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Summary of Facts and Subm ssi ons
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Thi s appeal is against the decision of the exam ning
di vision dated 2 July 2001 to refuse European patent
application No. 96 109 925.6. This application was
di vi ded out of the parent application 94 912 038.0
(WO-A-9 424 263).

The application was refused since the applicant

di sapproved the text in a comunication under

Rul e 51(4) EPC, which was based on the third auxiliary
request of the application. The exam ning division
considered that at least clains 1 and 5 of the main
request were objectionable under Article 123(2) EPC and
the clains of the main request were al so open to

obj ection under Articles 83 and 84 EPC. The first and
second auxiliary requests were also found to be
unal | owabl e under Articles 83 and 84 EPC, but the third
auxi liary request was found to be all owabl e.

On 24 August 2001 the appellant (applicant) | odged an
appeal against the decision and paid the prescribed fee
on the sane date. On 9 Novenber 2001 a statenent of
grounds of appeal was fil ed.

The appel | ant requests that the decision under appeal
be set aside and that a patent be granted on the basis
of clains 1 to 16 of the main request filed with the
grounds of appeal, or alternatively, on the basis of
clainms according to first to sixth auxiliary requests
filed with the grounds of appeal. Oral proceedi ngs were
requested if the main request was not allowed. However,
t he appellant did not wish for oral proceedings to be
called if the Board intended to issue a decision



2196.D

-2 - T 0046/ 02

all owi ng the appeal in respect of the substantive
objections and remt the case to the first instance so
that the exam nation under Article 52(1) EPC coul d be

carri ed out.

Claim1l of the main request reads as foll ows:

"A needl el ess syringe, which conprises a tubular nozzle
(26), particles (32) of a powdered therapeutic agent,
and energi sing neans (10) which, on activation, deliver
the particles through the nozzle at a velocity in the
range of between 200 and 2,500, m sec, in which the
particles have a size predomnantly in the range 10 to

250 mm and a density in the range of 0.1 to 25g/cn?."

Claim2 to 16 are dependent on claim 1.

As will enmerge fromthe following the clainms of the
auxiliary requests need not be discussed.

The appel | ant argued as foll ows:

The test for added subject-matter was whether the
overall change in the content of the application,
arising fromthe om ssion of references to
"therapeutic" in claiml, results in the skilled person
bei ng presented with information not directly and
unamnbi guousl y derivable fromthe original application.
The original application made references to non-

t herapeutic use, for exanple the delivery of
contraceptives, and this was independent of the
technical features of the syringe, so the application
as a whole clearly taught the delivery of particles of
a non-therapeutic agent.
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Claim1l1l was based on claim 38 of the original parent
application, and claim 38 did not nention nmenbranes. A
menbr ane was described as a preferred nethod of
containing the particles and for achieving a buil d-up
of pressure, the person skilled in the art would know
of other ways of doing this, for exanple the use of a
nmechani cal val ve which opened at a certain pressure.
The menbranes were not an essential feature,

accordingly.

Reasons for the Decision

1

The appeal is adm ssible.

Mai n request

2196.D

Articles 76(1) and 123(2) EPC

It is established case |law of the EPO that a divisiona
application nust satisfy the requirenents of both
Articles 76(1) and 123(2) EPC (see for exanple T 73/94;
Q) 1997, 456), ie the present divisional application
must not contain subject-matter which extends beyond
the content of the parent application as filed, or the
di visional application as filed, respectively. In the
present case the description of the present application
as filed is identical with the description of the
parent application as filed. Therefore, if the present
application finds support in the description of the
original parent application, then both the

Articles 76(1) and 123(2) EPC w || be satisfied.



2.2

2.3

2.4

2196.D

- 4 - T 0046/ 02

As set out in the opening parts of the application, the
presently clai ned needl el ess syringe is a devel opnent
of the apparatus of WO-A-9 204 439 (cited in the
description), which apparatus is for firing dense mcro
projectiles, made for exanple of tungsten or gold
coated with genetic material, into target cells. The
principle used in that apparatus is that particles are
initially inmobilised, e.g. electrostatically, on or
upstream of a rupturable diaphragm which is ruptured
wher eupon the particles are propelled by the gas flow

froma tubul ar devi ce.

The present inventors appreciated that the earlier
techni que could be nodified to provide a non-invasive
delivery system by neans of a needl el ess syringe which
fires light drug or other substance-containing
particles in controlled doses into the intact skin.
This is possible using particles of appropriate size
entrained in supersonic gas flows (WO A-9 424 263

page 2, line 34 to page 3, line 2).

The teaching of the original parent application is that
not only dense particles, but also |ight substances

such as drugs for therapy may be delivered by the
syringe. The original parent application also teaches

t hat substances other than drugs nay be delivered. Thus,
according to WO-A-9 424 263 page 2, lines 5 to 7,

page 4, lines 12 to 15, and page 11, lines 12 to 14 the
agent may be a contraceptive or a genetic material for
the genetic transformation of cells.

