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Summary of Facts and Subm ssi ons

0646. D

Eur opean patent No O 499 344 based on application
No. 92 201 264.6 was granted on the basis of 16 cl ai ns.

Claim1l of the set of clainms for DE, GB, FR, IT, NL, SE,
CH, LI, BE (set A) as granted read as foll ows:

"1. An aerosol fornulation suitable for drug delivery
to the human lung by adm nistration to a patient by
oral or nasal inhalation, comprising a drug, 1,1,1, 2-
tetrafl uoroethane, a surface active agent and at | east
one conpound having a higher polarity than 1,1, 1, 2-
tetrafl uoroet hane selected from al cohol s, saturated
hydr ocar bons, and m xtures thereof, the fornulation
being in the formof a solution or a suspension of drug
particles having a nedian particle size of |ess than 10

mcrons."

Qpposition was filed and revocation of the patent in
its entirety was requested pursuant to Article 100(a)
EPC for lack of novelty and inventive step and pursuant

to Article 100(b) EPC for insufficiency of disclosure.

The follow ng docunments inter alia were cited in the
pr oceedi ngs:

(1) US-A-4 174 295

(16) GB-A-837 465

(21) US-A-3 219 533
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The appeal lies froma decision of the opposition
di vi sion revoking the patent under Article 102(1) EPC.

The opposition division considered that claim1 of the
mai n request (clains as granted) did not neet the
requi rements of novelty (Article 100(a) EPC)

In particular, the opposition division considered that
the subject-matter of claiml was antici pated by
docunent (1). In the opposition division's view,
claim 1l enconpassed the aerosol formnulations disclosed
in docunent (1), since the word "conprising” did not
excl ude the A-group of propellant which was present in
the formul ati ons of docunent (1). Anong the ternary
propel | ant conpositions disclosed in docunent (1) were
nmenti oned those conprising Freon 22, 134a and n-butane
or Freon 143a, 134a and n-butane and Freon 32, 134a and
n- butane (colum 3, lines 65, 67 and colum 4, |ine 2,
columm 4, line 2).

Furt hernore docunent (1) disclosed the presence of

et hanol as a dispersing agent. The aerosol formulations
of document (1) also disclosed the presence of an
active ingredient such as a pharnmacol ogi cal active

i ngredi ent.

The opposition division considered that the technical
feature concerning the particle size was not rel evant
for the assessnment of novelty since the fornul ations
could be in the formof a solution.

Wth respect to the feature "suitable for drug delivery
to the human lung by admi nistration to a patient by
oral or nasal inhalation", the opposition division



VI .

VI,

VIITT.

0646. D

- 3 - T 0978/ 99

consi dered that the pharnmacol ogi cal conpositions of
docunent (1) were also suitable for that use since they

were in the formof an aerosol.

The opposition division took the view that the
auxiliary request filed by the patentee prior to the
oral proceedings but after the tinme limt set out
within Rule 71a EPC was inadm ssible since it was | ate-
filed.

The opposition division rejected the opponents request
for apportionnment of costs since the grounds for it
were "not bound separately to the present opposition

case".

The appel | ant (patentee) | odged an appeal against that

deci si on.

OQpponents OL and O4 (respondents) contested with
argunents to the grounds of appeal.

Opponents O2 and O3 wi thdrew their opposition during
t he appeal proceedings.

A conmuni cation fromthe Board was sent as an annex to
the invitation for oral proceedings, rem nding the
parties of the followng : "Additionally, the appellant
shoul d be al so prepared to argue in how far the
specifications and restrictions introduced inter alia
inclaiml of the first and second auxiliary requests
do not individualise certain conbinations (e.g. choice
of nature of drug and synergistic conbinations and
nature of surfactant) which were only discl osed
generally in the application as filed and hence coul d
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result in an unall owabl e selection (Article 123(2)
EPC) " .

The appellant filed with its letter of 22 Decenber 2003
three further auxiliary sets of clains.

Oral proceedings were held before the Board on
19 February 2004.

