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Summary of Facts and Subm ssi ons
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Eur opean patent No. O 158 441 was granted in response
to European patent application No. 85 301 602.0 on the
basis of two sets of 25 and 23 clains, the fornmer for
the designated Contracting States DE, FR, (B and I T and
the latter for AT, BE, NL, SE and CH.

The granted clains were directed to pro-Iliposone
conpositions, to aerosol conpositions and to a nethod
of maki ng an aqueous di spersion of |iposones.

Noti ce of opposition was filed by the respondent,
requesting revocation of the patent inits entirety
pursuant to Article 100 EPC within the terns of
Articles 52 to 57 EPC.

On 23 March 1995 an anended nmai n request and two
auxiliary requests were filed, the first auxiliary
request being further anmended on 9 January 1996. Each
request consisted of two sets of clains for the two
groups of designated Contracting States nentioned
above.

The text of claiml1l of the first set of clains
according to the main request considered by the
opposi tion division read as foll ows:

"Process for making an aqueous di spersion of |iposones
by m xing a pro-1liposone conposition with an excess of
wat er, said pro-liposone conposition conprising a

uni form m xture of:

(a) at |east one nenbrane |ipid,



2944.D

- 2 - T 0596/ 96

(b) at |east one water m scible organic sol vent

sel ected from ethanol, isopropyl alcohol, nethanol and
but anol, and optionally

(c) an anmount of water,

the proportion by weight of (a) to (b) being from40:1
to 1:20, such that, on addition of excess water, the

conposi tion spontaneously forns vesicles or |iposones.”

Clains 24 to 41 of the sane set of clains were directed
to aerosol conpositions or pro-liposone conpositions.

During the proceedi ngs the respondent, while

mai ntaining its original objections raised additiona
obj ections as to conpliance of the anended clains with
the requirenents of Articles 83 and 123(2) EPC

Wt hout further consideration of the original aspects
of the opposition, the opposition division revoked the
patent on the ground that the granted clains did not
neet the requirenents of Article 123(2) EPC. It was
argued that all the requests included clains for
conmpositions and processes in which the presence of the
wat er was an optional feature, despite the fact that
there was no disclosure in the application as filed of
processes carried out by using anhydrous pro-I|iposone
conpositions. In fact, in the view of the opposition
up
to 40% of water”, which were used in several passages

di vi sion, the expressions "up to 20% of water" or
of the application as filed and which, as the appellant
contended, inplicitly covered anhydrous pro-I|iposone

conpositions, did not disclose the figure 0% of water.

The appel |l ant (patentee) | odged an appeal against this
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deci si on.

In response to three comuni cations issued by the Board
dealing in detail wth the adm ssibility under

Article 123(2) EPC of the amended clains, the appellant
submtted a new nmain request and an auxiliary request,
both including two sets of 24 and 22 clains, on 2 July
1999 and 27 Septenber 1999 respectively. Al the
precedi ng requests were abandoned.

Claim1 of the first set of clainms according to the
mai n request (DE, FR, (B and IT) reads as foll ows:

"A nmethod which is suitable for making | arge vol unes of
| i posonmes i n aqueous dispersion, said nethod conprising
m xing wth excess of water a pro-liposone conposition
and optionally agitating the m xture, said pro-I|iposone
conposition conprising a uniformm xture of:

(a) at |east one nenbrane |ipid,

(b) at |east one water-m scible organic liquid which is
a solvent for the lipid and is selected from et hanol,

i sopropyl al cohol, nethanol and butanol, and optionally
(c) an amount of water,

such that, on addition of excess water the conposition
spont aneously forns vesicles or |iposones, the
proportion by weight of a) to b) being from40:1 to

1: 20, said nethod not involving the injection of a

di lute ethanolic solution of |ipids through a fine
hypoderm ¢ needl e i nto an aqueous phase and not

i nvol vi ng soni cation."

| ndependent claim2 is directed to a correspondi ng
met hod in which, however, the presence of water is not
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opti onal

| ndependent cl aim 21 reads as foll ows:

"An aerosol conposition conprising in a volatile liquid
propel | ant:

(a) at |east one nenbrane |ipid,

(b) at |east one water-m scible organic liquid which is
a solvent for the lipid, and optionally

(c) up to 40% by weight on the conbi ned weight of a),
b) and c) of water,

such that, on comng into contact with excess water,

t he conposition spontaneously fornms vesicles or

| i posones,

the proportion by weight of a) to b) being from40:1 to
1:20.".

