BESCHVWERDEKAMVERN  BOARDS OF APPEAL OF CHAMBRES DE RECOURS
DES EUROPAI SCHEN THE EUROPEAN PATENT DE L' OFFI CE EUROPEEN
PATENTAMTS OFFI CE DES BREVETS
Internal distribution code:
(A [ ] Publicationin Q
(B) [ ] To Chairmen and Menbers
(O [x] To Chairnen
(D) [ 1 No distribution

DECI SI ON

of 18 Decenber 2001

Case Nunber: T 0626/97 - 3.4.1
Appl i cation Nunber: 90903344. 1
Publ i cati on Nunber: 0458850
| PC. A61N 1/ 37
Language of the proceedi ngs: EN

Title of invention:

In a living body inplantable el ectronedical
Pat ent ee:

St. Jude Medical AB

Opponent :

Bi otroni k Mess-

Berlin

Headwor d:

In a living body inplantable el ectronedical

ST. JUDE MEDI CAL AB

Rel evant | egal provisions:
EPC Art. 83
Keywor d:

devi ce

und Ther api egerate GrbH & Co | ngeni eur bir o

devi ce/

"Sufficiency of disclosure (no)"

Deci sions cited:
T 0005/ 99

Cat chword

EPA Form 3030 10.93



9

Europdisches European Office européen
Patentamt Patent Office des brevets

Beschwerdekammern Boards of Appeal Chambres de recours

Case Nunber: T 0626/97 - 3.4.1

DECI SI1 ON

of the Technical Board of Appeal 3.4.1

Appel | ant :
(Opponent)

Repr esent ati ve:

Respondent :
(Proprietor of the patent)

Repr esent ati ve:

Deci si on under appeal:

Conposi tion of the Board:

Chai r man: G Assi
Menber s: H K Wl frum

of 18 Decenber 2001

Bi otroni k Mess- und Therapi egerate GmH &
Co I ngeni eurblro Berlin

Wer mannkehre 1

D- 12359 Berlin (DE)

Ei senf Uhr, Speiser & Partner
Pacel l'ial |l ee 43/ 45
D- 14195 Berlin (DE)

St. Jude Medical AB
S-175 84 Jarfalla (SE)

Harrison, M chael Charles
Al bi hns GrbH
Grasserstrasse 10

D- 80339 Minchen (DE)

Deci sion of the Opposition D vision of the
European Patent O fice posted 2 April 1997
rejecting the opposition filed agai nst European
patent No. 0 458 850 pursuant to Article 102(2)
EPC.

B. J. Schachenmann



- 1- T 0626/ 97

Summary of Facts and Submn ssions
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The appel | ant (opponent) | odged an appeal against the
deci sion of the opposition division, dispatched on

2 April 1997 rejecting the opposition against European
patent No. 0 458 850. The notice of appeal was received
on 6 June 1997, the prescribed fee being paid on the
sanme day. The statenent setting out the grounds of
appeal was received on 10 July 1997.

OQpposi tion had been fil ed against the patent as a whol e
and based on the grounds of Articles 100(a) and 100(b)
EPC and substantiated on the grounds of |ack of

i nventive step (Articles 52(1) and 56 EPC) and | ack of
sufficiency of disclosure (Article 83 EPC).

Mai nt ai ni ng these grounds in the appeal, the appellant
requested that the contested decision be set aside and
that the European patent be revoked.

The respondent (patentee) requested that the appeal be
di sm ssed and that the patent be nmaintained as granted
(rmain request) or on the basis of the clains filed as
auxiliary requests 1, 2 and 3, respectively, with a

|l etter dated 16 Novenber 2001.

Oral proceedings were held on 18 Decenber 2001.

| ndependent claim 1l of the granted patent reads as
fol | ows:

"1l. Electronedical device, such as a pacenaker (2),
i mpl antable into a living body (1) and conpri sing
stinmulating neans (11) for the stimulation of a
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physi ol ogi cal function in the |iving body (1),
stinmul ati ng node sel ector neans (12) connected to said
stinmulating neans (11) to enable nodification of said
stinmulation by selecting one or nore out of a plurality
of avail abl e stinul ati ng nodes,

a power source in the formof a battery (10) for
powering said stinulating nmeans (11) and stinulating
node sel ector neans (12),

sensing neans (13) connected to said battery (10) to
enabl e sensing of the instantaneous battery capacity,
and eval uating neans (14) connected to said sensing
means (13) to establish whether the battery capacity,
on a sensing event, is higher or |Iower than a
predeterm ned first threshold val ue (ERT-val ue) adapted
to guarantee, in an assuned standard operation of the
device, its function within a predeterm ned tine

i nterval during which said battery capacity shal

exceed a | ower second threshold val ue (EOL-val ue),
characterized in

that said sensing and evaluating neans (13, 14) are
arranged to vary said first threshold val ue (ERT-val ue)
i n dependence on the utilized stinulating node and in
dependence on degree of utilization of previously

sel ected stinulating nodes recorded in and avail abl e
fromthe stinulating node selector neans (12) in such a
way that a higher threshold value is selected for
stinul ati ng nodes with a hi gher energy consunpti on and
hi gher degree of utilization and a | ower threshold
value is selected for stinmulating nodes with a | owner
energy consunption and a | ower degree of utilization."