During the oral proceedings the appellant w thdrew the
set of clains as granted after discussion of the
novelty of the subject-matter clained.

It renunbered the remaining requests as nmain and
auxiliary requests 2 to 4.

Claiml1l of the set of clains for DE, GB, FR IT, NL, SE,
CH, LI, BE (set A)of the main request reads as follows:

"1. An aerosol fornulation suitable for drug delivery
to the human lung by adm nistration to a patient by
oral or nasal inhalation, consisting of a drug sel ected
fromanti-allergics, bronchodilators, anti-

i nfl ammat ori es and synergi stic conbi nati ons thereof,
1,1,1,2-tetrafl uoroet hane, a non-fluorinated surface
active agent and at | east one conpound having a hi gher
polarity than 1,1,1,2-tetrafl uoroethane selected from
al cohol s, saturated hydrocarbons, and m xtures thereof,
the formulation being in the formof a suspension of
drug particles having a nedian particle size of |ess
than 10 mcrons. "

Claim1l of the set of clains (set A) of the first
auxi liary request reads as follows:
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"1. An aerosol fornulation suitable for drug delivery
to the human lung by adm nistration to a patient by
oral or nasal inhalation, conprising a drug sel ected
fromantiallergics, bronchodilators, anti-inflammatory
preparations and synergistic conbi nations thereof,
1,1,1,2-tetraf |l uoroet hane, a surface active agent and
at | east one conmpound having a higher polarity than
1,1,1,2-tetrafl uoroet hane sel ected from al cohol s,

sat urated hydrocarbons, and m xtures thereof, the
formul ation being in the formof a suspension of drug
particles having a nedian particle size of |ess than 10

m crons. "

Claim1l of the set of clains (set A) of the second
auxi liary request reads as follows:

"1. An aerosol fornulation suitable for drug delivery
to the human lung by adm nistration to a patient by
oral or nasal inhalation, conprising a drug sel ected
from sal but anol, becl onet hasone di propi onate, disodi um
cronogl ycate, pirbuterol, isoprenaline, adrenaline,
rimterol, and ipratropiumbromde, 1,1,1,2-

tetrafl uoroet hane, a surface active agent and at | east
one conpound having a higher polarity than 1,1, 1, 2-
tetrafl uoroet hane selected from al cohol s, saturated
hydr ocar bons, and m xtures thereof, the fornulation
being in the formof a suspension of drug particles
having a nedian particle size of less than 10 mcrons."”

Claim1l of the set of clains (set A)of the third
auxi liary request reads as follows:
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"1. An aerosol fornulation suitable for drug delivery
to the human lung by adm nistration to a patient by
oral or nasal inhalation, conprising a drug sel ected
from sal but anol, becl onet hasone di propi onate, disodi um
cronogl ycate, pirbuterol, isoprenaline, adrenaline,
rimterol, and ipratropiumbromde, 1,1,1, 2-

tetrafl uoroet hane, a surface active agent and at | east
one conpound having a higher polarity than 1,1, 1, 2-
tetrafl uoroet hane selected from al cohol s, saturated
hydr ocar bons, and m xtures thereof, the fornulation
being in the formof a suspension of drug particles
havi ng a nedian particle size of Iess than 10 m crons,
and wherein the 1,1,1,2-tetrafl uoroethane is present in
an anount in the range 60 to 95% by wei ght of the
formul ation and the weight ratio of 1,1,1, 2-

tetrafl uoroet hane : conpound of high polarity is in the
range 85:15 to 95:5."

