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Summary of Facts and Submn ssions

2152.D

The appel |l ant | odged an appeal agai nst the decision of
the Examining Division to refuse European patent
application No. 91 907 364. 3.

In the contested decision, the Exam ning D vision
referred to the follow ng prior art docunents:

Dl: US-A 4 414 359

D2: US-A 4 515 168

D3: GB-A 1 321 863

D4: US-A 4 250 878

D5: US-A 4 474 570

D6: US-A 4 340 047

During the oral proceedings held on 10 July 2001, the
appellant filed newclains 1 to 17 with pages 1 to 15
of the description, as amended, and Figures 1 to 4, and
requested that the decision under appeal be set aside
and that a patent be granted on the basis of the above-
menti oned docunents.

| ndependent claim 1l has the foll ow ng wording:

"1l. An electrically powered iontophoretic delivery
device for delivering an agent by iontophoresis

i ncluding a source of electrical power (30) adapted to

be electrically connected through a circuit neans (60)
to a pair of electrode assenblies (41, 43) for the
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i ontophoretic delivery of said agent to a patient, said
circuit neans conprising a current generating circuit
(70) connected to said el ectrode assenblies and capabl e
of providing an electric current suitable for the

i ontophoretic delivery of said agent to said patient,

characterized in that

said circuit neans (60) al so conprise an activation
circuit (62) electrically connected to said source of
el ectrical power (30) and also electrically connected
to one of said el ectrode assenblies (41, 43), the other
one of said el ectrode assenblies being connected to
said source of electrical power (30), said activation
circuit (62) being such as to be activated when

el ectrically closed by placing the el ectrodes on the
patient's skin, said current generating circuit (70)
being itself connected to said activation circuit such
as to be electrically connected to the power source
(30) when said activation circuit is activated, to
thereby automatically induce the production of said

el ectric current suitable for said iontophoretic
delivery by said current generating circuit, and to
automatically interrupt said iontophoretic delivery
when said activation circuit is no |onger activated,
said activation circuit drawi ng substantially no
current fromsaid power source, when in the inactivated
state.”

The appel lant's argunents can be sunmari zed as foll ows:

The probl em objectively fornulated starting fromthe
state of the art as disclosed in docunment D5 was to
provi de autonmatic activation and deactivation of the
agent delivery depending on the el ectrodes' contact.
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For the solution of this underlying problem docunent
D2 did not give any incentive as it referred to a nerve
| ocator which was cl anped on a syringe.

Reasons for the Decision

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

2. The Board is satisfied that the anended clains fulfil
the requirenents of Article 123(2) EPC

Since none of the cited docunents discloses a device
conprising all the features recited in claiml, the
only matter to be considered is that of inventive step.

3. I nventive step

3.1 Docunent D5 constitutes the closest state of the art
and di scloses the following features recited in the
preanble of claiml ( the nunbers in parentheses refer
to the reference signs of the drawi ngs of docunent D5):

- an electrically powered iontophoretic delivery
device (1) for delivering an agent (4, 6) by
I ont ophoresis including a source of electrica
power (8) adapted to be electrically connected
through a circuit neans (5 and 9-7) to a pair of
el ectrode assenblies (2, 3) for the iontophoretic
delivery of said agent (4, 6) to a patient, said
circuit neans conprising a current generating
circuit (5-8-9-7) connected to said el ectrode
assenblies (2, 3) and capable of providing an

2152.D Y A
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electric current suitable for the iontophoretic
delivery of said agent to said patient;

(cf. Figures 1 and 2 and the correspondi ng
description, colum 1, line 52 to colum 2,

i ne 58).

In the iontophoretic delivery device of D5 the pair of
el ectrodes is connected to a battery so that a cl osed
circuit is forned when the electrodes are applied to
the patient's skin (D5, colum 1, lines 63 to 66).

Therefore, docunent D5 does not disclose an activation
circuit electrically connected to the source of

el ectrical power, and to one of said el ectrode
assenbl i es, and activated when the el ectrodes are

pl aced on the patient's skin.

The cl ai ned subject-matter is distinguished over the
state of the art disclosed in docunent D5 in that:

(a) said circuit neans (60) al so conprise an
activation circuit (62)

- electrically connected to said source of
el ectrical power (30) and

- also electrically connected to one of said
el ectrode assenblies (41, 43),

- the other one of said el ectrode assenblies being
connected to said source of electrical power
(30),

(b) said activation circuit (62) being such as to be
activated when electrically closed by placing the



3.5

2152.D

(c)

(d)

- 5 - T 0278/ 96

el ectrodes on the patient's skin,

said current generating circuit (70) being itself
connected to said activation circuit such as to be
el ectrically connected to the power source (30)
when said activation circuit is activated,

- to thereby automatically induce the production
of said electric current suitable for said
i ont ophoretic delivery by said current
generating circuit, and

- to automatically interrupt said iontophoretic
delivery when said activation circuit is no
| onger acti vat ed,

said activation circuit drawi ng substantially no
current fromsaid power source, when in the
I nacti vated state.

