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Summary of Facts and Subm ssi ons

0235.D

The appel | ant (opponent) | odged an appeal, received on
13 COctober 1998, against the interlocutory decision of
t he opposition division despatched on 13 August 1998,
mai ntai ni ng the European patent No 0 324 604 in anended
form The fee for the appeal was paid on

13 Cctober 1998 and the statenent setting out the
grounds of appeal was received on 10 Novenber 1998.

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

In the statenment of grounds of appeal, the appellant
referred inter alia to the foll ow ng docunents:

El: US- A-4 693 253

E3: US- A-4 321 928

E4: EP- A-0 094 341

E6: M Slepian et al.:"Automatic |nplantable
Cardi overter Defibrillator/Permanent
Pacenmaker Interaction: Loss of Pacenaker
Capture Follow ng Al CD Di scharge", Pace,

Vol . 10 (Septenber-CQctober 1987), p. 1194 to
1197.

In response to a conmuni cati on of the Board summoni ng
the parties to oral proceedings, the respondent
(patentee), by letter dated 12 Novenber 2002, filed new
clainms 1 to 10 as an auxiliary request.
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Oral proceedings were held on 12 Decenber 2002.

The appel | ant requested that the decision of the
opposi tion division be set aside and the patent
revoked.

The respondent (patentee) nmade the follow ng requests:

mai n request: di sm ssal of the appeal and
mai nt enance of the patent on
the basis of clains 1-10 as
granted and maintained in the
opposi ti on proceedi ngs;
colums 1-10, to line 39 of
t he description as anended
and mai ntained in the
opposi ti on proceedi ngs;
sheets 1/5-5/5 of the Figures
as grant ed;

auxiliary request: mai nt enance of the patent on
t he basis of clains 1-10 and
amended colum 3 of the
description filed on
12 Novenber 2002; remmi nder
of the description and
Figures as for the main
request .

The wording of claim1 according to the main request

reads as fol |l ows:

"1. An apparatus (10) for treating cardiac arrhythm as
conpri si ng:
bradycardi a pul se supplying neans (36) for
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suppl yi ng bradycardi a paci ng pul ses (44) at an
energy | evel;

detecting neans (16, 37) for detecting a
tachycardi a;

antitachycardi a therapy neans (15, 16) responsive
to said detecting nmeans for supplying
antitachycardia therapy to revert said
tachycardi a; and

energy |l evel setting nmeans (16, 21) responsive to
said detecting neans for setting said energy |evel

of said bradycardia paci ng pul ses, characterised
by said energy |evel setting neans setting said
energy level to a first discrete energy |evel
(4v), and said energy |level setting neans setting
said energy level to a second di screte energy

| evel (6v) for bradycardia pacing after a
reversion of a tachycardia, said second | evel
bei ng higher than said first |evel."

Clainms 2 to 10 are dependent on claim1l.

Claim 1 according to the auxiliary request differs from

claiml of the main request only in that the term
"discrete" referred to the first and second energy
| evels is replaced by "constant".

The argunents of the appellant may be summari sed as
fol | ows:

Docunent E6 was highly relevant and should be admtted
into the proceedings, since it disclosed that the
threshold to capture the heart increased after an
antitachycardia treatnent.

Docunment El1 related to a defibrillator and pacer
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conpri sing bradycardi a pul se supplying neans, detecting
means and energy | evel setting neans as specified in
the preanble of claim1 of the respondent's nmain
request. The characterising part of this claimsinply
specified that bradycardi a pacing pul ses were supplied
at two different discrete energy levels and that the

hi gher energy pul ses shoul d be delivered after
defibrillation. E1 (colum 2, lines 62 to 67)
explicitly taught to use high energy pacing pul ses
after defibrillation and showed that such pul ses had

di screte values (see Figure 4). Furthernore, since the
apparatus disclosed in E1 was a pacer/defibrillator, it
was inplicit that it conprised neans for generating
bradycardi a pacing pulses at a normal (ie |ower) energy
level. In fact, it was generally known to have
different discrete |levels for bradycardi a support
pacing and to select the energy levels of the pacing
pul ses according to the heart's response (see E3 and
E4). Since E1 disclosed either explicitly or inplicitly
all the features recited in claim1l of the respondent’s
mai n request, the subject-matter of this claimwas not
new wi thin the nmeaning of Article 54 EPC

Even if it were assuned that E1 did not anticipate the
cl ai mred apparatus, the subject-matter of claiml
according to the main request did not involve an

