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Summary of Facts and Subm ssi ons

1169.D

Eur opean patent application 97 112 837.6, filed on
30 Septenber 1992 with a priority date of 24 February
1992, matured into European patent No. 0 803 230.

The decision of the opposition division rejecting an
opposition filed under Article 99 EPC and an opposition
filed by an intervener under Article 105 EPC was

di spat ched on 27 Novenber 2002.

On 27 January 2003 appellant | (Dendron GrbH) and on
28 January 2003 appellant 11 (EFMI Entw ckl ungs- und
Forschungszentrum fiar M krotherapie GrH) fil ed
respective appeal s against this decision and both paid
t he appeal fee on 28 January 2003. The statenents of
grounds of appeal were received on 12 March 2003.

On 17 April 2003 an intervener (eV3 EUROPE SAS) filed a
notice of intervention/opposition under Article 105 EPC
together with its reasons, referring to court
proceedi ngs before the Court of the Hague, Netherl ands
during which the patent proprietor started proceedi ngs
for infringenment of the patent in suit against, inter
alia, the intervener by counterclaimof 22 January

2003. It filed facts and argunents for the opposition
and paid the opposition fee and the fee for appeal on

t he sane day.

Claim 1 according to the opposition division' s decision
r eads:

"A conbi nation of a mcrocatheter (144) and a wire
(10,56), the wire being for use in conbination with the
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m crocat heter (144) to forman occlusion within a
vascul ar cavity (64), the wire being for disposal
within the mcrocatheter and conprising: a core wire
(10); and a detachable elongate tip portion (56)
coupled to a distal portion of the core wre (10), the
tip portion extending the core wire for a predeterm ned
I ineal extent and being adapted to be depl oyed, in use,
in the vascular cavity (64) to forman occlusion in the
vascul ar cavity, whereby endovascul ar occl usion of the
vascul ar cavity can be perfornmed; characterised in that
the core wire (10) has a radi opaque marker (112)

di sposed thereon and that the m crocatheter has two
radi opaque markers (108, 110) disposed thereon and
spaced apart."

The foll ow ng docunents were relied upon during the
appeal proceedings:

El: WO A-9113592

E2: EP-A-0 397 357

E3: US-A-4 554 929

E4: US-A-4 545 390

E5: US-A-4 838 879

E6: US-A-4 994 069

E7: US-A-3 605 750

E8: WO A-9104716

E9: MDR Dat abase, 28/01/92, Access No. M64109

E10: Target Therapeutics catal ogue 1992

E1l: Cuglielm et al, J. "Electrothronbosis of saccul ar
aneurysns Vi a endovascul ar approach”,
Neur osurgery, Vol. 75, July 1991, pages 1 to 14
(parts 1 and 2)

E12: Cuglielm et al, "Enbolization of Intracranial
Aneurysnms with Detachable Coils and
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El ect rot hronbosi s", Interventional Neuradi ol ogy:
Endovascul ar Therapy of the Central Nervous
System Vinuela et al, Raven Press, N York, 1992
E13: US-A-4 739 768
El14: Historical note by Gdo Guglielm, ANJR Am
J. Neuroradiol., 23:342, Feb. 2002
E15: US-A-4 669 465
E16: MDR Dat abase, 10/10/90, Access No. M220254
E17: MDR Dat abase, 29/01/90, Access No. ML83708
E18: MDR Dat abase, 28/01/91, Access No. M35647
E19: MDR Dat abase, 17/05/91, Access No. M231556
E20: MDR Dat abase, 01/10/91, Access No. M46650
E21: Declaration of Guido Cuglielm dated
8 January, 2003
E22: Declaration of Alan G Robi nson dated
25 July, 2003
E23: Declaration of Gary Duckw |l er dated 22 July, 2003
E24: Investigator's Agreement Letter of 15 June 1991
signed by Guglielm and Vinuela
E25: Investigator's Agreement Letter of 1 July 1991
si gned by Duckw | er
E26: Decl aration of Roxane Baxter dated 11 April 2003
E27: Declaration of Cynthia D. Bellefeuille dated
11 April 2003
E28: Declaration of Patrick Burt dated 8 April 2003
Attachment 4: Statenent of Dr. Henkes dated
18 March 2003
Attachment 5: Statenent of Dr. Henkes dated
19 March 2004
Attachnent 6: Letter fromthe US FDA dated
12 June 2003
Attachnment 7: Prospectus of Target Therapeutics Comon
St ock dated January 1992

