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Summary of Facts and Subm ssi ons

Thi s appeal is against the decision of the exam ning

di vision dated 10 March 1997 to refuse European patent
application No. 91 916 465.7 on the ground that claim1l
did not neet the requirenment of Article 123(2) EPC.

The grounds of refusal were that the features (a) to
(f), that were defined in claim32 of the application
as originally filed, were omtted fromnew claim1

whi ch was based on that claim According to the

deci sion of the exam ning division, whereas the
features (a), (e), and (f) were not essential for
solving the technical problem the other features (b),
(c), and (d) were "essential features"” and may,

t herefore, not be omtted.

1. On 23 April 1997 the appellant (applicant) |odged an
appeal against the decision and paid the prescribed
fee. On 30 June 1997 a statenent of grounds of appeal
was filed, with an alternative set of clains of an
auxiliary request. A request for oral proceedi ngs was
al so fil ed.

L1l Oral proceedings before the Board were held on

30 August 2000. At the oral proceedings the appellant
requested that the decision under appeal be set aside
and that a patent be granted on the basis of claiml
according to the main request submtted by letter of
27 June 1997, or on the basis of the first auxiliary
request submtted at the oral proceedi ngs of 30 August
2000, or on the basis of the second auxiliary request
submtted by letter of 14 July 2000.
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Claim 1l of the main request reads as foll ows:

"A stentless aortic animal heart val ve prosthesis,
which is reversible and conprises a segnent (4) of an
aortic root (9) tanned at |ow pressure and retaining
the natural shape and flexibility and having an intact
heart val ve (21-27), the prosthesis having coronary
openings (47) formed by trinmng away the left and
right coronary arteries (3,5 of the segnent, while

| eaving an intact band of aorta surrounding the
coronary openings at the outflow side and a rim (39) at
the inflow side, and a m ninmal bioconpatible suturable
covering (32) along said inflowrim(39)."

This claimomts the following features of claiml
(highlighted in bold type) of the application as
originally filed:

(a) the band of aortic wall left intact surrounding
the coronary openings is at |east about 2
millinmeters w de

(b) the suturable covering is affixed along the entire
right coronary septal shelf externally

(c) the covering is affixed along the inflow rimboth
internally and externally

(d) the covering covers at the outflow rimthe area
running internally directly above the
pseudoannul us |ine and al ong the coronary openi ngs

(e) the covering | eaves uncovered a portion of aortic
wall from2 to 3.5 mmin w dth between the edges
of the cloth and each val ve comm ssure
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(f) wherein the band of aortic wall can be trinmed
wi t hout destroying the shape and function of the

val ve

Claim1 of the first auxiliary request reads as
fol |l ows:

"A stentless aortic animal heart val ve prosthesis,
which is reversible and conprises a segnent (4) of an
aortic root (9) tanned at |ow pressure and retaining
the natural shape and flexibility and having an intact
heart val ve (21-27), the prosthesis having coronary
openings (47) formed by trinmng away the left and
right coronary arteries (3,5 of the segnent, while

| eaving an intact band of aorta surrounding the
coronary openings at the outflow side and a rim (39) at
the inflow side, and a m ninmal bioconpatible suturable
covering (32) affixed along said inflowrim (39), both
internally and externally, and along the exterior
surface of the entire right coronary septal shelf."

Claim1l of the second auxiliary request differs from
claiml of the first auxiliary request essentially in
that it additionally specifies that the covering | eaves
uncovered a portion of aortic wall from2-3.5 nmin

wi dt h between the edges of the cloth and each val ve
commi ssure, and al so specifies the dinmension of the
intact band of aorta as being at |east 2 mm w de.

The appel | ant argued as foll ows:

The exam ni ng divi sion made a deci sion based on what it
considered to be "essential" features necessary to
solve a technical problemwhich it defined itself, but
whi ch was not the problemset out in the application,
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in the paragraph linking pages 2 and 3. The latter

probl em concerning increased turbulence and rigidity
caused by a prior art stent, was adequately sol ved by
the features of claiml of the main request. In this
respect, the mninmal bioconpatible suturable covering
on the inflowrimand the intact band of aorta provided
structural integrity and sewi ng neans, and at the sane
ti me decreased turbul ence, while the tanning provided
flexibility. Therefore, the claimdefined all the
essential features of the invention.

Thi s point of view was consistent with the "Summary of
t he I nvention"” on page 4, in which the paragraph in
lines 12 to 23 defined the essential features of the

i nvention, which were condensed to the subject-matter
of new claim 1. The renai nder of the general
description and the specific description starting on
page 9 clearly described preferred and non-essenti al
features and other details. Only those features
referred to as being "of the invention" were essenti al
features.

Reasons for the Decision

1

2316.D

The appeal is adm ssible.

Mai n request

The Board is invited to approve a claimto a stentless
aortic animal heart valve prosthesis which is based on
claim32 of the application as filed, but is now
directed to such a prosthesis in which the features (a)
to (f) have been omtted.
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The criteria for allowing the deletion of a feature
fromthe clains were set out in the decision T 331/87
(Q3 EPO, 1991, 22), according to which the deletion of
a non-essential feature fromthe main claimmy not be
in breach of Article 123(2) EPC if the person skilled
in the art would directly and unanbi guously recogni se
that (1) the feature was not explained as essential in
the disclosure, (2) it was not, as such, indispensable
for the function of the invention in the light of the
technical problemit served to solve, and (3) the

repl acenent or renoval required no real nodification of
ot her features to conpensate for the change.

