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Summary of Facts and Submissions

0907.D

Eur opean patent No. 0 044 032 was granted with five
clainms, i.e. two process clains together with three
product cl ainms, on European patent application

No. 81 105 302.4 filed on 8 July 1981 and based on two
Japanese priorities both dated 10 July 1980.

Caim1l reads as foll ows:

"A process for producing a | ow nol ecul ar wei ght

pepti de conposition, characterized by the steps of

di spersing protein raw material fromany suitable
source in water at a concentration of 5 to 20 w v%
adjusting the pH of the dispersion in the range from1l
to 4 with an acid, adding at |east two acid proteases
to the dispersion sinultaneously or sequentially, and
permtting enzymatic proteolysis to take place for 8
to 72 hours at a tenperature of 25 to 60°C, thereby
produci ng a | ow nol ecul ar wei ght peptide conposition
mai nly based on di peptides and tripeptides while
suppressing the formation of free amno acids to 20%
by wei ght or less.”

Opposition was filed against the granted patent by the
Appel I ants (OQpponents). Fromthe docunents cited in
support of the opposition only the follow ng renmai ned
finally relevant in this appeal:

(2) Clinical Science (1971), 41, 409 to 417;

(7) FR-A-2 412 265;

(10) EP-A-0 022 019 (Art. 54(3) EPC docunent
publ i shed on 7 January 1981);

(12) US- A-3 950 547
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(14) US- A-2 364 008;

(21) Eiyo to Shokuryo (J.Japan. Soc. Food &
Nutrition) (1978), Vol. 31, No. 3, 247 to 253
[S. Arai].

I n accordance with the interlocutory decision under
appeal, the Opposition Division decided to maintain
the patent in anended form i.e. with the two process
cl ai ms as grant ed.

The clai ned invention was disclosed in a manner
sufficiently clear and conplete for it to be carried
out by a person skilled in the art as the Sephadex

G 10° gel perneation nmethod nentioned in the patent in
suit could be found in the catal ogue "gel filtration,
t heory and practice" under the headi ng

" Chr omat ogr aphi ¢ properties” together with the

i ndi cation of a nol ecular range of 700 for peptides
and ot her relevant additional information to be taken
into account in practice in order to overcone
interactions of certain conpounds with the gel.

Furthernore, in its decision the Opposition Division
took the view that the clainmed process was novel and
al so involved an inventive step. This concl usi on was
in particular based on the uncontested figures of
Table 11l contained in the patent in suit show ng

t hat, when administered to rats of the Wstar strain,
t he product obtained by the disputed process was able
to reduce the chol esterol value in blood when conpared
to egg white protein, a corresponding mxture of free
am no acids, or a peptide conposition with an average
nol ecul ar wei ght of 1400 and free am no acid content
of 2% by weight. From none of the cited docunents
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could there be derived any advice to change the
process described in docunent (2), which used
pancreatic hydrolysis for preparing a product, to
achi eve said beneficial effect. As docunent (10) was
an Article 54(3) EPC docunent, it could not even be
used for assessing inventive step.

Bot h Appel |l ants (Opponents) | odged an appeal agai nst
t hi s deci si on.

Oral proceedings were held on 2 Decenber 1993.

(1) In their witten subm ssions and at the oral
proceedi ngs before the Board, the Appellants
argued in essence that the peptide product
prepared from any suitable source in accordance
with the clained process could not be
considered to be different fromthe hydrol ysate
di scl osed in docunment (10) in view of a parti al
overlap in conposition with that obtained in
accordance with the clainmed process. It was
i ndeed commonly known in the art that the
vari ous peptides to be considered here had, on
average, the follow ng nol ecul ar wei ghts:

di peptide about 260; tripeptide about 360;
tetrapepti de about 510; pentapeptide about 630;
hexapepti de about 750. Thus, the known
hydr ol ysates necessarily had an average

