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Summary of Facts and Subm ssi ons

0494.D

The appel | ant (patentee) | odged an appeal, received on
16 Novenber 2001, agai nst the decision of the
Qpposition Division, despatched on 27 Septenber 2001,
revoki ng the European patent No. 0 633 041 (application
No. 93 110 531.6). The fee for the appeal was paid on
16 Novenber 2001 and the statenent setting out the
grounds of appeal was received on 25 January 2002.

The opposition had been filed against the patent as a
whol e based on Article 100(a) EPC and concerned, inter
alia, objections under Articles 52(1), 54 and 56 EPC.

I n the decision under appeal, the Qpposition D vision
held, inter alia, that the subject-matter of claiml
filed on 3 August 2001 did not involve an inventive
step with respect to the foll ow ng docunents:

Dl: US-A-5 213 561

D7: EP-A-0 380 873

In reply to a comuni cation of the Board, summoning the
parties to oral proceedings, the appellant, by letter
dated 28 October 2003, withdrew its request for oral
proceedi ngs ("second auxiliary request"”) and requested
that the appeal be decided on the basis of the

docunents on file.

By letter dated 17 Novenber 2003, the respondent
(opponent) withdrew its request for oral proceedings.
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By notification dated 24 Novenber 2003, the ora
proceedi ngs were cancel | ed.

The appel | ant requests that the decision under appeal
be set aside and that:

Mai n request

- the patent be maintained on the basis of claiml
filed on 3 August 2001,

- docunent D7 be withdrawn fromthe present
pr oceedi ngs;

- costs be apportioned under Article 104 EPC
"because the EPO failed to take the necessary
steps to notify the Parties [sic] the existence of
an alleged relevant prior art and al so viol ated
the right to be heard of the Patentee, creating a
substantial procedure [sic] violation. In
particul ar the rei nbursenment of the appeal fee and
al so the cost incurred by the present appeal are
requested for this reason.™

Auxi | iary request

- the patent be maintained on the basis of claiml
filed on 25 January 2002;

- docunent D7 be withdrawn fromthe present
pr oceedi ngs;

- costs be apportioned under Article 104 EPC (see
mai n request).
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The respondent requests that the appeal be di sm ssed.

Claim 1 according to the main request reads as foll ows:

"1. A nedical appliance for the treatnent of a portion
of blood vessel (7) by neans of ionizing radiation,
conprising a catheter (1,10) for percutaneous
translum nal treatnment of the blood vessel, an
inflatable dilatation balloon (5) surrounding a portion
of the catheter, a radioactive radiation emtter (4,

40, 45) fitting in said portion of the catheter and
being radially centered inside the balloon, and neans
(1,2,10) for advancing, resp. renoving, the radioactive
radiation emtter into, resp. fromthe portion of the
catheter, said neans conprising a wire in sliding fit
in said catheter and said emtter being affixed to said
wire characterised in that the catheter (1) is a two

| umen catheter, the portion of the catheter surrounded
by the balloon (5) is a single |unmen catheter, and the
dilatation balloon (5) is nmounted coaxially on said
portion of the catheter (1) for radially centering the
radi oactive radiation emtter inside the balloon at the
| ocation of dilatation thereof in the blood vessel."

Claim1 according to the auxiliary request differs from
claiml of the main request in that its characterising
portion defines the catheter as "a two | unmen catheter
along its entire length".

The appel lant's argunents may be summari zed as fol | ows:

The patent in suit was revoked on the ground that the
subject-matter of claim1 | acked an inventive step with
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respect to D1 and D7. The latter docunent, which was
filed by the Opposition Division during the oral
proceedi ngs, was not relevant even on a prim facie
basi s and shoul d be disregarded. In fact, D7 concerned
a "rapidly exchangeabl e, coronary catheter", whereas
the present invention was about "nedical appliances for
the treatnment of bl ood vessels by neans of ionising
radi ation". Even if both fields were considered to be
related, in the sense that they were both directed to
bal | oon catheters, they referred to conpletely
different technical problens. In fact, the teaching of
D7 was about designing a catheter that could be rapidly
exchanged using a guide wre |unmen which extended over
a relatively short length of the catheter. However, the
radi ati on treatnment of bl ood vessels addressed by the
contested patent required a guide wire |lunen along the
entire length of the ball oon catheter.

