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Summary of Facts and Submn ssions

Thi s appeal is against the decision of the exam ning
di vi sion dated 26 May 2000 to refuse European patent
application No. 96 941 423.4 on the ground that the
clains of the main and auxiliary requests did not neet
the requirement of Article 123(2) EPC

The grounds of refusal were that features that were
defined in claim34 of the application as originally
filed were omtted fromnew claim1 which was based on
that claim and that dependent claim19 included an
added feature.

1. On 25 July 2000 the appellant (applicant) | odged an
appeal against the decision and paid the prescribed
fee. A statenent of grounds of appeal was filed on
4 Cctober 2000.

L1, The appel | ant requests that the decision under appea
be set aside and that a patent be granted on the basis
of the foll ow ng docunents:

- Clainms 1 to 24 filed by telefax on 6 Novenber 2001

- Description pages 1 to 46 filed by telefax on
30 Novenber 2001

- Original drawi ng sheets 1/21 to 21/21.

| V. Caim1l reads as foll ows:
"An el ectrosurgical device for nyocardi al
revascul ari zation of a patient's heart tissue, the

devi ce conprising: a catheter shaft (206) configured
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for endolum nal delivery into the patient's ventricul ar
cavity and having proxi mal and distal end portions and
an el ectrode termnal (58) disposed on the distal end
portion; a return electrode (56); and a high frequency
power supply (28) for applying a voltage difference
between the return el ectrode and the el ectrode
termnal, the voltage difference and the resulting
current being sufficient to vaporise electrically
conductive liquid and to cause ionization within the
vapour |ayer to effect volunetric renoval of heart

ti ssue adjacent to the electrode termnal."

The exam ning division based its decision to refuse the
application on the foll ow ng argunents:

Claiml omtted the followi ng features of claim 34
[highlighted in bold type by the Board] of the
application as originally filed:

a) The return el ectrode is disposed on the shaft

b) A connector is provided for coupling the active
and return el ectrodes to a high frequency voltage

sour ce.

The om ssion of the |location of the return el ectrode on
the catheter shaft was not justified since, although
the application conprised 46 pages of description, the
applicant relied on only two sentences to support this
om ssi on, one of which was not rel evant and the ot her
of which provided no valid support for the om ssion.
Wiile new claim1l was based on the volunetric renoval

of material that required high voltages, the
application was originally drafted to include various
el ectrosurgi cal devices in general including those that
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did not provide for volunetric renoval of tissue.

No passage of the description as originally filed
referred to volunetric renoval of tissue and al so
clearly disclosed an el ectrode other than on the
catheter shaft. Al so none of the figures showed such a
devi ce. This was not surprising since volunetric
renoval of tissue required there to be a discrete

di stance between the el ectrodes for an arc discharge to
be ignited, which would not appear possible if the
return el ectrode were placed el sewhere.

Oiginal nethod claim1 could not be regarded as a
valid basis for the claimbroadening either since the
claimreferred to el ectrosurgical procedures in genera
i ncl udi ng those where only coagul ati on m ght be the
aim whereas the device claimthen under consideration
referred to the particul ar enbodi nent of volunetric
renmoval of tissue. A return electrode on the catheter
shaft was an essential feature, accordingly.

Original claim34 conprised the sole basis for claim1l
and it explicitly defined the return electrode to be on
the catheter shaft. Thus, the claimwas inadm ssibly
broadened and did not neet the requirenent of

Article 123(2) EPC

The feature that the electrically conductive fluid
conpri ses blood or other fluids existing within the
heart wall had been added to claim 19.

During the exam nation procedure the exam ni ng division
had cited the foll owi ng docunents as being relevant for
the exam nation as to the requirenents of Article 52(1)
EPC.
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Dl: US-A-5 083 565

D2: US-A-5 098 431

The appel | ant argued as foll ows:

There was explicit basis on pages 10, 20, and 31 of the
application for the added feature in claim19.

The application as originally filed stated explicitly
that the return el ectrode nay be on a separate
instrument, and it al so contained clains and statenents
of invention which were not limted to any particul ar

pl acenment of the return electrode or the use of a
connector. Nothing in the application suggested that
the position of the return el ectrode or the neans for
connecting the return el ectrode were in any way
essential to the invention. The application as a whol e
| eft open the question of how a return el ectrode on a
separate instrunent was to be connected, this being a
sinple and uninportant nmatter for the person skilled in
the art. An affidavit froma person skilled in the art
confirmed these argunents.