nol ecul ar wei ght | ower than 700 as according to
Claim1 of (10) at |least 50% of the peptides
were required to contain nmerely 2 to 5 am no
aci ds whereby the amount of free am no acids
was | ess than 15% The question of inventive
step should therefore have been |imted to the
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cl ai med process taken by itself, that is to say
wi t hout considering the products to be obtai ned
by the said process; it would then have cone
out that the process as such could not be
regarded as inventive. The only inportant step
in the clainmed process appeared to be the
nmonment of stopping the hydrolysis, nanmely when
a certain maxi rum anount of free am no acids
had been fornmed. However, apart from being
obvious in view of the teaching disclosed in
(7), the said neasure could not be regarded as
critical as could be seen fromthe statenment in
the patent in suit that in the clainmed process
prot eases were added in an anount sufficient to
give a desired degree of proteolysis, that is,
at least 1% by weight, preferably 2 to 5% by
wei ght based on the substrate and that the
reaction time depended on substrate
concentration, protease anmobunt, reaction
tenperature and the like, the reaction itself
being term nated before the resulting peptide
conposition had been hydrol ysed to am no aci ds.
In addition, as could be derived from Table |
contained in the patent in suit, the use of two
acid proteases - in itself already known from
(7) - could hardly be regarded as critical in
respect of both the formation of a certain
maxi mum anount of free amno acids and the

aver age nol ecul ar wei ght of the resulting
hydr ol ysates. Nothing inventive could be seen
either in the cholesterol-reducing activity of
t he hydrol ysates obtained in accordance with
the clained process as this effect had al ready
been described in EP-A-0 033 694 (23) and
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Artherosclerosis (1977), 28(2), 187 to 195
[Huff et al], reported in Chem cal Abstracts
(24). The above objections would not be renoved
by limting the starting material to solely egg
white or by specifying, in addition to the
|atter, that the content of those peptides
havi ng a nol ecul ar wei ght of at |east 700 in

t he enzymatic hydrol ysis product should be 20%
by weight or less, as it was already known from
docunent (12) to prepare peptide m xtures
havi ng an am no acid profile corresponding to
that of egg al bum n.

As far as the question of sufficiency of

di scl osure was concerned, the Appellants no

| onger maintained that the clained invention
coul d not be repeated by a person skilled in
the art. They objected however that the patent
in suit did not contain any information on how
to determ ne the nol ecul ar weight of the

pepti des present in the hydrol ysate obtained in
accordance with the cl ai med process.
Consequently, the person skilled in the art was
not in a position to determ ne whether or not
the resulting hydrol ysate was a conposition

mai nly based on di peptides and tripeptides as
required in the present clains. This was
supported by the fact that, as could be seen in
the patent in suit, peptides having a nol ecul ar
wei ght of |ower than 700 could not be
identified by a gel filtration process using
Sephadex G 10° gel perneation which nerely
allows fixing a cut-off point for substances
havi ng a nol ecul ar wei ght above 700 w t hout
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exactly know ng whi ch substances (peptides)
passed the barrier.

The Appellants further objected to the filing
of two alternative sets of clains at the ora
proceedi ngs before the Board. In their view,

t he Respondent had di sposed of anple tine, i.e.
nore than three years, to file anmended cl ai ns.

The Respondent (Proprietor of the patent) argued as
foll ows:

(i)

Al t hough at the oral proceedings before the
Board, the Respondent conceded that the
products no | onger clainmed were not novel over
t hose di sclosed in docunent (10), as these were
partly the same as those obtained by the

cl ai med process, he nmaintai ned however that
none of the cited docunents including docunent
(10) disclosed or foreshadowed the benefici al
effects obtained by these products. In
particular, the state of the art was silent on
their property of reducing the chol esterol

val ue in blood, the actual problemto be sol ved
in the present case. Contrary to the opinion
expressed by the Appellants, the clained
process differed fromthe known one by other
features as well as by a |onger duration of the
enzymatic digestion. The latter should not be
regarded as critical in conmparison to other
features of the clained invention. In case the
Board did not accept these argunents in
connection with Claim1l1 as granted, they should
be considered to be sufficient to support
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inventive step of either a process limted to
egg white as starting material or one
containing the said limtation in addition to
the further requirenent that the content of
pepti des having a nol ecul ar wei ght of at |east
700 in the enzymatic hydrol ysate should be 20%
by wei ght or | ess.