The parent application as originally filed clained
di fferent inventions, one of which is now the subject-
matter of the present divisional application, whose
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claim11l corresponds to claim38 of the original parent
application and claim 13 of the original divisional
application, which clai mwas supported by a statenent
of invention on page 5 of the original description.
Anot her statenment of invention, in the paragraph

i nking pages 1 and 2 of the original application,
reflects the invention of claiml of that earlier
appl i cation.

Thus, the application as originally filed described the
different inventions generally in the opening parts of
t he description, together with the different agents
that may be used. It is true that the above-cited
passages of WD A-9 424 263 describing the non-

t herapeutic uses follow the statenment of invention
corresponding to claim 1l of the original parent
application, but it is clear that the nature of the
agent which nmay be delivered by the syringe is

i ndependent of the structural features of the syringe,
and each of the syringes clainmed in the original
application is capable of delivering the agent,

regardl ess of its nature. This may be seen from
original claim4l according to which the agent may be
delivered by either of the syringes defined in claiml
or claim 38. Mreover, the non-therapeutic use

menti oned on page 11 follows the description of and
applies to both types of syringes described
respectively on pages 1 and 2, and on page 5 and
corresponding to clainms 1 and 38, respectively, the

| atter being the syringe now clained in the present
appl i cation.
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Therefore, both the parent and divisional applications
as originally filed did disclose an invention
conprising a syringe according to present claim1l for a
non-t herapeutic use. The om ssion of "therapeutic use"
inclaimlis justified, accordingly, and the claim
does not infringe either of Articles 76(1) and 123(2)
EPC in this respect.

As regards the dependent clainms the exam ning division
criticised only claim5 of the main request under
Article 123(2) EPC, which claimhas now been cancel | ed.

Article 84 EPC

WO A-9 204 439 describes (page 2, lines 16 to 28) a
systemfor firing dense particles into target cells,
wherein a nmenbrane cl oses a passage until ruptured on
application of a predeterm ned pressure of gas froma
reservoir, whereupon the particles are propelled by the
gas flow froma tubul ar device. The particles may
initially be immobilised on a rupturabl e diaphragm
which is ruptured when the gas fl ow conmmences, and

whi ch di aphragm may be the same as the rupturable
menbrane which ruptures to initiate the gas flow

The present application as well as the parent and

di visional applications as originally filed describe a
menbrane whi ch ruptures upon application of a high
pressure to generate a supersonic gas flow, and up to
two di aphragnms which inmobilise the particles to be
fired. Thus, the original parent application (WO A-9
424 263) describes the rupturable nmenbrane on page 6,
line 10 onwards, and two di aphragns for imobilising
the particles, on page 11, line 25 onwards.
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As stated in point 2.2 above, the needl el ess syringe
can fire light particles into the intact skin if the
particles are entrained in a gas flow at supersonic

vel ocities. The supersonic velocities my be achieved
by building up the pressure behind a rupturable
menbrane until the menbrane bursts. However, the person
skilled in the art knows that other nethods of
providing a gas flow at supersonic velocities may be
enpl oyed i nstead, for exanple by using a rapidly acting
nmechani cal val ve as described in WO-A-9 204 439, on
page 3, lines 17 to 21. This paragraph of the prior
docunent makes it clear that the use of a rupturable
menbrane is not the only way of producing the
supersonic gas flow. The rupturable nenbrane is not,

t herefore, indispensable for the purposes of the
present application.

As regards the neans for introducing the particles to
be fired into the gas stream the paragraph |inking
pages 11 and 12 of the original application nmakes it
clear that two diaphragns are the preferred neans. The
person skilled in the art would be able to devise other
means for this purpose, for exanple the neans suggested
in WO-A-9 204 439 on page 2, lines 24 to 26. This

par agr aph makes it clear that, whereas the particles
coul d be immbilised by a nenbrane, alternative neans
may be used for introducing the particles.

The present inventors were, therefore, aware that a
rupturabl e nenbrane is not indispensable for producing
a supersonic gas flow, and that a diaphragm(s) is not

i ndi spensabl e for introducing the particles to be fired
into the gas stream It is for these reasons that
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original claim38 of the parent application and
claim 13 of the divisional application (which
corresponds to present claim1l) and the correspondi ng
statenment of invention on page 5 of WDO-A-9 424 263
define, as one of the inventions originally disclosed,
a needl el ess syringe for delivering particles at near
supersoni c vel ocities and above, which does not
conprise either a nenbrane or a di aphragm as an
essential feature of the invention. Original clains 38
and 13 were, therefore, fairly supported by the
description, as is present claim 1. The objection under
Article 84 EPC is not justified, accordingly.

Or der

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 for further
prosecution on the basis of clains 1 to 16 of the main
request submtted with the grounds of appeal dated
9 Novenber 2001

The Regi strar: The Chai r man

V. Commrar e T. K H Kriner
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