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Summary of Facts and Subm ssi ons

Eur opean patent No. 0 660 676 based on application
No. 93 919 533.5 (published under the PCT Treaty as
WO A-94 06310) was granted on the basis of 11 clains.

| ndependent claim 1 as granted reads as foll ows:

"1. A process for preparing a stable aqueous
conposition for the preparation of optically clear
products for use in human or animal heal thcare, said
process conpri sing:

a) dispersing 0.1-1.0% (w w based on the product of
step e) of an antioxidant in 2-20% (wW w based on the
product of step e) of an emulsifier or m xture of
enmul sifiers having an HLB (hydrophilic/lipophilic
bal ance) val ue of between 10-18 while heating to a
tenperature of approximtely 40°C

b) dispersing 0.1 to 5.0% (W w based on the product of
step e) of one or nore oil-soluble ingredients or O.1-
2.0% (W w based on the product of step e) of one or
nore oil-soluble ingredients as a 20-30% (W w based on
t he di spersion) dispersion in a suitable oil in the

m xture in a) above while heating to between about 80-
200°C so as to yield a transparent m xture,

c) adding optionally a further oil-soluble ingredient;
d) raising the tenperature of the m xture as

appropriate whilst maintaining stirring to maintain a

transparent m xture, and

2078.D



2078.D

S o T 0494/ 00

e) conbining the mxture with water having a m ni num
tenperature of 95°C while continuously stirring to
provi de a transparent conposition."”

| ndependent claim3 as granted read as foll ows:

"3. An aqueous conposition for the preparation of
optically clear products for use in human or ani nal
heal t hcare obtai nable by the process of claiml1l or 2."

Notice of opposition was filed against the granted
pat ent by the opponent (respondent).

The patent was opposed under Article 100(a) EPC for
l ack of novelty and | ack of inventive step.

The appeal lies froma decision of the Opposition
Di vi sion revoking the patent under Article 102(1) EPC.

The foll ow ng docunents were cited in the opposition
pr oceedi ngs:

(1) EP-B-0 055 817

(2) EP-A-0 479 066

The Opposition Division considered that claim3 of the
mai n request (set of clains as granted) did not neet
the requirenents of novelty vis-a-vis docunment (2).

The opposition division acknow edged that the
conpositions disclosed in docunent (2) were prepared by
a different process. However, in its opinion, there was
no hint that the product per se was different. In
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particular, it stated that the products according to
the patent in suit showed mcelles or particles of the
sane size as that of the products disclosed in
docunent (2).

The opposition division did not accept the |ate

i ntroduction of sone test results (in relation to
docunent (1)) submtted by the patentee during the oral
proceedi ngs of 21 March 2000.

Wth respect to the auxiliary request filed by the

pat entee during the oral proceedings of 21 March 2000,
t he opposition division considered it to be allowable
within the meaning of Article 123 EPC. In the
opposition division' s view the anendnents coul d "be
deduced from page 2, lines 58, 59 of the patent”.

The opposition division took the view that the proviso
introduced in claim1l restricted the concentration of
the carotenoid present in the conpositions to a certain
range. However, it considered that this specification
was arbitrary and insufficient for the subject-matter
of claim3 to involve a selection with respect to the
contents of document (2).

The appel | ant (patentee) | odged an appeal against the
sai d deci sion

It stated that the auxiliary request as filed during
the oral proceedings before the opposition division was

its main request.

Claim 1l of the main request reads as foll ows:
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"1. A process for preparing a stable aqueous
conposition for the preparation of optically clear
products for use in human or animal heal thcare, said
process conpri sing:

a) dispersing 0.1-1.0% (w w based on the product of
step e) of an antioxidant in 2-20% (wW w based on the
product of step e) of an emulsifier or m xture of
emul sifiers having an HLB (hydrophilic/lipophilic
bal ance) val ue of between 10-18 while heating to a
tenperature of approximtely 40°C

b) dispersing 0.1 to 5.0% (W w based on the product of
step e) of one or nore oil-soluble ingredients or O.1-
2.0% (W w based on the product of step e) of one or
nore oil-soluble ingredients as a 20-30% (W w based on
t he di spersion) dispersion in a suitable oil in the