(i) There were al so no reasons to consider the
di sclosure to be insufficient. It was clearly
stated in the patent in suit that gel
filtration on Sephadex G 10® would lead to
peptides with a nol ecul ar wei ght of about 300
to 550. This was not in contradiction with the
requi renent that the obtained peptides should
be mainly di- and tripeptides. As the
determ nation of their nolecul ar wei ght woul d
be not hing nore than routine work involving the
usual markers in that field, the person skilled
in the art required nerely conmon gener al
knowl edge to carry out such determi nations if
want ed.

(iiti) As to the filing of two alternative sets of
clainms during the oral proceedings, the
Respondent argued in essence that both sets
were far-reaching restrictions of what was
clainmed. The representative further decl ared
that he was not in a position to file anended
cl ainms before having received correspondi ng
instructions by the Patentee. Under these
ci rcunstances, the newly submtted alternative
sets of clainms should not be refused although
filed at such a | ate stage of the proceedings.

0907.D Y A
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The two auxiliary requests read as foll ows, the
amendnment s bei ng enphasi sed:

Auxiliary request 1

"1. A process for producing a | ow nol ecul ar
wei ght peptide conposition, characterized by the steps
of dispersing protein raw material fromegg white in
water at a concentration of 5 to 20 w v% adj usting
the pH of the dispersion in the range froml1l to 4 with
an acid, adding at least two acid proteases to the
di spersion sinultaneously or sequentially, and
permtting enzymatic proteolysis to take place for 8
to 72 hours at a tenperature of 25 to 60°C, thereby
produci ng a | ow nol ecul ar wei ght peptide conposition
mai nly based on di peptides and tripeptides while
suppressing the formation of free amno acids to 20%
by wei ght or | ess.

2. A process for producing a | ow nol ecul ar wei ght
pepti de conposition according to claim1,
characterized in that the contents of free am no acids
and those peptides having a nol ecul ar wei ght of at
| east 700 in the enzymatic proteolysis product are
i ndi vidually 20% by weight or |ess.™

Auxiliary request 2 (single claim)

"A process for producing a | ow nol ecul ar wei ght
pepti de conposition, characterized by the steps of
di spersing protein raw material fromegg white in
water at a concentration of 5 to 20 w v% adj usting
the pH of the dispersion in the range froml1l to 4 with
an acid, adding at least two acid proteases to the
di spersion sinmultaneously or sequentially, and
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permtting enzymatic proteolysis to take place for 8
to 72 hours at a tenperature of 25 to 60°C, thereby
produci ng a | ow nol ecul ar wei ght peptide conposition
mai nly based on di peptides and tripeptides while
suppressing the formation of free amno acids to 20%
by wei ght or |ess, the content of those peptides
having a molecular weight of at least 700 in the
enzymatic proteolysis product being 20% by weight or
less.”

VI, The Appel |l ants requested that the decision under
appeal be set aside and that the European patent
No. O 044 032 be revoked.

The Respondent requested as main request that the
appeal s be disnm ssed and that the patent be

mai nt ai ned, and as auxiliary requests that the
deci si on under appeal be set aside and the patent be
mai nt ai ned on the basis of the first or second
auxiliary request submtted during the oral

pr oceedi ngs.

Reasons for the Decision

1. The appeal is adm ssible.

0907.D Y A
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Procedural matters: admissibility of auxiliary
requests 1 and 2

As is apparent from paragraphs IV(iii) and V(iii)
above, two alternative sets of clainms were submtted
by the Respondent at the oral proceedi ngs on

2 Decenber 1993. In the present case, the Board
decided to admt into consideration both sets of
clainms for the foll ow ng reasons.

