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Summary of Facts and Submissions

IT.

IIT.

Iv.

VI.

With the decision posted on 21 December 2018 the
opposition division decided to maintain the European

patent No. 2 806 829 in amended form.

The opposition division found that the subject-matter
of claim 1 according to the then valid auxiliary
request 1 fulfilled the requirements of Articles
123(2), 83, 54(2) and 56 EPC.

The opponent filed an appeal against this decision.

Oral proceedings took place before the Board on

11 August 2022.

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

in the form held allowable by the opposition division.

In the present decision, reference is made to the

following documents:

D7
UsS 2009/0299471 Al

VP
Demonstration video from the Advanced Materials
Research Group of the University of Nottingham,

https://www.youtube.com/watch?v=1rrPv5A1VXg
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Claim 1 of the (only) main request reads (numbering
added) :

1

"An arrangement for replacement or repair of a native
heart valve, comprising:

2

a loop-shaped support (41) being an annuloplasty ring;
3

and a radially expandable stented prosthetic heart
valve (70); and

4

wherein an outer segment (32) of said loop-shaped
support (41) is positionable towards surrounding wvalve
tissue of a native heart valve and

5

wherein an outer surface (74) of said prosthetic heart
valve (70) is positionable towards an inner segment
(34) of said loop-shaped support (41) so as to prevent
paravalvular leakage or regurgitation between said
prosthetic heart valve (70) and said surrounding valve
tissue of said native heart valve and

6

wherein a circumference of said loop-shaped support
(41) is substantially larger than a circumference of
said prosthetic heart wvalve (70) and

7

wherein said loop-shaped support (41) is radially
downsizeable to fit tightly around said prosthetic
heart valve (70) so as to seal the area between said
prosthetic heart valve (70) and said loop-shaped
support (41),

8

wherein said inner segment (34) is adapted for
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receiving said radially expandable prosthetic heart
valve (70), and

9

wherein said loop-shaped support (41) is radially rigid
for preventing an expansion of said prosthetic heart
valve (70) beyond said inner segment (34),

10

characterized in that said loop-shaped support (41) is
helically shaped and/or screwable into said annulus

(20) for improved stability."

(Feature numbering added by the Board)

The arguments of the respondent can be summarised as

follows:

Sufficiency of disclosure - Article 83 EPC

All features of claim 1 were sufficiently described in
paragraphs [0058] and [0064].

During the implantation of the loop-shaped support
(41), the speed of the deformation of the support upon
contact with blood could be easily controlled by a
skilled person. Hence, a helically coiled support could
be formed inside the patient's body before the diameter

thereof was reduced by the shape memory effect.

An example was given in document D7.

The arguments of the appellant can be summarised as

follows:

Sufficiency of disclosure - Article 83 EPC

The patent did not disclose an arrangement comprising
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the combination of features specified by claim 1. The
support (41) assumed its final reduced diameter
immediately upon implantation without previously
forming a helically coiled shape having a larger

diameter than the prosthetic heart valve.

Reasons for the Decision

1. Sufficiency of disclosure - Article 83 EPC

1.1 The appellant objected under Article 83 EPC because the
patent did not disclose an arrangement comprising the
combination of features specified by claim 1. The
description did not provide the skilled person with
sufficient information to carry out the claimed

invention.

1.2 As explained by the respondent, paragraph [0058] of the
description describes an arrangement comprising the
Features 1-5 and 8-10. It comprises a helically shaped
support to be positionable towards surrounding valve
tissue, and a radially expandable stented heart wvalve
positionable towards the inner segment of the loop-
shaped support, the support receiving the expandable
heart valve and being rigid to prevent further

expansion of the heart valve.

An arrangement comprising Features 6 and 7 was
described in paragraph [0064] in which it was explained
that the loop-shaped support may be larger than the
circumference of the prosthetic heart valve and may be
downsizeable by using a shape memory material. The

downsizing led to a tight fit around the prosthetic
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heart wvalve.

The description further discloses how the loop-shaped
support is inserted into the patient. This is done,
according to paragraph [0050] and according to the
respondent, by using a shape memory material which is
straightened for delivery through a catheter, and which
assumes its programmed helical shape when leaving the
catheter at the heart valve. The blood heats the
material above the transition temperature which causes
the support to assume its programmed helical loop

shape.

The Board notes that the claimed subject-matter
represents an intermediate state of the loop shaped
support. For implantation, the support has a straight
shape and at the end of the procedure it has a helical
shape fitting tightly on the prosthetic heart wvalve.
The claimed helical support having a size larger than
the prosthetic heart valve possibly exists as an
intermediate state during implantation. This is however

not explicitly described in the patent.

Since the blood is the heat source for providing for
the phase transition of the shape memory material, the
support starts to deform to its final programmed shape

as soon as it comes into contact with the blood.

The respondent argued that the support could be
prevented from immediately assuming its final curvature
by using a thermal insulation or by cooling the
support. Thereby, it was possible to firstly form a
complete coil having a larger diameter, and

subsequently downsizing this coil.

However, the patent is silent about any means which
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would delay the complete deformation of the support in
reaching its final shape. Not even the necessity of
such means is mentioned in the description.
Furthermore, such means cannot be regarded as common
general knowledge which the skilled person could rely

on.

The respondent referred to a video presentation (VP)
published on the internet which showed that the
transition to the programmed shape could easily be

controlled.

However, in the examples involving water as a heat
source, said video only shows rapid deformations which
are completed within a fraction of a second. Such
examples cannot demonstrate the timely control over the

transition process.

The respondent also referred to document D7 which
disclosed a helical annuloplasty ring which was
deformed from a straight state to a first activated
coiled state by using the body temperature, and which
was then deformed to a second activated coiled state by

further using body temperature (paragraph [0099]).

However, D7 also describes that a restraining member
was necessary to prevent immediate deformation of the
annuloplasty ring to the final (second) state (e.g.

paragraph [0102]).

Therefore, D7 does not support the argument that the
skilled person was aware of how to put the subject-
matter of claim 1 into practice. On the contrary, D7
indicates that it would be a further invention to
provide means which prevent the shape memory material

from deforming completely, directly after contact with
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blood.

In summary, claim 1 specifies an arrangement including
a loop-shaped support in an intermediate state in which
the support is helically loop shaped and has not yet
reached its final memorised shape having a smaller
diameter. The patent does not disclose the means
necessary to achieve this intermediate state nor are
these means part of the common general knowledge of the

skilled person.

Therefore, the subject-matter of claim 1 of the main
request is not disclosed in a manner sufficiently clear
and complete to be carried out by a person skilled in
the art (Article 83 EPC).
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Order
For these reasons it is decided that:

1. The decision under appeal is set aside.

2. The patent is revoked.
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