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Summary of Facts and Subm ssi ons

The appel l ant (opponent |, Tricunmed Medizintechni k GrbH)
| odged an appeal against the decision of the opposition
division to nmaintain European patent No. 0 612 535 in
amended form The decision was di spatched on

23 Decenber 1999.

The appeal, the fee for the appeal, and the statenent
setting out the grounds of appeal were received on
23 February 2000.

Two oppositions were filed agai nst the whol e patent and
based on Article 100(a) EPC (lack of novelty and
inventive step) and Article 100(c) EPC (the opposed

pat ent contai ned subject-matter extendi ng beyond the
content of the application as filed). One of the
opponents (Medtronic Inc.), who was initially a party
to the proceedings as of right, withdrewits opposition
by letter of 10 April 2001 and since then has not been
a party to the proceedi ngs.

The opposition division decided that the patent
conplied with the requirenents of Article 76(1) EPC and
that, having regard to the docunents cited and the

evi dence provi ded, the anended clains submtted during
t he opposition procedure net all the requirenents of
the EPC, in particular those of Article 52(1) EPC and
Article 100(c) EPC.

The foll ow ng docunents and evi dence were relied upon
in the appeal procedure:

D1: US-A-3 951 147
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D6: US-A-3 731 681

E2: Medtronic Drawi ngs "Exhibit 1"

E3: Medtronic Draw ngs "Exhibit 2"

E4: Medtronic Drawi ngs "Exhibit 3"

E5: Medtronic Draw ngs "Exhibit 4"

E2 to E5 is a set of technical draw ngs of the
Medtroni c series 86XX i npl antabl e fusion apparatus

mar ket ed under the nanme "SynchroMed"” and were appended
to a Declaration of Kenneth T. Heruth of 14 May 1999
(E7). The respondent acknow edged these as prior
publ i cati ons.

E15: The cut-open Syncroned punp VZ1002183R, purporting
to be the actual device depicted by drawi ngs E2 to E5,
was supplied by the appellant but the respondent did
not accept that this was the actual device represented
by the drawi ngs. Therefore, although not formally in

t he appeal procedure as a prior art device, it was
nerely referred to in order to clarify certain features
of the draw ngs.

Oral proceedi ngs took place on 23 Decenber 2003, at the
end of which the follow ng requests form ng the basis
of the decision were put forward:

The appel | ant requested that the decision under appeal
be set aside and that European patent No. 0 612 535 be
revoked.
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The respondent (patent proprietor, Therex Ltd.
Partnershi p, USA) requested that the appeal be

di sm ssed or that the patent be maintained in anended
formon the basis of clains 1 to 6 as submtted at the
oral proceedi ngs and naned "1st Auxiliary", description
and Figures as granted.

| ndependent claim 1 of the main request reads as
foll ows:

"I npl ant abl e i nfusion apparatus including: arigid

mani fold (12) having opposite first and second surfaces
and a periphery; a collapsible fluid-tight infusate
chanber (36) having a closed end (36a) and an open end
(36b); neans (38,39, 44) for nounting the chanber open
end (36b) in a fluid-tight nmanner to the manifold first
surface, said nmounting nmeans (38,39, 44) conprising an
annul ar body (38) with one edge portion of said body
(38) being connected by a first fluid tight connection
(39) to the open end (36b) of the infusate chanber
(36); a self-sealing inlet port (134,136) in the

mani fold (12), said inlet port (134,136) being
accessible fromthe manifold second surface; a fluid
conduit (132,126) extendi ng between the inlet port
(136) and the interior of the chanmber (36); a fluid
outlet conduit (58, 76,82, 84, 88,94, 96,110) communi cati ng
between the manifold first surface inside the chanber
(36) and the mani fold periphery; and a circul ar groove
(42) with radially inner and outer walls is present in
the manifold first surface; characterized in that said
nounti ng neans (38, 39,44) have a peripheral flange and
are seated in the groove (42); the other edge portion
of the body is connected by a second fluid tight
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connection (44) to a wall of the groove (42) and the
open end of the chanber (36) is seated in the groove,
and a central pronmontory or nesa (18) is positioned at
sai d second surface of the manifold (12), said nesa
(18) having a central axis perpendicular to said second
surface, wherein the inlet port is |located in the

mesa. " .

| ndependent claim1 of the auxiliary request reads as
fol |l ows:

"I mpl ant abl e i nfusion apparatus including: a rigid

mani fold (12) having opposite first and second surfaces
and a periphery; an upper snoothly contoured annul ar
shell (14) and a |l ower snoothly contoured cup-like
shell (16) which are secured to the manifold to forma
housi ng; a collapsible fluid-tight infusate chanber
(36) having a closed end (36a), an open end (36b), and
convol utions formng a bellows; neans (38,39,44) for
nmounti ng the chanber open end (36b) in a fluid-tight
manner to the manifold first surface, said nmounting
means (38, 39, 44) conprising a bracket-shaped annul ar
body (38) with the inner edge portion of said body (38)
bei ng connected by a first fluid tight connection (39)
to the open end (36b) of the infusate chanber (36); a
self-sealing inlet port (134,136) in the manifold (12),
said inlet port (134,136) being accessible fromthe
mani fol d second surface; a fluid conduit (132,126)
extendi ng between the inlet port (136) and the interior
of the chanber (36); a fluid outlet conduit

