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Summary of Facts and Submn ssions

0838.D

Eur opean Patent No. 0 483 070 based on application
No. 91 810 813.5 was granted on the basis of 11 clains.

| ndependent clainms 1 and 11 as granted read as foll ows:

"1l. A feeding conposition which is nutritionally

conpl ete conprising hydrol ysed soluble fiber which are
able to undergo fernentation in the colon to produce
short fatty acids in an anount such that the daily
dosage of the feeding conposition provides from10 to
60 granms of hydrol ysed sol uble fiber per day.

11. The use of a hydrolysed soluble fiber which is able
to undergo fernmentation in the colon to produce short
fatty acids for the manufacture of a nutritionally
conpl ete feeding conposition for preventing bacteri al
sepsis or gut atrophy or for treating or preventing
diarrhea in the human body.”

Noti ce of opposition was filed against the granted
patent by the appellant (opponent).

The patent was opposed under Article 100(b) EPC for

i nsufficiency of disclosure and under Article 100(a)
EPC for lack of novelty and | ack of inventive step and
because the patent clainmed a nethod of treatnent.

The foll ow ng docunents were inter alia cited during
t he proceedi ngs:

(3) Partial English translation of JP-A-63/269993

(4) Partial English translation of JP-A-64/20063
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(5) Journal of parenteral and enteral nutrition, 14,
March/ April 1990, pages 204 to 209

(7) Journal of parenteral and enteral nutrition, 1988,
pages 104S to 106S

(11) Scand. J. Plast. Reconstr. Surg. 13, 1979,
pages 193 and 194

(20) British nmedical journal, 1978, pages 1392 to 1394

The interlocutory decision of the Qoposition Division
established that the patent could be nmaintained in an
amended formon the basis of the text as submtted
during the oral proceedings with the set of 10

claims filed on 8 June 1996.

Amended i ndependent claim 1 corresponds to claim1l1 as
granted with the addition of the word "tube" before
"feeding conposition". clains 2 to 10 correspond to
clains 2 to 11 as granted with the deletion of claim?9
and the renunbering of clains 10 and 11 as clainms 9 and
10 respectively.

The Qpposition Division was of the opinion that the
appel l ant's obj ections under Article 83 EPC were in
fact directed to lack of clarity and not to the

i nsufficiency of disclosure as it was not argued that
the specification did not contain sufficient
information, with the result that the skilled person
coul d not carry out the invention.

As to novelty over docunents (3) and (4), it concl uded
that these docunents did not anticipate the subject-
matter of claim1l of the contested patent because they
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di d not disclose nutritionally conplete food.

Starting fromdocunent (5) as closest state of the art,
the Qpposition Division maintained that it was not

obvi ous to replace the non-hydrol ysed soluble fibers in
the tube feeding conpositions of docunent (5) with the
hydr ol ysed sol ubl e fibers described in the food

conmposi tions of docunent (4) because the skilled person
woul d not expect the hydrolysed fibers to retain the
sane pharmacol ogi cal effects as the non-hydrol ysed
fibers.

The appel | ant | odged an appeal against the said
deci si on.

Oral proceedings were held before the Board on 1 March
2001.

The subm ssions of the appellant, in the witten
procedure and oral proceedings, can be sumarised as
fol | ows:

It maintained its objection under Article 83 EPC with
respect to the feature of claiml1 of the patent in suit
relating to the anmount of hydrol ysed soluble fibers
present in a daily dosage feeding conposition. In its
view, the "daily dosage"” was not a clear distinguishing
feature so that it could not be determ ned

unanbi guousl y whet her an enbodi nent would infringe the
pat ent .

Moreover, it expressed the view that only the doctor
coul d decide as to the amount of fibers to be

i ncorporated in a daily dosage conposition. It

t herefore concluded that this feature al so contravened
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Article 52(4) EPC.

Concerning novelty, it found that docunents (3) and (4)
antici pated the subject-matter of claim1l of the patent
in suit, although they did not nention nutritionally
conpl ete feeding conpositions, because there were in
practice only two single alternatives for nedical food,
ie conplete or not conplete.

