main request.

According to the contested decision, the other
objections raised to this request in the first-instance
proceedings were not convincing (see points 61 to 72 of
the contested decision as well as section 6 of the
minutes of the oral proceedings before the opposition
division). There are thus no outstanding objections
prejudicing the maintenance of the patent on the basis

of the new main request.



Order
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The Board also considers that the adapted description
submitted by the patent proprietor complies with the
EPC.

In the absence of any substantive submissions from the
respondent in these appeal proceedings, it follows that
the patent can be maintained on the basis of the new

main request.

For these reasons it is decided that:

The decision under appeal is set aside.
The case i1s remitted to the opposition division with
the order to maintain the patent as amended in the

following version:

Description: pages 1 to 19 filed with the letter of
2 June 2026.

Claims: No. 1 to 9 of the new main request, filed as

auxiliary request 4 on 29 August 2024.

Drawings: Figures 1 to 7 of the patent specification.
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