Dl related to a radiation guide wire which, in
principle, could be used with any suitable catheter,
since no specific catheter had been explicitly
indicated. Starting fromDl, the skilled person was
faced with the problemof finding a catheter balloon
which was suitable for the radiation treatnent of bl ood
vessels in conbination with the known radi oactive gui de
wire. The solution according to the present invention
consisted in a nedical appliance conprising a balloon
catheter, as specified in claim1l of the main request,
whi ch was inserted into a blood vessel along a
conventional guide wire. After renoving such a guide
wire, while |leaving the catheter in the bl ood vessel,
anot her guide wire conprising a radioactive radiation
emtter affixed to its distal portion was inserted into
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the balloon catheter and slid to the |ocation to be

i oni zed.

The cat heter known from D7 was not suitable for
exchangi ng guide wires while keeping the catheter

| ocated inside a bl ood vessel, because the proximte
entry of the guide wire lunmen was approximtely 17 to
80 cminside the blood vessel and could not be reached
for direct introduction of an exchange guide wre

wi thout pulling the catheter out of the bl ood vessel.

I n conclusion, even it were assunmed that D7 constituted
rel evant prior art, because it showed sone features of
the clained invention, it would not have been obvi ous
to a skilled person, dealing with the probl em of
designing a suitable balloon catheter for the guide
wire shown in D1, to consider the teaching of D7. Thus,
the cited prior art could not have led the skilled
person to a nmedical appliance falling within the terns
of claim1l of the main request.

Claim 1 according to the auxiliary request contained

t he expression "along its entire length". The fact that
the guide wires could be exchanged was only possible
when the proximate entry of the guide wire |unen was
directly accessible with the catheter in position. This
inplied that the guide wire |unen had to extend al ong
the entire length of the catheter to be accessible on

t he proximate side of the catheter. The argunents
relating to the inventive step of the subject-matter of
claiml1 of the main request applied also to the
subject-matter of claim1 of the auxiliary request.
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The opposition division made no serious effort to
notify the parties of the existence of a new docunent
D7 before the oral proceedings and, thus, took the
parties by surprise. Furthernore, by citing an

al l egedly rel evant docunent at a very late stage in the
proceedi ngs, the Opposition Division put itself into
the role of an opponent filing new evidence at a very
| ate stage in the proceedings and thus should bear the
responsibility of such action. Since the attitude of
the Qpposition Division in the present case had

i ncreased the costs incurred by the patentee in an
unfair manner, an apportionnent of costs under

Article 104 EPC was equitable, as indicated by the case
law relating to a party waiting until oral proceedi ngs
before presenting new facts or evidence. Furthernore,

t he appeal fee should be reinbursed under Rule 67 EPC
because the Opposition Division commtted a serious
procedural violation by failing to take the necessary
steps to notify the parties of the existence of an

all egedly relevant prior art and, thus, by not giving
the patentee sufficient opportunity to conment, as
required by Article 113(1) EPC.

The respondent argued essentially as foll ows:

There was no reason for overturning the decision of the
Qpposition Division concerning the lack of inventive
step of the subject-matter of claim 1l according to the

mai n request.

On the other hand, the subject-matter of claim1l of the
auxiliary request found neither explicit nor inplicit
support in the application as originally filed.
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As to the question of the Opposition Division's alleged
procedural violation and partiality, reference was nade
to the mnutes of the oral proceedings, which reflected
the true course of the proceedings in connection with
Dr.

Reasons for the Deci sion

1

The appeal is adm ssible.

The contested patent relates to a nedical appliance for
the treatnment of stenoses of bl ood vessels by nmeans of
ionising radiation. Such an appliance conprises a

radi oactive radiation emtter and a ball oon catheter

for positioning the radiation emtter inside the blood
vessel . Wiile the catheter is defined as a two-|unen
catheter conprising a first lunen for receiving the
guide wire and a second lunmen for inflating the ball oon,
the portion surrounded by the balloon conprises only

the first |unen.

Mai n request

Adm ssibility of D7 and all eged substantial procedural

vi ol ati on

0494.D

The case law relating to the adm ssibility of |ate-
filed docunents concerns docunents submtted by a party
at a late stage in the opposition or appeal proceedings.
In the present case, however, the Qpposition Division
drew the parties' attention to docunent D7 for the

first time during the oral proceedings.
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3.2 Thus, a first question to be considered in the present
appeal is whether the Qpposition Division had the right
to introduce a new docunment at such a |ate stage in the
opposi ti on proceedi ngs.