The i ndependent clains 1 of the auxiliary requests are
based on claim 1l as granted and define further
features, concerning the limtation, by the eval uating
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means, of the selection of the stinulating nodes to
those with a reduced energy consunption when the first
threshold value is reached and/or the use of batteries
havi ng an internal resistance which increases with
decreasing battery capacity.

In the contested decision, the opposition division
consi dered the invention as defined in claim1 of the
granted patent to be disclosed in a manner sufficiently
clear and conplete for it to be carried out by a person
skilled in the art. In particular, the term"degree of
utilization of previously selected stinulating nodes",
al though not defined in the patent specification, was
held to be clear and neaningful to a skilled
practitioner, indicating the mean energy consunption
whi ch was to be evaluated for the past when estimting
a new ERT-val ue. Such an eval uation was considered as a
routine work for the skilled person who could easily
cal cul ate the nean energy consunption fromthe actua
lifetinme of the battery, the initial capacity of the
battery and the renmai ning capacity of the battery. In
the view of the opposition division, the renaining
capacity could easily be calculated fromthe neasured
actual voltage of the battery and its initial capacity.

The appell ant essentially relied on the follow ng
subm ssi ons:

Apart froma variety of inconsistencies in the claim
wor di ng whi ch coul d not be resolved on the basis of the
pat ent specification, the crucial point concerned the
requirenent in claiml to vary the first threshold

val ue in dependence on the degree of utilization of
previously selected stinulating nodes. As regards the
term "degree of utilization", the patent did not
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provide any definition, and in the witten appea
procedure the respondent had relied on different,
mutual |y excluding interpretations of this paraneter.
Mor eover, the patent specification was silent as to how
pertinent information regarding this paranmeter shoul d
be obtained. But even if such information could sonmehow
be established, the skilled person would not [earn from
the patent how to determ ne therefroma new val ue for
the first threshold I evel. There was not a single
exanpl e or enbodi nent in the patent specification in

whi ch the said threshold val ue woul d be vari ed
according to circunstances of the previous use of the
battery.

The respondent disputed the appellant's view, relying
essentially on the follow ng argunents:

The skilled person woul d understand fromthe patent as
a whole that the degree of utilization of a stinulating
node could only nean an indication of the actual power
consuned rel ative to the maxi mum power consunption in
this node. The maxi num possi bl e power consunpti on of
any single node would be known in advance and prestored
in the stinmulating node selector neans linked to a
node- speci fi ¢ ERT-val ue so that when the node was
changed a corresponding new first threshold val ue was
set. It was furthernore possible to neasure the tine
diagram for the voltage or internal resistance of the
battery in analogy to the tinme diagrans shown in Figure
3 of the patent and to store this data in appropriate
menory neans such as the nenory and control circuit 15
associated with the stinulati ng node sel ector neans. As
was shown by Figure 4, on detection of the ERT-val ue
representing the effective threshold for the beginning
of the safety tine interval for a nmaxi mum degree of



0026.D

- 5 - T 0626/ 97

utilization of the respective node, a signal was
generated which activated a switching circuit shown in
Figure 5 to cause the nenory and control circuit 15 to
generate a limtation signal for inhibiting the

sel ection of stimulating nodes with high power
consunption. Dependi ng on a second signal which was
delivered to the swtching circuit fromthe stinulating
node sel ector neans and indicative of whether the
degree of utilization of the previously selected
stinul ati ng nodes had been high or low, said limtation
signal was either imedi ately delivered when the degree
of utilization of the previously sel ected node had been
100% or atinme delay circuit was started to postpone
delivery of said limtation signal when the degree of
utilization of the previously sel ected node had been

| ower than 100% In the latter case, the "real" first
threshold value for the start of the inhibition of the
sel ection of high power stinulating nodes and thus the
begi nni ng of any neani ngful safety tine interval was

| ower than the prestored ERT-val ue and could readily be
determined fromthe stored tine diagram data, the

know edge of the fixed second threshold val ue (EQOL-
value indicating the end of life of the battery) and
the desired (constant) duration of the safety tine
interval. In sunmmary, the provision of a tinme delay for
the effective safety tine to start depending on the
degree of utilization of previously selected
stinmulating nodes resulted in an associ ated | owering of
the real first threshold value. Thus, the wording of
claiml1l was perfectly supported by the discl osed

enbodi nent and the skilled person woul d be capabl e of
filling in mnor technical details not explicitly
addressed by the description.
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Reasons for the Deci sion
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The appeal conplies with Articles 106 to 108 and
Rule 64 EPC and is therefore adm ssible.

