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Summary of Facts and Subm ssi ons

1818.D

Eur opean patent No. 0 284 126 with the title "Stable
gene anplification in prokaryotic chronosonmal DNA" was
granted on the basis of European application

No. 88 200 376.7 with 34 clains for the designated
Contracting States AT, BE, CH DE, FR GB, GR IT, LI,
LU, NL, SE and 26 clains for the Contracting State ES .

Granted claim1 for all Contracting States but ES read
as foll ows:

"1. A transfornmed prokaryotic host cell conprising at
| east two copies of a DNA sequence in its chronosone,
sai d DNA sequence encodi ng a pol ypeptide of interest,
wherein said copies are separated by endogenous
chronosormal DNA which is vital to the host cell.”

| ndependent claim?2 related to the sane transforned
cell being obtainable by a specified nethod.

Dependent clains 3 to 13 related to further features of
the transformed prokaryotic cell. Caim14 was
addressed to a nethod for preparing a transforned
prokaryotic cell and dependent clains 15 to 30 rel ated
to further features of this nethod. Cains 31 to 33
wer e addressed to specific Bacillus strains and
claim 34 was addressed to the use of a transforned
prokaryotic host as defined in clains 1 to 13 for the
production of a pol ypeptide of interest.

The correspondi ng nethod clains were filed for the
Contracting State ES.
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A notice of opposition was filed requesting the
revocation of the patent in suit under Article 100(a)
EPC (|l ack of novelty and inventive step).

The Opposition Division nmaintained the patent in
anended formon the basis of a new main request.
Cainms 3 to 13, 15 to 34 (clainms 2 to 26 for ES) of
this request remained as granted. Cains 1, 2 and 14
(claiml for ES) differed fromthe granted clains 1, 2

and 14 (claim1 for ES) in that the expression "and

said copies are stably naintai ned" was added after the

wor di ng endogenous chronosonal DNA which is vital

to the host cell".

The Appellants (Opponents) filed an appeal, paid the
appeal fee and submtted a witten statenent setting
out the grounds of their appeal, together with 13

further documents.

The Respondents (Patentees)nmade no subm ssion in the
appeal proceedi ngs.

The foll ow ng docunents on file are nentioned in this
deci si on:

(1) EP-A-0 127 328

(13) Ferrari, E. and J. A Hoch, M. Gen. CGenet.,
Vol . 189, pages 321 to 325, 1983,

(14) Wllianms, J. and A Szal ay, Cene, Vol. 24,
pages 37 to 51, 1983,

(17) Bacillus subtilis and Other G amPositive
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Bacteria, Chapter 29, 1993, Editor in Chief A
Sonenshein, Anerican Society for M crobiol ogy,
Washi ngton D. C.,

(21) Hal denwang, WG et al., J. of Bacteriol.,
Vol . 142, No. 1, pages 90 to 98, 1980.

Wth regard to novelty, the Appellants submtted in
particular that the strain 857/16 disclosed in
docunent (13) had all of the properties of the
transfornmed prokaryotic strain of claim1.

In the event claim1l was found novel, the Appellants
argued that it lacked inventive step in view of the
teachi ng of docunent (1) taken alone or in conbination
wi th docunent (14) or in conbination with the skilled
person's general know edge.

It was al so argued that the appeal ed decision suffered
fromtw drawbacks. Firstly, the Opposition D vision
apparently did not understand the Opponents' reason to
cite decision T 124/87 (QJ EPO 1989, 491). Secondly,
the Opposition Division based their decision on an
aspect (the issue of selection invention) that had
never been di scussed during the proceedi ngs, causing a
violation of Article 113(1) EPC

The Appel lants requested that the decision under appea
be set aside and the patent be revoked in its entirety.
Moreover, it was requested that the appeal fee be
refunded for reason of procedural violation. As an
auxi |l iary request, oral proceedi ngs were requested.

There are no requests on file fromthe Respondents.



- 4 - T 0295/ 96

Reasons for the Deci sion

1

The appeal is adm ssible.

Article 54 EPC, novelty of claim1:

1818.D

Docunent (13) (page 323, right-hand colum) discl oses
the E.coli reconbi nant vector p63 which conprises a
plasm d related to pBR322, pMB9 and the 5 Kb regi on of
the Bacillus subtilis chronbsone. Docunent (21) which
is cited in docunent (13) and which is, thus, to be
consi dered as part of the disclosure of said docunent

i n accordance with the case | aw of the Boards of Appea
(see for exanple T 153/85 QJ EPO 1988, 001), discloses
on page 98 that the 5Kb region contains the tnms, spoVC
and 0.4 Kb genes. The spoVC gene is said to encode a
pol ypepti de involved in spore devel opnent whereas the
0.4 Kb gene is of interest for the study of said

devel opnent (docunent (21), page 98).

