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Summary of Facts and Subm ssi ons

Eur opean patent application No. 0 674 902 based on
application No. 95 810 125.5 was filed with 7 use
claims and 2 product clains. During the oral
proceedi ngs before the exam ning division the clains
were anended to a set of clains relating to 6 use

cl ai ns.

Caim1l read as foll ows:

"The use of (a) onmega-3 PUFAs (Conmponent(a)) and (b) L-
arginine or L-ornithine in free amno acid or salt form
or a mxture thereof (Conmponent (b)), in the

manuf acture of an i munostinul atory pre-operative diet
for post-operative stinulation of the imune system of
patients subject to surgery, whereby the diet provides
a daily dosage of 2 to 5 g of Conponent (a) and 7.5 to

20 g of Conponent (b)."

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

(1) EP-A-367 724

(2) EP-A-567 433

(3) US-A-4 752 618

(5) US-A-4 981 844
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(6) ™M D. Peck, the Journal of Trauma, vol. 30, No 4,
445- 452, 1990

(7) R Tepaske, The Lancet, vol. 358, 696-701, 2001.

The appeal lies froma decision of the exam ning
di vision refusing the patent application under
Article 97(1) EPC

The exam ni ng divi sion considered that the subject-
matter clained in the main request (set of clains filed
during the oral proceedings before the first instance)

| acked an inventive step (Article 56).

In particular, the exam ning division considered that
docunent (5) represented the closest prior art.

The difference was the use of onmega-3 PUFAs in the

pl ace of onega-6 PUFAs.

It defined the problemas the provision of
i mrunosti nmul ati ng conpositions for pre-operative use
whi ch have a post-operative effect.

The sol ution concerned the use of (a) onega-3 PUFAs and
(b) L-arginine or L-ornithine in free amno acid or
salt formor a mxture thereof.

In the exam ning division's view the solution was
obvious in the light of the prior art docunent (3),
since it disclosed the use of onmega-3 PUFAs and
arginine or ornithine as active ingredients in

i mmunosti nul atory conpositions. Docunent (3) further

di scl osed that such conpositions could be adm nistered
prior to challenge of the inmune system
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The exam ning division further cited docunent (2) which
contained a reference to docunent (5). It considered
that the skilled person would have been bound to
conbi ne these docunents with docunment (3).

A conmuni cation fromthe Board was sent on 7 July 2003,
in response to which the clainms were anended.

Wth letter of 22 April 2004, two sets of clains were
filed as main and auxiliary requests.

Claim 1l of the main request reads:

"The use of

(a) onega-3 polyunsaturated fatty acids, and

(b) L-arginine or L-ornithine in free amno acid or
salt formor a mxture thereof, and

(c) onega-6 polyunsaturated fatty acids,

in the manufacture of an imunostinul atory pre-
operative diet for post-operative stinulation of the

i mmune system of patients subject to surgery, whereby
the diet provides a daily dosage of 2 to 5 g of
Conmponent (a) and 7.5 to 20 g of Conmponent (b) and 1.5

to 5 g of conponent (c)."

Claim1 of the auxiliary request additionally contains
the foll ow ng passage at the end of the claim

"... and wherein the omega-3 polyunsaturated fatty
acids (a) are in the formof fish oil and the omega-6
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pol yunsaturated fatty acids (c) are in the form of

safflower oil, sunflower oil, soya oil, cotton oil, or
corn oil."
VII. The appel | ant | odged an appeal agai nst sai d deci sion

and supported it with argunments in its grounds of
appeal .

VIII. Oal proceedings were held on 29 April 2004. The board
rai sed the point of novelty vis-a-vis the contents of
docunent (1) and stressed the follow ng:

In the board's opinion, the conpositions as defined in
claim1l of the main request were known from docunment (1)
whi ch di scl osed conpositions conprising arginine,
onega-3 pol yunsaturated fatty acids (PUFAs) and onega-6
PUFAs. The anounts for the daily dosage disclosed in
docunent (1) overlapped with those appearing in the

cl ai mand on page 6 Exanple A disclosed specifically a
dosage of 1500 cc falling within the clainmed ranges.
The use disclosed in docunent (1) for the conpositions
was i mmunostimnmul atory. Therefore, the only feature
remaining in the claimwas the pre-operative

adm ni stration, since the patients fully overl apped

wi th those of docunment (1) in view of the fact that the
i muno status of a patient is relative to severa
factors such as age and condition not defined in the
claim

Since the claimwas a second nedical use claim the

board pointed out that the main issue to be assessed
was whet her the therapy or indication was different

fromthat disclosed in docunent (1).