Sufficiency of disclosure (Articles 100(b) and 83 EPC)

Not wi t hst andi ng sone anbiguities in the clai mwording
objected to by the opponent, the relevant question to
be addressed for deciding this issue is whether the
patent as a whol e woul d provide sufficient information
so as to enable a skilled person, i.e. an expert in the
field of inplantable el ectronedical devices, to vary
the first threshold value (ERT-value) in dependence on
the degree of utilization of previously selected
stinul ati ng nodes recorded in and avail able fromthe
stinul ati ng node sel ector neans, as defined in claim1l
of the granted patent, so as to achi eve the object of
the invention set out in colum 3, lines 9 to 12, of
the patent description, i.e. a constant safety tine
bet ween t he appearance of the first and the second

t hreshol d val ue (EOL-value) for the capacity of the
battery.

In order to put the clained subject-matter into
practice, the skilled reader of the patent would have
to gain, first of all, an understanding of what is
nmeant by the term"degree of utilization of previously
sel ected stinul ati ng nodes".

In the course of the appeal proceedi ngs, the respondent
has relied on various, nutually excl uding
interpretations of the termin question. Adopting the
opi nion of the opposition division, it was first held
to refer to a mean energy consunption (cf. point 1 of
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the letter dated 27 January 1998). Thereafter, it was
interpreted as a neasure of how often a node is used
(cf. page 2, line 2 of the letter dated 26 January
1999). The latter definition was finally replaced by an
interpretation according to which the degree of
utilization is a quantity indicating the ratio of the
actual ly consuned power to the nmaxi mum power
consunption possible for a selected stinulating node.

As a matter of fact, the patent does not provide an
explicit definition of the termreferred to above.

The only reference to a degree of utilization as a
percentage figure is given in colum 7, lines 1 to 13,
of the patent description, stating that "It should be
further noted that when the battery capacity is bel ow
the ERT-value, the term nal voltage nust not be | ower
than the current voltage valid for the ECL-val ue of the
sel ected stinulating node. So, the safety tinme nust be
sel ected in consideration of the possibility that the
degree of utilization of the selected stinulating node
could increase drastically. Therefore, for an expected
maxi mum degree of wutilization, an ERT-val ue hi gher than
for a sonewhat reduced degree has to be chosen, so that
t he pacemaker 2 is able to function with a 100% degr ee
of utilization, or at |east 80% during the safety
tinme." However, quite apart fromthe fact that the
cited passage (as well as the description as a whol e)
does not explain the exact nature of the "degree of
utilization" and is silent as to how the ERT-val ue,
i.e. the first threshold value, would have to be
determ ned, the passage refers to a degree of
utilization after the first threshold val ue has been

reached and teaches to preselect a higher threshold
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value when it is to be expected that the degree of
utilization of the selected stinulating node coul d
strongly increase during the safety tinme. Thus, the
passage referred to above does not contain any

i nformati on on how to determ ne the degree of
utilization of previously selected stinulating nodes.

Mor eover, the patent specification neither explicitly
nor inplicitly refers to quantities such as a "maxi num
power consunption possible for a selected stinulating
node" or an "actually consuned power for a selected
node", relied on by the respondent in its npbst recent
interpretation of the degree of utilization.

Therefore, the patent specification does not support
the respondent's nost recent interpretation of the
degree of utilization of a stimnulating node.

None of the other interpretations previously relied on
by the respondent woul d be supported by the patent
specification either. A "nmean energy consunption” is
not addressed in the patent nor is there any indication
that in operation of the device a record would be kept
as to how often a sel ected node was used. The
interpretation relied on in the contested deci sion
appears to be particularly speculative in view of the
fact that it would in general appear difficult, if not

i npossible, to determne a reliable informati on about a
battery's renmai ning capacity froma neasurenent of its

actual voltage or internal resistance.

In these circunstances, it is not possible for a person
skilled in the art to determ ne the proper technica
meani ng of the term"degree of utilization of
previously selected stinulating nodes", which
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constitutes an essential characteristic of the clained
subject-matter in that it influences the clained
variation of the first threshold value so as to achi eve
a constant safety tinme interval. In view of such a
fundanment al anbi guity concerning an inportant
characteristic of a claim which cannot be resol ved on
the basis of the patent as a whole, the disclosure has
to be considered not to be sufficiently clear and
conplete to be carried out by a skilled person (cf.

T 5/99).

