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Summary of Facts and Subm ssi ons

2275.D

By decision of 12 March 1999 the Opposition Division
revoked European patent No. 0 309 471 (International
publication No. WD 87/07493) on the grounds of |ack of
i nventive step.

During the proceedi ngs, docunents D1 and D7 were, anong
ot hers, considered:

Dl1: "A new Catheter for Selective and Supersel ective
Angi ogr aphy” by R J. Rosen, published April 18,
1986 in Cardi ovascul ar and Interventional
Radi ol ogy, Vol. 9, No. 1, 1986, pages 49 to 51.

D7: "Braciocephalic Vessel: Selective and
Supersel ective Catheterization" by A Berenstein,
Radi ol ogy, Vol. 148, No. 2, August 1983, pages 437
to 441.

The appel | ant (patentee) | odged an appeal against the
first instance's decision on 27 April 1999. Its
statenment of grounds was filed on 22 July 1999, al ong
with two sets of clains according to a main and an
auxiliary request, identical to those rejected in the
opposi tion stage.

The respondents (opponents 1 and 2) replied in witing
on 17 April and 23 February 2000 respectively.

In a comuni cation sent on 21 February 2002 follow ng a
summons to attend oral proceedings, the Board suggested
to focus the discussion on docunents D1 and D7 in
particul ar.
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In reply the appellant submtted on 26 June 2002 two
additional sets of clains according to second and third
auxiliary requests.

Oral proceedings were held on 30 July 2002, during
whi ch the clainms according to the different requests
wer e di scussed successively. At the end of the
proceedi ngs, the requests of the parties were as
fol | ows:

The appel | ant requested that the decision under appeal
be set aside and that the patent be nmaintained as
granted (main request) or on the basis of the auxiliary
request made al ready during the opposition proceedi ngs,
or the second and third auxiliary requests both filed
on 26 June 2002.

The respondents requested that the appeal be di sm ssed.

The parties argued as foll ows:

(i) The appellant:

- The invention relates to a mcrocatheter to be
inserted into a soft internal brain or liver
ti ssue. The catheters disclosed in docunents D1
and D7 are larger in dianeter and stiffer than
the catheter of the present invention.
Therefore, they were not suitable to the
tortuous paths of those vessels contenplated in
the present patent.

- Wien assessing the nerits of the claimnot only
the structural features but also the functional
features of the clains have to be consi dered
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since they are relevant for performng the
specific applications.

In order to avoid a torque |loss and to resolve
t he probl em of catheter buckling, the invention
provides a plurality of segnents having
increasing flexibilities towards the distal end
of the catheter. Docunments D1 and D7 neither
disclose a plurality of internmedi ate segnents
nor a clearance specifically dinmensioned and
adapted to snmall sized catheters.

(1i) The respondents:

The invention resides principally in the ability
of introducing a guidewire catheter along a
tortuous path through small vessels, typically

| ess than 3 mm lunmen di aneter. The vari ous

i nt ended applications such as accessing soft
internal brain or liver tissues are not limting
the scope of the claim Therefore, only the
structural features are of interest and actually
to be consi dered.

Docunents D1 and D7 both disclose catheters to
be used with guidewires which are suitable for
accessing tortuous path within soft tissue
vessels of |less than 3 mm di aneter.

The probl em of catheter buckling is primarily
sol ved by the co-operation between the catheter
tubing and the guidewire, in particular by
giving the wire a continuously dim nishing

di aneter or taper configuration in its distal
end portion. This feature, however, is not
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present in claim1. An appropriate clearance
bet ween the guidewire and the catheter lunmen is
in every case necessary for perform ng proper
sliding engagenent and is regarded as a matter
of a normal design procedure.

- Docunent D7 al so discloses a tapered
intermedi ate segnent in the distal region of the
catheter, the flexibility of which varies,
therefore, progressively, as would do a
plurality of internediate segnents of
progressive flexibilities.