In the present case, it remains to be decided which of
the features (a) to (f) was explained as being non-
essenti al and which indi spensabl e.

The appellant's argunent, that only the first paragraph
under the "Summary of the Invention"” on page 4 defines
t he essential features of the invention, and the

remai nder of the general description and the specific
description describes preferred and non-essenti al
features, is not valid for the follow ng reasons:

The present application is an International
application, whose |ayout is governed by the PCT. The
headi ng "Summary of the Invention" in such applications
defines the broadest aspect of the invention, and this
section is followed by a description of specific
features. It is the whole of the statenent under this
heading that is to be considered as the broadest
definition of the invention and there is no basis for
the appellant's contention that only the first

par agr aph under this heading is of inportance in this
respect .
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The appellant's further argunent that the present
technical problemis that defined on page 3, lines 5 to
10 and that the m nimal bioconpatible covering as
defined in claim1 solves this problem and, therefore,
defines all the essential features, is also not valid
for the foll ow ng reasons:

The stent and the sewing ring of prior art valve

prost heses, that are the source of turbul ence and
rigidity, are to be replaced so as to overcone the
stated problem However, anything that substitutes the
stent and sewing ring, in this case the mninm

bi oconpati bl e suturable covering (see the sentence

i nki ng pages 5 and 6), nust take over their
corresponding functions in full, i.e. it nmust maintain
the structural integrity and have the sewi ng capability
of prior art prostheses, it being well known that the
trimmred val ve of an animal aortic heart is inherently
weak and the valve leaflets are flinsy and require
support.

Bearing in mnd this requirenent, the Board cones to
the conclusion that the follow ng features are not
essential for solving the problem

Feature (a): The intact band of aorta is necessary to
mai ntai n proper alignnent of the valve conmm ssures and
prevent distortion of the valves during suturing

(page 10, lines 19 to 24).

The exact width of the intact band of aorta necessary
for this would depend on the size of the heart valve,

whi ch could vary wi dely dependi ng on whet her an infant
or an adult is to be the recipient, and also on which
animal the valve was renoved from its age, etc.
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therefore, the limtation of "at least 2 mm' is clearly
an unnecessary limtation in the claim

Feature (d): It is clear fromthe description (see
page 4, lines 30 to 33, page 6, lines 20 to 24, in
which "inflow' at line 24 should read "outflow' for
consi stency with the remainder of the description, and
page 15, lines 5 to 13), that a part of the aortic
segnment at the outflow side around the coronary
openings may be trimred away. This possibility is
illustrated in the brochure of the appellant "Edwards
Prima Plus Stentl ess Bioprosthesis”.

| f the option exists of cutting away this part of the
aorta, then it is illogical to insist that a cloth
covering over this area of the aorta is essential since
it too would be cut away with the aorta part, were this
option to be exercised. Therefore, feature (d) is
clearly optional.

Feature (e): This feature is supported by the
description on page 12, line 17 to page 13, line 6.
Thi s passage descri bes the covering at the outfl ow side
of the valve, and states that the cloth is sewn only on
the internal portion of the outflow side. Figure 4
shows the detail of this area of the valve and that the
cloth covers the area al ong the pseudoannul us.
Therefore, feature (e) is linked to feature (d), and if
the latter is optional then so is the fornmer. Again, if
this area of the aorta is cut away, then feature (e)
becones irrelevant, and is not essential, accordingly.

Feature (f): This relates only to the intended use of
the prosthesis and its om ssion does not affect the
scope of the claim which is to a device.
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On the other hand, the Board considers the features (b)
and (c) to be essential features. This viewis
supported by the Summary of the Invention, which states
(see page 5, line 28 to page 6, line 6) that the
covering helps to maintain the natural shape of the
aortic segnment and functions |like a sewing ring. For
this, it extends along the inflowrim both internally
and externally, and along the exterior surface of the
entire right coronary septal shelf. Nowhere else in the
application, for exanple on page 11, line 25 to

page 12, line 3, are these described as preferred
features, nor is their inclusionin claiml not in
keeping with the objects of the invention.

Therefore, the Board considers these features to be
essential in order provide structural integrity, and
hence to solve the problem of the invention, and finds
no support in the application as originally filed, that
t hese features were optional or non-essential. For

t hese reasons features (b) and (c) may not be omtted
fromthe original main claim32.

For the above reasons the main request is not

al  owabl e, because it fails to neet the requirenment of
Article 123(2) EPC

First auxiliary request

Claim1 of this request includes the features (b) and
(c) that the Board considers essential to the
invention, and is allowable, accordingly.

O her matters

The Board considers claim1l of the main request to neet
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not only the requirenment of Article 123(2) EPC, but
al so of Art 84 EPC, and to be in order as regards
formal aspects. However, an exam nation as to
substantive aspects, particularly as to the

requi renents of Article 52(1) EPC, has yet to be
performed on the application.

Or der

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The case is remtted to the first instance for further
prosecution on the basis of claim1 of the first
auxiliary request submtted at the oral proceedi ngs of
30 August 2000.

The Regi strar: The Chai r man:

V. Conmar e W D. Wi ld
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