I nventive step within the neaning of Article 56 EPC
El was a technical docunent and nerely described the
functions of a defibrillator/pacer w thout explaining
why t he pacing pul ses were defined as being at a high
energy |l evel. E6, however, explained that the pacing
threshold increased after defibrillation and therefore
provi ded t he physi ol ogi cal background know edge for
understanding all the aspects of the teaching of E1. In
ot her words, E6 made clear that E1 used hi gh energy
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pul ses after defibrillation to allow for the increased
paci ng threshold and that, consequently, |ower energy
pul ses shoul d be used for normal bradycardi a pacing.
Hence, the person skilled in the art reading E1 in the
light of E6 would understand that high energy pul ses
were required to ensure heart capture after a
defibrillation treatnent and that for nornal
bradycardia pacing a | ower energy |evel sufficed.

As to the auxiliary request, the anendnent to claim1l

coul d not make the subject-matter of the claim

| nventive over the prior art because it was generally
known that bradycardi a support pacing pul ses generally
had a constant energy level (ie a predeterm ned
anplitude and a predeterm ned wi dth) which was sel ected
to ensure capture of the heart and to m nim ze energy
consunption. Hence, also the subject-matter of claiml
according to the auxiliary request did not neet the
requi renents of Article 56 EPC.

The respondent argued essentially as foll ows:

Though E6 reported on the failure to capture the heart
after a tachyarrhythma treatnment, it did not point to
any solution. Hence, E6 was not sufficiently rel evant
to be admitted into the proceedi ngs.

Since El1 disclosed an apparatus for treating
defibrillation and was not concerned with the problem
of pacing the heart of a patient suffering from

persi stent bradycardia, it did not show an apparat us
conprising the bradycardi a pul se supplying neans
recited in the preanble of claim1l according to the
nmai n request. Hence, the subject-matter of this claim

was new within the neaning of Article 54 EPC.
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The present invention related to a device which

conbi ned the functions of bradycardia treatnent and of
tachycardia treatnment and took into account the problem
of failure to capture occurring after a tachycardia
treatnment. The solution consisted essentially in
provi di ng paci ng pul ses at a second energy | evel higher
than the first energy |evel used for normal bradycardia
paci ng. Since E1l was not concerned with bradycardi a
pacing, it did not provide a suitable starting point
for the present invention. Docunent E6 referred to the
probl em of heart capture after defibrillation and

di scussed sone of its possible causes but did not
contribute to any specific solution. Hence, the

conbi ned teaching of E1l and E6 woul d not have | ed the
person skilled in the art to the clained subject-
matter.

Claim1l of the auxiliary request clarified that the two

energy |l evels of the bradycardia pul ses were constant,
as shown in Figures 5 and 6 of the contested patent. In
El the pacing pul ses delivered after defibrillation had
different energy |levels and should not be assim | ated
to bradycardia pacing pulses. In fact, E1 did not
address the problem of treating bradycardia and nerely
taught to help the heart resunme its normal sinus rhythm
after defibrillation by utilizing the residual energy
avai l able fromthe cardi overting energy source. Since

t here was no suggestion in the cited prior art to use
pul ses at a constant higher energy |evel for heart
paci ng after cardi oversion, the subject-matter of claim
1 according to the auxiliary request involved an

I nventive step within the neaning of Article 56 EPC
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Reasons for the decision

1. The appeal is adm ssible.

Adnmi ssibility of document E6

2.1 In exercising its discretion conferred by Article
114(2) EPC, the opposition division decided to
di sregard E6, since it considered that this (late-
filed) document, which had been filed outside the
opposition period as laid down in Article 99(1) EPC,
was not nore relevant than the prior art already on
file.

2.2 The Board, however, considers that E6 is highly
rel evant and should be admtted into the appeal
procedure because it contains information which appears
to be essential for the assessnent of the patentability
of the claimed invention.

Mai n r equest

Novel ty

3.1 The patent in suit relates to an apparatus for treating
cardiac arrhythm as and for providing bradycardi a
pacing. It addresses, in particular, the problem of
preventing | oss of capture of the heart after
antitachycardi a therapy.

3.2 The gi st of the present invention consists essentially
in providing pulses at a first energy |evel for norna
bradycardi a support pacing and at a second hi gher
energy level for pacing after an antitachyarrhythm a
therapy. As pointed out in the description (colum 7,

0235.D Y A
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lines 20 to 26), setting the pulse energy at a high
| evel prevents a | oss of capture caused by the
traumatic state of the heart after an
antitachyarrhythm a therapy.