As to inventive step, it pointed out that docunent (5)
clearly taught that the fernentation products of the
fibers, ie the short chain fatty acids (SCFA), were in
fact the active agents with respect to the

phar maceutical effects. As the hydrol ysed and non-
hydr ol ysed sol uble fibers were fernented to the sane
degradation products in the cecum the skilled person
woul d expect the sane pharnmaceutical effects for the
hydr ol ysed and non-hydrol ysed soluble fibers, with the
result that it would be obvious to replace the non-
hydrol ysed fibers in the tube-feeding conpositions of
docunment (5) with the hydrol ysed fibers described in
the food conpositions of docunent (4).

The appellant filed, noreover, various docunents
i ntended to show that the hydrol ysed and non-hydrol ysed
sol ubl e fibers had the sane pharnaceutical effects.

The respondent's argunents submtted in the witten
procedure and oral proceedi ngs can be summari sed as
fol | ows:

In the respondent’s view, the exanples of the contested
patent clearly disclosed howto carry out the

i nvention, so that the requirenents of Article 83 were
ful filled.
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It stressed that docunments (3) and (4) were silent
about any "nutritionally conplete" foods. Inits
opi ni on, these docunents could therefore not be
novel ty-destroying for the clained subject-matter.

As to inventive step, it argued that the skilled person
woul d not expect the hydrol ysed soluble fiber to have

t he sane pharnmacol ogical effects as the non-hydrol ysed
ones for two reasons, nanely because they woul d not be
fermented to the sanme SCFA as shown in exanple 1 of the
contested patent and because the skilled person would
bel i eve that the pharnmacol ogi cal effects were linked to
the specific nechanical properties of the non-
hydr ol ysed fibers, ie their high viscosity.

The respondent filed, noreover, various docunents,

i ncl udi ng docunents published after the filing date of
the contested patent, intended to show that the

phar maceutical effects of the fibers were related to
their viscosity.

The appel | ant requested that the decision of the
Qpposition Division be set aside and that patent
No. O 483 070 be revoked.

The respondent requested that the appeal be dism ssed
and that the patent be maintained.

Reasons for the Decision

1

0838.D

The appeal is adm ssible.

Article 83 EPC and Article 52(4) EPC
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During the oral proceedings, the Board expressed the
view that the witten objections raised under

Articles 83 and 52(4) EPC did not appear to be very
convincing and invited the appellant to comment on
these grounds further. In reply to this invitation, the
appel | ant ski pped these grounds and argued directly
wWth its novelty objections. Under these circunstances,
the Board supports the Qpposition Division's
conclusions in the decision under appeal in that
respect.

Article 123(2) and (3) EPC

No objection under Article 123(2) and (3) EPC was
rai sed and the Board sees no reason to differ.

Novel ty

Docunents (3) and (4) have been cited under Article 54
EPC as prejudicial to the novelty of the subject-
matters of clains 1 and 10 of the patent in suit.

Docunent (4) describes a feeding conposition which
conpri ses hydrol ysed sol uble fiber (guar gun) which is
able to undergo fernentation in the colon to produce
short fatty acids in an anmount such that the feeding
conmposition provides not |ess than 5 g of hydrol ysed
sol ubl e fi ber per day (page 1, paragraph 2, page 2,
lines 17 to 20).

Docunent (4) does not nention expressis verbis that the
feeding conposition is a tube feedi ng conposition which
Is nutritionally conplete and which provides from10 to
60 granms of hydrol ysed sol uble fiber per day.
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The question arises whether the skilled person would
nevert hel ess consi der these features inplicitly
contained in the docunent.

In that respect, the Board notes that docunent (4)
deals with "nutritious foods for patients in hospitals”
in general but not with a particular type of nutritious
food, ie a tube feeding conposition which is
nutritionally conplete and which provides from 10 to 60
grans of hydrol ysed sol uble fiber per day (see page 3,
lines 2 and 3). In addition, as agreed by the parties
during oral proceedings, only the | ower value of the

vi scosity range disclosed in docunent (4) seens
conpatible with tube feeding and this is noreover only
possi bl e under particular conditions, nanely with a
feedi ng punp (page 1, paragraph 2).