The i ndependend clains 1 according to the various
requests read as foll ows:

Mai n request:

"A catheter (12) for use with a guidewire (14), the
cat heter bei ng guidable froman external body access
site to and into a soft internal brain or liver tissue,
t he cat heter conpri sing:

an el ongate tubul ar nmenber having proximal and distal
ends and an inner lumen (13) extendi ng between the
proxi mal and di stal ends, said nenber being conposed
of :

arelatively stiff proximl segnment (16) dinensioned to
track the guidewire fromthe access site to a region
adj acent the internal tissue;

arelatively flexible distal segnent (18) constructed
and di nensioned to track the guidewire fromsaid region
to a target site within the internal tissue along the
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entire length of a tortuous path within the internal
tissue of at |east about 5 cm trough vessels of |ess
t han about 3 nm | unmen inner dianeter and around a
plurality of sharp bends sone of which may be of 90° or
nore, by neans of an axially directed force applied to
t he distal segnment through the proxi mal segnent, the
di stal segnent (18) having both a proximl portion and
a distal portion and said proximl portion including
one or nore internedi ate segnents having | esser
flexibility than the distal portion of the distal
segnent (18) and greater flexibility than the proxinal
segnment (16)."

First auxiliary request:

As the preceding claim supplenmented by the foll ow ng
feature:

"wherein said distal portion and said internediate
segnent (s) are each between 5 to 15 cmlong.™

Second auxiliary request:

"A catheter device conprising a guidewire (14) and a
catheter (12) for use with the guidewire (14), the
cat het er bei ng gui dabl e over the guidewire from an
external body access site to and into a soft internal
brain or liver tissue, the catheter conprising:

an el ongate tubul ar menber having proximal and distal
ends and an inner lumen (13) extendi ng between the
proxi mal and di stal ends, said nenber being conposed
of :

arelatively stiff proximl segment (16) dinensioned to
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track the guidewire fromthe access site to a region
adj acent the internal tissue:

arelatively flexible distal segnent (18) constructed
and di nensioned to track the guidewire fromsaid region
to a target site within the internal tissue along the
entire length of a tortuous path within the internal
tissue of at |east about 5 cm through vessels of |ess
t han about 3 nm | unmen inner dianeter and around a
plurality of sharp bends sone of which may be of 90° or
nore by neans of an axially directed force applied to

t he distal segnment through the proxi mal segnent, the

di stal segnment (18) having both a proximal portion and
a distal portion and said proximl portion including
one or nore internedi ate segnents having | esser
flexibility than the distal portion of the distal
segnent (18) and greater flexibility than the proxi nal
segnent (16), wherein the guidewire (14) includes a
distal end region (26) and is slidably receivabl e
within said inner lumen (13) with a cl earance between
the distal end region of the guidewire (14) and said

di stal segnent (18) of the catheter of between 0.05 to
0.12 Mm (2 to 5 mls)."

Third auxiliary request:

"A catheter (12) for use with the guidewire (14), the
cat heter bei ng guidable froman external body access
site to and into a soft internal brain or liver tissue,
t he cat heter conpri sing:

an el ongate tubul ar menber having proximal and distal
ends and an inner lumen (13) extendi ng between the
proxi mal and di stal ends, said nenber being conposed
of :
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arelatively stiff proximl segment (16) dinensioned to
track the guidewire fromthe access site to a region
adj acent the internal tissue:

arelatively flexible distal segnent (18) constructed
and di nensioned to track the guidewire fromsaid region
to a target site within the internal tissue along the
entire length of a tortuous path within the internal
tissue of at |east about 5 cm through vessels of |ess
t han about 3 nm | unmen inner dianeter and around a
plurality of sharp bends sonme of which may be of 90° or
nore by neans of an axially directed force applied to

t he distal segnment through the proxi mal segnent, the

di stal segnment (18) having both a proximl portion and
a distal portion and said proximl portion including a
plurality of internediate segnents, each said

i nternedi ate segnent having lesser flexibility than the
di stal portion of the distal segnent (18) and greater
flexibility than the proxi mal segnment (16) and each
said internedi ate segnent being nore flexible than the
segnent (s) proxinmal thereto."

Reasons for the decision

1

2275.D

The appeal is adm ssible.