Reasons for the Decision

1

2.1

3005.D

The appeal is adm ssible.

Background to the present invention

The openi ng paragraphs of the application describe
prior art |aser nyocardial revascul arization (LM
devi ces and their drawbacks, and under "Description of
t he Background Art" on page 4 there is cited prior art
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that describes LMR devices as well|l as devices

I ncorporating radi o frequency el ectrodes for use in
el ectrosurgical and el ectrocautery techni ques. Both
nonopol ar and bi pol ar el ectrosurgi cal devices are
descri bed. The present invention is concerned with an
alternative to the above LMR procedures that are said
to have di sadvant ages.

Monopol ar el ectrosurgi cal devices are those in which an
active electrode is placed on a probe and a return

el ectrode is placed in contact with the patient, and

bi pol ar devices are those in which two el ectrodes are
provided in close proximty to each other on a probe
and no patient return electrode i s necessary.

Two different surgical approaches nmay be enpl oyed for
nyocardi al revascul ari zati on, whereby the active

el ectrode on the probe may be introduced to the heart,
respectively, (i) via the thoracic cavity or (ii) by
endol um nal delivery. In approach (i), called the
pericardi al approach, the probe is delivered directly

t hrough a nedi an thoracotony or through an intercostal
per cut aneous penetration, such as by a cannula or
trocar sleeve in the chest wall between two adjacent
ribs, and the el ectrode creates a channel fromthe

epi cardiuminto the nyocardi um by abl ati on and
volunetric renoval of tissue. In approach (ii), called
t he endocardial or intra |um nal approach, the probe is
i ntroduced t hrough a percutaneous penetration in the
patient and axially translated through one of the major
arterial vessels to the left ventricular cavity, and
the el ectrode creates a channel fromthe endocardi um
into the nyocardium also by ablation of tissue.

The presently clainmed invention is |imted to devices
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configured for endolum nal delivery into the patient's
ventricular cavity, ie approach (ii) type devices.

The mai n obj ection

It is the main contention of the exam ning division
that original claim34, on which newclaim1l is based,
was restricted to bipolar devices and that the
application as originally filed did not disclose
nonopol ar el ectrosurgi cal probes for endol um na
delivery, and that the applicant was now attenpting, by
way of deletion of features fromthe claim to include
nonopol ar devices within the scope of claim1, which is
not justified.

The criterion for allowing the deletion of this feature
fromthe claimboils down to whether the application as
originally filed is understood to disclose a return

el ectrode on the shaft as an essential feature. The
guestion nust be answered fromthe point of view of the
person skilled in the art reading the application as a
whol e.

The di sclosure of the application as originally filed

The present invention relates to surgical devices that
enpl oy high frequency energy to cut and abl ate heart
tissue for increasing the flow of blood to a patient's
heart (see the first paragraph on page 1 and page 5,
lines 11 to 21), and original clains 1 and 34 rel ated
to abl ation devices accordingly, which work by the
volunetric renoval of tissue (see page 5, lines 27

to 30). Thus, the invention as clained was and still is
concerned exclusively with the volunetric renoval of

ti ssue, and the exam ning division's argunent, that the
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application as originally filed was drafted to include
various el ectrosurgical devices in general including
those that did not provide for volunetric renoval of
tissue, is wong.

The present application is an Internationa

Application, whose |ayout is governed by the PCT. The
headi ng "Summary of the Invention" in such applications
defines the invention in its broadest aspect, and this
section is followed by a description of specific
features and exanples of the invention. The passages
under "Sunmary of the Invention” on page 5 of the
present application, imediately follow ng "Description
of the Background Art", present the invention as a
further devel opnent of the prior art (which includes
bot h nonopol ar and bi pol ar el ectrosurgi cal devices) and
do not excl ude nonopol ar devices either explicitly or
by inplication.

The first paragraph under this heading on page 5 says
"The present invention allows the surgical teamto
perform el ectrosurgical interventions, such as abl ation
and cutting of body structures....... " and "The
systens, apparatus and nethods of the present invention
are particularly useful for canalizing or boring
channel s or holes through tissue, such as the
ventricular wall of the heart during transnyocardi a
revascul ari zati on procedures”. The second paragraph
descri bes the nethod whereby the active el ectrode may
be introduced to the heart via both the approaches, (i)
or (ii), and the third paragraph, starting on page 6,
line 3 states the advantages of the invention. Each of
these three paragraphs can be read onto both nonopol ar
and bi pol ar device, and in none of these paragraphs is
the position of the return el ectrodes given any
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I mport ance.