Accordingly, the skilled person could not inplicitly
read i nto docunent (4) that the "nutritious foods for
patients in hospitals” are in fact tube feeding
conpositions which are nutritionally conpl ete and which
provide from 10 to 60 granms of hydrol ysed sol uble fiber
per day.

In conclusion, the subject-matter of claim1l1l is novel
over docunment (4) under Article 54 EPC.

As regards the subject-matter of independent claim 10,
which is a second nedical use claimdirected to the use
of hydrol ysed soluble fiber for the manufacture of a
nutritionally conplete feeding useful against bacteri al
sepsi s, gut atrophy and diarrhea, the Board notes

nor eover that docunent (4) concerns only medical foods
for patients suffering from di abetes and hyperli pem a
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and that it is conpletely silent about bacterial
sepsi s, gut atrophy and diarrhea.

Accordingly, claim10 is al so novel over docunent (4)
under Article 54 EPC as, beside the feature of being
nutritionally conplete, the above-nentioned

t herapeutical effects are not disclosed in this
docunent .

The appel | ant enphasi sed that nutritionally conplete
foods for enteral feeding were well-known and in

wi despread clinical use, as shown in docunent (5)
(page 204, left columm, lines 21 to 27, page 208, |eft
columm, lines 1 and 2).

It therefore concluded that the skilled person woul d
read the disclosure in docunent (4) referring to
"nutritious foods for patients in hospitals" as

i nvolving precisely a nutritionally conplete entera
f eedi ng conposition.

It is true that nutritionally conplete enteral feeding
conpositions are a kind of nutritious food which

bel ongs to the "nutritious foods for patients in

hospi tal s". There are however many other types of such
nmedi cal nutritious foods depending on the nutritiona
deficienci es and associ ated di seases to be corrected in
the patients. Morreover, not every patient in hospitals
needs enteral feeding for ingesting foods.

Accordingly, the Board is convinced that the skilled
person coul d not understand this general definition

given in docunent (4) as inevitably neaning that the
food nust be nutritionally conplete and suitable for
t ube feeding.
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He coul d, accordingly, even |less read in docunent (4)
that the food nust provide from 10 to 60 grans of
hydr ol ysed sol ubl e fi ber per day.

As to claim 10, the appellant referred to the passage
i n docunent (4) which recited that, conpared to non-
hydr ol ysed sol ubl e fiber, the hydrol ysed sol uble fiber
retai ned the same excellent characteristics of

I mproving the physiol ogi cal function of the digestive
tract and concluded that the skilled person woul d
accordingly consider this disclosure to anticipate the
use of hydrol ysed soluble fiber for preventing
bacterial sepsis, gut atrophy and diarrhea.

It is also true that the disclosure in docunment (4),
nanmely that the hydrol ysed soluble fiber retained the
sane excellent characteristics of inproving the
physi ol ogi cal function of the digestive tract, m ght
enconpass the specific beneficial therapeutical effects
mentioned in claiml1. It is however the Rule for the
assessnent of novelty that a generic or conceptua

di scl osure does not anticipate specific or

I ndi vi dual i sed itens.

Accordingly, beside the feature requiring the food to
be nutritionally conplete, the specific therapeutica
effects nmentioned in claim10 nust al so be regarded as
a novel feature over the generic disclosure in
docunent (4).

As docunent (3) does not contain any additiona
technical information conpared to docunent (4), the

above findings also hold good over this docunent.

I nventive step
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The contested patent relates to tube enteral foods
whi ch contain hydrol ysed sol uble fiber useful for
preventing bacterial sepsis, gut atrophy and diarrhea
(page 2, lines 3 and 4, clainms 1 and 10).

Docunent (5) discloses conpletely bal anced enteral
foods and reviews the various argunents published in
the scientific literature about the dispute concerning
the need of dietary (non-hydrolysed) fibers in
artificial enteral nutrition (page 204, |eft col um,
line 21, to right colum, line 4; page 204, right
colum, lines 4 to 11; page 207, right colum, | ast
par agr aph).