Docunent E1 relates to an automatic inplantable
defibrillator which includes a pacing pul se generator
for delivering high energy cardiac stimulating pul ses
to the heart after defibrillation (see colum 1,

lines 6 to 12). Its operation is described as foll ows:

- if the cardiac tissue does not return to a nornm
sinus rhythmafter a tine period indicated by the

escape interval timng ET then sone of the

residual energy stored within the energy storage

means 10 will be delivered to the heart in the
formof a pacing stinulus (see colum 2, |ines 56
to 61);

- in this fashion, the automatic inplantable
defibrillator and pacer according to E1 permts
t he high energy stinulation of the cardiac tissue
if the cardioverting pulse delivered to the heart
has prevented the pronpt re-establishnment of the
normal sinus rhythm (colum 2, lines 61 to 66);

- additional pacing stimuli may be produced in

response to an extended interruption of the
cardiac cycle (colum 2, lines 66 to 67).

According to a preferred enbodi nent, energy is taken
directly fromthe energy storage capacitor 10 used to
store the charge required to generate the
defibrillating pul se, whereby the capacitor is directly
coupled to the heart by neans of a switch. However, E1l
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foresees also the possibility of using a voltage
regul at or connected between the energy storage
capacitor 10 and a pacing storage capacitor 11 in order
to |l ower the voltage avail able at the energy storage
capacitor after discharge of a defibrillating pul se.

It is further pointed out in E1l (see colum 3, lines 15
to 21) that after normal sinus rhythmis restored and
there is no further need for pacing or defibrillating
energy, it may be desirable to discharge the energy on
the defibrillating storage capacitor 10 as well as the
paci ng capacitor 11.

I n other words, El1 teaches to deliver high energy
paci ng pul ses to the heart in order to overcone a
tenporary |l oss of normal sinus rhythmwhich may be
experienced after defibrillation, but it does not
appear to be concerned with the problemof treating a
pati ent suffering fromboth tachyarrhythm as and
persi stent bradycardi a.

The Board agrees with the appellant that the neans used
in E1 for detecting a | oss of sinus rhythm (ie the
escape interval ET) is essentially the sane as the
means for nmonitoring the occurrence of bradycardi a.
However, the choice of the source of energy in E 1

(ie the energy storage capacitor) clearly shows that
paci ng pul ses are expected to be needed only for a
l[imted tinme period and not for permanent bradycardia
support.

In summary, the Board finds that El1 does not disclose
t he bradycardi a pul se supplying neans specified in

claim1l of the contested patent and, consequently, it
does not anticipate the subject-matter of this claim
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(Article 54 EPC)

| nventive step

5.2

5.3

0235.D

The subject-matter of claiml differs fromthe
apparatus known from El essentially in that the forner
further conprises:

(a) bradycardia pul se supplying neans for supplying
bradycardi a pul ses at an energy | evel,

(b) energy level setting nmeans for setting said energy
level to a first discrete level and to a second
di screte level for bradycardia pacing after
reversion of a tachycardi a,

(c) said second | evel being higher than said first
| evel .

Starting fromthe apparatus known from El, the problem
addressed in the contested patent could be seen in
devel opi ng an apparatus for treating both
tachyarrhyt hm as and persi stent bradycardi a.

As acknow edged in the introductory part of the patent
in suit (see colum 2, lines 2 to 18), it is known to
conbi ne the pacenmaker and defibrillation functions in a
singl e inplantable device. Hence, it cannot be regarded
as Inventive to nodify the apparatus of E1 so that it
can deliver pacing pul ses for the treatnent of

persi stent bradycardi a.

Though El1 consistently refers to high energy pulses to

be delivered after an antitachycardia therapy, it does
not specify whether their energy |evel should indeed be
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hi gher than the one required by standard
ant i bradycardi a paci ng.

Hence, the essential question to be considered is

whet her it would be obvious to a person skilled in the
art, wishing to add to the apparatus of El1 the function
of a pacemaker to consider the possibility of choosing
an energy level for the treatnment of bradycardia | ower
than the energy | evel of the pacing pul ses delivered
after the antitachycardia treatnent.