1169.D
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Attachnent 8: Decl aration of Dr. Shroff dated
19 March 2004
Attachnment 9: Transl ation of the Decision of the
District Court The Hague of
22 Cct ober 2003 re eV3/BSC
Attachment 10: Statenment of M Truttman dated

4 July 2003

Attachnment 11: Statenent of Dr. Kendall dated
2 May 2003

Attachnment 12: Statenent of Dr. van Rooij dated
4 May 2003.

The intervener who entered the proceedings at the
appeal stage and the patent proprietor referred to
patent litigations pending in several countries,
particularly in Germany, the Netherlands, and the
United Kingdom In sone of the declarations and
statenents subnmitted by the parties reference is nade
to these litigations.

Oral proceedings (Article 116 EPC) took place on
22 April 2004.

Request s

The appellants and the intervener requested that the
deci si on under appeal be set aside and that the

Eur opean patent No. 0 803 230 be revoked. On an
auxiliary basis the remttal of the case to the
opposi tion division was requested.

The respondent requested that the appeal be dism ssed
(rmain request) or that the decision under appeal be set
asi de and the patent be maintained in amended formwth
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the clains according to one of the auxiliary requests
as filed with the letter dated 19 March 2004, and that
the new facts and evi dences, which the appellants
submtted despite the Board's coments of 5 March 2004,
not be consi der ed.

The parties submtted the foll ow ng argunents:

(i) Appellants and intervener

Rem ttal

Docunents that were newly filed but relevant enough to
prejudi ce the outcone of the case should be admtted,
and if admtted then the case should be remtted so
that the appellants and the intervener could have the
benefit of a first instance procedure.

Novel ty

The wire of docunment E8 was a filter for installation
in the vena cava and was, therefore, automatically in

t he cardi o-vascular field. The pusher wire of this
docunent could be equated with the core wire of claiml
of the patent in suit, and the filter with the

radi opaque ends with the detachable wire portion, in
whi ch case E8 read on to claim 1l since, when the end of
the filter sat in the endpiece of the pusher wire, the
| atter had a radi opaque mar ker disposed on it.

| nventive step

According to E11 the platinunfsteel junction nust be
pl aced precisely 3 nmm beyond the catheter tip, so the
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techni cal problem of the opposed patent was to pl ace
the platinunisteel junction of the wire precisely at a
gi ven position beyond the distal end of the catheter,
and this was achieved in the patent by indexing the

wi re using markers. However, the concept of marking and
i ndexi ng catheters was comonpl ace in the art, this
often being the only possibility of placing such
devices. The person skilled in the art was a nedical
engi neer and he would |l ook to E15 for a solution to the
probl em of exact placenent since E15 was in a simlar
field, and would i Mmediately find the solution in the
formof markers | ocated away fromthe distal end.

However, if the hiding problemwas considered as the
rel evant problem this problemwould occur to the
person skilled in the art upon inspecting Figure 1 of
E11l, but in any case woul d becone evident upon use of
t he device, specially if several wires were stuffed
into an aneurysm as in Case 14 of E11l. The sol ution
was gi ven by E15 which provided indexing in a non-
obscured region, so, as confirnmed by the decision of
the Dutch court, this solution was not inventive.

Prior use

According to the EPO case | aw, a docunment or evidence
whi ch was prima facie highly relevant shoul d be
admtted, even at a very |late stage of the procedure.
The "up to the hilt" test was based on two inportant
considerations, firstly that the evidence was in the
opponent's possession, and secondly that a statenent
concerning the circunstances of the prior use was

unspecified. In the present case the evidence was in
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t he appellant 's possession, and the statenment was
specific.