m xture in a) above while heating to between about 80-
200°C so as to yield a transparent m xture, subject to
t he proviso that where the oil-soluble ingredient is a
carotenoid, the concentration is in the range 0.1 to
2.0% (W w based on the product of step e), expressed as
t he pure substance, (enphasis added)

c) adding optionally a further oil-soluble ingredient;
d) raising the tenperature of the m xture as
appropriate whilst maintaining stirring to maintain a
transparent m xture, and

e) conbining the mxture with water having a m ni num

tenperature of 95°C while continuously stirring to
provi de a transparent conposition."”

2078.D
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The wordi ng of independent claim3 of the main request
was identical to that of claim3 as granted.

A conmuni cation fromthe Board was sent on 31 January
2002 pointing to the fact that the amendnment introduced
in the process claim1l did not necessarily affect the

i ndependent product claim3, which remained the

br oadest claim

A prelimnary negative opinion with respect to the
requi renments of Article 123(2) EPC was given. The
clarity of the proviso within a different context from
that of the description as filed was al so questi oned.
The appellant was invited to clarify the nmeaning of the
proviso and to state the basis for the anendnents in
the application as fil ed.

The appellant replied to the above nentioned
conmuni cation in its letter of 31 May 2002. It filed an
auxi liary request (set of clains No. 2).

Claim1 of the auxiliary request was identical to
claim1l of the main request.

| ndependent claim 3 of the auxiliary request reads as
fol | ows:

"3. An aqueous conposition for the preparation of
optically clear products for use in human or ani nal
heal t hcare obtai nable by the process of claim1l or 2,
wherein when the oil-soluble ingredient is a
carotenoid, the concentration is in the range 0.1 to
2.0% w w based on the product of step e, expressed as
t he pure substance (enphasis added)."
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A conmuni cation fromthe Board was sent on 30 August
2002 pointing to some inconsistencies between the
amended clainms and the originally filed description.

The appellant did not file a further set of clainms with
its letter of 29 Cctober 2002, but requested oral
proceedi ngs before the Board.

On 15 January 2003 the parties were sumoned to attend
oral proceedings. The Board infornmed the parties that
it considered the witten proceedi ngs cl osed and t hat
in the case of new sets of clains filed thereafter
their adm ssibility was to be considered by the Board.

In a letter of 28 July 2003 the respondent (opponent)
infornmed the Board that it would not attend the oral
pr oceedi ngs.

Oral proceedi ngs before the Board were held on 30 July
2003.

At the beginning of the oral proceedings the appellant
submtted three further sets of clains for

consi deration by the Board but provisionally naintained
its main request (set of clains filed during the oral
proceedi ngs before the opposition division) and its
auxiliary request (set of clains filed with the letter
of 31 May 2002).

Wth respect to the adm ssibility of the late filed
requests the appellant argued that the new requests
related to an attenpt to overcone the Board' s forner
objections with respect to Articles 84 and 123(2) EPC.
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The appel |l ant stated that neither the opposition

di vi sion nor the opponent had raised any objection,
with respect to Articles 84 and 123(2) EPC, to the
amended set of clains filed during the oral proceedings
before the departnment of first instance. Furthernore,

t he appellant al so argued that the new sets of clains
had been drafted, on reflexion and for the sake of
clarification, when the oral proceedings before the
Board were bei ng prepared.

Wth respect to the allowability of the anendnents
under Articles 84 and 123(2) EPC of the main and
auxiliary requests the appellant nmade reference to its
subm ssions filed during the witten proceedings.

The appellant's argunents in connection with the
allowability of the amendnents may be summari sed as
follows: the only anendnent introduced during the
opposi ti on proceedi ngs concerned the proviso at the end
of step (b) of claim1, the other amendnents were
introduced in the PCT international phase, and neither
the exam ner during the prelimnary exam nation, nor

t he exam ni ng division, |odged any objection in respect
to Article 123(2) EPC. Moreover, the opponent had not
rai sed any objection in that respect either.

