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Summary of Facts and Subm ssi ons

2354.D

Eur opean patent application 95 936 338.3 (publication
No. EP-A-0 789 603) was refused by a decision of the
exam ni ng division dispatched on 21 May 2001, on the
ground that the subject-matter of claim1l1l then on file
| acked an inventive step (Articles 52(1) and 56 EPC)

The appel |l ant (applicant) |odged an appeal against the
decision on 30 July 2001 and paid the appeal fee on the
sanme day. The statenment of the grounds of appeal was
received on 1 Cctober 2001.

Oral proceedings were requested as an auxiliary measure.
The foll ow ng docunents were taken into consideration
D1: US-A-5 224 928

D2: WD A-92 21307

D3: FR A-2 695 566

D4: US-A-4 281 664

Oral proceedings were held on 7 Cctober 2004.

The appel | ant requested that the decision under appeal
be set aside and a patent be granted on the basis of
the follow ng docunents filed during the oral

pr oceedi ngs:

d ai ns: No. 1 to 12
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Descri pti on: pages 1 to 26

Dr awi ngs: figures 1 to 4

Caim1l reads as foll ows:

"An el ectrotransport system (100) for delivering a

t her apeuti c agent through a body surface of a patient,
t he system i ncl udi ng

a delivery unit (130) having a pair of electrodes (132,
134), at |east one of the electrodes (132, 134)
containing the therapeutic agent to be delivered, a
source of electrical power electrically connectable to
the el ectrodes (132, 134), sensor neans (174) for
sensing a predeterm ned patient body paraneter
condition or a predeterm ned delivery unit paraneter
condition, the sensor neans (174) providing a sense
signal; and

a control unit (102) generating a control unit signa
for controlling the delivery unit (130);

the delivery unit (130) being adapted to be worn on the
patient's body and being physically separate fromthe
control unit (102);

the control unit (102) and the delivery unit (130)
conmuni cating via a telemetry conmuni cation Iink (120,
122) by nmeans of a radiated energy signal between
transm tter nmeans and receiver neans;

characterised in that the transmtter neans and

recei ver neans conprise

first security code transmtter neans (152, 154), in
said control unit (102), programmed to store a first
predet ermi ned uni que code therein and transmtting said
first predeterm ned unique code to said delivery unit
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(130) in response to the logic state of said control
unit signal

second security code transmtter neans (170, 166), in
said delivery unit (130), programed to store a second
predet erm ned uni que code, different fromthe first,
therein and transmtting said second predeterm ned

uni que code to said control unit (102) in response to
the logic state of said sense signal;

first security code receiver neans (156, 158), in said
control unit (102), programmed to store said second

pr edet er mi ned uni que code therein;

second security code receiver neans (168, 164), in said
delivery unit (102), progranmed to store said second

pr edet er mi ned uni que code therein;

whereby said first security code receiver neans (156
158) is only responsive to receipt of said second
predet ermi ned uni que code from said second security
code transmtter neans (170, 166), producing an out put
signal, the logic state of which reflects the logic
state of said sense signal, to provide an indication of
t he sensed paraneter condition; and

wher eby second security code receiver neans (168, 164)
is only responsive to receipt of said first
predet erm ned uni que code fromsaid first security code
transmtter neans (152, 154), producing an out put
signal, the logic state of which reflects the logic
state of said control unit signal, to cause delivery of
sai d therapeutic agent".

The appel lant's subm ssion in support of its request
may be sunmarised as foll ows:

The security coding features defined in claiml for a
tel emetry comuni cation |ink between a delivery unit
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worn on a patient's body for the delivery of a

t herapeutic agent and a renote control unit, was not
taught in the prior art. Were a nunber of

el ectrotransport systenms with renote control units were
used sinul taneously, such as in a hospital, there was a
risk that the control signals sent out fromthe contro
units were received by the wong delivery units and
vice versa. This would endanger the patients, in that
the patients could receive i nappropriate treatnent and
t he physician could receive incorrect information about
the condition of the patients or the condition of their
delivery devices. The clainmed security coding features
obvi at ed t hese probl ens.

Reasons for the Deci sion

2354.D

The appeal conplies with the requirenents of
Articles 106 to 108 and Rule 64 EPC and is, therefore,
adm ssi bl e.

Amendnent s

Claim1l is based on originally filed clainms 1 to 4, 14,
15 and 18 and the original description pertaining to

t he enbodi nent shown in figure 4. In particular,
according to the original description the transmtter
nmeans are responsive to the logic state of their input
signal and the receiver nmeans produce an output signal
having a | ogic state depending on the receipt of their
respective unique codes (cf page 18, line 18 to page 24,
line 22).
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The dependent clains 2 to 12 are based on originally
filed clains 5 to 13, 17 and 21, respectively, and the
original description. In particular, regarding claimb5,
the feature relating to the provision of different
timng sequences for the control unit signal is
derivable fromthe description page 9, lines 5 to 14
and page 25, lines 13 to 24. CQaim1l2 is al so based on
page 14, lines 10 to 18 of the originally filed

descri ption.

The board is thus satisfied that the amendnents conply
with the requirenents of Article 123(2) EPC.

