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Summary of Facts and Subm ssi ons

2641.D

Appeal s were | odged by both the patentee (appellant 1)
and the opponent (appellant 11) agai nst the decision of
t he opposition division to maintain the European patent
No. O 537 178 (claimng priority fromUS 529, 049 of

25 May 1990) in anended formon the basis of an
auxiliary request filed on 5 June 2000. The main
request was refused under Article 123(2) EPC because

t he i ntroduced disclai ner was consi dered not to exclude
the conpl ete disclosure of a docunent cited under
Article 54(3)(4) EPC.

Appellant | filed further observations in reply to the
statenment of the grounds of appeal of appellant I

The Board sent a comuni cation to the parties draw ng
their attention to referrals T 507/99 of Decenber 2002
and T 451/99 of 14 March 2003 under Article 112(1)(a)
EPC to the Enl arged Board of Appeal concerning the

adm ssibility under Article 123(2) EPC of a disclainer
not supported by the application as filed. The Board
indicated its intention of suspending the proceedings
until a decision thereon was issued, unless appellant |
was prepared to submt only requests avoiding the use
of discl ai ners.

Appel lant | informed the Board that it did not intend
to submt only requests which avoi ded the use of
di scl ai mers.



VI .

VII.

VI,

2641.D

-2 - T 1120/00

After decision G 1/03 of 8 April 2004 (QJ EPO 2004, 413)
was issued, the parties were sumoned to oral

proceedi ngs and, in a comuni cation annexed thereto,

the Board infornmed themof its prelimnary opinion
pursuant to Article 11(1) RPBA.

Both parties submtted observations in reply to the
Board's conmuni cation. Appellant | further filed
auxiliary request 2 on 22 Septenber 2004.

Oral proceedi ngs took place on 22 Cctober 2004 and
during the proceedings, appellant | filed auxiliary
request 3.

The main request was identical to the main request of
t he contested deci sion and had been refiled with the
statenent of grounds of appeal on 29 January 2001.
Clains 1, 3 to 5 and claim7 read as foll ows:

"1l. An isolated nucleic acid fragnment conprising a

nucl eoti de sequence encodi ng t he soybean seed

st ear oyl - ACP desaturase corresponding to the

nucl eotides 70 to 1245 in SEQ ID NO 1, or any soybean
nucl eic acid fragnment substantially honol ogous
therewith encoding a functional stearoyl-ACP desaturase
with the exception of a nucleic acid fragnment having

t he sequence disclosed in Figure 2 of WD 91/13972."

"3. A chinmeric gene capable of transform ng a soybean
pl ant cell conprising a nucleic acid fragnment, which
conprises a nucl eotide sequence encodi ng the soybean
seed stearoyl - ACP desaturase corresponding to the
nucl eotides 70 to 1245 in SEQ ID NO 1 or any soybean
nucl eic acid fragment substantially honol ogous
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therewith encoding a functional stearoyl-ACP desaturase
operably linked to suitable regulatory sequences
produci ng antisense inhibition of soybean stearoyl - ACP
desaturase in the seed.”

"4, A chinmeric gene capable of transform ng a plant
cell of an oil-producing species conprising a nucleic
acid fragment of Claim1l operably linked to suitable
regul atory sequences resulting in overexpression of
sai d soybean seed stearoyl-ACP desaturase in the
plastid of said plant cell."

"5. A chinmeric gene capable of transform ng a plant

cell of an oil-producing species conprising a nucleic
acid fragment of Claim?2 operably |linked to suitable
regul atory sequences resulting in the expression of
said mature soybean seed stearoyl - ACP desaturase enzyne
in the cytoplasmof said plant cell."