(58, 76, 82, 84, 88, 94, 96, 110) conmuni cati ng between the
mani fold first surface inside the chanber (36) and the
mani fol d periphery; and a circul ar groove (42) with
radially inner and outer walls is present in the
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mani fold first surface, wherein said nounting nmeans
(38,39, 44) have a peripheral flange (38a) and are
seated in the groove (42); the other edge portion of
the body is connected by a second fluid tight
connection (44) to the outer wall of the groove (42)
and the open end of the chanber (36) is seated in the
groove, wherein the groove (42) is deep enough so that
when the chanmber (36) is fully collapsed, its

convol utions nest in the groove to a degree that
positions the closed end (36a) above the | ower edge of
the flange (38a) of the body (38), and a central nesa
(18) is positioned at said second surface of the

mani fold (12) and a correspondi ng pronontory is
provided in the upper annular shell (14), said nesa
(18) having a central axis perpendicular to said second
surface, wherein the inlet port is |located in the

mesa. " .

Clainms 2 to are 6 dependent on claim 1.

The appel | ant argued as foll ows:

It was not clear which technical problemwas sol ved by
the features of claim1l of the main request.

The cl osest prior art was the set of drawi ngs E2 to ES.
If it were apparent to the person skilled in the art
that a problemarose in welding the bellows to the

mani fol d, then the solution to this problemwas not
only obvious, it was conpul sory, the outer edge of the
groove nust necessarily be nade higher than the inner
edge of the groove so as to accommodate the bell ows
during wel ding and hence protect them This solution,

therefore, was not inventive.
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The respondent argued as foll ows:

Claim1l1l of the main request was clear in its own right
since it met the condition that it was adequately

di stinguished fromthe prior art and enabl ed the
invention to be carried out. It was not necessary to

i nclude further possible features in the clai mbeyond
t hose necessary to clearly distinguish the invention.

In E2 to E5 it was inpossible for the bellows to nest
within the groove. This feature of claim1 of the first
auxiliary request enabled the stated problemto be

sol ved, which problem and the solution were not

di sclosed in the prior art.

Reasons for the Decision

1

The appeal is adm ssible.

Mai n request

0128.D

Since claim1l has been anended after grant, it nust,
according to Articles 111(1) and 102(3) EPC, neet al
the requirements of the EPC, including those of

Article 84 EPC, that the claimnust be clear and
supported by the description, and Article 52(1) EPC,
that the cl aimed subject-matter be novel and involve an

i nventive step.

The exam nation as to inventive step involves the well
known problem and sol uti on approach, which entails an
anal ysis of the technical problemand sol ution
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underlying the alleged invention. A claimis considered
to involve an inventive step if the features thereof
solve a technical problemin a non-obvious manner. A
pre-requisite for this is that the claimnust include
all those features which are essential for solving the
problem If a claimpurports to solve a probl em but
does not include all the necessary features for this,
then it is not properly supported by the description
and objectionable under Article 84 EPC.

The characterising part of claim1l defines two sets of
features which relate, respectively, to tw different
techni cal problens. The first set of features includes
t he nmounti ng neans having a peripheral flange and
seated in the groove and anot her edge portion connected
by a second fluid tight connection to a wall of the
groove, with the open end of the chanber being seated
in the groove. These features relate to the probl em of
ease and safety of manufacture, as set out in colum 8,
lines 23 to 37 of the patent in suit.

However, the features defined in claim1l are not
sufficient for solving this problem An essential
configuration is that the groove is deep enough so that
when the capsule is fully collapsed, its convol utions
nest in the groove to a degree that positions the

bell ows end wal |l above the | ower edge of the bracket

fl ange. This clearance allows a weld bead to be nade
between that flange edge and the outer edge of the
header groove all around the flange w thout any

i kelihood of the heat fromthe wel ding operation
damagi ng the bell ows capsul e. Thus, nmanufacture of the
apparatus is facilitated because the bell ows capsule
can be conpletely fabricated and attached to the
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bracket outside the apparatus and then the open end of
t hat assenbly can be welded to the header reliably al
around the bell ows capsul e wi thout adversely affecting
t he bel | ows capsul e.

Since claim1 does not include these features it does
not enable the clainmed invention to be carried out,
contrary to the appellant's argunent, and it is not
properly supported by the description. The anended
claimis not allowable under Articles 111(1), 102(3)
and 84 EPC, accordingly.

