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Summary of Facts and Subm ssi ons

The appel |l ant (opponent) filed an appeal against the
deci sion of the opposition division to reject the
opposi tion.

1. The Patent was opposed on the grounds of insufficient
di scl osure (Article 100b EPC), and of |ack of novelty
and inventive step (Article 100a EPC)

L1l During appeal proceedings the appellant maintained al
t hese grounds and based its objections on the follow ng
docunents, already introduced during the opposition
pr oceedi ngs.

D1: US-A-4 641 644

D2: US-A-5 505 194

D3: Experinental tests by Dr Jolyon P. Mtchell and
M Mark Nagel concerning: Performance of generic
spacer devices having elliptical or circular
Cross-section

D4: US-A-3 994 421

Wth letter of 5 August 2002 the respondent submtted
t he docunent:

Al: E. Truckenbrodt, "Stroénmungsnmechani k, G undl agen
und techni sche Anwendungen", Springer Verl ag,

1968, pages 221, 223.

| V. Upon request of both parties, oral proceedings were
held on 7 February 2003.
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At the end of the oral proceedings the appellant
requested that the decision under appeal be set aside
and the patent be revoked.

The respondent (patentee) requested that the appeal be
di sm ssed or that the patent be maintained in anended
formon the basis of the auxiliary request as submtted
at the oral proceedings.

Claim1 of the main request as granted reads as
fol | ows:

"An aerosol inhalation device (10) for maxi m zing
delivery of nedicanment into the lung, said device (10)
conprising an el ongated expansion chanber (12) with a
nmout hpi ece configuration (16) provided at one end

t hereof, an el ongated cani ster housing (14) associ ated
wi th said expansion chanber (12) for receiving a
pressuri zed canister (46) of nedi canment having a val ve
stem (48) projecting fromone end thereof, said

cani ster housing (14) being telescopically slidable
into said expansi on chanber (12) and said canister
housi ng (14) being pivotally connected to said
expansi on chanber (12) by connecting neans further
permtting axial novenment of said canister housing (14)
froma storage position tel escoped within said
expansi on chanber (12) to an axially-aligned, fully
extended position, said canister housing (14) being

pi votal only when in said fully-extended position, into
an operabl e position, said operable position being
predeterm ned by interference neans between said
expansi on chanber (12) and said canister housing (14),
thereby limting said relative pivotal novenent

t her ebet ween, said cani ster housing (14) having a

val ve-stemreceiving portion (54), a laterally disposed
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orifice passage (58) fornmed in said val ve-stem
receiving portion (54) and intersecting a val ve-stem
receiving bore (56) thereof with the axis of said
orifice passage (58) being disposed at a first angle to
the axis of said val ve-stemreceiving bore (56) and
with an exit end (60) of said orifice passage (58)
being generally flared outwardly, said canister housing
(14) being pivotal only through a second angle equal to
or less than 90° into said operable position wherein
the axis of said orifice passage (58) is disposed in
axial alignment with a longitudinal axis of said

el liptical expansion chanber (12), said first angle

bet ween said orifice passage (58) and said axis of said
val ve- stemrecei vi ng-bore (56) being equal to or
greater than 90°, characterized in that said expansion
chamber (12) is elliptical in cross section.”

The appel | ant argued as foll ows.

The invention was not sufficiently disclosed for a
skilled person in the field to be carried out. In
particular, the patent did not contain any teaching
about what was "sufficient”, "maxim zed", or "high
percentage of" (delivery of the nedicament), see
colum 1, lines 7 to 16 of the description, and

colum 3, line 57, to colum 4, |line 28. Furthernore
the disclosure did not contain any statenment about the
degree of eccentricity to delimt the term"elliptical”
against the term"circular".

The subject-matter of claim1l also enbraced enbodi nents
for which the major axis of the elliptical cross-
section was directed vertical to the pivotal axis

bet ween the cani ster housing and t he expansi on chamber.
According to the tests reported in docunent D2,
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however, the desired favourable effect was only to be
expected for a parallel alignment of the pivotal axis.

The subject-matter claim 1l was not novel having regard
to docunment D4. Docunent D4 discl osed an expansi on
chanmber having a circular cross-section. Being the
circle a special case of an ellipse with the axes a, b
havi ng the sanme | ength, docunent D4 disclosed all the
features of the invention.

In any case, the subject-matter of claim1l did not

i nvol ve an inventive step having regard to Docunent D4
and the general know edge of the skilled person.
Docunment D4 discl osed the benefits of administering the
medi canent at | ow velocity. Docunent Al disclosed that
the presence of a bend in a conduct caused the stream
to devel op a vortex slow ng down the novenent of the
particles. The vortex effect increased with the
eccentricity of the cross-section. In addition to the
eccentricity, a bend in the flow path was al so
contributing to the proper functioning of the invention
(see docunent D2, colum 5, fromline 57, and Table 2).

The results of the experinmental tests contained in
Tabl e 3 of docunent D2 were not significant for the
assessnent of the inventive step being not directly
representative for the invention because the tests were
executed on elliptical cross-sections with the ratio
between the horizontal axis a and the vertical axis b
of the ellipse only equal or greater than 1, whereas
the patent in suit concerned al so the case where the
ratio was smaller than 1.

The respondent argued as foll ows.
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The invention was feasible. Docunent D2 proved that
starting froma circular cross-section it was possible
to find an optinumfor the delivery of the nedicanment
by nodifying the ratio a/b of the axes of the ellipsis.
The results of the tests of docunent D2 were rel evant
to understand the invention and applicable to it. In
particular it made no sense to distinguish the case
where a > b fromthe case where a < b, because the two
cases were perfectly symetrical and therefore
equi val ent.