"7. A nethod of producing oils from plant seed
contai ning | ower-than-normal |evels of stearic acid
conpri si ng:

(a) transformng a plant cell of an oil producing
species with a chinmeric gene of Cains 4 or 5 (b)
growi ng sexually mature plants fromsaid transfornmed
plant cells of an oil produci ng species;

(c) screening progeny seeds fromsaid fertile plants
for the desired levels of stearic acid; and

(d) crushing said progeny seed to obtain said oi

containing | ower-than-normal |evels of stearic acid.”
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The auxiliary request 1 corresponded to the auxiliary
request of the contested decision on the basis of which
t he opposition division maintained the patent. Caim1l
of this request was as claim1l of the main request
except for the disclainmer that read as foll ows:

" with the proviso that said substantially
honmol ogous fragnment is not a nucleic acid fragnment
havi ng t he sequence disclosed in Figure 2 of WO
91/ 13972 or a sequence with at |east 60% honol ogy
t hereto."

Claim1l1l of auxiliary request 2 read as claim1 of

auxi liary request 1 except for the introduction of the
sentence "which occurs naturally in a plant" at the end
of the disclainer.

Claims 1 and 7 of auxiliary request 3 read as foll ows:

"1l. An isolated nucleic acid fragnment conprising a

nucl eoti de sequence encodi ng t he soybean seed

st ear oyl - ACP desaturase corresponding to the

nucl eotides 70 to 1245 in SEQ ID No: 1, or a fragnent

t hereof encoding a functional stearoyl-ACP desaturase.”

"7. A nmethod of producing oils from plant seed

contai ning | ower-than-normal |evels of stearic acid
conpri si ng:

(a) transformng a plant cell of an oil producing
species with a chineric gene capable of transformng a
pl ant cell of an oil-produci ng species conprising a
nucl eic acid fragnment which conprises a nucl eotide
sequence encodi ng the soybean seed stearoyl - ACP
desaturase corresponding to the nucleotides 70 to 1245
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in SEQID NO 1, or any soybean nucleic acid fragnment
substantially honol ogous therewith encoding a
functional stearoyl-ACP desaturase, operably |inked to
sui tabl e regul atory sequences resulting in

over expressi on of said soybean seed stearoyl - ACP
desaturase in the plastid of said plant cell;

(b) growing sexually mature plants from said
transforned plant cells of an oil produci ng species;
(c) screening progeny seeds fromsaid fertile plants
for the desired levels of stearic acid; and

(d) crushing said progeny seed to obtain said oi

containing | ower-than-normal |evels of stearic acid.”

Claim3 of this request read as claim3 of the main
request (cf. Section VIII supra).

The follow ng docunents are referred to in this

deci si on:

D1: WD 91/13972 (publication date: 19 Septenber 1991
claimng priority frominter alia D2);

D2: US 494,106 (filing date 16 March 1990);

D6: US 529,049 (filing date 25 May 1990, priority
docunent of the patent-in-suit);

D8: A.R van der Krol et al., Gene, 10 Decenber 1988,
Vol . 72(1-2), pages 45 to 50.

The argunents of appellant | (patentee) may be
sumari sed as follows :
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Mai n request and auxiliary requests 1 and 2
Article 123(2)(3) and 84 EPC

The application as filed referred to nucleic acid
sequences encodi ng both the precursor and the mature
st ear oyl - ACP desaturase (SAD) from soybean seed

Honol ogous rel at ed sequences were defined by reference
to nucleic acid hybridization and to changes in DNA
codons resulting in amno acid substitutions. Caim1l
of these requests only incorporated the subject-matter
of granted claim?2, i.e. the nucleic acid fragnents
encodi ng SAD as defined in granted claim 2.

Article 54(3)(4) EPC

The substantially honol ogous soybean nucleic acid
fragnents of claiml1l were not to be taken in isolation
to enconpass nucl ei c acid sequences whi ch were not
derived from soybean, such as the (76% honol ogous)
saf f| ower SAD sequence of docunent Dl1. These honol ogous
fragnents defined only the variations found in the
sequences derived from soybean, such as the m nor
soybean SAD gene - disclosed in the patent in suit -
with a 90% honol ogy to the predom nantly expressed SAD
gene of SEQ ID NO 1.