1182. D
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Wth respect to the novelty issue the appellant denied
that the broader ranges for onega-3 and onega-6 PUFAs
of document (1) could be taken as novel ty-destroying
for the smaller ranges appearing in the clainms. Wth
respect to arginine it acknow edged a certain overl ap.
Wth respect to Exanple A it doubted that it referred
to a daily dosage since this was not explicitly stated.
Additionally, there were differences in the patients to
be treated. The patients subject to surgery did not yet
have an infection according to the application in suit,
whereas the patients from docunent (1) suffered from
depressed host nechani sns and al ready had an infection.

The appel | ant pointed to docunent (7), page 701, in
order to showwith a certain plausibility that applying
the diet before or after surgery there is a different
nmet abol i sm The diet according to the application in
suit led to a better preservation of renal function.
Different clearance of diet inplies different
absorption of diet, which neans the diet creates a

di fferent physiol ogi cal state.

The appel | ant requested that the decision under appeal
be set aside and that the case be remtted to the
departnent of first instance for further prosecution.

Reasons for the Deci sion

1

1.1

1182. D
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The late-filed sets of clains were admtted into the
proceedi ngs since they do not essentially differ from
the set of clains already on file and can be regarded
as areply to the argunents on file.

The appellant stated the basis for the amendnents
introduced in the clains in the originally filed
description. The board is satisfied that the
requi renents of Article 123(2) EPC are net.

Remttal to the departnent of first instance

The set of clains on which the first-instance decision
was based and the sets of clainms before the board
during the oral proceedings relate exclusively to so-
call ed "second (further) nedical use" or "Sw ss-type"
cl ai ns.

Such formof clainms was allowed for the first tine by
the parallel decisions G 1/83, G5/83 and G 6/83 (QJ
EPO 1985, 60, 64, 67). In accordance with the
principles recognised in these decisions a specific
format was allowed for a further nedical indication,
i.e. the use of a substance, already known as a

medi cament, for the manufacture of a nedicanment for the
treatment of an illness or disease not previously
treated by neans of that substance (G 5/83, especially
reasons, point 17, second paragraph).

This, did not exclude the possibility of deriving a
second or further nedical indication (a new therapeutic
application) of a substance or conposition, already
known as a nedicanment, |ikew se from sone ot her

previ ously unknown feature (other than treatnent of a
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different illness or disease) associated with the use
of that substance or conposition in a nethod for the
nmedi cal treatnment of the human or animal body. In this
connection reference is made to board of appeal case
law, for exanple as sunmarised in "Case Law of the
Boards of Appeal of the European Patent O fice", 2002,
I C 5.2.2.

It is also to be noted that the basic structure of a
second nedi cal use claimcould be formally built up

fromof three blocks corresponding to the foll ow ng:
(a) the use of a conpound or conposition

(b) for the manufacture of a nedi canent

(c) for a therapy.

In the present case the appellant has argued that the
medi canment is novel (concerning the daily dosage for
the diet).

In this respect the board wishes to point out that it

i s indeed not necessary for the novelty of the subject-
matter clained in clains drafted as second nedi cal use
clainms to rely upon a novel therapy. The conpound (or
conposition) or the medi canent may be novel.

However, having regard to docunent (1), the board
cannot agree with the appellant's position in this
respect .

Docunent (1) discloses inmunostinulatory conpositions
conprising arginine or ornithine, omega-3

pol yunsaturated fatty acids (PUFAs) and onega-6 PUFAs
(page 2, lines 45 to 51).
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The ampunt of arginine conmponent is such as to allow a
daily adm nistration of, nost preferably, 15 to
22 granms (page 3, lines 7 to 8).

The amount of onega-3 PUFAs to be adm nistered
corresponds to a daily supply, nost preferably of 0.15
to 10 grans (page 3, lines 38 to 39).

The amount of onega-6 PUFAs to be adm nistered
corresponds to a daily supply, nost preferably of 0.5
to 10 granms (page 3, lines 49).

Exanpl e A on page 6 corresponds to a unit dosage of
1500 cc. It discloses a conposition having 18.75 g
arginine, 3.6 g onega-6 PUFAs and 3.0 g onega-3 PUFAs.
These specific amounts fall within the ranges defi ned
inclaiml of the main request.

