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Summary of Facts and Subm ssi ons

1566. D

The appel l ant (applicant) | odged an appeal, on

4 April 2003, against the decision of the exam ning

di vi sion posted on 17 February 2003, on the refusal of
t he European patent application No. 95 920 602.0. The
fee for the appeal was paid sinultaneously and the
statenment setting out the grounds for appeal was
received on 12 June 2003.

The exam ning division held that the application did
not nmeet the requirenents of Article 53 and 56 EPC,
having regard to the foll ow ng docunents:

D6 = JP-A-5-68 685 (including an English translation),
and:
D7 = US-A-4 682 596.

In addition to these docunents, the follow ng docunents,
used in the exam ni ng procedure, have been consi dered
for the present deci sion:

D1 = US-A-5 152 772
D2 = EP-A-0 385 588
D3 = US-A-4 295 464
D4 = JP-A-4 200 245.

Fol l owi ng a comuni cati on of the board, the appell ant
submtted with letter of 19 Mai 2004 a new version of
t he application consisting of:
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- claine 1 to 6;

- description, pages 1 to 7 and 9 to 14; and:

- draw ngs, sheets 1/5 to 5/5,

and requested the grant of a patent on the basis of
t hese docunents.

Caiml as filed with letter of 19 Mai 2004 reads as
foll ows:

"Apparatus for use in a treatnment nodality including an
enl argenment procedure and a contrast agent-injecting
procedure to be performed within a patient, of the type
conpri si ng:

cat heter means (11) for being directed through
i nternal passageways in the patient guided by a
guidewire (57) previously positioned in the
passageways, said catheter nmeans having proximl (12)
and distal (14) ends and proximal (13) and distal (15)
portions adjacent to said proxinmal and distal ends
respectively, and including

a first lunen (16) extending between said proxina
(13) and distal (15) portions, said first [umen (16)
having an axially facing distal port at said distal
portion (15) and a proxinmal port (21) at said proxinal
portion (13) for enabling access to said first |unen,
whereby said first lumen is adapted to receive the pre-
positioned guidewire (57) therethrough so that said
catheter neans is slidable along the guidewre, and
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second (20) and third (17B) |unens disposed
generally parallel to said first lunmen (16), said
second lumen (20) and said third lumen (17B) extending
bet ween said proximal (13) and distal (15) portions,
and said first lumen (16) being |arger than said second
(20) and third (17B) | unens,

sai d apparatus further including enlargenent neans
conprising a cutting wire (31) for performng an
enl argenment procedure conprising a cutting procedure,
said cutting wire (31) extending through said second
lumen (20) for operating at said distal portion (15) in
response to mani pul ations at said proximl end (12),
and operator neans (26) at said proximal end (12)
attached to said catheter neans (11) and a proxinma
portion of said cutting wire for operating said cutting
wire froma point proximal of said catheter neans (11),

characterized in that said third lumen (17B) has a
proxi mal port (23) at said proximl portion (13) for
provi ding access to said third lunmen to enable a user
to control the contrast agent-injecting procedure at
said distal end (14) through said third lunmen, and has
an axially facing distal port (65) at said distal end
(14) whereby fluid contrast agent introduced at said
third | umen proxi mal port (23) discharges fromsaid
third [ unen distal port (65)."

The appel l ant argued that D6 - relied upon in

conmbi nation with D7 by the exam ning division - did not
address the problem underlying the invention. Moreover,
D7 described an el ectrosurgi cal plaque-resolving and

ti ssue-eroding device so dissimlar fromthe device

di sclosed in D6 that there was no reason to conbine the
teachi ng of these docunents in any way. D6 furthernore
explicitly taught away froma conbination with D7 (see
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colum 1, line 6, to colum 2, line 3). D7 did not
address the problem of the invention either. The
invention elimnated the interferences present in D6
bet ween guidewire and contrast agent, due to the use of
the sanme lunmen for the guidewire and the contrast agent.
These interferences arose - fromone part, when the
guidewire was kept in place - because the presence of
the guidewire in the lunmen disturbed the regular flow
of the contrast agent, and - fromthe other part, when
the guidewire was extracted during introduction of the
contrast agent in the lunmen - because residues of the
contrast agent in the lumen could prevent a snooth

reinsertion of the guidewre.

Reasons for the Deci sion

1566. D

The appeal is adm ssible.

Amrendnent s

Claiml is derived fromthe originally filed claim1l
and the originally filed figures. Clains 2 to 6 are
derived fromthe original clains 6 to 8, 15 and 16,
respectively. The description has nerely been adapted
to the new cl ai ns.

Consequently, the amendnents of the application neet
the requirements of Article 123(2) EPC.