For assessing novelty, it was necessary to establish
the subject-matter directly derivable fromdocunent D1
and entitled to the priority right from docunent D2.
Docunent D2, insofar as it supported docunment D1,

di scl osed a single nucleic acid sequence encodi ng the
saf fl ower SAD enzyne (Figure 2) but it did not provide
instructions for identifying other sequences. The
honol ogous sequences having nore than 60% honol ogy to
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t he sequence of Figure 2 were only hypothetical since
none of these sequences were actually isolated and
nmet hods for their isolation were not described in
docunent D2.

Several choices had to be made, such as the specific
met hod to use (protein purification, isolation with
anti bodi es, hybridization with probes), the plants to
screen, etc. If hybridization was chosen, then further
choices were still required, such as the (short, |ong)
probe for which no consensus SAD sequences were known,
the (enbryo, immture seeds, genomic) library,
conditions of hybridization, which were different
dependi ng on the probe used, degree of honol ogy, etc.
Under the conditions used in docunent D2, the sole
(DSAT-50) probe disclosed did not isolate the soybean
SAD sequence nor the sequences from Brassica canpestris
or fromRicinus communis. This probe was of limted
utility and in the absence of any information on
consensus SAD sequences, the skilled person was not
provided with the information necessary to isolate

t hese honol ogous SAD sequences. The sane deficiencies
wer e evident when follow ng the suggestion to use

anti bodi es.

In fact, the skilled person was | eft al one, w thout
sufficient information, to deci de anongst

unsati sfactory suggestions. There was no indication

whi ch woul d have allowed the identification - anong the
enor nous nunber of theoretically possible sequences —
of a subgroup of sequences containing the rel evant
soybean SAD sequences. These sequences were not

di scl osed and, even if they were to be considered as
formal |y di scl osed, they were not enabl ed. Therefore,
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the disclainmer of the main request was sufficient to
excl ude the actual disclosure of docunent D1 and to
restore the novelty of claim1 of the main request.

I nterpretations on what portions of the sequence in
Figure 2 of docunment D1 were inportant could only be
made under inventive step but not under considerations
on novelty, since these portions were not directly
derivable fromthis docunent. Figure 2 did not disclose
a codi ng DNA sequence as a discrete fragnment. |nstead,
this codi ng DNA sequence was enbedded within the

conpl ete saffl ower cDNA sequence. In docunent D1, the
honol ogous sequences were al ways defined in relation to
t he known SAD sequence. However, the only SAD sequence
known was the one of Figure 2. Al the references to

t he honol ogy were made in conparison to the conplete
nucl ei ¢ acid sequence of Figure 2. The disclaimnmer of
auxiliary requests 1 and 2 excluded these honol ogous
SAD sequences but not the soybean SAD sequence, since

t his soybean SAD sequence had a | ower degree of

honol ogy to the conpl ete nucleic acid sequence of
Figure 2. Thus, the disclainmer as fornulated in
auxiliary requests 1 and 2 was conpl ete and cl ear and
restored the novelty of claiml.

Auxi liary request 3
Adm ssibility

This request was a direct reaction to the findings of
t he Board that none of the disclainers present in al
the previous requests were all owabl e.
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Articles 123(2)(3) and 84 EPC

Al t hough linked to regul atory sequences, a reference to
general nucleic acid fragnents encodi ng functional SAD
fragments was explicitly found in the application as
filed. A generalisation of these fragnents was al so
inplicitly understood fromthe application as a whol e.

Articles 54(3)(4) EPC

Docunent D1 referred to antisense inhibition in the
context of sequences conplenentary to the specific
saf f| ower SAD sequence of Figure 2 or slightly
truncated forns thereof. There was no discl osure of
soybean SAD sequences nor of sequences substantially
honol ogous therewi th. Thus, there was no indication for
selecting small fragnents with high honol ogy to soybean
SAD sequences for producing antisense inhibition. Wth
regard to | onger sequences, there was no evidence that
a sequence with only a 76% honol ogy was sufficient to
achi eve antisense inhibition. In the absence of this
evi dence, the patentee was to be given the benefit of
doubt. The nmethods of clainms 7 and 8 conprised features
t hat were not disclosed in docunent D1, such as the
growt h of sexually mature plants, screening of seeds,
production of oil by crushing the seeds, etc.