E6 is concerned with the | oss of pacenmaker capture
following an AICD [Automatic | npl antabl e Cardi overter
Defibrillator] discharge. According to E6, "post-AlCD

[ Automatic | npl antabl e Cardioverter Defibrillator]

di scharge bradycardi a has been reported and m ght be
expected to be seen nore frequently”, so that "the
conbi nation of an AICD with a pacenaker nmay becone nore
frequent” (page 1194, |eft-hand colum, first

par agraph). Having established a clear |ink between the
pacemeker failure to capture and an increase in the
paci ng threshold, E6 draws the follow ng concl usions:

"Pacenmaker failure to capture follow ng interna
defibrillation froman AICD, may becone a nore
prom nent problem Al so, the design of devices
which will pace and defibrillate need to consider
this problem Further work will need to guarantee
t hat back-up pacenaker systens per se will be able
to pace effectively post-discharge" (page 1196

| ast paragraph).

In summary, the person skilled in the art derives from
E6, inter alia, the follow ng teaching:
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- post -di scharge bradycardia is a conmon occurrence
whi ch can be dealt with by pacing the heart after

car di over si on

- a failure to capture the heart after an
antitachycardia treatnment, which inplies, inter
alia, an AICD discharge, is due to an alteration
of the pacing threshol d;

- i n designing devices which conbi ne pacenmaker and
defibrillator functions, care should be taken that
t he pacenmaker systemis able to pace effectively
after a defibrillator treatnent.

On the other hand, it is also well established in the
art that the energy of a pacing pul se should be set to
a level which both ensures heart capture and avoi ds any
energy waste. The desire to fulfil these requirenents
has |l ed to the devel opnment of pacenmakers with

sel ectabl e pul ses of different anplitudes and | engths
(1e different energies) (see E3 and E4).

Agai nst the background of the teaching of E6 and of the
general know edge in the art, the skilled person would
realise that the high energy pul ses generated in El
woul d not be required for normal antibradycardi a pacing
and that it would be advantageous to have two energy
levels to cope with two different situations: ie with a
normal pacing threshold in the case of persistent
bradycardia and with an altered pacing threshold in the
case of post-AlICD bradycardi a.

For the skilled person, the obvious consequence woul d
be to provide a pacenaker/defibrillator with nmeans for
sel ecting between two energy levels in accordance with
t he varying paci ng threshol d.



5.8

5.9

0235.D

- 13 - T 1011/ 98

Claim 1l of the contested patent further specifies that
the energy level is "discrete". This wording has been
interpreted by the appellant as covering al so
pacemekers having nore than one distinct enerqgy |evel

for post-defibrillation pacing. According to this
interpretation, this feature is known from E1 which
shows pul ses with several distinct energy |evels.
According to the respondent, however, the wordings "a
first discrete energy level" and "a second discrete
energy level” |imt the claimto an apparatus having
only two constant energy |evels: one for post-
tachycardi a pacing and one for normal antibradycardi a
paci ng.

In any case, the Board sees no Inventive contribution
in nodi fying the apparatus of El so that the post-

di scharge pul ses are all delivered at the same energy
level. On the contrary, it would be an obvious

nodi fication to an apparatus which seeks to effect a
simpl e conversion of the residual energy of the energy
storage capacitor into pacing pul ses and does not
appear to be concerned with the problem of m nim zing
ener gy consunption.

In summary, the Board considers that, in the |ight of
the prior art, it would be obvious to a person skilled
in the art starting fromthe teaching of E1 and w shing
to devel op a device conbining the pacemaker function
with the defibrillator function to arrive at the
foll ow ng concl usi ons:

- post-defibrillation bradycardi a was associ at ed
wi th a higher pacing threshold and thus required
hi gher paci ng energy;
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- energy saving considerations inplied the selection
of the m ninmum energy required for heart
stinmulation; in the case of bradycardia with two
di fferent pacing thresholds, two distinct energy
| evel s shoul d be provided.

Si nce the above consi derati ons woul d necessarily direct
the person skilled in the art to an apparatus falling
within the terns of claiml1l of the respondent’'s nain
request, the subject-matter of this claimdoes not

i nvol ve an Inventive step within the neani ng of

Article 56 EPC.

Auxiliary request

6.2

Or der

Claim1l of the respondent's auxiliary request differs
fromclaim1l of the main request only in that the first
and second energy levels are defined as being
"constant" instead of "discrete".

Since it is generally known to pace the heart at
constant energy |evels, the above anmendnent cannot nake
the subject-matter of claim1l Inventive within the
meani ng of Article 56 EPC.

In the result, the Board finds that, since none of the
respondent’'s requests is allowable, there is no basis
for the maintenance of the patent.

For these reasons it is decided that:

1

0235.D

The decision of the opposition division is set aside.
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2. The patent is revoked.
The Regi strar: The Chai r man:
R Schumacher G Davies
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