3.1

1566. D

- 5 - T 0847/ 03

Novel ty

D6 di scl oses an apparatus suitable for use in a
treatnment nodality including an enl argenment procedure
and a contrast agent-injecting procedure (page 1, claim
and point 0019 of the description) to be perforned
within a patient, of the type conprising:

cat heter means (10) for being directed through
i nternal passageways in the patient guided by a
guidewire previously positioned in the passageways,
sai d cat heter neans having proxi mal and di stal ends and
proxi mal and distal portions adjacent to said proxinal
and distal ends respectively, and including

a first lumen (19) extendi ng between said proxi nal
and distal portions, said first lunen having an axially
facing distal port (16) at said distal portion and a
proxi mal port at said proxinmal portion for enabling
access to said first lumen, whereby said first lumen is
adapted to receive the pre-positioned guidewire (see
section 0019 of the description) therethrough so that
said catheter nmeans is slidable along the guidewre,
and

second (17) and third (20 or 43) lunens di sposed
generally parallel to said first lunmen (19), said
second lumen (17) and third lumen (20 or 43) extending
bet ween said proxi mal and distal portions, and said
first lumen (19) being larger than said second and
third | unens,

sai d apparatus further including nmeans conpri sing
a cutting wre (12, see section 0032) for perform ng an
enl argenment procedure conprising a cutting procedure,
said cutting wire extendi ng through said second | unen
(17) for operating at said distal portion in response
to mani pul ati ons at said proxi mal end, and operator
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means at said proxinmal end attached to said catheter

means and a proximal portion of said cutting wire for
operating said cutting wire froma point proximl of

sai d cat heter means.

However, D6 does not disclose the characterizing
features of claim1l of the present application
according to which:

said third |lunmen has a proximal port at said proxinm
portion for providing access to said third lumen to
enable a user to control the contrast agent-injecting
procedure at said distal end through said third |unen,
and has an axially facing distal port at said distal
end whereby fluid contrast agent introduced at said
third [umen proxi mal port discharges fromsaid third

| umen distal port.

In contrast to the clainmed invention, the third | unmen
in D6 (20) is designed for softening the wall of the
fl exi bl e sheath, and the contrasting neans is inserted
inthe fist lumen (19) without or after renoval of the

gui dewi r e.

D7 di scl oses an apparatus for resolving or renoving

at heroscl erotic plaque buildup or tissue in a bl ood
vessel, but it can also be used in connection with

cl earing hepatic and bile ducts (colum 12, from

line 25). The plaque or tissue is renoved through an

el ectrode to which high frequency electrical current is
suppl i ed. The apparatus consists of a catheter with a
first lumen (134, Figure 5) for the guidewire, a second
[ umen (136) for power supply and a third |lunmen (135)
for flushing and suction of the debris com ng fromthe
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ablation. The third |unen can have an axially facing
di stant port (191, Figure 12). A radi o-opaque dye can
be injected into the vessel for confirmation of the
conpl ete plaque or tissue renmoval (colum 12, from
line 17); D7 does not specify fromwhich |lunmen the dye
is injected.

However, D7 does not disclose a |unmen designed to
deliver the contrast agent as clained in claiml.

The further docunments cited during the exam ning
procedure are | ess relevant than D6.

Dl is directed to a sphincterotomny catheter having
three lunens, two of themfor delivering gas to a

ball oon, the third (smaller) one for |odging the bias
nmeans to operate the blade. D1 does neither disclose a

cutting wire nor a lunen for a contrast neans.

D2 discl oses a sphincterotony catheter with two | unens,
one | odging the conductor and the second a
reinforcenent wire to resist novenents of the cutting

edge. D2 does not disclose a third | unen.
D3 is directed to a ureteric stone extractor conprising
two balloon catheters. D3 does not disclose a |unen

adapted to receive a guidewire as clained in claiml.

D4 does al so not disclose a |unen adapted to receive a

guidewire as clainmed in claiml.

Therefore, the subject-matter of claim1l is novel.
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| nventive step

The nobst relevant state of the art is disclosed in D6.

As pointed out above, in the catheter according to D6
the contrast agent is delivered through the guidewre

| umen. The procedure can be perforned either by first
extracting the guidewire to free the whole |unen, or
with the guidewire in place, if the lunen is
sufficiently broad. Both procedures are not ideal. Wth
the first procedure, the extraction of the guidew re,
ext endi ng t hroughout the endoscope, which has a typi cal
l ength of 200 cm is cunbersone and tinme-consum ng.

Resi dual s of the contrast agent can further inpede the
|ater reinsertion of the guidewi re. The second
procedure, with the guidewire in place, is not reliable
due to the interference of the contrast agent with the

gui dewi r e.

Therefore, starting from D6, the object underlying the
present application nay be regarded (see page 4, |ines
23 to 25) as to provide an apparatus as described in
the preanble of claim1l which is capable to perform
bot h di agnosi s and additional therapeutic treatnent

wi thout requiring a catheter exchange.

This object is achieved by the provision of a third

| umen as defined in the characterizing portion of
claiml1, or in other words, by the provision of a third
| umen, having proximal and distal ports, reserved for
delivering the contrast agent.
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4.3 The provision of a third |lumen according to claim1 of
the present application is not suggested by the
avai |l abl e state of the art.

D6 does not contain any hint toward the clai ned
i nvention, and none of the other present docunents
refers to the use of a third lunmen as defined in

claim 1.

In particular, D7 fails to suggest a |unen specifically
designed for delivering a contrast agent in the form of
claim1. The conbination of D6 and D7 can therefore not

lead to the invention in an obvi ous way.

The conbi nation of the teaching of D6 with any of D1 to
D4 is also not suitable to make the subject-matter of
claim 1 obvious, since none of these docunents

di scloses all the features of the characterizing part
of claim 1.

4.4 Therefore, the subject-matter of claim1 involves an

i nventive step.

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 grant a patent on the basis of the follow ng
version of the application submtted with letter of
19 Mai 2004:

1566. D
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- claine 1 to 6,

- description, pages 1 to 7 and 9 to 14, and:

- drawi ngs, sheets 1/5 to 5/5.

The Regi strar: The Chai r man:

V. Commrar e T. Kriner

1566. D