The argunents of appellant Il (opponent) nay be
summari zed as foll ows:
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Mai n request and auxiliary requests 1 and 2
Articles 123(2)(3) and 84 EPC

Claim1l of the main request and auxiliary requests 1

and 2 referred to a stretch of nucl eotides (70-1245 of
SEQ ID NGO 1) that was shorter than the one specified in
claiml as granted (1-2243 of SEQID NO 1). There were

| ess restrictions on the nucleic acid sequence of
claim1l of these requests, since nore freedomwas |eft
for possible variations in the nucl eotides

corresponding to 1-69 and 1245-2243 of SEQ ID NO 1. By
its dependency on claim 1, these variations were not
contenplated in the fragnment of claim2 as granted. The
requi renent of "substantially honol ogous” was found —

in the patent in suit and in the application as filed -
associated to the conplete sequence 1-2243 in SEQ I D NO
1 and not to fragnents thereof. Thus, claim1 of these
requests was broader than claim1l as granted. The same
objection applied for clainms 3 and 12 of these requests.

Claim 11l of the main request and auxiliary requests 1
and 2 referred to the fragnent of claim2 as being
linked (in a any possible manner) to suitable

regul atory sequences, whereas in the correspondi ng
granted claim 12 — by its dependency on granted claim®6
— this fragnent was required to be operably linked to
regul atory sequences.

Article 54(3)(4) EPC

Claim1l of the main request and auxiliary requests 1
and 2 referred to soybean nucleic acid fragnents
substantially honol ogous to nucl eotides 70-1245 in SEQ
ID NO 1 and encoding a functional SAD enzyne. Since
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the reference to soybean was neani ngl ess, any
substantially honol ogous nucleic acid encoding a
functional SAD enzyne fell within the scope of claim1,
i ndependently of its actual origin. Figure 2 of
docunent D1 di sclosed the cDNA sequence of the
saf fl ower SAD enzyne. The coding region of this enzyne
had an identity of 76% with the correspondi ng soybean
SAD sequence in SEQ ID NO 1. However, docunent D1 went
far beyond this specific sequence, since it referred to
ot her sequences that showed at |east about 60% honol ogy
to the known desaturase sequence, i.e. to the safflower
SAD sequence disclosed in Figure 2.

When assessing the teachings of docunent D1 and
deciding on the priority right fromdocunent D2, the
sane standard had to be applied as when considering the
di scl osure of the patent in suit and its priority
docunent D6, particularly, as regards the neaning of
"substantially honol ogous” and its enabl enment. Docunent
D1 validly clainmed priority fromdocunent D2 not only
for the specific safflower SAD sequence but for

honmol ogous sequences having at | east 60% honol ogy as
wel | . The specific (DSAT-50) probe cited in docunment D2
was used for obtaining the conplete cDNA sequence
encodi ng the saffl ower SAD enzyne. However, once known,
this conpl ete sequence could be used for isolating

ot her rel ated sequences. Appropriate hybridization
conditions could be easily found by the skilled person.
Thus, the disclainer of the main request was not
sufficient since it did not exclude the conplete

di scl osure of docunent D1.
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The reference in docunent D1 to the degree of honol ogy
was a reference to both the coding DNA sequence and the
conpl ete cDNA sequence of Figure 2. The | egend of the
figure made it clear that Figure 2 provided a cDNA
sequence (SEQ ID No.: 12) and the correspondi ng peptide
sequence (SEQ ID No.: 13). However, the purpose of
docunent D1 was to provide a nethod of producing a

pl ant SAD enzynme in a host cell by expression froma
nucl ei c acid sequence encodi ng the SAD enzyne.

Ref erences were found in the description to the coding
sequence, codons substitutions and nodifications in
this region, etc. Thus, it was evident to the skilled
person that the coding region was the one of nost
interest. Therefore, honol ogous sequences woul d be
understood as relating to the codi ng sequence of

Figure 2. Since the coding sequence of Figure 2 had an
identity of 76% w th the correspondi ng sequence in the
patent in suit (SEQID NO 1), the disclainer of
auxiliary requests 1 and 2 was not sufficient to

est abli sh novel ty.