However, the appellant acknow edged that there were
sone inconsi stenci es between the clains and the
description, but the skilled reader woul d have been
able to understand the clains and to find the necessary
support in the application as originally filed. In
particular, it cited pages 2 and 3 of the application
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as originally filed as the basis for the proviso

i ntroduced in claima1l.

Furt her subm ssions concerned the follow ng argunents:

(A) The reference to "% w v" of oil-soluble ingredient
"as the pure crystalline ingredient”, appearing on
page 2 of the description, was an obvi ous
transcriptional error. It had been intended as "%
ww' as reflected in the anended cl ai ns.

(B) The introduction of the phrase "based on the
product of step e" had its basis in the
description, particularly in the Exanples. The
anounts given in percentages in the application as
originally filed were intended as relative to the
end conposition.

The appel lant further submtted during the oral
proceedi ngs that the skilled reader of the
specification would readily appreciate that the

per cent age ranges of the various constituents defined
inclaiml related to the product specified in the
final step (step e) of the claim Additionally, wth
respect to the proviso, it stated that the anmount of
carotenoid given on page 3, lines 4, 5 of the
application as originally filed was expressed as a
per cent age by wei ght of the pure substance for the
carotenoid. In the appellant's opinion this equated to
a concentration with respect to the final conposition
of step e, since the percentage referred to the
relative amount with respect to the total conposition
i e added up to 100.
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The appellant al so submtted that the proviso was not
used outside the context of the disclosure in the
application as originally filed. Furthernore, the
reference to a pure crystalline ingredient on page 2 of
t he description was consistent with the preference for
0.1-2.0% by wei ght of carotenoid expressed as the pure
subst ance appearing on page 3 of the application as
originally filed. The word "pure" was of significance
only to distinguish the situation where the ingredient
is used in the formof an oil dispersion fromthat
where it is used as a solid substance. Claim1l as
granted (ie claim1l previous to the introduction of the
provi so) covered conpositions in which the oil-soluble
ingredient is a carotenoid present in the range 0.1

to 5.0% w w when used as a solid substance (ie as the
pure substance), or in the range 0.1 to 2.0 w w when
used as an oil dispersion. In the anmended claim when
the oil-soluble ingredient is a carotenoid, it can only
be present in the range 0.1 to 2. 0% w w regardl ess of
whether it is used pure or in the formof an oi

di spersion. The appellant concluded that the proviso
clearly did not confer different nmeanings to those

al ready present in claiml prior to the anendnent.

The appel l ant argued that step (c) of the process in
claim1l1, and by inference step (d), were substeps of
step (b). These sub-process steps were consistent with
t he description (page 4 and Exanple 2), where a second
oi | -sol ubl e ingredient, beta-carotene, was added with
further heating after dispersion of a first oil-soluble
i ngredi ent, apo-carotenal. The skilled reader woul d
not, in the appellant's view, interpret step (c) as
maki ng provision for the presence of an additional oil-
sol ubl e ingredi ent over and above the anmpbunt defined in



2078.D

- 10 - T 0494/ 00

step (b). The final total carotenoid content was
[imted, in the appellant's opinion, to 0.1 to 2.0% w w
of the product specified in step (e) by the wording of
step (b) in claim 1.

In the auxiliary set of clainms the anendnent introduced

inclaiml was also introduced in claimS3.

Wth respect to the novelty of the subject-matter

cl ai mred, the appellant argued that the process for
preparing the conpositions clainmed was different to

t hat disclosed in docunent (2), as acknow edged by the
opposi tion division.

The appel l ant al so stated that the beta-carotene

m croemnul sion particles produced by the process set out
inclaiml of the patent in suit were indeed different
internms of mcelle size and isoner distribution from
t hose prepared according to the process in

docunent (2). It referred to sonme experinental data
relating to particle size and isomer distribution
submtted with its grounds of appeal.