Formal aspects

The question of whether there are any formal objections
to the current version of the clains need not be
answered since all main clainms (main and auxiliary
requests) are anyway unal |l owabl e on ot her grounds, as
set out hereinafter.
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| nventive step - Miin request

Wiile being directed to a catheter for use with a
guidewire, claim1 according to the main request only
conprises features of the catheter, i.e. the features
of the segnents form ng the tubular nenber of the

cat heter.

According to the nodified enbodi ment described in the
patent specification fromcolum 8, line 39 to

colum 9, line 6, the catheter conprises three parts.
Fol l owi ng the sane term nol ogy the catheter is made of
a stiff proximal segment 16 and a flexible distal
segnent 18 conprising itself a distal portion and a
proxi mal portion, this latter including in turn one or
nore internmedi ate segnents. The main characteristic of
the invention is to confer to the catheter a
progressively increasing flexibility fromthe proxi m
to the distal segnents.

The problemto be solved (cf. colum 2, line 58 to
colum 3, line 6) is to inprove the advancenent of the
catheter along the guidewire in order to give access to
a small lunen tortuous tissue pathway, that is a

pat hway i nvol ving a nunber of sharp bends of 90° or
nore through a vessel of |ess than about 3 mllineters
inner dianeter. In particular, the specific problem of
cat het er buckling should be avoided, as illustrated on
Figure 10 (prior art) of the patent by the catheter
deformation conmng into contact with the wire bend,
maki ng further catheter advance along the wire
difficult or inpossible (cf. colum 2, lines 35 to 45
and colum 13, lines 46 to 53).

The clained catheter is intended to be guidable into a
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soft internal brain or liver tissue. The field of
contenpl ated applications is, therefore, a w de one.

But what is determ native for the present invention is
that the catheter may be inserted within tortuous paths
in vessel lunmens of small dianeters (cf. colum 5,
lines 40 to 43) in accordance with the definition given
in the patent itself (colum 12, lines 38 to 45).

Docunent D1 discloses a catheter for selective and
super sel ecti ve abdom nal angi ography, therefore a
catheter suitable in particular for accessing |iver
tissues as clained in claiml. Further, this catheter
is said to incorporate features of the Berenstein
catheter previously reported under the reference [1],
whi ch is nothing el se but docunent Dv7.

The cat heter disclosed in docunment D1 allows for
supersel ective catheterization of fourth-order viscera
branches. According to the description under the
headi ng "Materials and Met hods", the known catheter is
made of three parts, of which one proximal 70 cm
portion consists of a 7F pol yurethane braised wire
shaft for torque control, one internediate 5 cm nore
flexible portion consists of a 7F pol yuret hane w t hout
wire braiding and one distal 5 cmstill nore flexible
portion is conposed of a 5,5F soft thin-walled

pol yur et hane. The purpose of the soft flexible tip
portion is to follow tortuous curves nore easily than
did prior available catheters and to reduce the
tendency of the catheter to buckle (cf. page 50).

The catheter dianmeters are expressed in terns of French
sizes (F), the corresponding values in mllimeters (mm
are given, for exanple, in the Annexe 2 filed with the
appel lant's response of 26 March 1998 during the
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opposi tion proceedi ngs (Neuroradiology, Third Edition,

Chapter 18.2; Mterials and Methods for Interventional

Neur or adi ol ogy, by J.P. Spellmn and WL. Young). Thus,
7F corresponds to 2,30 nmouter dianmeter and 5F

to 1,67 mm

The wording of claim1 differs fromthe disclosure of
docunent D1 only by defining the dinensional and
constructional features of the catheter by the
characteristics of the tortuous path through which the
di stal segnent of the catheter is intended to be fed,
namely a plurality of sharp bends of 90° or nore within
vessel s I ess than 3 mm | unen inner dianeter over a

di stance of at least 5 cm Stricto sensu, the subject-
matter of claim1l is, therefore, novel.

In addition to the fact that the above features of the
claimed catheter do not characterise the catheter
itself but rather its surroundings, i.e. its use in
situ, the guidew re catheter known from docunent D1
presents di nensions which are suitable for its

i ntroduction through tortuous vessels |esser than 3 mm
i nner di aneter.