Claim1l of the set of clains (set A)of the fourth
auxi liary request reads as follows:

"1. An aerosol fornulation suitable for drug delivery
to the human lung by adm nistration to a patient by

oral or nasal inhalation, conprising a drug sel ected
from sal but anol, becl onet hasone di propi onate, disodi um
cronogl ycate, pirbuterol, isoprenaline, adrenaline,
rimterol, and ipratropiumbromde, 1,1,1,2-

tetrafl uoroethane, a surface active agent selected from
sorbitan triol eate, sorbitan nono-ol eate, sorbitan
nonol aur at e, pol yoxyet hyl ene (20) sorbitan nonol aurat e,
pol yoxyet hyl ene (20) sorbitan nono-ol eate, natural

[ ecithin, oleyl polyoxyethylene (2) ether, stearyl

pol yoxyet hyl ene (2) ether, |auryl pol yoxyethyl ene (4)

et her, block copol yners of oxyethyl ene and oxypropyl ene,
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Oeic acid, Synthetic lecithin, D ethylene glycol

di ol eate, Tetrahydrofurfuryl ol eate, Ethyl ol eate,

| sopropyl nyristate, Gyceryl trioleate, Gyceryl

nonool eate, G yceryl nonostearate, dyceryl
nonori ci nol eate, Cetyl al cohol, Stearyl alcohol,

Pol yet hyl ene gl ycol 400 and Cetyl pyridiniumchloride,
olive oil, glyceryl nonolaurate, corn oil, cotton seed
oil and sunflower seed oil and at |east one conpound
having a higher polarity than 1,1,1,2-tetrafl uoroethane
sel ected from al cohol s, saturated hydrocarbons, and

m xtures thereof, the fornmulation being in the form of
a suspension of drug particles having a nedian particle
size of less than 10 mcrons, and wherein the 1,1,1, 2-
tetrafl uoroethane is present in an anount in the range
60 to 95% by wei ght of the forrmulation and the wei ght
ratio of 1,1,1,2-tetrafl uoroethane : conpound of high
polarity is in the range 85:15 to 95:5."

The appel lant's argunents may be summari sed as foll ows:
The main and first auxiliary requests relate to a
restriction with respect to the nature of the drug by
deletion froma list, and the conpound cl asses are
supported by the original disclosure since they are
exenplified. Wth respect to the feature "synergistic
conbi nations thereof”, it does not individualise new
conbi nati ons since the conpounds are defined as broad
conmpound cl asses which are well known in the art to be
used as m xtures (docunents (21) and (16)).

Wth respect to the admssibility of the second to
fourth auxiliary requests (filed as auxiliary
requests 3 to 5 with the letter of 22 Decenber 2003),
t hese requests related to a fair response in order to
overconme the objections nentioned in the Board's
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prelimnary opinion sent as an annex to the grounds of
appeal . The respondents were not taken by surprise
since the requests were filed al nost two nonths before
t he oral proceedings.

Auxiliary requests 2 to 4 related to a clear Iimtation
of the scope clained. Initially both suspension and
solution were clained. Both possibilities were

di scl osed and exenplified in the originally filed
description for the aerosol formnulations and now t he
claims were restricted to the suspensions. This was a
nmere cancel |l ation of one alternative anong two. Wth
respect to the other amendnents, they related nerely to
the introduction of the features of dependent clains
into claiml as granted and were al so supported by the
application as originally filed. In particular,

claims 12, 5, 2 and 1 were cited together with clains 9,
8, 7 for the third auxiliary request and with
additionally claim 10 for the fourth auxiliary request.
Addi tionally, page 7 of the description was cited for
the third and fourth auxiliary requests.

The reference term"as clained in any preceding claint
was generally admtted in European patents and neant
that the subject-matter was taken in conbination with
that of any preceding claim This was a shortening so
as to avoid having too nany dependent cl ai ns.

The respondent's argunents may be summarised as foll ows:

The main and first auxiliary requests did not neet the
requi renents of Article 123(2) EPC since they rel ated
to an arbitrary selection of the disclosure as
originally filed. Particularly, anmong fifteen groups,
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four had been picked up and the description of the
patent in suit did not disclose what had to be done to
provi de synergistic conbi nations, which are different
to just a m xture of conpounds. The respondents al so
objected to the other anendnents of claim1l of the main
and first auxiliary requests under Article 123(2) EPC.

Wth respect to the requests filed with the letter of
22 Decenber 2003, the respondents contended that their
introduction into the opposition appeal proceedings
shoul d be consi dered inadm ssible at such a | ate stage,
especially since they were prim facie unall owabl e
under Article 123(2) EPC. Furthernore, the appeal
proceedi ngs shoul d basically relate to a revision of
the first-instance deci sion.