3.3 Article 114(1) EPC, which applies to all proceedings
within the EPO introduces the principle of
investigation by the EPOitself, or inquisitoria
proceedi ngs, into all stages of its procedure. This
nmeans that the factual background is evaluated by the
EPO itself, and it is not left entirely to the parties
to establish the facts, on the basis of which a
decision is to be reached.

T 1002/92 (QJ EPO 1995, 605) concerns the extent to
which the principles set out in G9/91 (QJ EPO 1993,
408) and G 10/91 (QJ EPO 1993, 420) influence the
adm ssibility of late-filed new "facts, evidence and
argunents” in support of the grounds of opposition
al ready contained in the notice of opposition. In

T 1002/ 92 the board reached the follow ng concl usion
(see point 3.3, enphasis added)

- "Thus followi ng the principles set out in Opinion
G 10/91, as regards proceedi ngs before the
Qpposition Divisions, late-filed facts, evidence
and rel ated argunents, which go beyond the
"indication of the facts, evidence and argunents”
presented in the notice of opposition pursuant to
Rul e 55(c) EPC in support of the grounds of
opposi tion on which the opposition is based,
shoul d only exceptionally be admtted into the
proceedi ngs by the Opposition Division, if prim
facie, there are clear reasons to suspect that

0494.D
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such late-filed material would prejudice the

mai nt enance of the European patent in suit.

Such consideration of relevance as the principal
factor governing the exceptional adm ssibility of
|ate-filed new facts, evidence and rel ated
argunments in proceedi ngs before the Opposition
Division follows fromthe adm ni strative character
of such opposition proceedings."

Thus, in the light of T 1002/92, G 9/91 and G 10/91,
the Opposition Division acted in conformty with
Article 114(1) when it decided to draw the parties
attention to a docunent, which, inits view, was of
such rel evance as to prejudice the nmai ntenance of the
contested patent.

According to the appellant, however, the fact that the
Qpposition Division introduced D7 at a very |late stage
during the oral proceedings wthout having inforned the
parties of its new assessnent of the case effectively
deprived the patent proprietor of any opportunity to
conmment on the new evidence before the decision was

i ssued, as required by Article 113(1) EPC.

According to Article 113(1) EPC, the decision of the
European O fice may only be based on grounds or

evi dence on which the parties concerned have had an
opportunity to present their comments. Failure to
conply with the requirenent of Article 113(1) EPC is
normal |y regarded as a substantial procedural violation
whi ch may entail reinbursenent of the appeal fee.
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As it appears fromthe mnutes of the oral proceedings
hel d before the Opposition Division on 4 Septenber 2001,
t he chairman expl ai ned the Opposition Division's
prelimnary opinion concerning the rel evance of D7 and
poi nted out why the subject-matter of claim1l then on
file woul d be rendered obvious by the conbination of D1
and D7. The parties were requested to present their
subm ssi ons once they considered that they had had
enough time to prepare thenselves (Article 113(1) EPC)

After an interruption of the proceedings, the parties
expressly acknow edged that they had had enough tine to
prepare their subm ssions and responses, and presented
t heir comments.

There is no indication in the mnutes of the patentee's
representative protesting against the introduction of
D7 or requesting that the proceedi ngs be suspended or
continued in witing to conply with Article 113(1) EPC

In summary, the behaviour of the Opposition Division
during the oral proceedings of 4 Septenber 2001, as
reported in the mnutes dated 27 Septenber 2001, does
not provide any evidence of a substantial procedural

vi ol ati on.

State of the art

0494.D

It is undisputed that Figures 6 and 8 of D7 show t he

di stal portion of a catheter conprising two |unmens over
a certain length and only one lunen in the portion on
which a balloon is coaxially nmounted. In fact, the

[ umen 40, which is used to inflate and defl ate the

ball oon, term nates at a port 42 |ocated inside the
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bal | oon, while the guide wire |unen 44 extends to the
distal end of the catheter (see columm 6, lines 48 to
52 and colum 7, lines 10 to 11).

5.2 According to the appellant, however, D7 was not
rel evant to the present case and shoul d not have been
i ntroduced into the proceedi ngs because it related to a
rapi dly exchangeabl e coronary catheter and thus had
nothing to do with the treatnent of bl ood vessels by

i oni zing radi ati on.

