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Summary of Facts and Subm ssi ons

2269.D

Eur opean patent No. 0 594 612 was granted with el even
clainms, of which only Clains 1, 8 and 11 are rel evant
for the present decision. These clains read:

"1. A substance | owering cholesterol levels in serum
characterized in that it conprises a b-sitostanol fatty

acid ester or a b-sitostanol fatty acid ester m xture,
manufactured with a solvent free food grade process."

"8. A process for the preparation of the substance
according to Claim1l, characterized in that free
b-sitostanol is esterified with a fatty acid ester or a
fatty acid ester mxture in the presence of an
interesterification catalyst."”

"11. A substance conprising a b-sitostanol fatty acid

ester or a b-sitostanol fatty acid ester m xture for use

in |lowering cholesterol levels in serum™

The Opposition Division's decision to revoke the patent
was based on sets of clains according to a main and an
auxiliary request. Caim1l according to the main
request read:

"1. A substance conprising an amount of a b-sitostanol
fatty acid ester or a m xture of b-sitostanol fatty acid
esters effective to |ower the cholesterol level in
serum of a subject consum ng the substance, wherein the
b-sitostanol fatty acid ester or the m xture of
b-sitostanol fatty acid esters was manufactured using a
solvent-free, food grade esterification reaction.”
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Claim 1 according to the auxiliary request read:

"1l. A substance adapted to provide 0.2 - 20 g/day of a
b-sitostanol fatty acid ester or a m xture of
b-sitostanol fatty acid esters effective to | ower the
chol esterol level in serumof a subject consum ng the
substance, wherein the b-sitostanol fatty acid ester or
the m xture of b-sitostanol fatty acid esters was

manuf actured using a solvent-free, food grade

esterification reaction."

In particular, the Opposition D vision was of the

opi nion that the requirenments of Articles 123(2), 83
and 84 EPC and the requirenent of novelty were net, but
t hat the cl ained substances were not inventive.

Wth tel efax of 23 August 2004 the Appell ant
(Proprietor of the patent) filed a set of twelve clains
with the wording of Claim1 being identical wth the
wording of aim1l of the main request underlying the
cont est ed deci si on.

At the oral proceedings before the Board, which took

pl ace on 23 Septenber 2004, the Appellant filed sets of
clainms according to a first and a second auxiliary
request.

The first auxiliary request consisted of three clains
with Caim1 reading:

"1. A substance conprising a b-sitostanol fatty acid
ester or a b-sitostanol fatty acid ester m xture, for
use in lowering cholesterol levels in serum which

substance is adapted to provide said b-sitostanol fatty
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acid ester or said b-sitostanol fatty acid ester m xture
at a daily dose of 0.2 - 20 g/d."

The second auxiliary request consisted of 2 clains
readi ng:

"1l. A process for the preparation of a substance
conprising a b-sitostanol fatty acid ester or a
b-sitostanol fatty acid ester mxture in which free
b-sitostanol is esterified with a fatty acid ester or a
fatty acid ester mxture in the presence of an
interesterification catalyst, wherein no substance
other than free stanol, a fatty acid ester or a fatty
acid ester mxture and a catalyst are used in the

esterification reaction."

"2. A process according to Claim1, characterized in
that the reaction is carried out at a tenperature of
approx. 90-120°C and under a vacuum of appr ox.
0.67-2.0 kPa."

The Respondent (Opponent) essentially argued that

Claim 1 according to the main request and Claim1
according to the first auxiliary request did not neet
the requirement of Article 123(2) EPC. Moreover, the
Respondent contested that Claim1 of the second
auxiliary request net the requirenments of Article 123(3)
EPC and of clarity according to Article 84 EPC.

The Appellant argued that a skilled person woul d have
interpreted the statenment in the sentence bridging
pages 6 and 7 of the application as filed, that no
substances other than free stanol, a fatty acid ester
or a fatty acid ester mxture and a catal yst are used
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in the esterification reaction, as neaning that the
process is conducted free of solvent. Mreover, the
Appel l ant subm tted that substances adapted to provide
said b-sitostanol fatty acid ester or said b-sitostanol
fatty acid ester m xture at a daily dose of 0.2 - 20
g/d were disclosed in the sentence bridgi ng pages 8 and
9 of the application as filed. Finally, the Appellant
submtted that aim1l of the second auxiliary request
unanbi guously defined the esterification reaction and
that it did not extend the protection conferred in
conparison with granted Caim 11.

The Appel l ant requested that the decision under appeal
be set aside and that the patent be maintained on the
basis of the main request filed on 23 August 2004, or
of the first or second auxiliary requests submtted at
the oral proceedi ngs on 23 Septenber 2004 or that the
case be remtted to the first instance for further

prosecution on the basis of one of the above requests.