Caim1l of the second set of clainms, for AT, BE, NL, SE
and CH, differs fromthe corresponding claim1 of the
first set in that the "organic liquid" is not further
defi ned.

The auxiliary request differs fromthe main request

only in that the disclainer "said nethod not involving
the injection of a dilute ethanolic solution of Iipids
t hrough a fine hypodermi c needle into an aqueous phase
and not involving sonication" is deleted fromall the

cl ai 8 concer ned.

During the appeal proceedings, the respondent w thdrew
t he opposition.

The appel | ant requested that the decision of the
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opposi tion division be set aside and the patent be
mai ntained in the formof the main or auxiliary
requests.

Reasons for the Deci sion

1

2944.D

The appeal is adm ssible.

Mai n request

Article 123(2) EPC

Al'l the independent clains directed to the nethod for
maki ng |i posones include a disclainer, which provides
that the cl ai mred nethod does not involve the injection
of a diluted ethanolic solution of |ipids through a
fine hypoderm c needle into an aqgueous phase and does
not involve sonication.

In support of this limting feature, the appell ant
relied on passages in the application as filed in which
the relevant prior art was generally acknow edged,

al t hough wi thout any reference to specific prior
docunents. It also relied on the Batzri and Korn
reference "The Journal of Cell Biology, 66, (1975),

pp. 621-634", (docunent 2) describing a nethod for the
preparation of |iposones, in which an ethanolic
solution of lipid was injected into an aqgueous sol ution
through a fine hypoderm c needle, as well as the
Koni hi ko Goto reference "Tohoku J. Exp. Med., 131,
(1980) pp. 399-407" (docunent 3) describing sonication.



2.2

2944.D

- 6 - T 0596/ 96

The Board wi shes to enphasize that the part of the
application as filed relied on by the appell ant does
not formpart of the description of the invention, but
sinply the description of the prior art. Fromthe

| anguage of this part of the application, seen in
relation to the actual description of the invention,
the skilled reader could not deduce directly and

unanbi guously that the invention as filed was intended
to exclude the nethods which are now the object of the
di sclainmer. The main problemleft unsolved by the known
met hods of preparing |iposones, a problemintended to
be solved by the invention of the opposed patent, was
that of the lowratio of drug entrapnment. Yet, it is
evident fromthe description that this problem occurred
with all the known types of |iposones and was therefore
I ndependent fromthe use of the specific sonication or

i njection techniques. Thus the skilled reader could not
have deduced fromthe application as filed that two
such known nethods, that is sonication and injection of
an ethanolic solution of |lipid into an aqueous phase,
wer e excluded fromthe original teaching.

For these reasons, the disclainer cannot be regarded as
supported by the filed application.

The Board concedes that, in particular circunstances
such as in the case of an accidental anticipation of
the invention, a disclainer may be based on a well -

defi ned novel ty-destroying prior docunent. However, the
condi ti ons which would justify this possibility deserve
speci al consi derati on.

The first condition is that the prior art document nust
be i ndi sputably novelty-destroying. However, in the
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present case, no novelty objection had been raised on
the basis of docunents (2) or (3) above, cited by the
appel l ant in support of the disclainmer. OMng to the
obj ections under Article 123(2), the exam nation for
novelty was not taken further by the opposition

di vision. Therefore, the introduction of the disclainer
cannot be considered as a reply to a substanti ated

obj ection of |ack of novelty raised during the

opposi tion proceedi ngs. Mrreover, it should be stressed
that no disclainer of this type can be allowed as a
sinmpl e precautionary or auxiliary neasure for the

pur pose of "further clarifying the distinction" between
the clained subject-matter and the prior art, as stated
in the appellant's contentions. Indeed, if a

"di stinction" between the clainmed subject-natter and a
pri or docunent exists, such a docunent does not
represent a novel ty-destroying anticipation.

The second condition to be net is that the allegedly
novel ty-destroyi ng prior docunent nust be an acci dent al
anticipation. It is clear fromthe case | aw of the
Boards of Appeal dealing with this exceptional neans of
re-establishing novelty that such a disclainer is only
allowable if the prior docunent containing the excluded
di scl osure has no relevance for any further exam nation
aspect of the clained invention and that, upon

i ntroduction of the disclainer, this prior docunent

must di sappear fromthe prior art field to be taken
into consideration (see T 863/96 of 4 February 1999,

not published in the QI EPO).

