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Summary of Facts and Submn ssions
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Thi s appeal is against the decision of the exam ning
di vi sion dated 19 January 1999 to refuse European
patent application No. 93 630 004.5

The ground of refusal was that, having regard to
docunment D3 (FR-A-2 559 671), the subject-nmatter of

i ndependent claim 1l | acked novelty. The deci son was
based on the neaning given to the word "within" in
claim1, but the decision went on to say, by way of an
obiter, that if instead the nmeaning of this word was
that given by the applicant then the clai med subject-
matter woul d | ack an inventive step

The exam ni ng di vision argued that docunent D3

di scl osed the elenent 5 to be in the header (dans |la

pi éce noul ée en matiere plastique), which was to say it
was within the header, and the device of claim1l was,
therefore, not novel. If, however, "wthin" did not
inply conplete contai nnent, then this difference would
not have involved an inventive step since it sinply
anmounted to an obvious sinplification of the device of
D3 by elimnating the auxiliary sensing function of the
el enent 5.

On 17 March 1999 the appellant (applicant) |odged an
appeal against the decision and paid the prescribed fee
at the sane tine. On 19 May 1999 a statenent of grounds
of appeal was fil ed.

The appel | ant requests that the decision under appea
be set aside and that a patent be granted on the basis
of the follow ng docunents:
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- Clains 1 to 6 filed with the letter dated
26 January 1998.

- Description pages 1 to 51 as originally filed.

- Drawi ng sheets 1/24 to 24/24 as originally filed.

I ndependent claim1 of this request reads as foll ows:

1. "“A device which nonitors activity of the human
heart, the device being fully inplantable beneath the
skin of a patient and including a hernetically seal ed
encl osure (32), the enclosure (32) including a
perinmeter (612), and an electrically insulating

header (610) sealingly engaging the perineter, at |east
one el ectrode (604) for sensing activity of the heart,
and an electronic circuit within the encl osure and
coupled to the at | east one electrode for nonitoring
the activity of the heart sensed by the at |east one

el ectrode and for generating data indicative of the
nonitored activity of the heart, the device
characterised by telenetry neans (116) di sposed within
the header for transmtting the data to a non-inpl anted
external receiver."

Clains 2 to 6 are dependent on claiml.

The appel | ant argues as foll ows:

In the present context the word "within" could only
nmean "conpletely inside". Cdaim1l was based on origina
claim49 where this word was used two tinmes, once for a
circuit nmeans and once for the telenetry neans, and it
must have the sane neani ng at each occurrence. The
circuit neans was clearly conpletely inside the
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encl osure where it was protected from body fluids, and
for consistency it nust be admtted that the telenetry
nmeans was al so conpletely inside the header.

The problemto be solved was not that of sinplifying
the device of docunent D3, as argued by the exam ning
di vi sion, but of inproving data transm ssion. This
docunent did not suggest the use of telenetry nmeans
conpl etely inside the header since this would inply the
use of a further electrically conducting el enent
conpletely inside the header, which would render the
prior art device nore conplicated instead.

Reasons for the Decision

1

0524.D

The appeal is adm ssible.

Novel ty

The Board agrees with the exam ning division in that
docunent D3 discloses all the features of the preanble
of claim1l. That the appellant also agrees with this
analysis is signalled by the fourth conpl ete paragraph
on page 3 of the grounds of appeal. Accordingly, the
poi nt at dispute is whether or not the clainmed device
is indeed characterised by tel enetry nmeans di sposed
within the header for transmtting the data to a non-

i npl anted external receiver, or whether this feature is
al so di sclosed in docunent D3.

The question of novelty turns on the exact neaning of
the word "within". The appel |l ant argues that whereas
the telenetry means (116) of the application is
contained entirely within the header, that of docunent
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D3 is exposed to the outside and, therefore, is not
"W thin" the header.

The support for this feature of claiml1l is to be found
only on Figure 27 of the application, which shows a

pl an view of the device, and columm 36, line 54 to
colum 37, line 27 of the A2 publication, but these do
not indicate the exact the nmeaning of this word.