In any case, the prior use case set out in

par agraph 6(c) of the notice of intervention was nade
"up to the hilt". This prior use was even acknow edged
by the respondent, only the question of confidentiality
was contested. Henkes' statenents, attachments 4 and 5,
were not initially in the hands of the intervener, and,
since the respondent was aware of themit should not be
surprised. This evidence was submtted at the appeal
stage to counter the respondent’'s claimthat
confidentiality had been inposed during the clinical
procedures. Moreover, the onus to show that the acts of
prior use would be subjected to a bar of
confidentiality lay with the respondent, not with the

appel l ants or intervener.

The evidence filed on 22 March 2004 was in response to
t he conmuni cation fromthe Board and as support for and
corroboration of argunents presented in the notice of

i ntervention. The evidence of Prof. Schumacher was
specific and precise but the respondent was hindering
its presentation to the EPO which was accordingly
requested to admt it into the EPO procedure so that
the English judge would allow its release. This

evi dence was not late filed, it was filed as soon as it
becane avail able, given the conplexity of the issue in
various countries where litigation was taking place. It
woul d be efficient to admt all this evidence and keep
the procedure within the EPO rather than to have
separate litigation in each individual country.
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O her evidence, such as attachnments 7, 8, 11 and 12
submtted on 22 March 2004 were filed in response to
t he conmuni cation fromthe Board or to counter the
respondent’'s claimthat confidentiality had been

i nposed during the clinical procedures.

The attachnents 7 and 10 proved further comerci al
prior use and were highly relevant and thus shoul d be
admtted. These too were filed in response to
respondent’'s argunent that the device had only been
tested but not commercially used.

Publ i cati on of docunents E9 and E10

Attachnent 8, a declaration by a fornmer enpl oyee of the
FDA, proved that E9 was published i nmediately upon
receipt by the FDA, ie before the priority date.

(ii1) Respondent

Novel ty

Al t hough docunent E8 disclosed a catheter, it did not

di scl ose a m crocatheter, which latter terminplied
certain properties that rendered it suitable for use in
very tortuous vessels, for exanple in the brain. Nor
was the device of E8 adapted to forman occlusion in a
vascul ar cavity, instead it was the antithesis of the
clainmed device in that it was nmeant to obstruct bl ood
flowas little as possible, since if the blood flowin
the vena cava were to be interrupted the patient would
suffer a stroke or die. Furthernore, E8 did not

di scl ose any feature which was the equival ent of a core
wi re having a radi opaque mar ker di sposed thereon.
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| nventive step

The real problemof the patent was not the exact
positioning of the wire since E11 clearly stated that
this was not an issue. The real problemwas the hiding
probl em which was not disclosed in E11, and to say so
was to use hindsight. Since E15 did not disclose a

det achabl e end portion it was of no relevance to the
hi di ng probl em and the person skilled in the art would
not consult this docunent.

However, even if E15 were to be invoked, this docunent
di d not disclose the present solution since if the nore
di stal menber of the catheter were to be

radi ographically hidden, then attenpting to align a

mar ker of the laser fibre with the nore distal catheter
mar ker woul d not overcone the hiding problem

Prior use

The issue of confidentiality was crucial to the
intervener's case but the notice of intervention
contained a bare assertion in this respect, despite the
fact that the statenment of Dr. Henkes dated 18 March
2003 (Attachnent 4) was in the possession of the
intervener at the outset of its intervention. I|nstead,
it was filed only nuch later to bolster its case and

wi t hout any excuse for the late filing, except that it
was in response to the Board' s conmunication, but this
was not true. Such filing in a pieceneal fashion should
be deened i nadm ssi bl e.
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The Schumacher statenent was al so available to the
appel lants and the intervener at the appeal stage nuch
earlier than the date on which it was filed and this

t oo should not be admtted.

Publ i cati on of docunents E9 and E10

It took about three nonths to process an MDR by the
FDA, so that E9 was published after the priority date
of the patent. The printing date of E10 was unknown but
it was nost likely in the Spring of 1992, also after
the priority date.

Reasons for the Decision

1

1169.D

The appeal s by appellants | and Il are adm ssi bl e.

The intervention filed on 17 April 2003 under
Article 105 EPC.