In the present case, docunents (2) "The Journal of Cel
Bi ol ogy (1975)" and (3) "Tohoku J. Exp. Med. (1980)",
al l egedly justifying the introduction of the
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di sclainmer, indisputably relate to the sane field as
the clained invention: ie production of |iposones using
menbr ane-|i pids. Moreover, a prelimnary exam nation of
all the cited prior docunents reveal ed that docunent

(2) may even be a candidate to represent the cl osest
prior art. Therefore these docunents renmain highly

rel evant to the further exam nation aspects of the

i nvention with or without a disclainer in the anended
claims. In such circunstances, it is evident that if
docunents (2) and (3) represent anticipations of the
invention, they definitely cannot be considered to be
"accidental" anticipations. The conditions for allow ng
the use of the proposed disclainmer are therefore not
et .

For these reasons, the Board considers the main request
to be in breach of the requirenments of Article 123(2)
EPC.

Auxi liary request

Article 123(2) EPC

The i ndependent clains of the two sets in the auxiliary
request do not include the disclainmer discussed above,
however, they still include the feature whereby water
is absent or is an optional conmponent in the pro-

| i posone conposition, and hence the feature which
caused the revocation of the patent (see clains 1, 5, 6
and 21 of the first set and clains 1, 5 and 19 of the
second set).

The Board wi shes to stress that, in addition to this
feature, the granted clains also differ fromthe clains
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as filed in many respects. However, during the
opposition proceedi ngs neither the opponent nor the
opposi tion division objected to the adm ssibility of
these further anmendnents, inplicitly recognising that
they conplied with the requirenents of Article 123(2)
EPC. The Board shares this opinion, and therefore wl|
only consider in the present decision the adm ssibility
of the feature which was the object of the decision
under appeal (ie optional presence of water in the pro-
| i posone conposition) and the ot her anendnents

i ntroduced during the appeal proceedings.

These anmendnents are the change of category of nobst of
the product-clains into nethod clains for making

| i posone suspensions (clainms 1 to 20 and 23 and the
corresponding clains in the second set); the
introduction in the text of at least claim1 of both
sets of clainms of the expressions: "which is suitable
for making | arge volunmes of |iposones” and "optionally
agitating the mxture", and finally the replacenent of
the word "solvent” by "liquid which is a solvent for
lipid" in the definition of conponent (b).

Al these anendnents are disclosed in the application
as filed. Specifically, the change of category is
justified by the paragraph on page 4, lines 11 to 15,
in conbination with the originally filed clains; the
feature "which is suitable for making | arge vol unes of
| i posonmes” is disclosed in the passage bridgi ng

pages 18 and 19; the step "optionally agitating the
m xture" is disclosed on page 10, lines 32 to 34; the
new definition of conponent (b), ie the solvent,
corresponds to the original definition used in the
application as filed.
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As to the optional presence of water in the pro-

| i posone conposition, the Board has considered first of
all the expression "up to 40% by wei ght of water”
included in the text of claim1 as filed.

Thi s expressi on, being open-ended, does not precisely
identify the range of water, and for this reason it is
open to interpretation. It is a well-established
principle laid dowmn by the case | aw of the boards of
appeal that a non-specific definition in a claimshould
be given its broadest technically sensible nmeaning.
This applies not only when assessing the allowability
under Article 123(2) of an amendnent but al so when
assessing novelty, inventive step and any ot her

requi renent of the EPC (see eg T 79/96, 20 Cctober
1998, not published in the EPO QJ).

In keeping with this principle and in absence of any
evi dence to the contrary, the Board holds that the

nmeani ng of "up to 40%.." also includes the figure 0%
whi ch nmeans anhydrous conposition. This conclusion is
fully confirnmed by the disclosure in the application as

filed.

Many passages in the original application indicate that
the presence of water in the clained conpositions is
only a preferred form and not an essential feature.
This is evident fromeg lines 34 to 36 on page 6, or
lines 19 to 23 on page 7 or from Exanple 5, which
relates to a pro-liposone conposition in anhydrous form
to be used in a sprayabl e conposition.