Starting fromthe iontophoretic device known from D5,

the underlying problemof the present invention can be

seen in:

providing an electrical circuit which does not
drain current fromthe power source during storage
tinme but only when the el ectrodes of the device
are correctly placed on the skin of the patient,
and

avoi di ng the drawbacks of a manually operated
switch which nust be correctly engaged by either
the patient, the physician or the nedica

techni cian, thus representing a potential source
of error in drug delivery (cf. page 4, line 15 to
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page 5, line 2 of the description).

To sol ve these two problens the application provides
circuit means conprising an activation circuit and a
current generating circuit as specified in the
characterising portion of claim1. The activation
circuit is electrically connected to the power source
and is responsive to the conpletion of a circuit

bet ween the el ectrode assenblies. Upon application of
the el ectrode assenblies to the body, the activation
circuit automatically activates the current generating
circuit. The activation circuit draws substantially no
current fromthe power source, when in the inactivated
state, i.e. when the circuit between the el ectrode
assenblies is open. The current generating circuit when
activated by the activation circuit, automatically

I nduces the production of the electric current suitable
for the iontophoretic delivery of the drug and
automatically interrupts the iontophoretic delivery
when the activation circuit is no | onger activated.

D2 relates to a nerve stinulator for |locating a nerve
and conprises neans for automatically energizing a
current pul se generator when the needle touches the
patient's skin (cf. colum 2, lines 4 to 6 ). However,
as shown in particular in Figures 3 and 4, this
docunent discloses a circuit especially designed to

i ndicate when the tip of the needl e approaches the
nerve and not for the purpose of delivering a drug. In
the Board's opinion, this is a first reason why the
person skilled in the art would not have taken into
consi deration docunent D2 in solving the underlying
probl em of the present application.

A further reason is that the skilled person woul d not
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have had any incentive to select parts of the circuit
of Figure 4, nanely the resistors R6, R7, R9, R10
together with the transistor @ and the diode CRI, and
to nodify themin such a way as to nake them suitable
to power on and off the current generating circuit
(i.e. a battery) of an iontophoretic device as known
from Db5.

Al'l ot her docunents which were taken into consideration
during the exam nation procedure are |ess relevant for
sol ving the underlying problemof the present

i nventi on.

Docunent D1 describes an iontophoretic device with a
circuit for preventing excessive voltage build up
resulting in a surge of current acconpani ed by the
dangers of shock and burns to the patient's skin. No
activation circuit as clained in present claiml is
shown in this docunent.

Docunment D3 does not relate to an el ectro-nedica

device but is concerned with a touch-operated sw tching
devi ce which includes a solid-state current anplifier
and a pair of contacts arranged in such a manner that,
when the contacts are bridged, a current feed path to a
first transistor of the anplifier is conpleted. As an
exanple for the applicability of this sw tching device,
a keyboard i s nentioned.

Docunent D4 refers to a bioelectrode for an
I ont ophoretic device and does not show any circuitry.

Docunent D6 provides an iontophoretic treatnment device
whi ch includes a circuit for conducting direct current
through the skin, periodically reversing the current
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and conducting a short pulse of current through the
skin in the opposite direction in order to avoid the
undesirable formati on of vesicles, bulla and reddeni ng
of the skin. The circuitry of this device does not have
any relevance to the activation circuit clainmed in
claim1.

For these reasons, in the Board' s judgenent, the cited
prior art docunents would not |ead the person skilled
inthe art to the clained subject-matter. The subject-
matter of independent claim1l1, therefore, involves an
i nventive step wthin the neaning of Article 56 EPC.

Each of clains 2 to 17 is dependent on claim1l and
therefore also fulfils the requirenent of inventive
st ep.

For these reasons it is decided that:

1
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The decision of the Exam ning Division is set aside.

The case is remtted to the first instance with the
order to grant a patent on the basis of the follow ng

docunent s:

d ai ns: 1 to 17 as filed during the ora
proceedi ngs of 10 July 2001;

Descri ption: pages 1 to 15 as filed during the oral

proceedi ngs of 10 July 2001;



Dr awi ngs:

The Regi strar:

R. Schunmcher
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Figures 1 to 4 as filed during the oral
proceedi ngs of 10 July 2001.

The Chai r nan:

G Davi es