The first sentence of Article 105(1) EPC states that
"I'n the event of an opposition to a European patent
being filed, any third party who proves that
proceedi ngs for infringenment of the sane patent have
been instituted agai nst himmy, after the opposition
peri od has expired, intervene in the opposition
proceedi ngs, if he gives notice of intervention within
three nonths of the date on which the infringenent
proceedi ngs were instituted."”

The intervener stated (see the notice of intervention
dated 17 April 2003)
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- t hat anongst others, it initiated court
proceedi ngs before the Court of The Hague for a
ruling that other patents (ie other than the
patent in suit) are not infringed by certain
products and that in these court proceedings the
patent proprietor started, by counterclaimof 22
22 January 2003, proceedings for infringenent of
the patent in suit against, anongst others, the

i ntervener, and

- that the present notice of intervention was given
within three nonths of the date that the
proceedi ngs for infringement were instituted.

Thus the intervention is relying on the first sentence
of Article 105(1) EPC, and is adm ssible.

3. Adm ssibility of grounds of opposition based on public
prior use, and docunents E9, E10, and E12

3.1 Public prior use

The intervener has nade the foll ow ng allegations of
public prior use:

(a) On or about 1 February 1990 and thereafter on
further occasions with further patients in the
period before the priority date of EP »230 the
coils according to EP »230 were used in the MIlard
Fillnore Hospital in Buffalo, New York

(b) On or about 6 March 1990 and thereafter on further
occasions wth fourteen further patients during
the period to 5 Novenber 1990 and thereafter on

1169.D
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further occasions in the period before the
priority date of EP 230 the coils were used at the
University of California, Los Angel es Medica
Center, USA (UCLA). Reference in this respect is
made to CGuglielm part 1& (Enclosure E3), the

Hi storical Note (Enclosure E4) and CGuglielm 1992
(Encl osure E7). Page 9 of Guglielm part 1& (E3)
shows a chart of 15 patients treated with

det achabl e coil enbolization between 6 March and

5 Novenber 1990. In the Historical Note CGuglielm
clainms that he put the first coil in a person on

6 March 1990 and he thanks the staff at the

Medi cal Center of the University of California.
Page 70-70, table 1 of CGuglielm 1992 (E7) shows a
chart of 39 patients, the patients 1-15 being the
sanme as on page 9 of Guglielm part 1& (E3).

Several procedures have been perfornmed in August
1991 in which GDCs were used in conbination with
Target Tracker 18 Dual Marker catheters. At the
UCLA Neur or adi ol ogy Departnent |ive denonstrations
of enbolisation treatnents of aneurysnms with the
Guglielm Detachable Coils were given to visitors
wi t hout any obligation to secrecy. In those
denonstrations two spaced apart markers at the tip
of the mcrocatheter were visible under
fluoroscopy as well as a radi opaque marker on the
core wire. Evidence by wi tnesses of those
denonstrations is offered. One of these

W t nesses/visitors was Dr. Hans Henkes,

Al fred- Krupp-Strasse 59, 45131 Essen, Cernany, who
was there from5-10 August 1991. Dr. Henkes is
offered as a w tness.
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(d) During a public conference of Anmerican Society for
Neur ol ogy, Washi ngton DC, USA, June 1991 Gugli el m
gave a presentation expl aining the dual marker
catheter and GDC. Further evidence is offered.

As regards allegations of public prior use of an
invention, it is well established jurisprudence of the
Boards of Appeal that certain strict requirenents mnust
be met in order for the respective ground of opposition
to be deenmed adm ssible. The headnote of decision

T 0328/ 87 reads: "Wien an opposition is based on
grounds of prior use, the requirenents of Rule 55(c)
EPC are only fulfilled if the notice of opposition
indicates, within the opposition period, all the facts
whi ch make it possible to determ ne the date of prior
use, what has been used, and the circunstances relating
to the alleged use. The notice of opposition nust al so
i ndi cate the evidence and argunents presented in
support of the grounds of opposition.".

According to Point 3.3 of the Reasons of T 0328/87 the
requirenent 3 of Rule 55(c) EPC is satisfied if the
OQpposition Division (and the patent proprietor) are
able to determne the follow ng details:

(a) the date on which the alleged use occurred, i.e.
whet her there was any instance of use before the
date on which the application for the rel evant
Eur opean patent was fil ed,

(b) what has been used, in order to determ ne whether
the object in prior use is identical with or
simlar to the subject-matter of the contested
pat ent,
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(c) all the circunmstances relating to the use, by
which it was nade available to the public, as for
exanpl e the place of use and the form of use.

