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Summary of Facts and Submn ssions
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The applicants | odged an appeal agai nst the decision of
t he exam ning division issued on 20 May 1998 wher eby

t he European patent application No. 90 901 863.2
(publ i shed as WO A-90/ 08826 = EP-0 455 667) was
refused. Basis of the refusal were clains 1 to 3 of the
mai n request and claim1 of the auxiliary request.

Caiml, which was the sane in both requests, read:

"A nmethod of controlling the expression of a foreign
gene or series of genes in a transgenic plant,
characterised in that a coding region is placed under
the control of the pronoter of a gene specifying the
27kd subunit of the nmize gl utathione-S-transferase
gene (GSTII) whereby application to the plant of an
effective concentration of a chem cal inducer of the
pronot er induces expression of the coding region."

The exam ning division renmarked that there was no
description of at |east one way of carrying out the
invention (cf T 292/85, Q EPO 1989, 275). The
description contained only a list of general procedura
steps which could be found in any handbook, and no data
were provi ded which could assist the skilled person in
performng the invention, |ike eg a description of the
actual N-term nal sequence of the GST Il protein or of
the probes to be used or of cloning vectors etc.
Moreover, it was not disclosed how the pronoter itself
could be retrieved fromthe theoretical genom c DNA
fragnents. No nethods were described by which the GSTII
gene pronoter activity could be tested. Under these

ci rcunst ances, undue burden and/or inventive talent was
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needed for the skilled person to isolate and test the
GSTI I pronoter fragnent (cf decision T 694/92, QJ EPO
1997, 408). A nere reference to standard techni ques was
consi dered not to be suitable to satisfy the

requi renents of Article 83 EPC

Wth the statenent of grounds of appeal, the appellants
filed three declarations (one by Dr lan Jepson and the
others by two of the inventors) and six new

docunents in support of their case. They essentially
submtted that the finding that GSTIl could be used as
an induci ble systemto regul ate gene expression by
application of a synthetic chem cal was the key factor
of the invention in the present case, and that, once
the gene was identified, its isolation was routine. The
description of the patent application set out the steps
required to isolate the GSTII pronoter fragnment. As
stated also by Dr lan Jepson in his declaration (and
confirmed by two of the inventors in their

decl arations), these were routine steps found in any
standard text book which neither posed an undue burden
nor required an inventive activity for the skilled

per son.

The exam ning division did not rectify its decision
under Article 109(1) EPC, and remtted the appeal to
the board of appeal, cf Article 109(2) EPC

In view of the appellants' request for ora

proceedi ngs, the board issued on 6 April 2001 a

communi cation pursuant to Article 11 of the rules of
procedure of the boards of appeal with a provisiona

opi nion on the case, making inter alia reference to the
case of decision T 639/95 of 21 January 1998.
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On 23 April 2001, the appellants inforned the board
that they did not wish to attend the oral proceedings
and woul d therefore not be represented on the date
proposed by the board. They withdrew their request for
oral proceedings. The board then cancelled ora

pr oceedi ngs.

The appel |l ants request that the decision under appea
be set aside and a patent be granted on the basis of
either the main request or the auxiliary request
rejected by the exam ning division.

Reasons for the Decision

1059.D

The board fully agrees with the exam ning division's
reasons for refusing the patent application. Also in
the board' s judgnent, the nere listing of genera
procedural steps, in absence of any concrete data and
technical information concerning the GSTII pronoter,
cannot be considered sufficient for a clear and

conpl ete disclosure under the terns of Article 83.

In this respect, the argunents, the declarations and
the further docunents submtted by the appellants do
not add any decisive elenents for a different
appreciation. In particular, the board does not find
convi ncing the argunent that the identification of the
GSTII gene as a suitable swi tchable gene constituted
for the skilled person sufficient information which
enabl ed the isolation of the GSTII pronoter fragnment as
this could be achieved by the routine steps referred to
in the specification.

In order to performthe nethod of claim1l of both
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requests on file, the skilled person has to isolate the
specific pronoter referred to, nanely the pronoter of a
gene specifying the 27kd subunit of the nmize

gl ut at hi one-S-transferase gene (GSTII). In the board's
view, in the absence of any neani ngful technica

i nformati on about the pronoter (location, structure
etc.) and/or about the gene which contains it, the
skilled person is left conpletely to his or her own
resources in order to isolate it. Such information is
not even found in the prior art to which the skilled
person could refer. Under these circunstances, undue
burden is placed on the skilled person who cannot be
expected to performscientific research in areas which
are not yet explored. To find that a gene is inducible
by a chemcal inplies directing the skilled person's
attention to that specific gene, but does not per se
amount to a sufficient disclosure of the technica
details necessary to isolate its pronoter fragnent. It
Is not sufficient to set out for the skilled reader the
general steps of a theoretical protocol which could be
used for said isolation, if no data or information

what soever are nade avail able or are available from
prior art references which indicate that any part of
the said protocol is indeed valid in respect of the
achi evenent of the final goal, ie the isolation of the
specific pronoter fragnent.

The above finding is in line with that of decision

T 639/95 (supra) the technical circunstances of which

were quite simlar to those of the present case. There
it was decided the clainmed nethod for produci ng PHB

bi opolyners in a host transforned with genes encodi ng

the enzynes B-ketothi ol ase, acetoacetyl-CoA reductase

and pol yhydroxy butyrate (PHB) synthetase was not

enabl ed, because, while the description of the genes
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encodi ng the first two genes was sufficiently clear and
conplete, that of the gene encodi ng PHB synt het ase was
i nconpl ete. The board found that the experinental plan
for identifying and isolating the PHB synt hetase gene
was very general, and that sonme references were m ssing
and/ or inconplete, that there were no results and no
details which could facilitate the repetition of the
wor k. Thus, in the board s view, even if each

i ndi vi dual experinmental step per se could be considered
as being feasible wiwth a certain anount of trial and
error, the total anmount of experinental effort
necessary to successfully advance step by step towards
the desired final goal was undue for a skilled person.

Simlarly in the present case, where - in conparison
with the said case - considerable | ess technical
information is nade avail able by the description, the
anount of experinentation needed to performthe cl ai ned
i nventi on based on the vague gui dance provi ded by the
specification was "undue" for a person of ordinary
skill at the tinme the disclosure was presented. Thus,
the requirenents of Article 83 EPC are not satisfied.

As for the argunent that the work was acconpli shed
afterwards (cf WO A-93/01294) by using techni ques
simlar to those described in the present
specification, it does not help the appellants as a

| ater nore detail ed disclosure (the docunent referred
to discloses inter alia the structure and | ocation of
the GSTII pronoter within the isolated gene) cannot be
used to conpensate for a deficient disclosure .
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O der

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r person:

U. Bul t mann U. Kinkel dey
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