The Respondent requested as main request that the
appeal be dism ssed, or as auxiliary request that the
case be remtted to the first instance for further
prosecution on the basis of the second auxiliary
request submtted by the Appellant at the oral
proceedi ngs on 23 Septenber 2004.
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Reasons for the Deci sion

2269.D

The appeal is adm ssible.

Mai n request

Article 123(2) EPC

I n accordance with the established jurisprudence of the
Boards of Appeal, the relevant question to be decided

i n assessi ng whet her an anendnent adds subject-matter
ext endi ng beyond the content of the application as
filed, is whether the proposed anendnents were directly
and unanbi guously derivable fromthe application as
filed. It was not contested that the PCT application,
publ i shed as WD 92/ 19640, represented the application
as filed.

The Respondent essentially submtted that WO 92/ 19640
did not disclose a solvent free esterification reaction
as defined in daiml.

In this respect, the Appellant submtted that the
sentence bridging pages 6 and 7, stating that "no
substances other than free stanol, a fatty acid ester
or a fatty acid ester mxture, and a catal yst are used
in the esterification reaction” would be interpreted by
a skilled reader as nmeaning that nothing el se than the
cited reactants is present in the esterification
reacti on and, consequently, that also a solvent is not
present therein.

However, in deciding whether subject matter has been
added by the amendnent, the relevant question is in the
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present case not whether the use of a solvent is

excl uded by the sentence bridging pages 6 and 7 of

WD 92/ 19640, but whether the wording "solvent-free" in
Claim1l restricts the esterification reaction to one
wherein only stanol, fatty acid ester(s) and catal yst
IS present.

Since the wording "solvent-free" only excludes the
presence of a solvent in the esterification reaction,
but not the presence of other additive, a solvent-free
esterification reaction is not to be equated with an
esterification reaction wherein no substances other
than free stanol, a fatty acid ester or a fatty acid
ester mxture, and a catal yst are used.

Consequently, Caiml is amended in such a way that it
contai ns subject-matter which extends beyond the
content of the application as filed, contrary to the
requi renment of Article 123(2) EPC. Therefore, the main
request nust be refused.

First auxiliary request

Article 123(2) EPC

The Respondent contested that WO 92/ 19640 di scl oses a
substance adapted to provide b-sitostanol fatty acid

ester or b-sitostanol fatty acid ester mxture at a
daily dose of 0.2 - 20 g/d, as defined in Caima1.

The Appell ant, however, submitted that support can be
found in the paragraph bridgi ng pages 8 and 9 of
WD 92/ 19640, which reads:
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"The studies carried out show clearly that by the
addition of b-sitostanol fatty acid esters to, for
exanple, food fats, significant advantages can be
achieved both in the national nutrition and in the
treatment of hyperchol esterollema, since 1) the
m xture | owers chol esterol values in serum 2) the
m xture does not increase serum plant sterol
concentrations, 3) the m xture can be used daily
as a fat substitute in cooking normal food, even
in large doses (0.2 - 20 g/d), whereby the intake
of energy fromfat decreases.™

Whereas present Claim1l defines a substance adapted to
provi de b-sitostanol fatty acid ester or b-sitostanol
fatty acid ester m xture at a daily dose of 0.2 - 20
g/d, fromthe above-cited paragraph it may only be
directly and unanbi guously derived that m xtures
obt ai ned by adding b-sitostanol fatty acid esters to,
for exanple, food fats, can be used as a fat substitute
at doses of 0.2 - 20 g/d. Nowhere fromthis paragraph
may it be derived that such fat substitute m xtures
woul d provide b-sitostanol fatty acid ester or
b-sitostanol fatty acid ester mxture at a daily dose of
0.2 - 20 g/d.

As support of his argunent, that the m xture nentioned
in the above-cited paragraph was to be understood as a
m xture of b-sitostanol fatty acid esters and not as a
fat substitute m xture, the Appellant referred to the
second par agraph on page 7 of the application as fil ed,
wherein it is stated that "the interesterified m xture
can be added directly to fat-containing foods or be
used as such".
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However, the content of a docunent as originally filed
may not be seen as a reservoir of features, fromwhich
features pertaining to separate enbodi ments could be
conbined in order to artificially create a particul ar
enbodi ment (T 296/ 96, not published in the QI EPQ
point 3.1 of the Reasons of the Decision). Wen
assessing whether a feature has been disclosed in a
docunent, the relevant question is whether a skilled
person woul d consi der conbining the different features
cited in that docunent.

This is not the case here, since nowhere fromthe
application as filed may it be derived that the
interesterified mxture disclosed in the second

par agr aph on page 9 of WO 92/19640 woul d be identica
with the m xture described in the paragraph bridging
pages 8 and 9 of WD 92/19640.

Therefore, Caim1l is anmended in such a way that it
contai ns subject-matter which extends beyond the
content of the application as filed, contrary to the
requi rement of Article 123(2) EPC. Thus, also the first
auxiliary request nust be refused.