The appel l ant stated that the absence of an anti oxi dant
and the use of wv rather than ww units to define the
guantities in sone of the experinents did not mean that
they were not relevant for the assessnent of the
novelty of the conpositions prepared according to the
contested patent. Mreover, having regard to the
density of water which was the diluent in the clained
conpositions, the fact that the ingredients in the
tested m croenul sions were defined in terns of "wv"
rather than "ww' was of no consequence for the
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i nformati on they conveyed regarding the physical
properties nmeasured.

The appel l ant stated that the antioxidant was an
essential feature of the conpositions according to the
contested patent, in which it was included for
stability purposes. However, the antioxidant did not
contribute to the isomer distribution of beta-carotene
or mcelle particle size.

The appel | ant requested that the decision under appeal
be set aside and that the patent be maintained in
anmended formon the basis of the set of clains filed in
the oral proceedi ngs before the opposition division
(main request) or on the basis of the auxiliary request
filed with letter dated 31 May 2002.

The respondent did not file any requests in the appeal
pr oceedi ngs.

Reasons for the Decision

1

1.2

2078.D

Adm ssibility

The appeal is adm ssible.

However, the adm ssibility of the sets of clains filed
by the appellant during the oral proceedi ngs before the
Board has to be consi dered.

The appel |l ant argued, in justification of the late
filing of these requests, that they concerned an
attenpt to overcone objections previously raised by the
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Board in the witten proceedi ngs and whi ch had never
been raised in the first instance proceedi ngs.

However, the issues relating to Articles 84 and 123(2)
EPC were already pointed out by the Board in its
conmuni cations of 31 January 2002 and 30 August 2002,
ie the |ater communi cati on was sent al nbst one year
before the date of the oral proceedings. The appell ant
did not file a further set of clains with its response
of 29 Cctober 2002 to the Board' s conmmuni cation of

30 August 2002 and did not at that tinme request any
extension of the tinme limt in order to provide further

subni ssi ons.

The Board's communi cation sent on 15 January 2003 as an
annex to the sumons to oral proceedings infornmed the
parties that the witten proceedi ngs were cl osed.

Therefore, the Board holds that the appellant had
sufficient tinme and anple opportunities to provide
further amended cl ains before the oral proceedings. If
t he appellant chose to file the new sets of clains at
such a late stage, it risked facing an objection with
respect to their admssibility, all the nore as they
were filed after the respondent had announced that it
was not attending the oral proceedings.

I n conclusion, the Board considers the three requests
submtted during the oral proceedings to be
i nadm ssi ble, since they were filed too | ate.
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Article 123 EPC

Claim1 is identical in the main and auxiliary requests.

Claim1 differs fromclaim1l as granted in that the
foll owi ng proviso has been introduced at the end of
step b: "subject to the proviso that where the oil -
soluble ingredient is a carotenoid, the concentration
isin the range 0.1 to 2.0% (W w based on the product
of step e), expressed as the pure substance".

A primary purpose of the appeal proceedings is to

exam ne the correctness of the first instance deci sion.
The appeal lies fromthe decision of the opposition

di vi sion revoking the patent and the appellant requests
t he mai ntenance of the patent as anended. Therefore,
the Board is fully entitled to exam ne whether the main
and auxiliary requests filed during the opposition and
appeal proceedings neet the requirenents of Article 123
EPC.

Accordingly, the Board has first to assess whether the
provi so nenti oned above contravenes Article 123(2) EPC.

As the basis for the proviso introduced in claim1l, the
appellant referred to page 2, lines 20 to 26 and page 3,
lines 4 to 5 of the application as originally filed.

The description in the application as originally filed
(page 2, lines 20 to 26) discloses "an aqueous
conposition for the preparation of optically clear
products for human or animal health care conprising”
inter alia "0.1 to 2.0% w w of an oil-sol uble

i ngredient as a 20-30% w w di spersion in a suitable oi
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or 0.1 to 5.0%wv as the pure crystalline ingredient”
(enmphasi s added by the Board). The range 0.1 to 0.5 %
W v expressly relates to the specific situation in
which the only oil-soluble ingredient is a pure
ingredient, with the further requirenment that it be in
solid crystalline form

In the application as originally filed it is further
stated that "Preferably the oil-soluble colouring
ingredient is a carotenoid" and that "Suitably the
amount of carotenoid is 0.1-2.0% preferably 0.1-1. 0%
by wei ght expressed as the pure substance" (enphasis
added by the Board)(page 3, lines 3 to 5).