Auxi liary request 3
Adm ssibility

The method of claim7 relied on a chinmeric gene
conprising a nucleic acid fragment which, in al

previ ous requests, had always been limted by a
disclaimer. Caim7 of auxiliary request 3 did not
contenplate any Iimtation and reverted to the broader
wor di ng of the corresponding granted claim This

br oadeni ng was not admissible at this |ate stage of the
pr oceedi ngs.
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Article 123(2) EPC

General functional SAD fragnents of the nucleic acid
fragnment of claim1l were not specifically disclosed as
such in the application as filed. The reference
indicated in this application required the SAD
fragnents to be linked to suitable regulatory sequences
and therefore, it was not sufficient for the

generalisation found in claim1 of auxiliary request 3.

Article 54(3)(4) EPC

Docunent D8 stated that antisense inhibition was

achi eved by sequences havi ng 80% honol ogy to the target
sequence. Thus, the safflower SAD sequence of docunent
D1 with 76% honol ogy to the soybean SAD sequence coul d
be used to repress the expression of the soybean SAD
gene. Al though no experinments were conducted, this
inhibition was likely to happen. Mreover, docunment D1
was not Iimted to antisense inhibition by the specific
use of the safflower SAD sequence only but it conprised
the use for antisense inhibition of other honol ogous
sequences, in particular the ones with at | east 60%
homol ogy. Thus, according to the appropriate standard
of proof, claim3 |acked novelty over docunent DL.

The nmethod of claim 7 conprised the use of a nucleic
acid fragment encoding a functional SAD enzynme and
bei ng substantially honol ogous with the soybean SAD
sequence of the patent in suit. This definition
conprised the saffl ower SAD sequence disclosed in
docunent D1. All the specific steps cited in claim?7
were found in docunent Dl too, in particular,
transformati on of plant cells, culture of transforned
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plant cells in appropriate selective nmedi um
regeneration of plants, growing plants to seed and
using of seeds to establish repetitive generations and
to isolate vegetable oil conpositions. Exanple 10
showed the screening and claim 18 referred to a nethod
of nodifying fatty acid conposition in a plant. Thus,
docunent D1 anticipated claim?7 of this auxiliary
request 3 too.

Appel lant | (patentee) requested that the decision
under appeal be set aside and that the patent be
mai nt ai ned on the basis of one of in that order: the
mai n request filed on 29 January 2001 with the
statenent of grounds of appeal; or auxiliary request 2
filed on 22 Septenber 2004; or auxiliary request 1
filed on 5 June 2000; or auxiliary request 3 filed at
the oral proceedings on 22 COctober 2004.

Appel lant 1l (opponent) requested that the decision
under appeal be set aside and that the patent be
revoked.

Reasons for the Deci sion

Mai n request
Articles 123(2)(3) EPC

2641.D

Claim1l1l as granted related to an isolated nucleic acid
fragment conprising a nucl eoti de sequence encoding the
soybean seed SAD corresponding to nucleotides 1-2243 in
SEQ ID NGO 1, or any soybean nucleic acid fragnment
substantially honol ogous therewith encoding a
functional SAD enzyne. Claim2 as granted related to
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the nucleic acid fragnent of claim1l1, wherein the

nucl eoti de sequence encodes the soybean seed SAD
precursor corresponding to nucleotides 70-1245 in SEQ
ID NO 1, or any soybean nucleic acid fragnment
substantially honol ogous therewith encoding a
functional SAD precursor

Caim1l1l of the main request at issue (cf. Section VIII
supra) corresponds to claim2 as granted. Appellant |1
sees in this amendnent an extension of the protection
granted because in its view the sequence of nucleotides
70-1245 now clained is no | onger under the constraints
of the sequence of nucleotides 1-2243 to which it
previously referred. Thereby, in its view, unlimted
variations are allowed in the regions 5 upstream and
3" downstream whilst before these regions necessarily
conprised the nucleotides 1-69 and 1246-2243
respectively of SEQID NO 1 (cf. Section XV supra).