Auxi | iary request

0128.D

Amrendnent s

Claim1 conprises claim1l of the granted patent
anplified to include all those features which are
essential for successfully solving the technical
problens set out in the patent in suit. As explained in
poi nt 2 above, these features nmainly concern the
constructional details of the mounting of the infusate
chanmber open end to the annul ar body which in turn is
nounted in the groove in the manifold, and are fairly
supported by the application as originally filed.

The anmendnents to the claimwere made in response to
t he grounds of opposition since they nore clearly
demarcate the clainmed apparatus fromthe cited prior
art apparatus (Article 110(2), Rule 57a EPC). Since
amended clains are on file, the opportunity was al so
taken to render the claimin the one-part formsince
the two-part formwas clearly wong in the case under

consi der ati on.
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In the last part of claiml the words "pronontory or"
have been omtted, but this is not objectionable under
Article 123(3) EPC since "pronontory" and "nesa" are
used i nterchangeably and as synonyns throughout the
patent. Instead, the claimnow states that the nesa is
positioned at the second surface of the manifold and a
correspondi ng pronontory is provided in the upper

annul ar shel | .

The claimdefines the depth of the groove in functional
terns. The person skilled in the art will see this
feature as a rel ationship between the depth of the
wal I s of the groove and the thickness of the chanber in
its fully collapsed condition, and is clear in the
context. Moreover, no unreasonable effort would be
required to inplenment the feature in practice.

The dependent clains 2 to 6 correspond to the dependent
claims 3 to 7 as granted.

The appel |l ant argues that an eccentric groove was

di sclosed only in connection with a catheter located in
the space created by |ocating the groove eccentrically,
so this claimincludes an unjustified broadening of the
feature. This objection is not well founded since the
intention of the eccentric groove is to create space,

it is not necessary to specify what goes in the space.
This feature solves an ancillary problem not the main
probl em of the patent, and the Board does not consider
claim3 to infringe Article 123(2) EPC.

The amendnments are all owabl e, accordingly.
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Novel ty

The novelty of the device of claim1 was not doubted by
the appellant, a view al so shared by the Board.

| nventive step

The conbi nation of the features: the open end of the
chanber is seated in the groove, the peripheral flange
is connected by a fluid tight connection to the outer
wal | of the groove, and the groove is deep enough so
that when the chanber is fully collapsed, its

convol utions nest in the groove to a degree that
positions the bellows end wall above the | ower edge of
t he bracket of the body solve the technical problem of
facilitating assenbly of the infusate chanber, as

described in the patent in colum 4, lines 23 to 27 and
colum 8, lines 27 to 37, and also bring further
advant ages as described in colum 8, lines 37 to 42.

These probl ens and advant ages were not envisaged in the
prior art, nor were the above constructional features
whi ch cooperate to solve the problens. The claim

therefore, involves an inventive step.

The appellant's argunent, that if it were apparent to
the person skilled in the art that a problem arose
while welding the bellows to the manifold in E2 to E5,
then the person skilled in the art would not only
consider it obvious to nake the grove deeper, this
woul d in fact be conpul sory, is not accepted by the
Board since there is no evidence that the problem was
recognised in the prior art. Mreover, even had the
probl em been known then it is not clear that the
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present solution would have occurred to the person
skilled in the art, since other solutions may be
envi saged, such as providing a heat shield, etc.

Mor eover, making the groove deeper in E2 to E5 would
not be sufficient to solve the problem That part of

t he annul ar nmenber to which the open end of the bell ows
is attached in E2 to E5 is displaced fromthe bottom of
the groove so that the open end is not seated in the
groove. This arrangenment prevents the bellows from
collapsing fully into the groove.

The Board has al so considered the prior art docunents
D1 and De6.

In D1 the infusate chanber does not nest inside a
groove defined in the manifold (the housing portion
24a), it is accommpdated in a space defined between the
mani fol d and the housing |lower shell, and there is no
requirenent to protect the infusate chanber from heat
while the nmounting neans is attached to the groove
wal | . Since no groove is provided for nounting the

i nfusate chanber this is attached to the housi ng upper
and |l ower parts sinultaneously (D1, colum 4, lines 57
to 63).

The construction of the D6 device is simlar in that

t he infusate chanber does not nest inside a groove
defined in the manifold (if the cup-like nenber 14 is
equated with a manifold), it is acconmobdated in a space
defined between the manifold and the housing | ower
shell, and again there is no requirenent to protect the
i nfusate chanber from heat while the nounting nmeans is
attached to the groove wall. Here too the infusate
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chanber is apparently attached to the housi ng upper and
| oner parts sinmultaneously (D1, colum 4, lines 57 to
63) .

Therefore, DL and D6 are not relevant to the problemor

solution of the patent in suit.

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 with the
order to maintain the patent in anmended formon the

basis of the foll ow ng docunents:

Clains 1 to 6 as submtted at the oral proceedi ngs and
named 1st auxiliary request, description and Figures as

gr ant ed.
The Regi strar: The Chai r man:
V. Commar e W D Wil
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