There then foll ows a paragraph describing a device for
intercostal delivery, with the first references to the
return el ectrode, which nmay be integral with the probe
or provided on another instrunent. This is foll owed by
a paragraph in which ventricular application is

di scussed, but there is no nention of the return

el ectrode here. Neither here nor anywhere else in the
application is its position given any inportance. The
inference is that this is done in the conventiona
manner, ie either a nonopolar or a bipolar device nmay
be used.

Furt her enbodi nents are descri bed on page 9,

lines 10 to 23, in which both types of surgica
approaches are described and, with respect to one
enbodi nent, it is stated that "The return el ectrode nay
be provided integral with the shaft, or it may be
separate fromthe shaft" [enphasis added] in connection
with intra lumnal delivery. This is, therefore,
explicit support for the broadened cl ai m

In the various descriptions of the invention and its
enbodi nents in the above passages, whereas the position
of the active electrodes is consistently stated to be
on the catheter shaft, this contrasts wth the position
of the return electrode, which is specified as being
either integral with the probe, or on another
instrunment in the approach (i) devices (page 6, line 26
to page 7, line 12), or the position is left open in
devi ces using surgical approach (ii) (page 7,

lines 13 to 30).

The argunent of the exam ning division, that no passage
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of the description as originally filed referred to
volunetric renoval of tissue and clearly disclosed an
el ectrode other than on the shaft, is clearly wong as
shown above. The exam ning division's argunment that the
applicant relied on only two sentences for support for
the om ssion of a feature fromoriginal claim1 is not
valid since the suitability of a disclosure for
supporting a feature in the clains is not dependent on
the length of the text of the disclosure.

Moreover, original claim1 defines an invention which
is a nethod of revascularizing a portion of a patient's
myocar di um conprising positioning an active el ectrode
on a wall of the patient's heart and appl yi ng hi gh
frequency vol tage between the active el ectrode surface
and a return electrode to ablate tissue at the heart
wal | and to forma revascul ari zi ng channel through at

| east a portion of the heart wall. This claimdoes not
specify the position of the return el ectrode and
clearly covers both types of electrosurgical probes
that were originally disclosed. Therefore, the
exam ni ng division's argunent, that original nethod
claim1l could not be regarded as a valid basis for
claim1l according to the main request since the
original claimreferred to el ectrosurgical procedures

i n general including those where only coagul ati on m ght
be the aim is not valid.

This argunment is also wong for the reason that
coagulation is, in fact, to be avoided in the practice
of the present invention, see the paragraph |inking
pages 25 and 26.

Therefore, it is clear that, while all the specific
enbodi nents of the application described with reference
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to the drawi ng descri be bi pol ar devices, and origina
claim 34 was al so restricted to such a device, the
application as originally filed and taken as a whol e,
di d envi sage an invention conprising an el ectrosurgica
device for nyocardial revascul arization of a patient's
heart tissue, configured for endolum nal delivery into
the patient's ventricular cavity, and which is a
nonopol ar device. Thus, the om ssion of the position of
the return electrode fromclaim1 is supported by the
application as originally filed, and no objection to it
arises under Article 123(2) EPC

Om ssion of the connector

The om ssion of this feature fromclaim1l1l is |inked
with the om ssion of the feature relating to the
position of the return electrode. The description makes
only sparse references to the connector, and in this
respect too the question is how woul d the person
skilled in the art read the application?

The Board accepts the argunent in the Affidavit of

Dr Wl oszko dated 7 April 2000, that since nothing in
the application states that the return electrode in a
nmonopol ar devi ce shoul d be connected in a particul ar
way, it would be assuned that a conventiona
arrangenent woul d be used, in which the return

el ectrode has its own connector. It would be

unr easonabl e and unorthodox, in a nonopol ar device, to
connect a return electrode, for exanple in the form of
a contact pad, via a connector on the catheter shaft.

In other words, once it is accepted that the
application as originally filed did disclose nonopol ar
el ectrosurgi cal probes for endol um nal delivery, then
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it nust al so be conceded that a connector on the shaft
Is not indispensable and that this need not feature in
claim1l as an essential el enent.

