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Summary of Facts and Subm ssi ons
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The appeal lies fromthe decision of the exam ning

di vision issued on 29 Septenber 1999 wher eby European
pat ent application No. 97 119 173.9, published under
the No. O 835 661, a divisional application of European
pat ent application No. EP-A-0 220 574, was refused
pursuant to Article 97(1) EPC. Basis of the rejection
were clains 1 and 2 filed on 20 May 1999:

"1. Use of human interferon-R;s for preparing a
medi cament for influencing cell growth and

differentiation"

2. Use of human interferon-@;a for preparing a
medi canment useful during termnal differentiation of

cancer cells".

The exam ni ng di vi sion deci ded that

- The clains were not entitled to either priority
cl ai ned;

- Docunment (D1), international application
WD 88/ 00206, for which the conditions of
Article 158(2) EPC were fulfilled, was entitled to
a priority date earlier than the actual filing
date of the present application, and was thus
prior art pursuant to Articles 54(3) and (4) EPC
for all designated contracting states except ES,
&R, and LI
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- And t hus docunent (Dl) destroyed the novelty of
clainms 1 and 2 of the application in suit for the
contracting states designated in both;

- Prior published Abstract of JP-A-60 169 424
(Patent Abstracts of Japan) (docunent (D2))
di scl osed the use of a BCDF (another accepted
designation for IL-6 or IFN-3;) as a nedi canent for
patients suffering inmune inconpetence, and
destroyed the novelty of claim 1.

Acconpanying a sunmons to oral proceedings, there was
sent a conmuni cati on expressing the board' s provisional
opinion, inter alia raising the issue that the uses of
t he nedi canent to be prepared according to the then
claim1 or 2 "for influencing cell growth and
differentiation” or "during termnal differentiation of
cancer cells" would not appear to relate clearly to the
t herapeutic treatnent of any illness. The question thus
arose whet her the benefit of Article 54(5) EPC appli ed.
Al so as the decision of the exam ning division did not
address inventive step, but the exam ning division had
expressed in a comuni cation of 3 February 1999 the

opi nion that the disclosure of Proc. Natl. Acad. Sci.
USA, vol. 82, pages 5490 to 5494 (August 1985) nmade the
subject matter of clains 1 to 4 then before it obvious,
the board indicated that the issue of inventive step
was not one which the board would be inclined to

consi der itself.

During the oral proceedings held on 7 October 2003, the
appel lant submtted new clainms 1 and 2, in place of al
earlier filed sets of clains, and reading:
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Use of human interferon-B3, for preparing a

nmedi canment for influencing tunor cell growth and

differentiation"

"2. Use of human interferon-R; for preparing a

medi cament for influencing termnal differentiation of

cancer cells".

The appellant submtted in witing and at the oral

proceedi ngs the foll ow ng argunents:

Therapeutic use (Articles 52(4) and 54(5) EPC)

Fair

The term "tunmor” in claim1 ("cancer” in claim?2),
preceding the word "cells", inplied that
interferon-B; had to find use as an anti -
tunor/anti-cancer therapeutic agent. These clains
thus related to interferon-f3; for use in the
therapeutic treatnent of an illness, for which the
benefit of Article 54(5) EPC appli ed.

basis (Article 123(2) EPQC

The wordings "for influencing tunor cell growth
and differentiation" (claim1) and "for
influencing termnal differentiation of cancer
cells" (claim?2) found a basis on page 3, lines 29
to 32 of the application as filed.

The appel | ant expl ai ned that whereas the
application as filed referred to interferon—,, and
interferon—the latter had turned out to be an
artefact, whereas interferon—;s was the sanme as
what was already known in the art as interferon—,
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Accordingly it was proposed to refer in the clains
only to interferon-R,, delete all the references
in the description to interferon—,s and change the
references to interferon—, to references to
interferon—; in accordance with the standard
nomencl ature in this field. No new subject matter
was i ntroduced thereby.

ty

It was true that docunment (Dl) disclosed

t herapeutic conpositions conprising IL-6 (another
name for interferon-B;) useful for the treatnent of
cancer (see page 3, end of the third ful

par agraph and claim 10 of docunent (Dl1)), however,
this treatnent relied on the IL-6"s capacity of
stinmulating the patient's inmune system

Docunent (D2) was not concerned with cancer
treat nent.

Therefore, clains 1 and 2 were novel vis-a-vis
docunents (D1) and (D2).

\Y/ The appel | ant requested that the decision under appeal

be set aside and that a patent be granted on the basis

of cl

Reasons for

aims 1 and 2 submtted during the oral proceedings.

t he Deci si on

1. The appeal is adm ssible.

Therapeutic use (Articles 52(4) and 54(5) EPC)

1913.D
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Al though clains 1 and 2 at issue (see section |V supra)
do not explicitly recite any nedical treatnment, it can
neverthel ess be derived fromthe term"tunor" in
claiml1 ("cancer” in claim2), preceding the word
"cells", that interferon-@; nust find use as an anti -
tunmor/anti-cancer therapeutic agent. Both clains thus
relate to (and are in the format of) a second/further
nmedi cal use of interferon-fB,in the therapeutic
treatment of a disease, for which the benefits of
Article 54(5) EPC apply (see decisions G 1/83, QJ EPO
1985, 60; G 5/83, Q) EPO 1985, 64 and G 6/83, QJ EPO
1985, 65).

Fair basis (Article 123(2) EPQC)

The term"interferon-B3," in the clains is justified by
the appellant intention to delete all the references in
t he description to interferon-B, which turned out to be
an artefact, and changing the references to

interferon- R;a to references to interferon- B, in
accordance with the standard nonenclature in this field.
No new subject matter is introduced thereby, so this

del eti on and change of nonenclature is in conformty
with Article 123(2) EPC.