4. Second auxiliary request

4.1 Article 123(2) EPC

Claim1 results froma conbination of the process
features of Claim8 with the product features of
Claim 1 and the process features described in the
sentence bridging pages 6 and 7 of WD 92/19640. The
process features in Claim2 correspond with the ones of
Claim9 of WD 92/19640. The Board is thus satisfied

2269.D
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that the clainms were not anended in such a way as to
contain subject-matter extending beyond the contents of
the application as filed. This was not objected by the
Respondent .

Article 123(3) EPC

Granted Caim8 was restricted by its reference to
granted Caiml to a process of preparing substances
conprising b-sitostanol fatty acid ester or a
b-sitostanol fatty acid ester m xture, manufactured with
a solvent free food grade process (see point ). Since
the process of present Claim1 does not contain any
restriction that the b-sitostanol fatty acid ester or
the b-sitostanol fatty acid ester m xture nust be
manufactured with a solvent free food grade process,

t he Respondent was of the opinion that by present
Claim1l the protection conferred by the process claim
is extended, contrary to the requirenent of

Article 123(3) EPC

However, in exam ning the requirenent of Article 123(3)
EPC, not only the extent of protection conferred by a
particular claimof the granted patent is to be taken
into consideration, but the protection conferred by the
entire set of granted cl ai ns.

Since granted Caim11l, which was directed to a
substance conprising a b-sitostanol fatty acid ester or
a b-sitostanol fatty acid ester mxture, only further
contai ned an indication of purpose, nanely "for use in
| owering cholesterol levels in serunf, and did not
contain any restriction as to the way of manufacture of

the b-sitostanol fatty acid ester or the b-sitostanol
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fatty acid ester m xture, the protection conferred by
granted Claim 11 was not restricted to substances
conprising esters manufactured by any particul ar

pr ocess.

I n accordance with the established jurisprudence of the
Boards of Appeal, a product claimconfers protection on
t hat product regardl ess of the process or nethod by
which it is prepared. Therefore, a change of category
froma granted product-claimto a process-claim
restricted to one or nore nmethods of preparing the
product does not extend the protection conferred

t her eby.

In this respect, the Respondent submtted that granted
Claim 1l was restricted by the feature "for use in
| onering cholesterol levels in serunt.

However, it is generally accepted as a principle
underlying the EPC, that a claimto a physical entity
per se confers absol ute protection upon such physi cal
entity, for all uses of such physical entity, whether
known or unknown (see Reason 5 of G 2/88 QJ EPO 1990,
93). Therefore, the protection conferred by granted
Claim 11 was not restricted by the feature "for use in
| owering chol esterol levels in serunt.

Therefore, present Claim1l neets the requirenment of
Article 123(3) EPC

Clarity according to Article 84 EPC

The Respondent submtted that fromthe wording of
Caiml it is not clear whether in the esterification
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reaction only free b-sitostanol, fatty acid ester(s) and
a catal yst are contai ned or whether other substances

whi ch do not take part in the reaction, such as an

inert solvent, may be present. In this respect he
referred to page 3, lines 41 to 43, of the patent in
suit, where it is stated that the b-sitostanol contains
approxi mately 6% canpest anol .

However, the wording of Claim1 does not exclude that
the reaction m xture contains other stanols than
b-sitostanol. Moreover, the requirement in the claim
that only free stanol, fatty acid ester(s) and an
interesterification catalyst are used in the
esterification reaction excludes the possibility of
havi ng, for exanple, inert solvents present. Indeed, if
inert solvents were present, such solvents were

effectively used in the esterification reaction.

In the absence of any further clarity objections by the
Respondent and in view of the fact that the Board has
no such objections of its ow, Clains 1 and 2 are
considered to neet the requirenent of clarity according
to Article 84 EPC.

Thus the Board cones to the conclusion that Cainms 1
and 2 of the second auxiliary request neet the

requi renents of Article 123(2) and (3) EPC and the
requi renent of clarity according to Article 84 EPC

Rem tt al
Al'l reasons given by the Opposition D vision' s decision

for revoking the patent in suit concern the substances
claimed in Cdaim1l in the sets of clainms underlying the
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decision; the contested decision is conpletely silent
about the patentability of the clainmed process.

Having regard to the fact that the function of the
Boards of Appeal is primarily to give a judicial
deci si on upon the correctness of the earlier decision
taken by the first instance and in order to give the
Parties the possibility of having their case exam ned
and decided by two instances, the Board exercises its
di scretionary power under Article 111(1) EPC and remts
the case to the Qpposition Division for further

prosecuti on.

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 the second auxiliary
request submtted at the oral proceedi ngs on
23 Sept enber 2004.

The Regi strar: The Chai r man

N. Maslin A. Nuss

2269.D