In decisions T 95/83 (QJ EPO 1985, 75, point 8 of the
Reasons) and T 153/85 (QJ EPO 1988, 1, point 2.1 of

t he Reasons), it has been stated that Boards of Appeal
may refuse late filed anendnents, e.g. new cl ains
presented at oral proceedings, if such clains are not
clearly allowable or if the Proprietor of the patent
can provide no justification for the late filing. As
set out in decision T 38/89 of 21 August 1990, point 3
of the Reasons (not published in QJ EPO, it is quite
cl ear that the Boards of Appeal have a general

di scretion to refuse all late-filed amendnents
depending in particular on any excuses put forward for
t he apparent | ateness, and the inconveni ence that
woul d be caused if the anendnents are admtted into

t he proceedi ngs.

This jurisprudence is also in conformty with

Article 11(3) of the Rules of Procedure of the Boards
of Appeal which states that "if oral proceedi ngs take
pl ace, the Board shall endeavour to ensure that each
case is ready for decision at the conclusion of the
oral proceedings, unless there are special reasons to
the contrary". In the present case the anmendnents were
not such that the Board woul d have been prevented from
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taking a final decision at the end of the oral
pr oceedi ngs.

The lack of tinmely instructions fromthe Patentee put
forward by their representative at the hearing could
not initself be regarded as justifying the late

subm ssion. The Board was, however, satisfied that the
new versions of the clains were bona fide attenpts to
overcone the objections raised by the Appellants in
connection with the question of inventive step of the
cl aimed process, and that no question of the
Appel | ants being taken unfairly by surprise arose,
because in both requests the anendnents were not hing
nore than a limtation of the clainmed subject-matter
to preferred enbodi nents of the invention as described
in the patent in suit (see point V(iii) above).

Allowability of amendments in auxiliary requests 1 and
2

There are no formal objections on the basis of
Articles 123(2) and (3) to the two sets of clains in
the auxiliary requests (see point VI above) since
these clains are adequately supported by the original
description and do not extend the protection conferred
when conpared to the clains as granted. This was not
contested by the Appellants.

Patentability of main request and auxiliary request 1

Suf ficiency of disclosure

In the view of the Board, and for the same reasons as
set out under point 5.1 below in connection with
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auxiliary request 2, the invention clainmed in
accordance with the main and first auxiliary request
nmust be regarded as satisfying the requirenments of
Article 83 EPC.

Novel ty

None of the docunents considered in the present
proceedi ngs di scl oses a process presenting all the
features indicated in the clainms in accordance with
the main or first auxiliary request. This was not
contested by the Appellants. The said clains nust thus
be regarded as novel.

| nventive step

In relation to the invention as clainmed in all the
requests, docunent (7) is regarded as constituting the
closest prior art. It relates to a process for the
treatment of a proteinaceous waste material such as

bl ood, carcass waste, bone waste and neat waste by
subjecting the said material to enzymatic hydrolysis
wi th at least one protease whereby deconposition of
the proteinaceous material is effected; and
subsequently inactivating the said enzyne. The
hydrolysis is effected in the pH range in which the
enzynes di splay maxi num proteolytic activity (i.e. pH
between 2 to 7 in the case of acid proteases); the
tenperature is conveniently between room tenperature
(20°C) and 70°C, preferably between 25 and 50°C. A
period of one to five hours is in general sufficient
to effect enzymatic deconposition. By the use of

sui tabl e enzyme mixtures different protein

hydrol ysates can be prepared, which differ from one
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another in their degree of deconposition, i.e. the
size of the nol ecules. Due to the conbination of
enzynme type and concentration, tenperature and
deconposition tinme, |ong-chain or nediumchain or
short-chain protein hydrol ysates can be obtai ned. The
hydrol ysates thus obtai ned are products of high val ue
whi ch can be used for nutrition purposes (see clains;
page 2, lines 12 to 34; page 3, line 1 to page 4,
line 23; page 4, lines 33 to 37 and page 5, lines 5 to
17). In Exanple 4, chicken nmeat waste was hydrol ysed
at 50°C during five hours in the presence of fungal
protease from Aspergillus oryzae and papain, the pH
val ue of the hydrolysate being 4.1 whereas in

Exanpl e 5 heavy blood is used at a hydrolysis
tenperature of 60°C and at a pH value of 5 in the
presence of acid fungal protease from Aspergillus
oryzae and papain. As stated in the latter, enzynes
from Aspergillus saitoi, Aspergillus parasiticus,
etc., can simlarly be used instead of the acid
enzynmes from Aspergillus oryzae. This docunment does
not mention any chol esterol -reduci ng property of the
products obt ai ned.