The sane principles apply to an opposition based on an
intervention, except that the indications nust be nade
before the end of the intervention period.

3.3 The allegations (a), (b), and (d) in point 3.1 above
are manifestly deficient in respect of each of the
three issues. There are absolutely no details given of
t he construction of the device used, the statenment that
"coils according to EP ' 230 were used" not being
adequate in this respect. Simlarly no details as to
the circunstances pertaining to the use are descri bed,
in particular whether there was any obligation of
confidentiality inposed. Al so, the date of use is
stated in vague terns ("on or about ...... and
thereafter").

In response to a communi cation fromthe Board to the
effect that all the allegations (a), (b), (c), and (d)
were deficient, the intervener accepted these
criticisnms in respect of the allegations (a), (b), and
(d), but not in respect of the allegation (c), arguing
that it did address all the issues adequately.

3.4 Wil e section 6(c) of the notice of intervention dated
17 April 2003 does indeed address the three issues, it
is fatally deficient in one crucial respect, that of
the issue of the circunstances of the prior use, and
nore particularly the question of confidentiality.

1169.D
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In this field there is a prinma facie assunption that
any person involved in a nedical process is obliged to
confidentiality, given the need for patient
confidentiality and the need to protect the devel opnent
and testing of prototype devices. Therefore, any

evi dence proving the contrary would be inportant and
nmust be produced as soon as possible. The appel |l ant
nmust al so have been aware that its argunents on this

i ssue woul d be chal l enged by the respondent, so that
any evidence it had in support of this matter should
have been submitted as soon as it was inits
possessi on.

On the contrary, no evidence was initially provided to
substantiate the allegation that Dr. Henkes did indeed
wi tness any clinical procedure, nor was his statenent,
that no bar of confidentiality was inposed on himfor
t he duration of the procedure, furnished. This despite
the fact that this evidence had been in the possession
of the intervener when the notice of intervention was
filed.

Decision T 17/91 is firmin stating that any evidence
shoul d be submtted in the proceedings as soon as it is
in the possession of the opponent and it is

recogni sable that it could be highly relevant to the
validity of the patent it. It is not permssible to
submt evidence and argunents pieceneal wise and to put
forward statenments about intentions to do sonething at
a later stage when the need arises. If this has a
dilatory effect on the procedure, the matter of alleged
prior use should be rejected as not being submitted in
due tinme under Article 114(2) EPC
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In the present case the evidence was supplied only
after pronpting fromthe Board. It was only in response
to the Board' s conmmuni cation of 5 March 2004 that the
intervener filed, on 22 March 2004, statenents by

Dr. Henkes (attachnments 4 and 5) in further support of
the allegation of public prior use (c) in point 3.1
above.

At the oral proceedings before the Board the intervener
di sputed that this evidence was in its possession early
in the present proceedi ngs. However, Attachnent 9
indicates that it was a party to the Dutch case and
nmust have been aware of the Henkes statenent, filed in
the Dutch proceedings on 16 May 2003 (see point 2.6 of
this appellant's subm ssion of 22 March 2004), quite
early in the present proceedings.

Al t hough these statements were in the possession of the
intervener at the outset of its intervention, they were
wi thheld up to the |ast day for nmaking subm ssions
before the oral proceedings w thout any explanation as
to their late filing.

The del ayed filing of evidence neant that if the matter
of alleged prior use were to be admtted, the oral
proceedi ngs before the Board would have to be postponed,
which is unfair to the respondent, who had requested an
accel erated processing of the appeal at an early stage,
and woul d al so cause | egal uncertainty for the
interested public. For these reasons the allegations of
public prior use (a) to (d) in point 3.1 are

i nadm ssi bl e.
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Further allegations of public prior use

Prior uses disclosed by E9 to E12

E9 is a nmedical device report (MDR) of 28 January 1992
and was cited in the notice of intervention. This MR
purports to disclose an event in relation to the use of
a Tracker 18 Dual WMarker device before that date, and
E10-E12 are cited to support the view that the device
had the features of the characterising part of claim1l
of the patent in suit. Apart fromthe question of what
exactly was used, this allegation is deficient in that
the circunstances of the alleged prior use were not
given in the notice of intervention. Bearing in mnd
that the device was allegedly used in a clinical study
(see the words "prototype - for testing only" at the
top left of E9), the issue of confidentiality, in
particul ar, should have been addressed.