The appellant has filed a page fromthe Longnan

Di ctionary of contenporary English, which defines this
word as "not beyond or not nore than", or "encl osed or
contai ned by", and other dictionaries provide simlar
definitions, all of which indicate that an object need
not be conpletely enclosed by its container in order
for it to be within the container, contrary to the
argunent of the appellant.

Nevert hel ess, as the appellant argues, the context nust
be taken into consideration in order to establish the
true nmeaning of this word, and this favours the
opposite view, that the telenetry neans (116) of the
application is indeed contained entirely within the
header .

The cl ai ned device contains sensitive netallic parts
such as circuits, electrodes, and fine wires, and is a
fully inplantable cardiac nonitor, which is to say it
is intended for long terminplantation. For
inplantation in the body special non-corrosive
materials for containers have been devel oped to counter
the hostile environment within the body. Simlarly, in
the case of electrodes for such devices special bio
conpatible or inert materials have been devel oped for
use in those parts that nust be exposed to the outside
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of the container. Al other parts that need not be
exposed nust be fully encapsulated to protect them from
the harnful effects of body fl uids.

The telenetry nmeans 116 of the application is a coi

and there is no statenent that it is nmade of such a
special material. There is also no explicit statenent
that the telenetry neans is exposed, so it nust be
assunmed that it is conpletely envel oped by a protective
housi ng or encapsul ation, and claim1l nust be
interpreted accordingly. In contrast thereto, in
docunment D3 there is an explicit statenent that the

el ectrode 5 is exposed for contact with the body

ti ssue, see, for exanple, page 3, lines 32 and 33.

This difference between the device of claim1l of the
application and that of docunent D3, that the

el ectrode 5 is exposed to body tissue whereas the
telenmetry nmeans (116) is not, renders the clained
devi ce novel .

I nventive step

For the sane reason that the device of claimlis
considered to be novel, it is also considered not to

i nvol ve an inventive step. That is, unless there are
conpel I'i ng reasons for exposing an el ectrode or other
nmetal parts of an inplantable device to body tissue,
the person skilled in the art would, as a routine
matter, encapsulate it in a protective housing. In

ot her words to conpletely enclose the part within the
housi ng woul d be a conpul sory neasure and not one born
of inventive considerations.

That such parts woul d automatically be encapsul ated is
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supported by the appellant's own statenent in the
grounds of appeal, in the first conpl ete paragraph on
page 2, which inplies that the circuit neans is

(obvi ously) conpletely in the inside of the housing
since it requires protection from body fluids which
woul d be harnful to the circuit neans.

Thus, it is the context that decides the configuration
of the electrodes in an inplanted device, ie whether or
not is to be fully encapsul ated or partly exposed. This
I's what the exam ning division neant in the inpugned
deci sion by stating that the feature that the el ectrode
is conpletely within the header anpbunts to a
sinplification of the device of D3 by elimnating its
auxi liary sensing function.

In the case of docunment D3, there is a specified reason
for exposing the electrode 5, ie it perforns an

auxi liary function other than sensing or stinulating
(page 2, lines 5 to 11 and page 4, lines 4 to 9). One
given auxiliary function is telenetry, and in the case
of this docunent the nmechanismof telenetry is by
transm ssion of data directly through body tissue, as
stated in the ground of appeal, page 4. Therefore, the
el ectode 5 nmust be exposed in the device of docunent

D3.

The present application, in keeping with nodern
practice, enploys telenetry via an induction coil, for
whi ch the coil does not have to be exposed. It would
then have to be conpletely envel oped by the
encapsul ati on provided by the header, on account of the
chem cal |y aggressive nature of body fluids, which is
well known to the person skilled in the art. No

i nventive step is involved in realising this.
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The appellant's argunent that the problemto be sol ved
by the application was not that of sinplifying the
devi ce of docunent D3, but of inproving data

transm ssion, is not accepted by the Board, since the
application sets out no such problem and noreover,
conpletely enclosing an electrode within a dielectric
woul d hardly affect the data transm ssion outside the
body since induction telenetry is enployed, which is
not inpaired by passing through small anmounts of
dielectric material.

The device of claim1l does not involve an inventive
step, accordingly.

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

V. Conmmar e W D. Wi ld
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