However, this passage specifies the anobunts by wei ght
expressed as the pure substance when a carotenoid is
used as the oil-soluble colouring ingredient. Each
anount is expressed as a percentage, but it is not

di scl osed whether this is a percentage expressed with
respect to the basic product conprising the m ninmm
required ingredients, after the addition of water, or
with respect to the final optically clear product
referred to in the application as originally filed just
before the nention of the carotenoid as a col ouring
agent: "Surprisingly it has been found that the
conposition of the present invention is able to yield a
product (enphasis added by the Board) with desirable
properties, particularly high water solubility using

i ngredi ents, which have hitherto been found to be
difficult to solubilise satisfactorily in this kind of
product."” (paragraph bridging pages 2 and 3).



2.5

2.6

2078.D

- 15 - T 0494/ 00

Therefore, there is no disclosure, in the application
as originally filed, of the definition of a
concentration of carotenoid in the range 0.1 to 2. 0%
(w w based on the product of step e), expressed as the
pure subst ance.

Additionally, the proviso introduced in claim1 has to
be read within the context of that claim which
considers the possibility of using one or nore oil -

sol ubl e ingredients wi thout any indication of their
physi cal state (solid, liquid, oily, crystalline) or of
their purity.

Mor eover, the wording "expressed as the pure substance”
at the end of the proviso reinforces the | ack of
support for the anmendnent, since a concentration of a
conponent used either as a m xture or as a non-pure
substance may be cal cul ated as a percentage expressed
as the pure substance actually present in the final
conposition of step (e). Such a situation, which arises
after the introduction of the proviso in claim1l, has
no basis in the application as originally filed.

Finally, the Board considers the introduction of the
proviso within the context of the claimunallowable,
since the condition set in the description as

originally filed had a restricted specific neaning,

whi ch can only be linked to the preparation of

conposi tions having as the only oil-sol uble conponent a
single carotenoid used as a pure crystalline ingredient.

The Board cannot follow the appellant's argunment that
the skilled reader would consider claiml1l to relate
only to two options in the case of carotenoids - ie
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either as a pure solid substance or as a 20-30% w w

di spersion in a suitable oil - because these are the
commercially avail abl e products. The claimis indeed
not restricted by the origins of the oil-soluble
ingredient in general or of the carotenoid in
particul ar and the description confirnms that according
to the invention carotenoids may be used which are
obtai ned from natural sources by known processes

(page 3, lines 6 to 9).

Wth respect to the appellant's argunent that the
passages on pages 2 and 3 had to be read together, it
has to be stressed that the passage on page 2 of the
description cited by the appell ant does not consider
the cases, reflected by claim1l, where nore than one

oi |l -soluble ingredient is used in the process for
preparing the conposition. That passage only provides a
basis for compositions in which the only oil-soluble
substance used is a pure crystalline ingredient. Hence,
even accepting the appellant's subm ssion that the
passages appearing separately on pages 2 and 3 woul d be
conbi ned by the skilled reader, their content wll
provi de support only for the case in which the oil-
soluble ingredient is a single carotenoid in the form
of a pure crystalline substance.

According to the appellant, the anount of carotenoid
expressed as a percentage on page 3 of the application
as originally filed equates to the concentration of the
carotenoid in the conposition fromstep (e). However,
nei ther the passage on page 3 nor the passage on page 2
refers to a particular preparation process. Moreover,
as already nentioned, an anount may be expressed as a
percentage relative to the other conmponents, in this
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case the conponents of step (a) in which the carotenoid
is to be dispersed, or relative to the final optically
clear product if used as a col ouring agent. None of

t hese situations concerns the product in step (e).

In view of the above, the Board concludes that claim1
of the main and auxiliary requests contravenes
Article 123(2) EPC

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

A. Townend U OGswal d
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