It is inportant to note that the two types of
conposition enployed in the clained nethods, nanely the
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pro-liposone and the aerosol conpositions, are not

I ndependent enbodi nents of the invention, but that the
"aerosol conposition” is indeed the pro-I|iposone
conposition added to a liquid propellant to enable
spraying. This is evident fromthe dependence of
original claim14 (conposition in the form of aerosol)
on original clains 1 or 2 (pro-liposone conpositions).
This is also nade plain by the table on page 19
reporting Exanples 2 to 6 and illustrating different
pro-1|iposone conpositions which, after preparation, are
then m xed with the suitable propellant (Arcton) in
order to produce a sprayabl e conposition. Anpong these
preparations, four conprise water and one is in
anhydrous form The Board is therefore of the opinion
that, on the one hand, the anhydrous character is not a
feature closely associated with the aerosol conposition
and, on the other, that all the pro-Iliposone m xtures
of Exanples 2 to 6, including that of Exanple 5,
represent enbodi nents of the clains protecting the pro-
| i posone conpositions as such, regardl ess of whether
they are later converted to sprayable conpositions
suitable for aerosol use. Under these circunstances an
anhydrous pro-|iposone conposition and nethods using
the sane for making |iposone dispersions are to be
consi dered as a general enbodi nent disclosed by the
application as filed.

In view of the foregoing, the Board considers that the
two sets of clains of the auxiliary request fulfil the
requi renments of Article 123(2) EPC

Article 123(3) EPC

Wth the exception of clains 21, 22 and 24 (first set
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of clains) and clainms 19, 20 and 22 (second set), which
are the sole product-clains nmaintained in the auxiliary
request, the remaining clains are now directed to a

nmet hod suitable for making |iposones in aqueous

di spersion. Apart fromthe fact that the granted patent
al ready conprised clains directed to a nethod for
maki ng an aqueous di spersion of |iposones (clains 15 to
23 and 13 to 23 respectively), the repl acenent of
product-clainms with nethod-clains is not in breach of
Article 123(3) EPC since the protection conferred by a
product cl ai mcover any process for the preparation of
this product.

Moreover, the valid nethod clains conprise additional
features, not cited in the granted clains, which nore
specifically define the clained subject-nmatter, so
maki ng the conferred protection narrower. These
features are that the nethod "is suitable for making

| arge vol unes of |iposones” and that the conponent (b)
Is an "organic liquid which is a solvent for the
lipid'. The Board therefore holds that the anended
clains conply with the requirenents of Article 123(3)
EPC.

Articles 83 and 84 EPC

In the present case, Articles 100(b) and 83 EPC were
not cited as a ground of opposition. The repeatability
of the invention is therefore not a point at issue in

t he appeal proceedings. In any case, the Board notes
that the anendnents introduced into the clains under
consi deration have not altered the definition of the
invention in such a way as to justify any consideration
under Article 83 EPC
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No obj ection under Article 84 EPC was raised during the
proceedi ngs before the opposition division in relation
to the anended clains. The Board considers that the
amendnents introduced into the text of the valid clains
during the appeal do not give rise to any question
regarding their clarity.

Al t hough the opposition division anticipated in witing
its prelimnary opinion as to the novelty and inventive
step involved in sone of the clains, then under

consi deration, those clains have subsequently either
been abandoned or so nodified that a conplete

exam nation appears to be necessary.

The Board wi shes to point out that on 12 Novenber 1999
the appell ant requested that all stages of the
opposi ti on-appeal be expedited and that a request for
accel erated proceedi ngs had already been filed as
reported in point 4 of the opposition division's
deci si on. Nonet hel ess, after the decision revoking the
pat ent was issued, three further communi cations from
the Board proved to be necessary in order to arrive at
a set of clainms which could be considered at |east

adm ssi bl e under Article 123(2) EPC

Even when an opposition has been withdrawn at the
appeal stage, the primary function of appea

proceedings is to decide on the correctness of a first

i nstance decision and not to carry out a first-instance
subst anti ve exam nation of the novelty and inventive
step of the anended clains in the light of the entire
cited prior art.

For these reasons, although Article 111(1) EPC gives
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the Board discretion to exercise any power within the
conpetence of the departnent responsible for the
attacked deci sion, the specific circunstances nmake it
necessary to remt the case to that departnent and to
give to the case special priority justified by the
del ay al ready caused.

O der

For these reasons it iIs decided that:

1. The deci si on under appeal is set aside.

2. The case is remtted to the Qoposition Division for
further prosecution.

The Regi strar: The Chai r man:

M Dai nese P. A M Langon
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