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Summary of Facts and Subm ssi ons

2847.D

The patentee (appellant) | odged an appeal against the
deci sion of the opposition division given at oral
proceedi ngs on 10 February 2000 with witten reasons
posted 30 March 2000 revoki ng the European patent

No. 0 502 976. The patent was granted on European
application No. 91 901 026.4 which originated from an
international application published as WD 91/08216 (to
be referred to in the present decision as the
application as filed).

Whereas two parties (opponents 1 and 2) had opposed the
patent, one of them (opponent 2) withdraw its
opposition on 8 February 2000 before the decision of

t he opposition division and, thereby, ceased to be a
party to the opposition proceedings. Qoponent 1 is the
present respondent.

The patent had been opposed on the grounds as set forth
in Articles 100(a) and (b) EPC that the invention was
not new (Article 54 EPC), did not involve an inventive
step (Article 56 EPC) and was not sufficiently

di scl osed (Article 83 EPC) and on the ground as set
forth in Article 100(c) EPC that the patent contai ned
added matter (Article 123(2) EPC)

Reasons for the revocation were presence of added
matter with respect to granted claim1l (to which the
mai n request was directed), lack of inventive step of
claiml1l of the first auxiliary request filed on

10 February 2000 then on file, and lack of clarity of
claim1l of the second auxiliary request filed on the
sane date.
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The appellant filed an appeal, paid the appeal fee and
submtted a statenment of grounds of appeal.

Rei mbur senent of the appeal fee was requested in view
of the absence in the witten decision of any reference
to certain verbal statements nade by the opposition

di vision at the oral proceedings, which absence was

all eged to anmount to a substantial procedural abuse
justifying a refund of the appeal fee.

In the statenment of grounds of appeal the appell ant
indicated that its claimrequests were the main request
and the first auxiliary request on which the decision
of the opposition division was based. New docunents
were filed.

The respondent filed observations as well as new
docunents in reply to the statenment of grounds of

appeal submtting inter alia that both requests on file
of fended agai nst Article 123(2) EPC

A conmuni cation under Article 11(2) of the Rules of
Procedure of the Boards of Appeal presenting sone
prelimnary and non-binding views of the board was then
sent to the parties. It was in particular indicated
therein that the issues to be considered at oral
proceedi ngs were, in the order, those of

Articles 123(2), 83 and 56 EPC.

Wth a letter of 11 Septenber 2003 the respondent
withdrew its request for oral proceedings.

On 6 COctober 2003 the respondent filed a CD ROM
containing a digital version of a videotape already on
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file. The appellant objected to the adm ssion of this
CD-ROM i nto the proceedings.

On 29 Cctober 2003, the appellant infornmed the board
that it would not be represented at the schedul ed oral
proceedi ngs and requested that the decision be taken on
the basis of the witten subm ssions.

The oral proceedings took place on 12 Novenber 2003 in
t he absence of the parties.

Claim1 of the main request read:

"1l. The use of in vitro maturation of a bovine oocyte
in the production of a transgenic bovi ne species of
desired phenotype."

Claim1 of the auxiliary request read:

"1l. The use of in vitro maturation of a bovine oocyte
in the production of a transgenic bovi ne species
capabl e of producing a reconbi nant pol ypeptide in the
mlk of lactating fenmal es of said species, wherein the
transgene is heterologous to its pronoter and is under
the control of expression regulation sequences which
are derived froma gene which is expressed primarily in
the manmmary gl and. "

The appellant's argunents in witing, insofar as they
are relevant to the present decision, may be sunmari sed
as foll ows:
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Main and auxiliary requests (Article 123(2) EPQC

The application as filed dealt in general wth
transgeni ¢ bovi ne species and in particular with

nmet hods "for produci ng transgeni c non-human nmanmal s
having a desired phenotype"” (see page 1, lines 4

and 5). The sentence starting at |line 18 on page 11
taught generally about introducing a transgene into an
enbryonal target cell of the animal of choice. As shown
by the sentence starting at |ine 18 on page 15 which
recommended that generally appropriate expression
regul ati on sequences be derived fromgenes "that are
expressed primarily in the tissue or cell type chosen”
the application as filed clearly envisaged expression
other than in the manmmary gl and, i.e. effectively any
phenotype, in the context of introducing a transgene
into an enbryonal target cell.

The question for the skilled person, therefore, was how
in detail to introduce the transgene into the enbryonal
target cell. Relevant description was to be found in

t he passage starting at line 13 on page 28. This
passage dealt with the question of introducing
transgenes into enbryonal target cells, and
specifically referred to the mcroinjection of the
transgene into the pronuclei of fertilized oocytes of

t he non- human ani mal

Accordingly, the next question for the skilled reader
was how to provide the fertilised oocytes in question.