The Board does not agree with the subm ssion by the
Respondent that the technical problemunderlying the
patent in suit consisted in providing a process for
produci ng a | ow nol ecul ar peptide containing nutrient
agent of high val ue capable of providing a reduced
chol esterol value in bl ood.

When defining the technical probleman effect cannot
be retained if it is not credible that the prom sed
result is attainable throughout the entire range
covered by a claim(see for exanple T 131/87 of
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7 Septenber 1989, point 8; T 742/ 89 of 2 Novenber
1992, point 7.4 and T 741/91 of 22 Septenber 1992,
points 4.2 and 4. 3).

Contrary to the subm ssion of the Respondent, the
probl em as defined by himis not plausibly solved by
the process of the Claim1l of the main or the first
auxiliary request.

In Table 11l of the patent in suit, conposition IV has
not only been obtained in accordance with the clained
process, but also neets the w dely drawn product
definition nmentioned in the clains; this conposition

| eads to practically the sane chol esterol/ serum

val ues as conposition I, i.e. egg white protein
(unhydrol ysed): 116 vs. 118 ng/dl. The clains put
forward do not contain any product feature which would
excl ude a process | eading to peptide conpositions such
as conposition IV, i.e. with an average nol ecul ar

wei ght of 1400 and a free am no acid content of 2% by
wei ght, fromtheir scope of protection. It is not
sufficient that conposition Il, a peptide conposition
wi th an average nol ecul ar wei ght of 420 and a free

am no acid content of 8% by weight, |eads to a
surprisingly | ow chol esterol /serum val ue of 95 ng/d

if the problemof providing a reduced chol esterol
value in blood is not also solved by all other

enbodi nents falling within the process claimof either
the main request or the first auxiliary request.

Therefore, as far as the main and first auxiliary
request is concerned, the underlying technical problem
can only be seen in providing an alternative for the
known process of producing peptide containing
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hydrol ysates suitable for nutrition purposes. The
Board accepts that this problemis solved by what is
cl ai ned.

However, when trying to solve the above problem the
person skilled in the art would realise that the
process disclosed in docunent (7) offers the

possi bility of producing hydrol ysates containing

ol i gopeptides from a protei naceous material by
enzymati c digestion which are suitable for use in
nutrition. As a skilled person he will know that it
has al ready been shown that the small intestine has a
hi gh capacity for absorption from m xtures of snal
pepti des such as m ght be produced during protein

di gestion, especially those conposed of two to siXx

am no acid residues, and that nucosal uptake of intact
ol i gopeptides is probably an inportant node of protein
absorption (see for exanple docunent (2), page 409,
point 2 of the "Sunmary"). He would thus not only be
aware that for efficient nutrition, the hydrol ysates
conposed of | ow nol ecul ar wei ght peptides were nost
advant ageous but also that in view of the teaching
contained in (7) (see point 4.3.1 above), it is nerely
a matter of routine to find out suitable process
paraneters in order to obtain such a high val ue
nutrient. In connection with the latter it is indeed
clear fromthe information contained in (7) that a
suitable way to carry out the process consists in the
conbi ned use of two acid proteases of the type al so
used in the patent in suit (see page 3, lines 51 to
54) and that in the case of acid proteases the pH

val ue may be as low as pH = 2, depending on the acid
enzynmes used for carrying out the degradation process.
The sane applies to the tenperature, which in the
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known process is preferably between 25 and 50°C.
Though in (7) the main purpose is to degrade the
proteins contained in a protei naceous waste material,
the person skilled in the art would have no reason to
believe that nore valuable protein raw materials such
as egg white could not be used in the same way. There
is not only no evidence available to the Board which
woul d show that with a particular protein raw materi al
t he known process could not be carried out but also no
evi dence that when allowi ng the acid enzymatic

di gestion to go on up to the point where a "short-
chain protein hydrolysate" is obtained according to
(7), the conposition necessarily contains nore than

t he 20% by weight of free amino acids set as a limt
in the clains now put forward. Although it is true

t hat docunent (7) nmentions urea and ammoni um salts as
additives in connection with enzyne preparations, it
appears that such additives may be used with certain
specific enzynmes only (cf. page 4, second paragraph).
Further, the present clainms do not exclude such
addition. Thus the clained process is an obvi ous
alternative to the process disclosed in (7) for

obtai ning short-chain protein hydrolysate suitable for
nutrition purposes.