Docunent (5) teaches that soluble fibers, which are
able to undergo fernmentation in the colon to produce
SCFA, act as antidiarrhea agents via a nmechani sm

i nvol ving the SCFA fernentation products (page 206,
lines 5 to 7).

Thi s docunent noreover shows that these fernentation
products of soluble fibers also seemto play a role in
stinmulating nucosal proliferation, which prevents the
mucosal atrophy of the colon (page 206, lines 33 to
40). Docunent (7) confirnms these findings and di scusses
t he beneficial consequences of this intestinal nucosa
SCFA trophic effect wwth respect to the prevention of
sepsis (page 105S, left colum, lines 7 to 9,

page 105S, right columm, lines 30 to 36).

In summary, docunent (5) discloses that the active
conmponents in the colon with respect to the prevention
of diarrhea, gut atrophy and sepsis are apparently not
the soluble fibers per se but their fernentation
products, nanely the SCFA



5.2

5.3

5.4

0838.D

- 11 - T 0845/ 97

Not disclosed in this docunent is the use of hydrol ysed

fiber in enteral foods to this end.

The Board agrees with the parties that docunent (5) can
be regarded as the cl osest prior art.

Accordingly, the problemto be solved by the subject-
matter of claiml of the patent in suit as agai nst
docunent (5) can only be seen in the provision of an
al ternative tube-feeding conposition (which prevents
bacterial sepsis, gut atrophy and diarrhea). Both
parties agreed with this definition of the problemto
be sol ved over docunent (5) during the ora

pr oceedi ngs.

This problemis solved by providing a tube feeding
conposi tion conprising hydrol ysed sol uble fibers which
are able to undergo fernentation in the colon to
produce SCFA (short chain fatty acid) and, in the |ight
of the description and exanples of the patent in suit,
the Board is satisfied that the probl em has been

sol ved. During the oral proceedings, the respondent

poi nted out that the term“conprising” used in claiml
of the patent in suit clearly neant that non-hydrol ysed
fibers could also be present with the hydrol ysed
fibers.

Thus, the question to be answered is whether the
proposed solution, ie adding the particular fiber of
claiml1l to the prior-art enteral food conpositions,
woul d have been obvious to the skilled person faced
with the probl em defined above in the |ight of the
prior art.

In that respect, docunment (4) describes a hydrol ysed
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sol uble fiber (guar gum and teaches its use in
nutritious foods for patients in hospitals.

Accordingly, the Board is satisfied that the skilled
person faced with the problem as defined above under
5.2 woul d prepare the tube-feeding conposition
according to the contested patent w thout inventive
activity just by conbining the teachings of

docunents (4) and (5) since he would al so expect the
hydr ol ysed sol ubl e fi ber of docunment (4) to be further
degraded and fernented in the colon into the
therapeutically active SCFA thus providing the sane
effect as the non-hydrol ysed fibers of the prior art,
especially since the wording of claim1 of the
contested patent does not exclude the presence of non-
hydrol ysed fi bers (see under 5.3).

The Board does not agree with the argunents submtted
by the respondent that there was a disincentive to use
hydr ol ysed sol ubl e fi ber.

Anmong the various docunents filed by the respondent to
that end only docunents (11) and (20) belong to the
state of the art. The disclosure of the other docunents
cannot be taken into account to establish whether the
skill ed person woul d have been diverted from using
hydrol ysed sol ubl e fibers since he could not have been
aware of their content at the priority date of the
contested patent.

Docunent (11) discloses that a particular fiber, nanely
a muci |l agi nous fiber, has proven to be efficient in
treating diarrhea by absorbing sufficient water to
solidify the stool and slowing the transit tine

(page 194, lines 32 to 40).
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Thi s docunment thus nerely teaches that hydrophilic bulk
| axatives have a beneficial effect on diarrhea via a
mechani sm which i s based on their nechanica

properties.

However, this docunent neither contradicts nor

i nval i dates the teaching of docunent (5) that, as far
as soluble fernmentable fibers are concerned, a

di fferent nechanismis involved which cannot be based
on the water-hol ding property since the bacteri al
breakdown of these fibers in the large intestine is
nearly conplete (page 205, left colum, |ast conplete
paragraph, lines 1 to 8).