Mor eover, since in conposition Ait is stated that the
conposition has 1 kcal/cc the dosage corresponds to
1500 kcal, which is a conmmobn daily dosage. Hence the
board is convinced that conmposition Aillustrates one
specific exanple for a daily dosage falling within
claim1l of the main request.

For the reasons given above the board considers that
docunent (1) anticipates the conpositions and
medi canment underlying claim1l of the main request.

3.5 Docunent (1) also discloses that the imrunostinul atory
conpositions are suitable for use in patients who
suffer from depressed host defence mechanisns, e.g. in
patients who suffer from depressed host defence

mechani sns as a result of post-surgical trauma, cancer

1182. D
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chenot herapy radi ation therapy, sepsis, trauma, burns,

i mmunosuppr essi ve drug therapy, malnutrition and
transfusi on i nduced i nmunosuppression (page 4, lines 51
to 54).

Docunent (1) also discloses that "the adm nistration of
the conposition ... allows to naintain, restore and
enhance the i mmune function where desired." (page 4,
lines 56 to 58).

Further, docunent (1) also discloses that "such
conpositions may accordi ngly be enpl oyed to enhance a
depressed host defence nechanism to restore a norma
i mune function in a human with a deficient inmune
response, to enhance the devel opnent of the imune
systemin a devel opi ng human, (and) to enhance a
senescent inmune system of a human" (page 5, lines 1
to 4).

It should be pointed out that claim 1l does not define
t he i mmunol ogi cal status of the patients to be treated,
this being of a relative nature since it depends on
patient age and conditi on.

Fromthe point of view of the wording of claim1l it has
to be said that the only feature remaining with respect
to docunent (1) is the fact that the intake of the diet
IS pre-operative.

Therefore, it remains to be investigated whether the
pre-operative therapy as defined in the claim which
al so deals with post-operative immunostinulation, can
be di stinguished fromthe therapy disclosed in
docunent (1) by a different medical (physiological)
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effect due to this pre-operative adm nistration and
thus whether it relates to a functional feature |eading
to the therapeutic indication in the sense of G 5/83 or

not .

If it does not, the use defined in such a way m ght
restrict the medical practitioner's freedom when
treating his patients (see T 56/97, unpublished in the
Oficial Journal, points 2-2.5). Pre- or post-operative
adm nistration of the diet would then constitute

nmet hods for treatnment of the human body and coul d thus
not be regarded as patentabl e i nventions under

Article 52(4) EPC

Wth respect to a possible novel therapeutic indication
t he appel |l ant has argued that the group of patients
treated with the pre-operative diet could be

di stingui shed fromthose treated with the post-
operative diet.

It is clear that the patients before and after the
operation are different, however, in the board's

opi nion, the question raised is whether the
physi ol ogi cal status of the patients caused by the pre-
operative diet is different.

At present, this cannot be established.

Accordingly, it would be necessary to denobnstrate that
a different physiological status is achieved for the
patients when treated pre-operatively which |eads to a
new functionality linked to the therapeutic indication
(see T 233/96, unpublished in the Oficial Journal
points 8.6 and 8.7).



3.8

3.9

3.10

1182. D

- 11 - T 0485/ 99

As al ready set out, the first-instance decision is

based on a set of clains only conprising Sw ss-type use
claims. However, the first-instance decision is silent
about the assessnent of the novelty of these use clains
in the sense |aid out above. Wen assessing the novelty,
it is necessary to analyse the claimwording and | ook
for all the features of the claimand conpare themwth
the state of the art. Therefore, in the present case,
the main issue, i.e. whether the therapy under the
aspect of physiological status of the patient does

serve to bring novelty to the subject-matter clained,

has not been discussed by the first-instance departnent.
The board considers this is a major issue given the

ci rcunstances of the case.

The appel |l ant has requested remttal of the case in
order not to be deprived of the right to have the
i ssues assessed by two instances.

The cruci al question of the present case not having
been dealt with by the appeal ed decision, the Board
deci des to nmake use of its discretionary power under
Article 111(1) EPC to remt the case to the first
instance to have this conplex point dealt with by two

i nst ances.
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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

prosecuti on.

The Regi strar: The Chai r man:

A. Townend U OGswald

1182. D
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In application of Rule 89 EPC the Decision given on
29 April 2004 is hereby ordered to be corrected as foll ows:

Page 7, para 3.2, line 3 the word "of" is to be del eted.

The Regi strar: The Chai r man:

A. Townend U OGswal d
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