The respondents raised an objection under Article 123(2)
EPC against the last three auxiliary requests
(auxiliary requests 2 to 4). In particular, opponent 4
put forward for the anmended claiml1 of the three
requests that they related to an unal |l owabl e

conbi nation of previous clainms since the clains were
drafted as "according to any precedi ng clain.
Furthernore it attacked sone of the terns already
present in claim1l of the granted version, such as the
delivery to the human lung and the sel ected conponents
et hanol and saturated hydrocarbons. The del etion of the
alternative "solution" was al so objected to, since only
"suspensi ons” remained and not all the exanples were

suspensi ons.

The appel | ant (patentee) requested that the decision
under appeal be set aside and that the patent be
mai ntai ned in anmended formon the basis of the set of
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clainms filed before the Opposition Division (main
request), or on the basis of the set of clains filed
with the grounds of appeal (auxiliary request 1), or,
as auxiliary requests 2 to 4, on the basis of one of
the set of clains filed as 3rd, 4th and 5th auxiliary
requests with letter dated 22 Decenber 2003.

The respondents (opponents) requested that the appeal
be di sm ssed.

Reasons for the Decision

2.1

0646. D

The appeal is adm ssible.

Main and first auxiliary requests

Bot h requests include the anmendnment relating to the
specification of the drug as sel ected from
antiallergics, bronchodilators, antiinflammtories (or
anti-inflamuatory preparations) "and synergistic

conbi nations thereof" (enphasis added by the Board).

The support given on page 9 of the description does
indeed relate to a list of fifteen classes of conpounds
foll owed by the expression "and synergistic

conbi nati ons of these". However, the application as
originally filed does not disclose explicitly or
inplicitly any synergistic effect and does not show
where (certain mxtures within a class, or sone classes

together) or howthis is to be found.

The restriction introduced in claim1l anounts to the
fact that three groups in conbination show a
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synergistic effect. This feature relates to an

unal | owabl e i ndividualisation of the original contents.

Therefore, the said anendnent is not all owabl e under
Article 123(2) EPC

This applies to the main and first auxiliary requests.

The appellant put forward the argunment that some
docunents of the state of the art (docunents 16 and 21)
related to m xtures of the now specified classes of
conpounds, sone of which could be synergistic. However,
the originally filed application does not include any
reference to that teaching nor does it give any
indication as to a synergistic effect.

Accordingly, the main and first auxiliary requests are
rej ect ed.

Adm ssibility of auxiliary requests 2 to 4.

These requests are a clear response to the Board's
conmuni cation sent as an annex to the oral proceedings.
Therefore, it cannot be concluded that they represent
an attenpt at the last mnute to surprise the
respondents. They represent a fair replacenent for the
objected auxiliary request filed before the opposition
division and the auxiliary request filed with the
grounds of appeal.

The appeal proceedings are concerned primarily with the
revision of the first-instance decision but it is
legitimate for the appellant to have a fair chance of
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amending the clainms by Iimtation, in order to overcone
t he adverse first-instance deci sion.

Therefore, requests 2 to 4 are admtted into the appeal
pr oceedi ngs.

Auxiliary requests 2 to 4.

Several of the terns attacked by the respondent
opponent 4 under Article 123(2) EPC were al ready
present in claim1l as granted. Article 100(c) EPC was
not a ground for opposition and the incorporation of
t he dependent clains into claim1l has not changed the
meani ng or the context of the said terns.

Claim1l as granted relates to an aerosol fornulation,
whi ch can be either in the formof a solution or in the
formof a suspension (originally filed claim?2). The
skill ed person understands that independently fromthe
active ingredient (drug) the conposition can be

formul ated either as a solution or as a suspension. The
suspension is further defined by reference to the

nmedi an particle size of the drug, i.e. by physical
paraneters of the drug.