The transformation of p63 in the Bacillus strain, JH
857 is described on page 324, left hand colum first
par agraph of docunent (13). JH 857 carries the pBR322
rel ated plasmd pFH7 inserted in the integration site
for SP4 on the chronpsone. Sone transformants are,

t hus, obtained wherein the p63 plasmd is inserted in
pFH7 by honol ogous reconbi nati on. A PBS1 transducing

| ysate of one of the transformants is, then, prepared.
Sonme of the transducing PBS1 phage particles are
expected to contain the SPa: pFH7: p63 DNA and i ndeed the
| ysate i s capable of transducing the 5Kb B.subtilis
region of p63 into the strain JH 974 (gua-1, netB3,



1818.D

- 5 - T 0295/ 96

tms26), as shown by recovery of JH 974 transductants
which are wild type for the tns gene (page 324, right
hand col umm, first paragraph). A further study of these
transductants |l eads to the isolation of strain 857/16,
t he chronosomal structure of which is given in

Figure 2. Strain 857/16 carries a duplication of the
5Kb spoVC, 0.4 Kb, tns region: one set of these genes
(spoVC, tne26, 0.4 Kb gene) is found at its norma
chronosomal |ocation in the vicinity of the gua-1

mar ker, the second set of these genes (spoVC, tns*, 0.4
Kb gene) is found in the vicinity of the nmetB3 marker
where the p63 DNA carried by the transduci ng phage
particle has integrated in the SPa-pFH7 | ocus.

Figure 2 of docunent (13) shows in particular the
chronosomal structure of strain 857/16: in this strain,
the two sets of spoVC, tns26, 0.4 Kb genes are

separ ated by endogenous chronosonal DNA of such a

l ength that it nust necessarily be vital to the host
cell. It is noticed that this conclusion was | ater
confirmed in docunent (17) which shows that the spoVC,
0.4 Kb gene region is situated at 7° on the map of the
Baci |l us subtilis chronbsone whereas the SPa-pFH7 | ocus
is at position 190°. They are thus | ocated at about the
opposite sides of the circular 360°chronosone.

Wth regard to stability, it is stated in docunent (13)
that the two sets of spoVC, 0.4Kb genes remain intact
in the strain containing them

Accordi ngly, docunent (13) discloses a strain, 857/16,
whi ch conprises two copies of a DNA sequence encodi ng a
pol ypepti de of interest (the spoVC or 0.4 Kb gene)

whi ch are separated by endogenous DNA which is vital to
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the host cell, said copies being stably maintained.
These features are those of the transfornmed prokaryotic
cell of claim1l. Accordingly, the subject-nmatter of
claim1 is not novel.

of the appeal fee

The Appel lants argued that the decision nade by the
Qpposition D vision was proceduraly deficient for the
reasons that the argunents they had presented in
relation to the decision of the Boards of Appea

T 124/ 87 (loc.cit) had been m sunderstood, and that the
deci sion to acknow edge novelty of claim1l had been
taken on the ground that the clained subject-nmatter was
a selection invention, which ground they had had no
opportunity to comment upon.

In the Board's view, the fact that the Qpposition

Di vi sion may have m sunderstood the argunents presented
by the Appellants, if accepted, could only be

consi dered an error in judgnent which does not anount
to a procedural violation.

It is only intheir witten decision that the

Qpposi tion Division defined the subject-matter of
claiml1l as a "selection invention" over the teachings
of the docunments cited in relation to novelty. The two
features which led themto this finding were that the
cl ai med prokaryotic host cell contained duplicated
copi es of genes of interest which were stable and which
wer e separated by vital endogenous chronbsonal DNA.

The Board notices that this latter feature was already
identified as a feature to be discussed in the context
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of novelty in the conmuni cation sent by the Qpposition
Division in preparation for oral proceedings.
Furthernore, the Mnutes of these proceedi ngs show t hat
both features were the two main points discussed in
relation to novelty. In the Board's judgnent, the

Appel  ants, thus, had anple opportunity to present
their conmments on the substantive matters even if the
Qpposition Division sonewhat bel atedly regrouped them
under the term "sel ective invention". Accordingly,
Article 113(1) EPC has been observed.

O der

For these reasons it is decided that:

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

2. The patent is revoked.

3. The request that the appeal fee be refunded is refused.
The Regi stry: The Chai r wonman:

U. Bul t mann U. Ki nkel dey

1818. D



