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Summary of Facts and Subm ssi ons

2538.D

The appel l ant (patent proprietor) |odged an appeal,
recei ved on 15 Septenber 2000, against the decision of
t he opposition division, dispatched on 17 July 2000,
revoki ng the European patent No. 0 593 136 (application
nunber 93203354.1). The appeal fee was paid on

15 Septenber 2000. The statenent setting out the
grounds of appeal was received on 17 Novenber 2000.

Qppositions I, Il and Il had been filed agai nst the
patent as a whole and were based on the ground pursuant
to Article 100(a) EPC that the subject-matter of the
patent was not patentable within the terns of

Articles 52(1), 54, 56 and 52(4) EPC as well as on the
grounds pursuant to Article 100(b) and 100(c) EPC.

In the decision under appeal, the opposition division
held, inter alia, that the ground for opposition
pursuant to Article 100(c) EPC prejudiced the

mai nt enance of the patent unanended.

By letter dated 22 February 2001, the respondent |
(opponent 1) withdrew its opposition.

On 20 July 2004, the parties were sunmoned to oral
proceedi ngs. By letter of 30 August 2004, the
respondent 1l (opponent I11) announced that it would
not be represented at the oral proceedings.

Oral proceedings were held on 21 October 2004 in the
presence of the appellant and the respondent 11
(opponent 11).



VI .

2538.D

- 2 - T 0849/ 00

The appel | ant requested that the decision under appeal
be set aside and that the patent be maintained on the
basis of the follow ng docunents:

Mai n request:

The patent as granted.

First auxiliary request:

Cl ai ns:
No. 1 filed with a letter of 16 Septenber 2004;
No. 2-7 of the patent as granted;

Descri pti on:

Colums 1-3 of the patent as granted with the anendnent
in colum 2, lines 12-21, filed with the letter of

16 Sept enber 2004;

Dr awi ngs:

Figures 1-4 of the patent as granted.

Second auxiliary request:

Cl ai ns:

No. 1-4 filed with the letter of 16 Septenber 2004;
Descri pti on:

Colums 1-3 of the patent as granted with the anendnent

in colum 2, lines 12-21, filed with the letter of
16 Septenber 2004;
Dr awi ngs:

Figures 1-4 of the patent as granted.

Third auxiliary request:

Cl ai ns:
No. 1-4 filed with the letter of 16 Septenber 2004;
Descri pti on:
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Colums 1-3 of the patent as granted with the amendnent

in colum 2, lines 12-21, filed with the letter of
16 Sept enber 2004;
Dr awi ngs:

Figures 1-4 of the patent as granted.

Moreover, with the letter of 16 Septenber 2004, the
appel I ant mai ntai ned four conditional anmendnents filed
with the statenent of grounds of appeal. However, these
amendnment s, which concern the description only, were
not formally filed as requests.

The respondent Il requested that the appeal be rejected.

The respondent 1l did not submt any requests or

observati ons.

The wording of claim1l according to the appellant's
mai n request is as foll ows:

"Athin wire conprising a radioactive tip for use in
t he prevention of restenosis of an artery follow ng
arterial trauma, said thin wire being configured so
that said radioactive tip can be inserted tenmporarily
at the site of an arterial wall trauma and then be

wi t hdrawn and serves when so inserted to prevent
restenosis of the artery at the traum site, said
radi oactive tip including a beta-particle emtter
radi oi sotope and emtting beta-particles.”

The wording of claim1l according to the appellant's
first auxiliary request is as follows:

"Athin wire conprising a radioactive tip for use in
t he prevention of restenosis of an artery follow ng
arterial trauma, said thin wire being configured so
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that said radioactive tip can be inserted tenmporarily
at the site of an arterial wall trauma and then be

wi t hdrawn and serves when so inserted to prevent
restenosis of the artery at the trauma site, said
radi oactive tip, only, including a beta-particle
emtter radioisotope and emtting beta-particles.™

The wording of claim1l according to the appellant's
second auxiliary request is as follows:

"Athin wire conprising a radioactive tip for use in
t he prevention of restenosis of an artery follow ng
arterial trauma, said thin wire being configured so
that said radioactive tip can be inserted tenporarily
at the site of an arterial wall trauma and then be

wi t hdrawn and serves when so inserted to prevent
restenosis of the artery at the trauma site, said
radi oactive tip, only, being coated with a beta-
particle emtter radioisotope and emtting beta-
particles.”

The wording of claim1l according to the appellant's
third auxiliary request is as follows:

"Athin wire conprising a radioactive tip for use in
t he prevention of restenosis of an artery foll ow ng
arterial trauma, said thin wire being configured so
that said radioactive tip can be inserted tenmporarily
at the site of an arterial wall trauma and then be

wi t hdrawn and serves when so inserted to prevent
restenosis of the artery at the trauma site, said
radi oactive tip, only, being plated with a beta-
particle emtter radioisotope and emtting beta-
particles.”
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Reasons for the Decision

1

2.2
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The appeal is adm ssible.

Ground for opposition pursuant to Article 100(c) EPC in
relation to the appellant's nmain request

The patent in suit was granted with respect to a
di visional application resulting froman earlier
application EP-A-0 433 011.

Pursuant to Article 100(c) EPC, the subject-matter of
the patent shall not extend beyond the content of the
earlier application as filed.