In view of the above, the Board holds that the process
clainmed in accordance with both the main and first
auxiliary request does not involve an inventive step
in the sense of Article 56 EPC

Patentability of auxiliary request 2

Sufficiency of disclosure
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It is well known that by gel filtration on Sephadex
G 10®° it is possible to fractionate peptide m xtures
wher eby those peptides having a nol ecul ar wei ght of
700 or lower are collected in one fraction. As this is
no | onger disputed by the Appellants, the only
remai ni ng question as regards sufficiency of

di scl osure is whether or not the patent in suit
contains sufficient disclosure for the person skilled
in the art to determ ne whether the product obtained
by the clainmed process corresponds indeed to a | ow
nol ecul ar wei ght peptide conposition mainly based on
dipeptides and tripeptides as indicated in the claim

As can be seen fromthe "Production Exanple" contained
in the patent in suit, the product obtained in
accordance with the clainmed process is stated to have
an average nol ecul ar wei ght of about 300 to 550, to
contain about 5 to 20% by weight of free am no acids
and 20% by wei ght or |ess of those peptides having a
nol ecul ar wei ght of 700 or higher (see page 5, line 6
to page 6, line 3). In view of the known nol ecul ar

wei ght averages for peptides cited by the Appellants
t hensel ves (see point |1V(i) above), it is thus
credible that the fraction obtained by Sephadex G 10°
filtration is mainly conposed of di- and tripeptides
even if it is clear that other peptides with a higher
nol ecul ar wei ght but well below 700 (e.g. tetra- or
pent apepti des) must necessarily be present in an
undefi ned anbunt as a consequence of the particul ar
gel used in the patent in suit. As in the present
case, all that is required, at least as far as the
pepti de conposition as such is concerned, is a
conposi tion mainly based on di- and tripeptides, it is
nei t her necessary nor relevant for the person skilled
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in the art to know the exact peptide conmposition in
terns of nol ecul ar weight distribution. In the absence
of adequate evidence in support, the Appellant's

obj ection under Article 100(b) EPC therefore fails
(cf. T 219/83, A EPO 1986, 211, in particular

poi nt 12 of the Reasons).

5.2 Novel ty

The process claimof the second auxiliary request is
not only limted to egg white as starting material, it
al so contains the further restriction that the content
of those peptides having a nol ecul ar wei ght of at

| east 700 in the obtained enzymatic proteolysis
product is 20% by wei ght or |ess, which considerably
reduces the amobunt of peptides having an average

nol ecul ar wei ght of 700 or higher tolerated in the
final product. Thus, the definition of the peptide
composition i s far more precise than in the process

cl ai m of the previous requests.

Consequently, not only is the clainmed process novel
over the cited state of the art but also its product
is novel since none of the said features is disclosed
in docunent (10) as can be seen from what has al ready
been sai d under point 4.2 above.

5.3 | nventive step

5.3.1 Docunment (7) (see point 4.3.1 above) is considered as
the cl osest prior art.

5.3.2 For this second auxiliary request, the Board does
accept the Respondent’'s subm ssion that the underlying

0907.D Y A
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probl em consisted in providing a process for producing
a | ow nol ecul ar peptide containing nutrient agent of
hi gh val ue capabl e of providing a reduced chol esterol

I evel in blood, and that this problemis solved by the
process as now cl ai ned.