The testinmony of a Prof. Schumacher was offered at a

| ate stage of the procedure, ie in the intervener's

| etter of 27 February 2004, although it is dated

18 February 2003. A Medicor invoice purporting to prove
public conmrercial prior use was also filed at this late
stage although it is dated February 1992, and in each
case no explanation was given for the late filing of
this material.

These al |l egations of public prior use are al so
i nadm ssi bl e.
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Publ i cati on dates of E9, E10, and E12

The publication dates of E9 and E10 are di sputed by the
parties. They have submtted contradictory evidence in
the formof affidavits (E26 to E28 by the respondent
and Attachnments 6 to 8 by the appellants) regarding the
date when an MDR is available to the public. Al so
submitted are inprecise and contradictory indications
about the regulations pertaining to the proceedi ngs
before the US Food and Drug Adm nistration. Thus the
Board is unable, given the present evidence, to resolve
this dispute, so that it is not proven that E9 and E10
are pre-published docunents formng part of the witten
state of the art. The appellants admt that E12 was
publ i shed after the priority date of the patent in

suit.

For the above reasons, all the argunents based on the

al l egations of public prior use nust be disregarded, as
nmust the docunents E9, E10, and E12. The renmi nder of
the decision will be devoted to the question of novelty
and inventive step of the clainmed subject-matter,

having regard to the undi sputed pre-published docunents.

Mai n request

Novel ty

The device disclosed in docunent E8 is neither intended
for nor is it suitable for formng an occlusion within
a vascul ar cavity. The device is an anti-pul nonary
enbolismfilter for use in preventing existing bl ood
clots frommgrating fromthe lower |linbs or pelvis to
the heart via the vena cava. The purpose of the device
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is to prevent an occlusion rather than causing one,
which latter occurrence in the vena cava woul d endanger
the patient's Iife by causing a stroke or heart attack.
For this reason alone this device does not anticipate

t he cl ai ned devi ce.

Moreover, the wire has a remanent spring effect which
makes it assunme the shape shown in Figure 1 when

rel eased froma delivery catheter, the effect being to
take up, in the vena cava, the configuration shown in
Figures 5 and 6 and naintain patency for blood flow.
This is the antithesis of the patent in suit since the
effect and intention of E8 is to maintain blood flow.
Bl ocking the flow of blood in the vena cava woul d soon
be catastrophic for the patient.

| f several of the coils of E8 were to be stuffed into
the vena cava in an attenpt to block it, in the manner
of the GDCs of E11, this would be frustrated by the
stiffness of the coils, in contrast to the coil of the
patent in suit, which is suitable for this purpose
(soft and deformable, see, for exanple, colum 7, lines
31-43 of the patent in suit).

The patent in suit also calls for a radi opaque marker
on the core wire. In the context this neans a pernmanent
marker on the core wire, so that when this is w thdrawn
after the tip portion is detached, the marker is
withdrawn with it. No such marker is to be found on
that part of the device of E8 which is equated with the
core wire, ie the pusher cable 19. The tenporary

pl acement of the end 6 of the filter 1 in an endpiece
18 at the end of the cable 19 is not the equival ent of
a (permanent) marker on the core wre.
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The reference in E8 on page 6, lines 13 and 14, to the
end of the sheath bei ng radi opaque, is not rel evant
since it is not radiopaque by virtue of a marker

di sposed thereon and, noreover, it is the sheath that
i s radi opaque and not a part of the core wire. The
statenent in the patent in suit in colum 6,

par agr aph 31 does not change this since this statenent
only makes clear where the core wire ends and the tip
portion begins. This statenment does not extend the
scope of "tip" to include other structures such as a
sheat h.