The description of the earlier application as filed
(published version) relates to the field of intra-
arterial stents used for preventing restenosis due to
intimal hyperpl asi a subsequent to ball oon angi opl asty
or atherectony. In particular, a radioactive stent has
a tubul ar structure or, preferably, a helical wre
spring structure as shown on Figures 1-4. However, the
concept of utilizing a radioactive material within the
stent structure is applicable to any design (colum 1,
lines 1-47; colum 2, lines 48-52). The radi oactive
mat eri al used may consist of an al pha, beta or gamm
emtter. Exanples of suitable beta emtters are *8v, 3p
and '%Au (columm 2, lines 13-41). As regards the
claims 1-9 of the earlier application, they all relate

to an intra-arterial stent.

Therefore, the whole explicit disclosure of the earlier
application pertains to radioactive intra-arteri al
stents, uni que exception being made in the sentence
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bridging colums 2 and 3 of the description. Here, with
the aimof tenporarily placing a radioactive source at
the site of the vessel trauma, the use of "thin wire
with a radioactive tip" is envisaged, which wre can be
wi thdrawn after a limted period of tine.

The appel |l ant subm tted that the disclosure of the
earlier application should be considered as a whole, to
avoi d individual sentences being read out of context.

In its view, the earlier application taught the general
concept of applying radioactivity generated by an al pha,
beta or gamma emtter for the purpose of preventing
restenosis. The earlier application also taught to
realize this concept by neans of a radioactive stent,

in which case a beta emtter should preferably be used
because of its |low penetration | ength ensuring that

only the tissue in close proximty to the stent would

be affected. In the appellant's view, the paragraph
bridging colums 2 and 3, read in the context of the
whol e teaching, was sufficient to prove that the

nmenti oned concept could also be realized by neans of a
thin wire with a radioactive tip, the features of which
in the understanding of a skilled person, would
correspond to those pertaining to the radioactive stent.

The appellant's viewis not convincing for different
reasons. The earlier application indeed seens to inply
that the application of radioactivity has the effect of
preventing restenosis independently of whether

radi oactivity is generated by a radi oactive stent or by
athin wwre with a radioactive tip. These devices are
nevertheless different. A major difference consists in
that a stent device is intended to be | ocked in place
in contact wwth the vessel wall, once expanded, for
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permanently holding the artery open, this result being
further enhanced by the intimal hyperplasia inhibiting
effect of radioactivity. On the contrary, a thin wire
does not have any nechani cal effect on the vessel wall
and is renoved after a limted tinme. This difference
results in requirenents concerning the structure, in
particular the geonetry, the materials and the
appropriate radi oactive source, which nmay not be the
same for a stent and a thin wire. In other words,
contrary to the appellant's statenent, the features

di scl osed by the earlier application with regard to a
radi oactive stent do not necessarily apply to the thin
wire with a radioactive tip. In fact, the appellant
itself offered, with the conditional anmendment 3, to
delete the | ast sentence of the description of the
patent in suit "Qther than being a thin wire with a
radi oactive tip, the principle and the materials are
the sane”. Moreover, as stressed by the respondent,
according to the earlier application, the thin wire was
envi saged for "tenporary" placenent at the site of the
vessel trauma. It was thus withdrawn after a "limted
time". This could clearly not apply to a stent device.

The fact that a thin wire with a radioactive tip
including a beta emtter extends beyond the content of
the earlier application, is also based on ot her

consi derati ons.

The earlier application nerely disclosed a thin wire
with a "radioactive" tip. On the other hand, according
to claim1l of the patent in suit, the radioactive tip
includes a "beta-particle emtter radioi sotope". Thus,
in the patent in suit, the specific clainmed feature
concerning the beta radioactivity is deenmed to be novel
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over the generic disclosure in the earlier application
concerning a "radioactive" tip. This indicates an

i nadm ssi bl e extension of the disclosure of the earlier
appl i cation.

Furthernore, the earlier application discloses beta
emtters having a half-life between 10 hours and 100
days (columm 2, lines 13-15), in particular *va, 3P and
198Au. If these emitters are suitable for a radioactive
stent inplanted permanently or at |least for a | ong
period of time, there is no evidence that they would
deliver a dose sufficient for inhibiting restenosis

when used in a thin wre left in place for a short tine.
This shows that the beta emtters envi saged by the
earlier application for a radioactive stent are not

necessarily suitable for a thin wire with a radioactive
tip.

In conclusion, a single sentence in the earlier
application is not considered to be sufficient basis
for directly and unanbi guously deriving the information
that technical features disclosed in relation to a

radi oactive stent could also be used for a thin wire
having different requirenments. Thus, the subject-matter
of claim1l1l of the patent as granted conbining the
features of a thin wire with a radioactive tip and a
beta emtter extends beyond the content of the earlier
application as filed. This also applies with regard to
t he dependent clainms 2-7. Hence, the main request is
not al | owabl e.
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Appel lant's first, second and third auxiliary requests

At the oral proceedings, the appellant accepted that

t he concl usion reached with respect to the nmain request
woul d equally apply to the auxiliary requests which are
also related to a thin wire conprising features
originally disclosed in connection with a radi oactive
stent. Thus, for the sanme reasons nentioned above with
regard to the main request, the appellant's auxiliary
requests are not allowabl e.

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

R. Schunacher G Davi es

2538.D