The Board cannot follow appellant's Il view for the
reason that claimz2 as granted is understood as further
defining the generic fragnent referred to in claiml1,
i.e. one of the many possible soybean nucleic acid
fragnments substantially honol ogous with the sequence of
nucl eotides 1-2243 of SEQID NGO 1. Since in granted
claim1 the honology is not required to be unifornmy

di stributed al ong the conpl ete sequence of the isolated
nucl eic acid fragnent and, according to the description
"substantially honol ogous refers to nucleic acid

nol ecul es which require | ess stringent conditions of
hybri di zation than those for honol ogous sequences" (cf.
page 6, lines 27 to 29) but no particular hybridization
conditions are specified, no structural Iimtations can

be associated to regions 5 wupstreamand 3' downstream
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of the fragnent defined in claim2. This fragnment does
not need to be honol ogous to the nucl eotides 1-69 and
1246-2243 in SEQID NO 1. Thus, claiml of the main
request represents no extension of the protection
conferred (Article 123(3) EPQC

Ref erences to a fragnent corresponding to nucleotides
70-1245 in SEQID NO 1 are also found in the
application as filed (see inter alia claim2 as filed).
Claiml1l of the main request fulfils the requirenments of
Articles 123(2) EPC too.

As for claim1ll, the omssion of the term"operably" in
connection with the feature "linked to suitable

regul atory sequences” results in an offence agai nst
Article 123(3) EPC. During oral proceedings, appellant

| offered to reinstate the term"operably” in order to
overconme the objection. However, the anendnment was not
formally introduced in view of the outcone of the

di scussion on the allowability of the disclainmer (cf.
points 6 to 19 infra).

Article 54(3)(4) EPC
The cl ai ned subj ect-matter

2641.D

Claim1l conprises two different enmbodi nents, a first
one directed to an isolated nucleic acid fragnment
conprising a specific nucl eotide sequence encodi ng the
soybean seed SAD (nucl eotides 70-1245 in SEQ ID NO 1)
and a second enbodi ment conprising "any soybean nucleic
acid fragment substantially honol ogous therewith
encodi ng a functional stearoyl-ACP desaturase" (cf.
Section VIII supra). Wereas there is no prior art on
file disclosing the nucl eotide sequence of the first
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enbodi ment, the question arises whether, and to which
extent, the second enbodi nent is anticipated by
docunent D1 cited under Article 54(3)(4) EPC

This second enbodi nent refers to a "soybean nucl eic
acid fragnment”, wherein "soybean" indicates the origin
of the nucleic acid and thus, relates to the process of
production. It is established case | aw of the Boards of
Appeal that, for the purposes of patentability, such
process features are to be considered if evidence is
provi ded that the process confers distinct differences
in the properties of the product and the skilled person
is made aware of these differences so that it can

al ways recogni ze the cl ai med product and di scard any
product not having them (cf. "Case Law of the Boards of
Appeal of the European patent Office", 4'" edition 2001,
|.C.3.2.7, page 72 and inter alia T 522/99 of 18 My
2004, point 1 of the Reasons). In the present case, a
nucl eic acid derived from soybean does not have any
distinct feature that allows the skilled person to
recogni ze it as being derived fromsoybean. In the
absence of such a feature, the second enbodi nent covers
any nucleic acid fragnent "substantially honol ogous™”

wi th nucleotides 70-1245 in SEQ ID NO 1 encoding a
functional SAD enzyne.

For interpreting the correct meaning of "substantially
honol ogous”, the description of the patent in suit is
taken into consideration. Page 6, lines 22 to 31
defines "substantially honol ogous” as "nucleic acid
nol ecul es which require | ess stringent conditions of
hybri di zati on than those for honol ogous sequences”.
However, there is no degree of honol ogy indicated nor
any conditions of hybridization. In view of this
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definition, the second enbodinent of claim1lis
considered to enbrace any nucleic acid fragnment
encodi ng a functional SAD enzynme and hybridi zing -
under any possible hybridization conditions - to the
sequence 70-1245 in SEQ ID NO 1, no matter how high or
| ow t he degree of honol ogy m ght actually be.