As to docunent (20), the Board notes that this docunent
does i ndeed teach that viscosity appears to be an

I nportant property of dietary fibers, in particular of
guar fiber, that is related to its action in reducing
prost agl andi al gl ycaem a (page 1394, right colum, | ast
sentence; summary, lines 10 to 12).

Thi s teachi ng does not however concern the
therapeutical effects of the patent in suit, ie the
preventi on of bacterial sepsis, gut atrophy and
diarrhea. In addition, there is nothing in the file
whi ch coul d suggest that the skilled person woul d
consi der the effects shown in relation to diabetic
treatnment to be also valid for the above-nentioned
di fferent nedical indications.

Mor eover, document (4), which was published nore than
20 years after docunent (20) teaches precisely the
contrary. In fact, hydrolysed guar gumis discl osed
therein as retaining “the sane excell ent
characteristics of lowering the bl ood sugar content”
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and as being "particularly suitable as nedical food for
patients suffering form di abetes".

In addition, as shown under point 5.1, docunent (5)
contains information which strongly suggests that the
active conponents are not the soluble fibers per se but
their fernmentation products, the SCFA, with the result
that the skilled person would not pay any particul ar
attention to the viscosity of the fiber, any nore than
he would in the case of soluble fibers which undergo
fermentation in the col on.

Accordingly, the Board is convinced that there is no
di si ncentive preventing the skilled person from using
non- hydrol ysed fi ber and expecting the effects of
hydr ol ysed sol ubl e fibers disclosed in docunment (5) to
remai n.

Nor does the Board accept the argunent that docunent
(5) taught away from using hydrol ysed sol uble fiber,
since it suggested adding non-gelling fibers such as
soy fibers as an alternative solution to the non-
hydrol ysed gel -form ng fibers.

It is, in fact, true that docunent (5) indicates, on
the one hand, that the addition of gel-formng fibers
such as non-hydrol ysed guar gumto liquid fornula diets
for enteral feeding is problematic because of their
hi gh viscosity and, on the other hand, that no tube

bl ockage has been reported with soy fibers (page 207,

| eft colum, lines 10 to 13; page 207, right col um,

| ast paragraph, lines 7 to 9).

Docunent (5) is however a scientific Article which
reviews the relevant literature dealing with the
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addition of dietary fibers to liquid fornmula diets. The
pur pose of such an Article is primarily to give a sound
and objective view of what is known and what has been
achieved in the art by previous authors, rather than to
suggest a technical solution to a given technica

probl em

Accordi ngly, the skilled person readi ng docunent (5)
remai ns conpletely free to use alternatives other than
that referred to in this docunent such as the
alternative of using the | ess viscous hydrol ysed

sol ubl e guar gumfibers described in docunent (4).

Finally, as to the respondent’s subm ssion that the
skill ed person woul d have expected a different SCFA
profile to be produced in the colon if hydrol ysed
fibers were used instead of non-hydrol ysed fibers, with
the result that the skilled person could not expect to
have the sanme pharnacol ogi cal effects, the Board notes
that this consideration is not substantiated. There is
i ndeed nothing on file which shows that different SCFA
profiles would |ead to different therapeutical effects.
It nmust therefore be assunmed that a different anmount of
a given SCFA in the SCFA profile would nerely lead to a
di fferent degree of the sanme therapeutical effect. In
that respect, conparative exanple 1 of the contested
pat ent does not noreover show such a drastic difference
in the amount of butyric acid obtai ned when hydrol ysed
or non-hydrol ysed fibers are fernented. Thus, non-
hydr ol ysed pectin, for instance, provides only about
25% | ess butyric acid when conpared to hydrol ysed
pecti n.

In the light of these facts, the Board can only
conclude that the subject-matter of claim1l does not
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i nvol ve an inventive step as required by Article 56
EPC

Since claiml of the only set of clains under
consi deration is not allowable, there is no need for
the Board to consider the remaining clains.

Or der

For these reasons it is decided that:

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

2. The patent is revoked.

The Regi strar: The Chai r man:
A. Townend P. Lancon

0838.D