6.1 Figures 3 and 4 of D7 (colum 5, lines 41 to 44) show
"a conventional over-the-wire balloon dilatation
catheter 10 and a guidewire 12 inserted into the
patient's vascul ature through a guide catheter 14"
(enmphasi s added). The guide catheter is initially
pl aced and | odged in the entrance to the right or left
coronary artery (see Figure 4). Wen it is desired to
exchange the balloon catheter to further dilate the
patient's artery by using a catheter having a | arger
ball oon, it is inportant to maintain the guide wire
within the patient's artery so that it may guide the
next catheter in the patient's vascul ar system (D7,
colum 5, line 55 to colum 6, line 2).

6.2 The probl em addressed in D7 consists in providing a
cat heter which can be withdrawn over the guide wre
whil e holding the guide wire by its proximl end
wi thout the need to increase the guide wire's |length
(cf colum 6, lines 13 to 25)

However, the solution to the above probl em does not
involve the distal portion of the catheter and, in
effect, consists in providing a balloon catheter with a

0494.D
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proxi mal segment 28 which conprises only one
inflation/deflation [umen. Since the guide wire |unen
in the catheter "extends only over a relatively short
l ength of the catheter at the distal end of the
catheter”, sone part of the guide wire is always
exposed and nmay be grasped to maintain the guide wre
positioned inside the guide catheter (see colum 6,
[ines 13 to 21)

Thus, the Board finds, in accordance with the
Qpposition Division's decision to introduce D7 into the
proceedi ng, that this docunent is relevant to the
present case as far as it covers the foll ow ng aspects

of the present invention:

- the catheter, which is inserted with the help of a
guide wire (see D7, colum 8, lines 35 to 42),
conprises a balloon |ocated at its distal end;

- the distal portion of this catheter has an opening
for inflating the balloon and a |unmen for the

gui de wire;

- the m ddl e portion of the catheter has two | unens:
one for inflating the balloon and anot her one for
inserting the guide wre.

Dl is concerned with radiation treatment fromwthin

t he vascul ar structure to reduce the incidence of
restenosis (colum 1, lines 54 to 56). One of the
proposed solutions (see Figure 1) is a "balloon

cat heter gui dewire" which conprises the features of the
guide wire recited in claim1. Such guide wire can be
inserted through the centre of a balloon catheter for
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steering the catheter to the site where angioplasty is
to be perfornmed (colum 3, lines 12 to 16). Thus, the
guide wire structure, which conprises an inner wire and
an outer sleeve, is sized to fit within the ball oon
catheter tube to allow guidance or steering of the
bal | oon catheter by manipul ation of the guide wire
(colum 3, lines 17 to 20).

According to D1 (colum 3, lines 44 to 46), "Except for
t he radi oactive source 9 and retractable shielding 11
at the tip, guidewire 11 may be generally

conventi onal "

| nventive step

8.2

0494.D

Since D1 does not specify any particul ar ball oon
catheter to be used with the guide wire shown in
Figure 1 and the distal portion of the catheter known
from D7 shows all the features of the catheter
specified in claim1 of the contested patent, a further
question to be considered in the present appeal is

whet her it would be obvious to a person skilled in the
art to conbine the guide wire of D1 with a ball oon
catheter according to D7 and, thus, arrive at the

cl ai med i nventi on.

According to the appellant, a skilled person would not
have arrived at the clainmed catheter by conbining the
teachings of D1 and D7 because the present invention
required that the guide wire for inserting the balloon
cat heter along the guide catheter be easily replaced
with a guide wire conprising an ionising elenent at its
di stal end. However, the ball oon catheter of D7, with
its guide wire lunmen approximately 70 to 80 cmin the
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bl ood vessel, did not allow an exchange of guide wres
and thus could not be used to inplenment the teaching of
the patent in suit.

As pointed out in the patent specification, "In all the
enbodi nents shown only the portions which have to be

| ocated in a bl ood vessel stenosis have been depicted;

t he other portions of the enbodi nrents shown may be
devised as currently practised in the art" (colum 9,
lines 50 to 54). This inplies that the present

i nvention does not depend on how "the other portions”
of the catheter are inplenented.

Furthernore, it is specified that "In all the

enbodi mrents shown, the guide wire and radi oactive
emtter may be fixed to the catheter instead of being
novable within the catheter. As a further devel opnent,
the catheter may conprise a guide wire for conventiona
entry into the bl ood vessel and the radioactive
radiation emtter may be a filanent affixed to or
coiled around a wire intended to replace the said guide
wire" (see colum 10, line 53 to colum 11, |ine 2).