Moreover, there is specified in docunment D7 (cf.

page 437), the content of which is incorporated in
docunent D1 by reference, that tortuousities of 90° or
nore may be reached with the assistance of appropriate
guidewires. Still there, the tapered and nore flexible
internedi ate portion of 10 cm presents di nensions (4F =
1,35 mmor 5F = 1,67 mm) which are suitable for its

i ntroduction through braci ocephalic vessels of |ess
than 3 nm dianeter. As also generally remnded in
docunent D7 (cf. page 437, 1t paragraph) whatever the
type of the catheter used (torque catheter or flow
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gui ded ball oon catheter), "they are usually small and
require a flexible shaft to negotiate tortuous curves.
In both instances, there is a conprom se between the
size, usable dianeter, torque and flexibility of the
catheter”. Such considerations conme within the scope of
the customary practice followed by persons skilled in
the art, especially as the advantages thus achi eved can
be readily contenplated in advance.

Therefore, the subject-matter of claim 1l according to

t he mai n request does not involve an inventive step vis
a vis the teaching of documents D1 and D7, having
regard to the general know edge of a person skilled in
the art (Article 56 EPC).

First auxiliary request

Claim 1l according to the first auxiliary request
differs fromthe main request by the incorporation of
the content of the previous claim2, according to which
said distal portion and said internedi ate segnent(s)
are each between 5 to 15 cm | ong.

As denonstrated above (cf. point 3.2), docunment D1

di scl oses an internediate portion and a distal portion
each 5 cmlong, which fall within the range as clai ned
when considering the basic option with only one

i ntermedi ate segnent. The incorporated feature thus
fails to add inventive step to the subject-matter of
the previous claiml.

Consequently, the subject-matter of claim1l according
to the first auxiliary request does not involve an
i nventive step, either.
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Second auxiliary request

Claim1 according to the second auxiliary request
differs fromthe main request in that the catheter
device conprises in conbination a catheter and a
guidewire, the guidewire being slidable within the
catheter lunmen and the catheter being guidable over the
guidewire with a clearance between the correspondi ng

di stal ends of the guidewire and of the catheter in the
range of 0,05 to 0,12 mm These features result from
the incorporation of clains 18 and 23 of the main
request .

Bot h docunents D1 and D7 recommend the use of a
guidewire for facilitating the advancenent of the
catheter within tortuous paths of small dianeters. The
provi sion of a suitable clearance between the distal
ends of the guidewire and the catheter is a
prerequisite for all wire directed catheters so as to
enabl e proper sliding of the catheter w thout buckling
or crinping and to avoid the catheter tubing from

pi nching against the wire in the region of the bend.
The determ nation of this clearance is thus the
consequence of routine experinentations and

optim sations, which are well within the conpetence of
a person skilled in the art.

Therefore the subject-matter of claim 1l according to
t he second auxiliary request does not involve an
inventive step within the nmeaning of Article 56 EPC,
ei t her.

Third auxiliary request

Claim 1 according to the third auxiliary request
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differs fromthe main request by conprising a plurality
of internedi ate segnents, each being nore flexible than
t he segnment proximal thereto.

Wi | e no docunment discloses a catheter having nore than
one intermedi ate segnment, the provision of a plurality
of internediate segnents of progressive flexibilities
IS based on the sane idea as a catheter having a
plurality of segnents, each segnent being progressively
nore flexible than the previous one towards the distal
end of the catheter, as already disclosed by docunents
D1 and D7. Therefore, the provision of a plurality of
intermedi ate segnents instead of only one results from
a mere multiplication of the sanme principle, which is
directly suggested by the cited docunents.

Further, docunent D7 discloses a tapered 10 cm di st al
(internediate) segnent (cf. Figure 1 and text referred
to), which is equivalent to a plurality of internediate
segnents havi ng di aneters successively reduced and,
consequently, increased flexibilities.

Therefore, the subject-matter of claim 1l according to
the third auxiliary request still lacks an inventive
step as required by Article 56 EPC.
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Or der

For these reasons ist is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

V. Conmar e W D. Wi ld

2275.D