At | east for these reasons E8 does not anticipate the
conbi nation of claim1l of the patent in suit.

| nventive step

Techni cal probl em

The conbi nation of the mcrocatheter and wire of
claiml1l of the main request is characterised in that
the core wire has a radi opagque marker di sposed thereon
and the m crocatheter has two radi opaque markers

di sposed thereon and spaced apart. In order to derive
the technical problem associated with these features,

t he actual achi evement of these features nust be

evaluated in a realistic nmanner.

The purpose of this arrangenent of markers is given in
colum 12, lines 11 to 15 of the patent in suit and it
is that when the marker on the wire is approxi mtely
aligned with the nore proxi mal marker on the

m crocat heter, the coil is fully deployed into the
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aneurysm Typically, full deploynent will place the

sol der or connection point between the core wire and
the tip portion of the order of 2-3 nm past the opening
of the aneurysm This ensures that the proximal end of
the tip portion, after its detachnent fromthe core
wire, will not extend out of the opening of the
aneurysm potentially to cause vascul ar thronbosis.

It is in such a situation, where the tip portion mnust
be fully deployed and then detached so that further
wire tips may be deployed, that the problemset out in
the patent, at colum 11, lines 47 to 55 (called the
"hiding problent) arises. This problemis that there is
sonme difficulty when mani pul ating the devi ce under
fluoroscopy to be able to determ ne the exact position
or novenment of the probe relative to the aneurysm This
is particularly true when a |arge nunber of coils is
depl oyed and one coil then radiographically hides

anot her.

According to the appellants the real technical problem
is the correct and precise positioning of the wire
since, as stated in E11 (page 10, right colum), the

pl ati num steel junction nmust be positioned 3 mm beyond
the tip of the mcrocatheter, otherw se either the
aneurysm may be pierced by the wire or the electrolytic
separation may not occur.

However, E11 says that platinumis radi opaque and

all ows fluoroscopic visualisation while it is being
positioned within the aneurysm beyond the tip of the

m crocat heter (page 2, right colum), that the platinum
conponent of the detachable coil is easy to see under
fluoroscopy (page 3, left columm), and that it was
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possible to deliver up to 10 coils within sizeable
aneurysns (page 3, right colum). Furthernore it is
said (page 10, right columm) that "The intrinsic

radi opacity of platinumdelineates the position of the
coil very clearly, allow ng an exact evaluation of its
| ocation before electrical detachment occurs”
[underlining added]. The Cases described in the
foll owi ng pages show that a plurality of coils was
used, and the section "Concl usions" on page 6, reports
successful operation of the device, with neither
puncturing of the aneurysns nor unsuccessful detachnent
of the coils being reported. Therefore, exact
positioning of the coil was clearly not an issue in
E11l, and this problem cannot be deduced fromit.

The technical problem of the patent (the hiding problem
is not discussed in the prior art. The appellants argue
that this problem becones evident upon inspection of
Figure 1 of E11, but this is hindsight since E11 is
silent on this. The four drawings in Figure 1 are
schematic and are scaled down in order to fit into a
smal | space on the page, and they do not necessarily
reflect the actual situation on a fluoroscopic screen
since this would be | arger and not necessarily show a
crowded i mage.

The appellant's further argunent is that the hiding
probl em woul d becone evi dent upon use of the device. Be
that as it may, the patentee was the first person to
confront the hiding problem
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The sol ution

The solution proposed in the patent in suit, as defined
by the characterising features of claim1l, enable the
poi nt of fluoroscopic observation to be renoved from
the distal tip of the catheter to a place adjacent to
yet displaced fromthe distal tip, ie to a nore

proxi mal | ocation where no radi ographic hiding occurs.

The solution to the above problemis not suggested in
the prior art. The main docunents used by the

appel lants in arguing |lack of inventive step were E11,
whi ch di scl oses the conbination of features of the
preanble of claim1l, in conmbination with EL5.