On this question the specification provided a cl ear
teaching in Exanple 6. It was quite true that reference

was nmade therein to mcroinjection into in vitro
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mat ur ed oocytes of a transgene encoding for the
expression and secretion of human | actoferrin, but

t here was no question of the skilled person believing
or considering of necessity that this was the only
possi bl e application of in vitro matured oocytes. It
woul d have been clearly apparent to the skilled person
that the general description by reference to in vitro
mat uration of the oocytes and to in vitro fertilisation
whi ch followed, not to nmention the subsequent
description of in vitro culture of the fertilised
oocytes, contained nothing which was specific to a
human | actof erri n-encodi ng transgene. In this respect,
all the Exanples which involved introduction of a

transgene used the sanme in vitro maturation techni que.

The skilled reader knew fromthe application as filed
that in order to performthe transgene nicroinjection
he had to obtain a supply of fertilised oocytes. As
bovi ne oocytes could only be matured in vivo or in
vitro, the use of in vitro matured oocytes as one
possi bl e techni que woul d have been apparent inmplicitly
to the skilled person even in the conpl ete absence of
Exanpl e 6.

The skilled person when considering the application as
filed could determ ne that at |east the possibility of
the use of in vitro maturati on of bovine oocytes was
contenpl ated for the production of a bovine transgenic
speci es of any phenotype. This was enough to establish
inplicit disclosure and enough to neet the requirenents
of Article 123(2) EPC
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The respondent's argunents in witing, insofar as they
are relevant to the present decision, may be sunmari sed
as foll ows:

Main and auxiliary requests (Article 123(2) EPQC

The application as filed disclosed in vitro maturation
in Exanples 6 and 7, and by inplication in Exanple 10.
Exanples 6 and 7 rel ated exclusively to how human

| actoferrin m ght be produced in transgenic cattle, and
Exanple 10 related to the potential production of human

serum al buni n.

Al'l that was derivable directly and unanbi guously from
the application as filed was the production of human

| actoferrin and human serum al bum n fromtransgenic
cattle produced fromin vitro matured oocytes. There
was no disclosure of the use of in vitro maturation of
oocytes in relation to the preparation of transgenic
cattl e capabl e of produci ng any ot her protein.

The application as filed did not disclose the
conmbination of in vitro maturati on of oocytes and the
production of any protein in transgenic cattle. In
contrast, it was certainly anbiguous as to whether an
i ndi vi dual feature of the enbodi nent of Exanples 6, 7
and 10 was broadly applicable, in the conpl ete absence
of any generalising | anguage.

There was nothing in the general part of the
application as filed that even nentioned in vitro
mat urati on of oocytes, let alone gave it any

significance.
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The appell ant requested in witing that the decision
under appeal be set aside and that the patent be

mai ntained as granted or, auxiliarily, on the basis of
the auxiliary request filed on 10 February 2000. It

al so requested the rei nbursenent of the appeal fee.

The respondent requested that the appeal be dism ssed.

Reasons for the Decision

Mai n request

Caiml (Article 123(2) EPC)

2847.D

Claimlis directed to the use of in vitro maturation
of a bovine oocyte in the production of a transgenic
bovi ne species of desired phenotype. Thus, protection
is sought for transgeni c bovine species of any desired
phenot ype obtained as the result of a process initiated
by the use of any protocol of in vitro maturation of

bovi ne oocyt es.

As accepted by the appellant, the general part of the
description of the application as filed does not
explicitly disclose the in vitro nmaturation techni que.

In its reasoning the appellant relies essentially only
on a passage of the application which is part of a

par agr aph beginning at line 12 of page 28 and finishing
at line 16 of page 29. The paragraph contai ns general
comments on nethods of introducing transgenes into
enbryonal target cells of the non-human ani mal and nore
specifically refers in general terns to mcroinjection
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of the transgene into the pronuclei of fertilised
oocytes and the subsequent in vitro culture of those
oocytes until a pre-inplantation enbryo is obtained
which is thereafter transferred to an appropriate
female to permit the birth of a transgenic ani nal

The board notes that the place in the application as
filed where reference is made to in vitro maturation
(I'VM of oocytes is in Exanples 6 and 7 where the

m croi njection of a transgene encodi ng human

| actoferrin (hLF) into bovine oocytes, matured and
fertilised in vitro, is described. The protocol used
for IVMis given in Exanple 6 with reference to the
experinmental study of Sidard et al. (1988), Biol.
Reprod., Vol. 39, pages 546 to 552 (D4).