In other words, the guide wire with the radioactive
emtter may be fixed to the catheter instead of being
novable within it, and may be used to introduce the
catheter into the patient's bl ood vessels.

Thus, the patent specificationis not limted to

enbodi ments whereby the balloon catheter is inserted
into the blood vessel by neans of a conventional guide
wire which is to be replaced by a guide wire conprising
a radi oactive source once the balloon is properly
posi ti oned.
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In the appellant's view, however, the fact that D1 did
not attach any particular inportance to the choice of

t he balloon catheter inplied that the person skilled in
the art starting fromDl would have had no reason to
sel ect the balloon catheter of D7 with its particul ar
features directed to the solution of a different

pr obl em

On the other hand, D1 clearly specifies that the guide
wire with the radiation emtter shown in Figure 1 can
be used as an ordinary guide wire for inserting a
bal |l oon catheter into the patient's bl ood vessels,
whereas the balloon catheter of D7 gives the

possi bility of exchangi ng ball oons easily and quickly,
wi t hout the need to replace or extend the guide wire
used for the insertion of the catheter, so as to allow
a progressive dilatation of the artery by nmeans of

i ncreasingly |arger balloons.

Furthernore, the teachings of DL and D7 belong in the
sane field of angioplasty and do not appear to be

mut ual Iy excl usi ve.

Hence, in the Board's opinion, the person skilled in
the art, starting fromthe guide wire of D1, which can
be used not only for endovascul ar irradiation but also
to steer a balloon catheter to a site where angiopl asty
is to be performed, and wishing to | ook for a suitable
bal | oon catheter, would realize that a catheter

desi gned according to the teaching of D7 woul d present
no apparent drawback in conjunction with said guide
wire, but, on the contrary, it would provide the
addi ti onal advantage mentioned in D7 and consisting in
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an easy replacenent of the balloon w thout renoving or
extending the guide wire. As the conbination of these
two teachings would | ead the skilled person to a

medi cal appliance falling within the terns of claim1l
according to the main request, the subject-matter of
this claimdoes not involve an inventive step within
the neaning of Article 56 EPC.

First auxiliary request

9.2

0494.D

Claim1 according to the auxiliary request differs from
claiml of the main request in that it is specified
that the catheter is a two-lunmen catheter "along its
entire |length".

According to the appellant, this feature solved the
probl em of replacing the conventional guide wire used
for inserting the catheter with a radiation guide wire
and di stingui shed the present invention fromthe
nmonor ai | -type configuration shown in D7.

As pointed out above, all the enbodi nents of the
invention are specified only as far as the distal
portion of the corresponding balloon catheter is
concerned, while "the other portions of the enbodinents
shown may be devised as currently practised in the art”
(colum 9, lines 52 to 54). In fact, the disclosure of
the application as originally filed is essentially
concerned with nmeans for centering a radiation source
in the portion of blood vessel to be treated, and not
with a catheter which allows an easy repl acenent of

gui de wires.
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9.3 In the opinion of the Board, the introduction into
claiml1l of a feature which is not explicitly disclosed
in the application as originally filed but appears to
be essential for the solution of the new probl em
identified by the appellant, is not adm ssible under
Article 123(2) EPC

Apportionnment of costs and reinbursenent of the appeal fee

10.1 Article 104(1) EPC stipulates that a departure fromthe
principle of each party to proceedi ngs bearing his own
costs requires special circunmstances, such as inproper
behavi our, which nmakes it equitable to award costs
agai nst one of the parties. In the present case, such
ci rcunst ances do not arise fromthe respondent's

conduct in the opposition and appeal proceedings.
For the avoi dance of doubt, it is noted that under
Article 104(1) EPC no costs may be awarded agai nst the
EPQO.

10. 2 According to Rule 67 EPC, an order for reinbursenent of

t he appeal fee is nmade contingent on the establishnment
of three facts:

- t he appeal nust be al |l owed;

- t here nust have been a "substantial procedural
violation" by the first instance;

- rei nbursenent nust be equitable in the
ci rcunst ances of the case.

0494.D
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As in the present case none of the above conditions is
fulfilled, the rei nbursenent of the appeal fee has to
be refused.

11. In summary, the Board finds that none of the
appellant's requests is allowabl e.

Or der

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

R. Schunacher G Davi es

0494.D