Novel ty

The cl osest prior art is provided by docunent D3. From
this docunent a systemis known inter alia for

per cut aneous drug delivery by iontophoresis (cf page 2,
lines 1 to 3) using electrodes containing the drug to
be delivered connected to an el ectrical power source.
The outputs of the system (22, 25, 26) are nonitored by
vi sual and acoustic nonitors (30, 31) which, based on a
paral l el sanpling of the electrical signal at the
output, indicate its existence, frequency and anplitude
(cf page 5, lines 10 to 17; figure 1). The visual and
acoustic intensity of these nmonitors is a function of

t he i npedance of the tissue, whereas their activation
frequency depends on the frequency of the electrical
signal. These nonitors, thus, constitute sensor neans
for sensing a predeterm ned patient body paraneter
condition, nanely tissue inpedance, as defined in
claim1. Furthernore, they sense the existence and
frequency of the electrical signal and as such
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constitute sensor neans for sensing a predeterm ned

delivery unit parameter condition

The system consists of a delivery unit to be worn on
the patient's body (cf eg figures 4 to 8, 10 and
correspondi ng description) physically separate fromthe
control unit (33,133,233) (cf figures 1 to 3; page 5,
lines 18 to 37). A duplex radio or optical telemetry
comuni cation link is provided between the control unit
and the delivery unit, with corresponding transmtter
and receiver neans. The link is for comunicating
commands fromthe control unit to the delivery unit.
Moreover, it is used for confirmng that the commands
relating to a phase of operation are accepted and that
t he phase of operation is assuned by the delivery unit,
by communi cating validation information fromthe
delivery unit to the control unit (cf page 5, lines 32
to 37).

Accordi ngly, docunent D3 shows an el ectrotransport
system according to the preanble of claiml.

The systemdefined in claim1 differs fromthe system
known from docunment D3 in respect of the features
provided in the characterising part of claiml
concerning the transm ssion and receiver neans of the

tel enmetry conmuni cation |ink

No further details are given in docunent D3 regarding
t he conmuni cation link. In particular, there is no
mention in docunment D3 of the transmtters on either
side each transmitting a respective unique code stored
in the transmtter, and of the receivers on either

si de, each programed to store the respective unique
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code and being only responsive to the receipt of the

respective uni que code.

Al t hough, as in substance argued in the decision under
appeal, it may be held that for instance ordinary radio
conmuni cation invol ves sone kind of encoding at the
transmtter side in the formof eg an analog or digital
nodul ati on of the carrier radio signal according to a
predeterm ned schene or "code", and a correspondi ng
decodi ng at the receiver side, the systemdefined in
present claim1l is distinguished therefromin that only
the two different unique codes are transmtted between
the control unit and the delivery unit, rather than
sone "encoded" signal

Accordingly, the subject-matter of claim1l is novel
with respect to document D3 (Articles 52(1) and 54(1),
(2) EPC).

It is, furthernore, also novel with respect to the
remai ni ng cited docunents, disclosing nore renote prior
art.

In particular, docunent D4 discloses a two-way

tel emetry comuni cation |ink between a nedi cal device
inplanted in a patient, such as a pacenaker or a

nmedi cati on di spensi ng device, and an external term nal
(cf colum 1, lines 8 to 13 and lines 45 to 49).

Digital data may be transmtted to the external
termnal, where it nmay be decoded into nunerals and
characters using known term nal devices (cf colum 2,
lines 39 to 52 and colum 8, lines 1 to 3). There is no
di scl osure of the transm ssion of a unique code,



2354.D

- 8 - T 1194/01

programmed in both the transmtter and receiver,

provi ding a secure transm ssion.

Docunment D2 di scl oses a two-way tel emetry communi cation
link between an ingestible capsule and a renote unit.
No uni que codes are invol ved.

| nventive step

In the systemof the application in suit, a first

uni que code is programmed into the transmtter of the
control unit and into the receiver of the delivery
unit, and transmtted fromthe control unit to the
delivery unit. A second, different unique code is
programmed into the transmtter of the delivery unit
and into the receiver of the control unit, and
transmtted fromthe delivery unit to the control unit.
The transmitters, in response to the logic state of
their respective input signals, transmt the respective
code and the receivers only produce a correspondi ng
response when they receive the respective uni que code
for which they are programed.

Thi s arrangenent provides additional security against
falsely initiating the delivery of the therapeutic
agent to the patient due to interference from ot her
radi ated energy sources (cf description, page 9,

lines 25 to 29). Furthernore, it allows for the

si mul t aneous operation of several of these systens, for
instance in a hospital, wthout the risk of crosstalk
bet ween the systens. Myreover, the transm ssion of two
di fferent codes guarantees that the transm ssion of
signals by the transmtter and the receipt of signals
by the receiver of the sane unit may be securely
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differentiated (cf description, page 19, |ines 22
to 24).

None of the cited documents is concerned with these
problens relating to the telenetry comuni cation |ink

Furthernore, also the solution as defined in the
characterising portion of claiml is not suggested in
any of cited docunents. Standard radi o comruni cation
techni ques for the transm ssion of signals, wthout
security measures, are used in docunents D2 to D4.

Al t hough the coded telenmetry comruni cation |ink as such
is an off-the-shelf system which was commonly
available at the priority date of the application in
suit, (cf description, page 19, lines 15 to 17), it
provides a relatively sinple but effective way of
overcom ng the interference and crosstal k probl ens
menti oned above and, therefore, in the board s view an
inventive step has to be recognised for its

i npl enentation in the specific clainmed el ectrotransport
system

Accordingly, the subject-matter of claim1 involves an
inventive step (Articles 52(1) and 56 EPC)

Clains 2 to 12 are dependent on claim 1, providing
further limtations. The subject-matter of these

clainms, therefore, also involves an inventive step.

The description has been brought into conformty with
t he amended cl ai ns.

The patent application with the amended docunents
according to the appellant's request also neets the
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remai ning requirements of the EPC, so that a patent can
be granted on the basis of these docunents.

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 follow ng
docunents filed during the oral proceedings:

C ai ns: No. 1 to 12

Descri pti on: pages 1 to 26

Dr awi ngs: figures 1 to 4
The Regi strar: The Chai r man:
R Schumacher G Davies

2354.D