Nei t her the general part of the description as filed
nor any one of the sixty-two clainms as originally filed
make any reference in general to IVMas the technique
to be used in order to obtain the oocytes to be
fertilised. Neither is any particular significance
accorded to IVMin the particular exanples in question
so as to make their teaching go beyond the specificity
of the protocol used or of the transgene introduced.
The passage of the description on page 28 referred to
by the appellant nerely refers to fertilised oocytes
and is totally silent as to the manner in which the
oocytes are obtai ned.

In the board's judgenent, the fact that it was known in
the art that oocytes could be obtained by either in
vivo or in vitro maturation does not allow a
generalisation of the specific teaching of Exanples 6
and 7 (specific protocol for VM specific gene
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m croi njected) to the use of any I'VMprotocol in the
production of a transgeni c bovine species of any
desired phenotype. This is because the description of
the application as filed fails to give any indication
that the concept of having the oocytes recovered from
the ovaries matured in vitro is indeed at the basis of
any invention, and thus the unenphasi zed use of a
specific VM protocol in Exanples 6 and 7 is to be seen
as an experinmental detail which cannot support the
general i sation proposed in claim1 of the main request.

Nor is the board convinced by the appellant's argunent
(see bottom of page 13 of the statenment of grounds of
appeal ) that "all the Exanples which involve

i ntroduction of transgene use the same VM. As it may
be inferred fromthe passages referred to by the
appel l ant (nanely, page 68, lines 20 to 23 and page 79,
lines 14 to 18), the further Exanples which are neant
in that statement are Exanples 10 and 16 which descri be
each the construction of a transgene, one encodi ng
human serum al bum n (hSA) (Exanple 10) and one encodi ng
human protein C (Exanple 16). The afore-nenti oned
passages are no nore than nere statenments respectively
indicating that the transgene of Exanple 10 is used "to
produce transgeni ¢ bovi ne species producing hSA in
their mlk in a manner anal ogous to that used to
produce hLF in the m |k of bovine species" (enphasis
added by the board) and that the transgene of

Exanple 16 "is used to generate transgeni c bovine
speci es as previously described" (enphasis added by the
board). Such statenents cannot be equated with an
unanbi guous di scl osure showi ng that said transgenes are
to be mcroinjected into in vitro matured bovi ne

oocyt es.
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For the above reasons, the board finds that the
subject-matter of claim1 has no support in the
application as filed and, thus, offends against the
provisions of Article 123(2) EPC. The request as a
whol e is therefore not allowable.

Auxi | iary request

Caiml (Article 123(2) EPQC)

10.

11.

2847.D

Claim1 of this request in conparison to claim1l of the
main request is limted to the use of IVMin the
production of transgenic fenmal e bovi ne species capable
of producing in their mlk any desired pol ypepti de,
this being achi eved by expression of a gene

het erol ogous to its pronoter and under the control of
expression regul ati on sequences derived froma gene

which is expressed primarily in the mammary gl and.

For the reasons given above in respect of claim1 of
the main request, the board considers that the content
of the application as filed does not allow a
generalisation of the specific teaching of the

Exanples 6 and 7, where a specific | VM protocol was
used for producing fertilised bovine oocytes into which
a transgene encoding hLF is mcroinjected, to a general
use of | VM produci ng any pol ypeptide in the mlk of
transgeni c femal e bovi ne speci es.

Thus, also claim1l of this request is considered not to
have support in the application as filed and,
consequently, to offend agai nst the provisions of
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Article 123(2) EPC. The request as a whole is therefore
not al | owabl e.

Rei mbur senent of the appeal fee (Rule 67 EPC)

12. In its subm ssions the appellant requested a refund of
t he appeal fee consequent upon omissions in the witten
deci sion being viewed as a substantial abuse justifying
a refund. According to Rule 67 EPC a rei nbursenent may
only be ordered in the event that the Board of Appeal
deens an appeal to be allowable. This is not the case.
Thus the request for reinbursenent is refused. The
board woul d add that the all eged om ssions were not
rel evant to the reasoning of the opposition division in
revoking the patent, so that there was no non-
conpliance wwth Rule 68 EPC or any ot her substanti al

procedural violation.

Or der

For these reasons it is decided that:

1. The appeal is dism ssed.

2. The request for reinbursement of the appeal fee is
refused.

The Regi strar: The Chai r man:

A. Wl i nski L. Galligan

2847.D