Bot h sol utions and suspensions are exenplified as
alternatives in the description as originally filed.
The deletion of the solutions is nerely a one-

di mensi onal restriction of one alternative of two for
the formul ation. This anmendnent does not contravene the
requirenments of Article 123(2) EPC.

This restriction is shared by all requests 2 to 4.
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Additionally, the specifications introduced into the
claims nmust be assessed under Article 123(2) EPC.

Apart fromthe deletion of solutions, claim1l of the
second auxiliary request differs fromclaim1 as
granted in that claim21l has been incorporated. By

i ncorporation of the chem cal nature of the active

i ngredient, those active ingredients preferred in the
light of the originally filed application (originally
filed claim12) are specified. This specification of
the active ingredients corresponds generically to any
galenic fornul ation (e.g. physical formof the drug).

Therefore the incorporation of claim1l into claiml
only provides for a specification of the chem cal
nature of the active ingredient (those preferred in the
originally filed application) but w thout introducing
or individualising any new matter over that originally
di scl osed.

Claim1 of the third auxiliary request additionally
differs in that the anbunts and ratio of the propellant
134a have been specified according to the preferred
ranges (pages 7, lines 30 to 37, and 8, lines 1 and 2
of the description as originally filed). These ranges
are al so disclosed in dependent clains 9, 8 and 7 as
originally filed (cf. also dependent clains 8 and 7 as
grant ed).

Claim1l1l of the fourth auxiliary request additionally
i ncorporates the list of preferred surfactants as
defined in claim10 of the application as originally
filed.
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It becones apparent in view of the above that the
anmended sets of clains of auxiliary requests 2 to 4
correspond to restrictions relating to the preferred
nodes of the invention according to the application as
originally filed together with a one-di nensi onal
[imtation for the fornulation (one alternative of two).
By doing so, no new conbinations arise since the now

cl ai med conbi nati ons were foreseen by neans of

dependent clains of the application as originally filed.
Accordi ngly, the anmendnents do not contravene the
requirenments of Article 123(2) EPC.

Moreover, in the circunstances of the present case, the
expression "as clainmed in any preceding claim has to
be read neaningfully by the skilled person, and in
principle it allows a combination with any previous
claim and naturally also wth claim 1.

Furthernore, the restriction to suspensions does not
mean that all the exanples have to relate to
suspensions in order to be all owabl e under

Article 123(2) EPC. The fact that solutions were also
exenplified should not deprive the appellant fromthe
right to limtation of the subject-matter clained.

Therefore the Board concludes that the anmended sets of
clainms of the auxiliary requests 2 to 4 are allowable
under Article 123(2) EPC

Finally, the anended sets of clains of the auxiliary
requests 2 to 4 neet the requirenents of Article 123(3)
EPC since the clains relate to restrictions of the
subject-matter clainmed in the granted patent.
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Remttal to the departnent of first instance

Article 100(b) was stated and substantiated as a ground
of opposition. During the oral proceedings before the
Board, respondent opponent 1 raised an objection under
Article 83 EPC since the clains were restricted to
suspensions. In particular, respondent opponent 1
argued that the description did not give any
information on how to put in suspension Becl onet hasone,

listed in claiml, in the presence of ethanol.

Furthernore, the appellant had requested remttal of
the case in order not to be deprived of the right to
have the issues assessed by two instances.

The Board considers that although Article 111(1) EPC
does not guarantee a general right to have all issues
in a case considered by two instances, that nay be
appropriate as regards essential issues.

In the present case, only the novelty of the clains as
granted was exam ned by the opposition division.

Mor eover, the objection concerning Article 83 EPC
menti oned above was raised for the first tinme in
relation to the newy filed clainms. Therefore, in the
Board's view, it appears appropriate to remt the case
to the opposition division for further prosecution.

Questioned by the Board, the respondents did not
di sagree with the remttal.
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In these circunstances, the Board nmakes use of its
di scretionary power under Article 111(1) EPC to remt
the case to the opposition division for further

prosecuti on.

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 the auxiliary requests 2
to 4.

The Regi strar: The Chai r man:

A. Townend U OGswald
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