The wording "for influencing tunor cell growth and
differentiation” in claim1l has a basis on page 3,

line 31 of the application as filed when read in the
context of cancer cells (see line 32). It should be
noted that no distinction is nmade in the application as
filed between tunor and cancer (conpare page 1

l[ine 20: "antitunor” with page 3, line 32: "cancer").
Finally, the wording "for influencing term na
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differentiation of cancer cells" in present claim?2
finds a basis in the passage "especially during
termnal differentiation of cancer cells" on page 3,
line 32 of the application as filed.

In view of the foregoing, the board is satisfied that
the subject-matter of clains 1 and 2 fulfils the
requirenments of Article 123(2) EPC.

Novelty (Article 54(2) EPC)

Unl i ke docunent (D2) which is not concerned with any
cancer treatnent, docunment (Dl) is relevant to the
novelty of present clains 1 and 2, directed to
interferon-B3, for treating cancer (see section 2 supra),
as it discloses therapeutic conpositions conprising

| L-6 (another nanme for interferon-B;) useful for the
treatment of cancer (see page 3, end of the third ful
par agraph and claim10 of docunent (D1)).

Docunent (Dl1) and the clained invention being concerned
with the same conposition (interferon-@3;) for treating
t he sane di sease (cancer/tunor), it has to be decided
whet her the nedical uses now clained represent further
and different therapeutic uses fromthat disclosed in
docunent (D1).

In spite of the above overlap in conposition and

di sease treatnent ained at, the board observes that the
clainmed invention relies upon a different technical
effect fromthe one disclosed in docunent (1).

Docunent (1) discloses indeed the use of interferon-03;
for the purpose of activating mature |ynphoid cells
exerting cytolytic T cell activity on cancer cells (see
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docunent (D1l), page 11, lines 2 to 12) or to stinmulate
t he i Mmune system of patients undergoing (cancer)
radi o- or chenotherapy (page 9, end of first full-

par agr aph). Docunent (Dl) thus teaches an indirect
effect of interferon-@; on cancer cells. This is in
clear contrast to the technical effect relied upon by
the clained invention, nanmely the direct influence of
interferon-f3, on the tunor cell growth and (termnal)
differentiation.

It nust be pointed out that a hitherto unsuspected
property of a known nol ecul e/ conposition does not
necessarily translate into a novel use (be it nedical

or otherw se) of that nol ecul e/ conposition, but for an
application to be construed as a further use or
"further nedical use"/"further therapeutic application”,
this new technical effect would have to lead to a truly
new i ndustrial/comercial application (see eg decision
G 5/83, point 16) arising fromeg the opening a new
field of application, the healing of a different
pat hol ogy/ clinical situation, the creation of a

di stinct group or sub-group of subjects (either end-
users or patients) or the new use nust involve new
physi cal neans/nmeasures for its practise.

For instance, in (non-nedical) case T 892/94 (see
point 3.5), a claimto the use of an aromatic acid
ester of a phenol or of an aromatic al cohol as an

i nhi bitor of esterase producing mcro-organisnms in a
deodor ant conposition, was considered to be the nere
expl anation of an effect obtained when using these
conmpounds in a known conposition, wthout ending in a
hit herto unknown purpose reflecting said effect. The
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same concl usion was reached in (nedical) cases T 254/93
(see point 4.8) T 486/01 (see point 12).

However, in case T 19/86 (Pigs |1/ Duphar), the board
considered that the therapeutic application of a known
vacci ne, which was known for treatnment of a particular
cl ass of aninmal (sero-negative pigs), to a new and
different class of the sane aninmal (sero-positive
pigs), was an acceptabl e second nedical use claim

formul ati on.

Turning to the present case, the conclusion cannot be
drawn that the technical effect relied upon by the
claimed invention, nanely the direct influence of
interferon-f3, on the tunor cell growth and (termnal)
differentiation is a nere explanation of how
interferon-R; heals cancer. Rather, this effect
identifies a new clinical situation, nanely one in
which it could be preferable to target the cancer cells
t hensel ves, not |ynphoid cells or the i mmune system as
in docunent (Dl), in order to heal cancer. But since a
new clinical frane is not separable, as an abstract
concept, froma patient suffering under it, it nust be
concluded that this new clinical situation also
identifies a new sub-group of subjects being treated.

In view of the foregoing, the board is satisfied that
the subject-matter of clains 1 and 2 at issue fulfils
the requirements of Article 54(2) EPC

Rem ttal

The present application was rejected for reasons of
non-conpliance with Article 54(2) EPC only and was
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based on claims with a different content to that of the
clainms presently on file. Consequently, in order not to
deprive the appellant of his right to have his

i nvention exam ned by two instances, and in accordance
with the established jurisprudence of the boards of
appeal, the board uses its discretion under

Article 111(1), second sentence, EPC, and remts the
case to the first instance for further prosecution.

13. The description will need anendnent to conformto the
present clainms, by the deletion of all references in
t he description to interferon—, and the changi ng of
the references to interferon—,, to references to
interferon-R; in accordance with the standard
nonmencl ature in this field.

Or der

For these reasons it is decided that:

1. The deci sion under appeal is set aside.
2. The matter is remtted to the first instance for

further prosecution on the basis of clains 1 and 2
submtted during the oral proceedings on 7 Cctober 2003.

The Regi strar: The Chai r man:

P. Crenpna S. Perryman
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