Docunment D4 did not disclose nor hint at using an

el liptical cross-section for the expansion chanber in
order to inprove the vortex effect. On the contrary, it
led away fromthe invention since it taught inproving
settling out of the fluid particles, see colum 3,

line 15; colum 5, line 50. Docunent Al was irrelevant,
because there was no bend in the device of the

i nvention and because it dealt wth |am nar and not
turbul ent flow

Reasons for the Decision

1

1158.D

The appeal is adm ssible.

Sufficient disclosure

Docunent D2, which is published after the priority date
of the patent in suit, originates fromthe sane
inventors and concerns principally the sanme invention
as the patent in suit. Therefore, the tests reported
therein may be taken as a later filed expertise to
assess the feasibility of the patent in suit. These
tests are perfornmed for the case only that the major
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axis is directed parallel to the pivotal axis between
t he cani ster housing and t he expansi on chamnber.

Docunment D2, in its clains and its general description,
is, as the patent in suit, silent about the alignnent
of the pivotal axis with respect to the mgjor axis of
the elliptical cross-section of the expansion chamnber.
The manner of intended use of this hand-hel d apparatus
and the geonetry of the human nouth bring about that
only the parallel alignment of these two axes is of
practical inportance. It is this alignnent for which
the tests disclosed in docunent D2 prove the
feasibility. These tests are easy to performby the
skilled practitioner to find out those ratios and
angl es which optimse the delivery of a nmedi canent.

The objections on the ground of Article 100(b) EPC,
t herefore, have no basis.

Novel ty

Claim1l is novel against the disclosure of docunment D4
and it differs therefromin that the cross-section of
t he expansi on chanber is elliptical.

It is true that according to the mat hematica

definition a circle is the particul ar enbodi nent of an
ellipse, inplying that positions of in the two focal
points and the |l engths of the two major axis coincide.
In its normal technical neaning an ellipse is a
flattened circle having a major axis and a m nor axis
transverse thereto. The fact that the figures of the
patent in suit clearly disclose a cross-section which
is not circular and the fact that the application for
the present invention as originally filed recognizes as
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di sadvant ageous t he teaching of document D4, relying on
a circular cross-section, see WO A-92/20391, page 1
fromline 15, clearly prove that the patent and its
invention are founded on the latter technical
definition of "elliptical"™ which excludes a circular
Cross-section.

Accordingly the subject-matter of claiml is novel
agai nst the disclosure of docunment D4.

| nventive step

Starting fromthe teaching of docunent D4, which has
been unani nously accepted as representing the cl osest
state of the art, the purpose of the invention consists
in inproving the delivery of a | arge percentage of

medi canent, especially a poorly absorbed drug as a
peptide, to the deepest part of the patient's lung. To
this purpose the velocity of the nedi canent particles
has to be sufficiently sl owed down so that to avoid an
i npact agai nst the back of the throat, see patent in
suit, colum 1, lines 37 to 50.

The solution provided by the invention is to nodify the
circular cross-section of the expansion chanber of the
known devi ce of docunent D4 into an elliptical cross-
section having a suitable axis ratio. The novenent of
t he aerosolized nmedicanent with this structura
arrangenment is a vortex novenent which mnimzes
aggregation of the nedi canent particles and sl ows down
their novenent so as to mnimze inpaction of sane
agai nst the back of the user's throat while maxi m zing
t he amount of the nmedi canent delivered to the deepest
portions of the lungs (see EP-B-585 379, colum 4,
lines 20 to 28).
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Docunment D4 itself does not contain any hints which
could lead the skilled person in the field to nodify
t he device disclosed therein in the sense of the

i nvention.

The additional consideration of the teaching of
docunent Al cannot lead to the invention in an obvious
way either. Docunment A, in its chapter

"Ri chtungsanderungen”, deals with the influence of

di rection changes (deviations) on stationary parallel
streans of an inconpressible honmbgenous fluid. For the
cases of a rectangular and circular cross-section of a
tube, the increased friction | osses caused by a 90°-
bend may result in the formati on of secondary streans
whi ch together with the main streamdeliver a
spiralling stream picture.

The conditions of this idealised stationary nodel are
far fromthe conditions existing at the operation of

t he inhal ati on device according to the patent in suit,
where a first fluid is atomzed into an initially
resting second fluid which is accel erated thereby.
Consequently, the Board cannot recognise that a person
skilled in the art would possibly envisage to
approximate the extrenely non-stationary conditions
prevailing during the operation of the device according
to the invention by the nodel disclosed in docunent Al.
Docunent Al is therefore irrelevant for an eval uation
of the invention.

The further docunments of the state of the art are |ess
relevant for the invention. In particular, docunment D1
deals with a device simlar to that of the invention,
but having a rectangul ar cross-section. Docunent D1
does not recogni ze the possible beneficial effect of a
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particul ar cross-section. Docunent D3 deals with
conparative tests which tend to show that a circul ar
cross-section is better than the clained elliptical
cross-section, contrary to what is asserted in Table 3
of document D2. However, docunent D3 is silent
regarding the geonetry of the tested apparatus besides
t he expansi on chanber, so that a neani ngful conparison
with the test results of docunment D2 is not possible.

Accordingly the subject-matter of claim11 involves an
i nventive step.

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

V. Conmar e W D. Wi ld
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