In view of the present definition of the peptide
conposition already pointed out above, conposition IV
mentioned in Table Il on page 6 of the patent in suit
is not a conposition resulting fromthe clained
process since a conposition with an average nol ecul ar
wei ght of 1400 and a free am no acid content of 2%
cannot be mainly based on di- and tripepti des whereby,
in addition, the content of those peptides having a
nmol ecul ar wei ght of at |east 700 as well as that of
free amno acid is at nost 20% by weight. As can be
seen in the patent in suit, such a product has only an
average nol ecul ar wei ght of about 300 to 550 (see
page 5, line 65 to page 6, |line 3).

Having regard to the conparative data contained in
Table Il of the patent-in-suit, the Board is al so
satisfied that the problem stated above has indeed
been sol ved by the process as now claimed. |t appears
fromthat table that the product obtained in
accordance with the clainmed process, i.e. conposition
1, leads to a nuch | ower chol esterol/serum val ue

(95 nmg/dl) than conposition IV, i.e. the product
obtained in accordance with the cl osest state of the
art (116 ng/dl). Moreover, when considering the fact
that conposition Il leads to practically the sane
chol esterol / serum val ue as unhydrol ysed egg white
(118 ng/dl), the person skilled in the art wll
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realise the inportance of the chol esterol reducing
effect achieved by composition I

The only question which remains to be decided is thus
whet her the requirenment for inventive step is net by
t he process as now cl ai ned.

Al t hough the person skilled in the art would certainly
have taken note of docunent (7) for the reasons

al ready set out in connection with the previous
requests (see point 4.3.4 above), there is nothing
pointing to this docunent as being relevant to solving
t he problem of providing a | ow nol ecul ar peptidic
nutrient showi ng reduced chol esterol |evel in blood.
Nei t her docunent (7) nor docunent (2) deal with this
property at all. The only docunents nentioned in the
whol e proceedi ngs which refer to the cholesterol |evel
in connection with protein hydrol ysates are docunents
(23) and (24). Neither is relevant to the question to
be answered here for the follow ng reasons:

- docunent (23) is an Article 54(3) EPC docunent
publ i shed on 12 August 1981 and cannot therefore
be used for dealing with the question of inventive
step under Article 56 EPC. Therefore, the nention
on page 8, lines 11 to 21 of this docunent that
both a quantitative and qualitative inprovenent of
the total cholesterol and HDL chol esterol has been
achi eved nmust be ignored;

- docunent (24) is concerned with the effects of
dietary proteins, protein hydrolysates and am no
acid mxtures, and the following is stated
therein: an enzymatic hydrol ysate of casein or a
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m xture of L-ami no acids equivalent to casein gave
el evated plasma chol esterol levels simlar to
those obtained with the intact protein; plasm
chol esterol |levels remained lowin rabbits fed an
enzymati c di gest of soy bean protein; a noderate,
but not significant, increase in plasm

chol esterol was observed when a m xture of L-am no
aci ds equivalent to soy bean protein isolate was
fed; evidently, the level of plasma chol esterol
can be influenced by the am no acids supplied in

t he diet.

Although it is reasonable to admt that the person
skilled in the art would certainly have noted with
interest that an "enzymatic digest" of soy bean
protein obviously keeps plasma chol esterol |evels
in rabbits low, he would not have m ssed the
nmessage that with hydrol ysates fromother starting
materials (e.g. casein) elevated | evels were
observed. As for none of these hydrol ysates the
process of preparation or the conposition had been
described in any detail, the person skilled in the
art was provided with no concrete teaching as
regards the suitability or unsuitability of other
protein materials as starting material, the exact
enzymatic process to be followed or the mninm
product characterisation to be net in order to
achieve the said effect. Docunment (24) thus in no
way suggests the solution now clainmed which, in
particul ar, involves the selection of egg white as
starting material in connection with a specific
process (conbi ned action of two acid proteases)
wher eby a specific product (nmainly based on di-
and tripeptides etc.) is obtained.
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5.3.5.2 Docunment (12) not only is totally silent in respect of