The Board wi shes to add that, depending on the exact
meani ng of the "degree of utilization", quite different
techni cal nmeans would be required in order to obtain a
respective record for previously selected stinulating
nodes, such as neans keeping a record of the nunber of
the stinulating events and the energy delivered in each
event, or a counter for recording of the nunber of
tinmes a sel ected node was used, or neans establishing
and keeping a record of tinme diagramdata for the

vol tage of the battery.

None of the nmeans of the el ectronedi cal device

di sclosed in the patent is described to perform any of
t he above functions. In particular, according to

colum 7, lines 47 to 54, of the patent description,

"It is further possible to nake corrections for certain
stinul ating paraneters to i ncrease the ERT-val ue when a
hi gh degree of utilization of the selected stinulating
node is established and vice versa". However, no
explanation is given as to the nature of the
paraneters, the circunstances of the corrections or the
specific nmeans involved. As a matter of fact, the
patent specification does not give a single exanple
according to which, during operation of the device, the
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first threshold value is indeed varied in dependence on
the degree of utilization of previously selected
stinmulating nodes. Thus, even if a record of a degree
of utilization of previously selected stinulating nodes
was sonehow available (as is indicated in the context
of a possible introduction of a tine delay for
inhibiting the selection of stimulating nodes with a
hi gh power consunption), the skilled reader of the
patent specification would still not learn howto
derive therefroma new value of the first threshold

| evel so as to achieve a constant safety tine.

For these reasons, the skilled reader is not in a
position to try and sort out w thout undue burden those
techni cal nmeans and functions which woul d guarantee a
solution to the posed problem of achieving a constant
safety tinme by a variation of the first threshold

val ue.

As regards the respondent’'s explanation relating to a
variation of a "real" first threshold val ue occurring
in the disclosed device, it is based on a distinction
bet ween a preset ERT-value for a given stinulating node
(being determ ned for the maxi mum possi bl e power
consunption in the respective node) and a "real" first
threshol d val ue (which would be | ower than the ERT-

val ue when the actual power consunption is |ower than

maxi mum .
However, according to colum 2, lines 28 to 47, and
colum 5, lines 53 to 56, of the patent description,

the "safety tinme" is defined as the tine period froma
certain point in tine, called elective replacenent tine
(ERT), when the battery capacity approaches a critica
first threshold value (ERT-value) till the end of life
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(EQL) of the battery, when the battery capacity
approaches a | ower second threshold val ue (EOL-val ue).
In colum 6, lines 54 to 58, it is further stated that
"during the safety tine, it is therefore suitable to

i ntroduce a restriction in the selection of stinulating
nodes so that there is only a selection of stinulating
nodes havi ng an energy consunption |ower than a
predet erm ned val ue". Throughout the description, the
terms "first threshold val ue" and "ERT-val ue" are used
as synonyns. The patent specification does not conprise
any indication to a "real"” first threshold val ue which
woul d differ fromthe ERT-val ue. As becones evident
fromcolum 7, lines 36 to 47, the ERT-value is used as
an adjustable reference voltage for a voltage
conparator and corresponds "to the selected stinulating
node, whereby, for a stinulating node with a high
energy consunption, the ERT-value is higher than for a
stinmulating node with a | ower energy consunption”
Moreover, it is stated in colum 7, line 57, to

colum 8, line 2, that if the neasured voltage of the
battery "agrees with or is lower than the reference

vol tage, the voltage conparator 47 changes its output
state and starts the safety tine".

Hence, the description does not |eave any doubt that
the safety tinme starts with the first observation of
the battery voltage being at or below the first

t hreshol d val ue.

It follows that the respondent's subm ssion relies on a
m sinterpretation of the patent specification and thus
cannot be accepted.

For the above reasons, it is to be concluded that, in
t he absence of a clear technical disclosure of the term
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"degree of utilization" of a stinulating node as wel |
as due to the lack of any indication as to how and by
whi ch neans the degree of utilization of previously
sel ected nodes could be established and as to how a
specific variation of the first threshold could be
derived therefrom the skilled person is not in a
position to select, on the basis of commbn genera
knowl edge and the information provided by the patent
specification, the first threshold value in dependence
on the degree of utilization of previously selected
stinmul ati ng nodes so as to achieve a constant safety
time between the appearance of the first and the second
threshold value for the capacity of the battery. Thus,
the patent as a whol e does not enable the skilled
person to carry out the invention.

2.5 Since the requirenment for a variation of the first
threshol d val ue i n dependence on the degree of
utilization of previously selected stinulating nodes is
included in clains 1 of all the respondent's requests
on file, the objection referred to above applies to al

the requests. Consequently, none of these requests
conplies wth the requirenent of Article 83 EPC

Or der

For these reasons it is decided that:

1. The deci son under appeal is set aside.

2. The patent is revoked.

0026.D Y A
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The Regi strar: The Chai r man:

R. Schunmcher G Assi
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