E15 describes a | aser-enhanced transl um nal angi opl asty
catheter systemin which a balloon catheter has a tip
wi th a radi opaque marker, and two further, nore

proxi mal, radi opague markers. The catheter guides a

| aser fibre with its own plurality of radi opaque
markers along its distal end portion. This docunent
relates to a different surgical operation (translum nal
| aser angioplasty) and the |laser fibre has no

det achabl e portion so that the hiding problemof the
patent in suit does not arise here, so there was no
need to seek a solution to this problemin E15. In the
absence of a suitable nexus between E11 and E15 the
person skilled in the art would not conbine them

Neverthel ess, even if the appellant's argunent is
accepted, that the objective problemis the exact
positioning of the coils, and that the radi opaque

mar kers of document E15 woul d be used by the skilled
person in order to position a catheter and whatever it
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gui des accurately, for exanple the device of E11, this
woul d still not provide the essential teaching of the
patent in suit.

Docunment E15 teaches only that the tip of the fibre is
aligned with the tip of the catheter using the
respective radi opaque markers (for exanple. colum 3,
lines 33-38) but the purpose of the other narkers on
the fibre is not stated clearly, nor is it stated that
a marker other than the tip marker of the fibre may be
used for aligning with either of the proximal markers
on the catheter. At the oral proceedings the appellants
confirmed that all observation in the E15 device is
done at the distal tip of the catheter and beyond, but
this is where the congestion occurs so this would not
sol ve the hiding problem

Mor eover, the control of advance and positioning of the
fibre beyond the catheter tip is not perforned at the
di stal end of the system but is done by the hand held
unit at the proximal end of the system outside the
body and well away fromthe distal tip (colum 3 |ines
5-25, and colum 12, lines 32-35 and 44-45), and only
confirmation that the fibre is properly advanced is
done fluoroscopically at the distal end (colum 12,

i nes 46-50 and colum 13, |ines 32-36).

The argunent, that once the hiding problemat the
distal end is recognised, as it would be upon norma

use of the GDC of E11, it would be obvious to place the
markers so that the control of positioning and
observations would be perfornmed at a nore proxinm

| ocation, is not supported by the prior art. E15
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teaches, for exanple, that the control of positioning
is perforned at the proximl end of the device.

By contrast, both the control of advance of the wire in
the patent in suit as well as fluoroscopic observations
are done adjacent to but displaced fromthe distal end
of the catheter to a nore proximal |ocation.

The other cited and rel evant docunents are briefly

revi ewed bel ow

E6 di scl oses a vaso-occlusion coil wire which is pushed
out of a catheter by a pusher wire, the coil wire and

t he pusher wire not being coupled together. The pusher
wi re has a radi opaque marker at its end, and the
catheter may be of the type described in E13, which
catheter has a single radi opaque marker adjacent its
distal end for positioning the catheter. There is no

di scl osure of a second marker on the catheter or of any
cooperation between the marker on the wire and that on
t he catheter.

E8, as shown above, relates to a different surgical
device and it does not relate to the technical problem
at hand and is also not capable of solving the probl em
of the patent. It is noted too that, although the
catheter has two markers, these are not for the exact
placing of the wire but for correcting distances as
altered by the distortion due to X-rays.

The MDRs E16 to E20 do not of thensel ves disclose
(despite the reference to a Target Therapeutics Tracker
18 catheter) a dual marker catheter.
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Ther ef ore, none of these docunments is relevant to the

question of inventive step.

For the reasons given above claim1 involves an

i nventive step.

Remttal to the first instance

The appellants and the intervener requested remttal to
the first instance in view of the new grounds of
opposition and the new evidence submtted in the notice
of intervention filed at the appeal stage. However, the
respondent (patent proprietor) was desirous of an

accel erated procedure and of an early decision in view
of unresolved litigation between the patent proprietor
and the appellants/intervener, and did not wi sh the
case to be remtted.

In view of the respondent’'s request in this respect,
and because of the the tardy and pi eceneal filing of

evi dence by the appellants and the intervener, and al so
bearing in mnd that an intervener nust accept the
status of the proceedings at the tinme of its entry

t hereto, the Board decided to make use of its power
under Article 111(1) EPC to decide the case itself.
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Or der

For these reasons it is ordered that:

The appeal is dism ssed.

The Regi strar The Chai r man

V. Conmar e W D. Wi ld
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