0907.D

any possi bl e chol esterol reducing property of the
peptide m xture prepared there but also as regards the
use of two acid proteases for obtaining them There
the only aimis to prepare a dry dietary food
conposition conprising a nutritionally bal anced
peptide m xture, or am no acid suppl enmented peptide

m xture, with a total amno acid profile sufficient to
support normal physiol ogi cal functions whereby
typically, and preferably, the peptide m xture wl|
have an am no acid conposition of egg albumin, which
means that it will be primarily conposed of peptides
havi ng a nol ecul ar wei ght between 400 to 1000 with a
maxi mum nol ecul ar wei ght of 2000, and typically the
greatest distribution of peptides will have from four
to eight amino acid residues. It is also to be noted

t hat such protein hydrolysates typically contain, in
addition to peptides, about from10 to 15% by wei ght,
free amno acids (e.g. lysine, arginine, tyrosine,
phenyl al ani ne, and | eucine) and can be prepared by
known enzymatic or chem cal hydrolysis of fish neal,
oil seed proteins, |leaf proteins, single cell

proteins, or slaughterhouse aninmal scraps and bl ood.
In "Preparation 1", an aqueous m xture of fish protein
is digested in the presence of cal cium hydroxi de (pH
controlled at about 7.7 £ 0.3) during al nost 20 hours
(see daiml1, colum 2, line 61 to colum 3, |line 46
and colum 9, line 40 to 68). This information is
sufficient to showthat in (12) a different product is
prepared by a different process, and for a different
pur pose, so that (12) al so does not suggest the
clainmed solution to the person skilled in the art.
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5.3.5.3 Simlar considerations nust also apply to docunent
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(14) which concerns a process of making a nutrient

mat eri al presented nerely as being suitable for oral,
rectal, and parenteral adm nistration, conprising
primarily pol ypepti des obtained by digesting a protein
at a tenmperature between 37 and 70°C during several
days in a nedium having a pH between 4 to 5 with a
(single) proteolytic enzyne (e.g. papain or those
occurring in liver, kidney, and other animal tissue).
The protein is desirably a natural protein such as
casein, the protein fromsoy bean, or certain anim

ti ssues (see claim page 1, right-hand colum, lines 9
to 11 and 29 to 36; Exanples 1 and 2).

Docunment (21) is not relevant either as the only
possi bly relevant information is that "in the

manuf acture of enzymati cal |l y- hydrol ysed products of
protein, the substance containing |large quantities of
| ow- nol ecul ar peptides (roughly, peptides with not
nore than 500 nol ecul ar wei ght) such as di- and
tripeptides is preferred in terms of amino acid
absorption and also of the balance In amino acids
after the absorption” (enphasis added by the Board)
and that "further ..., it is also quite obvious that
the less free amno acid content in hydrol ysed
protein, the better". It is not clear how the said
enzymati c hydrol ysis has been carried out, nor that

t he hydrol ysate thus prepared can be regarded as a
product with properties conparable to those of the
product obtained in the patent in suit fromegg white.
Consequently, this docunent does not suggest the
clainmed solution to the person skilled in the art.
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5.3.5.4 The other docunents cited in the course of these
proceedi ngs were even |less relevant than those
di scussed above.

5.3.6 The subject-matter of the single claimin accordance
with the Respondent's second auxiliary request is thus
not suggested by the cited state of the art as a
solution to the stated problem and the Board
therefore holds that it involves an inventive step in
t he sense of Article 56 EPC.

6. Accordingly, there are no grounds which prejudice the
mai nt enance of the patent in anended formon the basis
of the claimof the second auxiliary request.

7. As the patent is to be nmaintained on the basis of a
claimsubstantially restricted in conparison to the
granted clains, the description needs to be carefully
adapted to the new process claim In accordance with

Article 111 EPC, the case is remtted for that purpose
to the Qpposition Division.

Order

For these reasons, i1t i1s decided that:

1. The deci sion under appeal is set aside.

2. The case is remtted to the first instance with the
order to maintain the patent in amended formon the
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basis of the claimof the second auxiliary request
submtted at the oral proceedings on 2 Decenber 1993,
and a description to be adapted.

The Regi strar: The Chai r man:

P. Martorana P. A M Lancon

0907.D