Reference to other fl uids

The feature in claim19 that the electrically
conductive fluid conprises blood or other fluids
existing wwthin the heart wall is adequately supported
by the application as originally filed on page 10,
lines 19 to 22, page 20, |ast paragraph, and page 31,
lines 3 to 11, so that no objection to the claimarises
under Article 123(2) EPC

O her anendnents

The dependent clainms correspond to sone of the
dependent clains originally filed and the description
has been revised for consistency with the new clains
and to include a reference to relevant prior art under
Rul e 27(1)(b) EPC.

Article 52(1) EPC

The exam ning division, in its first comrunication
dated 31 May 1999, set out its objections under

Article 123(2) EPC, that were later to formthe basis
for the refusal of the application and which have been
dealt wth above, and requested the applicant to neet
sone formal objections, including nmaking a reference in
t he description to the docunent D1 and casting the
clainms in the correct two-part formhaving regard to
this docunent. The inplication was that the position
under Article 52(1) EPC was satisfactory and that grant
of a patent was envi saged pending correction of the
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formal defects. It was only just before the ora
proceedi ngs before the exam ning division that a new
docunent, D2, was cited as novelty destroying for al
requests.

As regards docunent D1, the Board agrees with the

exam ning division that this docunent does not endanger
the clai ned apparatus. The docunent describes an
apparatus configured for endolum nal delivery for

abl ating ectopic foci. The apparatus would not be
capabl e of perform ng nyocardi al revascul ari zation of a
patient's heart tissue by causing ionization within a
vapour |ayer to effect volumetric renoval of heart

ti ssue, because it conprises a probe that has two

di stal end el ectrodes that can be extended from a
retracted position to pierce the nyocardi um whereafter
an RF current ablates the tissue between the el ectrodes
so as to destroy the tissue locally. There is no

vol unetric renoval of tissue such as to enable the
probe to advance and perform nyocardi al
revascul ari zati on.

The docunent D2 is prinma facie not relevant and the
Board nakes use of its power conferred by

Article 111(1) EPC to exam ne this docunment and conpare
it with the clained invention. This docunent discloses
an intravascul ar RF abl ation catheter for the surgica
renoval of atheromas or other |esions fromthe interior
wal | s of bl ood vessels. An annular arc is struck
between the distal electrodes of a probe, the arc
extending circunferentially about the probe so as to
renove deposits on the walls of a blood vessel. This
device is not intended for, indeed it is not suitable
for, perform ng nyocardi al revascul arization of a
patient's heart because of an insulating distal end
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| ayer that would prevent an RF current fromflowing in
the |l ongitudinal direction and causing volunetric
renoval of tissue such as to perform nyocardia
revascul ari zati on.

Previ ously, |aser nyocardial revascul arization (LM
had been used in the endocardi al approach in which an
optical fibre is introduced through a percutaneous
penetration into the heart and the | aser radiation
creates a channel fromthe endocardiuminto the
myocardi um (for exanple US-A-5 389 096 nentioned in the
description). Page 3 of the application reviews the

dr awbacks associated with LMR devices, which are that
the channels forned are very small in dianeter and may
close again rapidly, it is difficult to control the

| ocation and depth of the channels, the extent of
penetration of the |aser beaminto the tissue is
difficult to control, etc.

It was to overcone these drawbacks that the present

el ectrosurgi cal device was devel oped. No prior art
docunent descri bes the above problens with LMR devices
or an el ectrosurgical device configured for endol um na
delivery for perform ng myocardial revascul ari zati on of
a patient's heart tissue by causing ionization within a
vapour |ayer to effect volunetric renoval of heart

ti ssue. Wiereas nyocardi al revascul arization fromthe
epi cardiuminto the myocardi umusing an el ectrosurgica
devi ce was known, it was not known to use an

el ectrosurgical device to performthis operation from
the endocardiuminto the nmyocardi um Consequently, the
prior art does not disclose or suggest the presently

cl ai med el ectrosurgical device configured for
endol um nal delivery.
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Therefore, the Board concurs with the exam ning
division, that the position under Article 52(1) EPC
bef ore docunent D2 was cited, was satisfactory.

Mor eover, as stated above, the latter docunent is also
not relevant to the present invention.

Al formal objections raised by the first instance have
al so been overcone by the anended application, so that
it is nowin order for grant.

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 docunents
set out in point Ill above.

The Regi strar: The Chai r man:

V. Conmare W D WiR
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