It isinthe light of this interpretation that claiml
conprises subject-matter anticipated by docunent Dl and,
for this reason, a disclainer is required to restore
novelty. In line with the requirements established in
the decision G 1/03 (cf. supra, point 3 of the Reasons),
the only justification for the disclainer is to exclude
a novel ty-destroying disclosure and the disclainer
shoul d therefore be accordingly fornmulated. Thus, in
order to assess the correct extent of the disclainer,

t he di scl osure of docunent D1 nust be analyzed in

detail .

The prior art docunment D1

10.

11.

2641.D

Docunent D1 di scl oses the specific nucleic acid
sequence encodi ng the safflower SAD enzyne. Figure 2
provi des a specific cDNA sequence (SEQ ID NO 12) and

t he correspondi ng peptide sequence (SEQ I D NO 13)
derived fromsafflower, including the sequences
encoding the plastid transit peptide and the nature SAD
protein (cf. page 4, lines 33 to 37 and Figure 2).

An internmedi ate generalization is contenpl ated by
explicit reference to honol ogous nucl ei ¢ acid sequences
whi ch are defined as showi ng "at | east about 60%

honmol ogy, and nore preferably at | east 70% honol ogy,

bet ween the known desat urase sequence and the desired
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pl ant desaturase of interest” (cf. page 16, lines 26 to
28 and page 17, lines 16 to 20).

Docunment D1 further conprises a broad generalization
based on the specific safflower SAD sequence as it
refers to the use of the specific sequence in known
nmet hods for recovering DNA sequences encodi ng ot her
pl ant desaturases (cf. page 6, lines 30 to 35). In
particul ar, SAD probes, up to the full length of the
gene encodi ng the SAD pol ypeptide, |ong (>100 bp)

nucl eic acid fragnents, etc. (cf. page 17, lines 28 to
page 18, line 2) as well as general (polyclonal and
nmonocl onal ) anti bodies (cf. page 17, lines 6 to 15) are

nmenti oned as being useful for isolating plant SAD of
devel opi ng seed obtained from other oil seed pl ants,
such as soybean, coconut, oilseed rape, etc. (cf.

page 18, line 33 to page 19, line 3 and claim1l). Once
the desired plant SAD sequence is obtained, it mght be
mani pul ated in a variety of ways, including the
synthesis of all or part of the SAD sequence (cf.

page 13, lines 8 to 21).

Priority rights of docunent D1 from docunent D2

13.

2641.D

There is no doubt and, it has not been contested, that
the specific saffl ower SAD sequences of docunent D1
enjoy the priority right fromdocunent D2 (cf. page 4,
lines 3 to 8 and Figure 2) which chronol ogically
precedes docunment D6, the priority docunment of the
patent in suit. There is also formal support for the
intermedi ate (cf. page 11, lines 4 to 17) and the
broader generalization (cf. page 7, line 27 to page 8,
line 4, page 11, line 19 to page 12, |line 2, page 12,
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line 24 to page 13, line 7, page 13, lines 8 to 21 and
clainms 1, 27 to 29).

It has been argued by appellant |, however, that none
of these two generalizations is entitled to the
priority right since the actual teaching in docunent D2
for these generalizations is so general that the
docunent is in fact not enabling. In particular,
reference has been nmade to the deficiencies and

probl ens associated with the design of suitable probes,
t he absence of information for determ ning the
consensus regions, the lack of disclosure of
appropriate hybridization conditions, etc. (cf. Section
X1l supra).

However, once a nucleic acid sequence encoding the
saffl ower SAD — the conpl ete nucl eoti de sequence and
selected restriction enzyne sites (Figures 2 and 4 of
docunent D2) - is nade available to the skilled person,
the isolation of honol ogous nucleic acid sequences
encodi ng ot her plant SAD enzynes as indicated in
docunent D2 does not involve anything out of the
ordinary. Neither the selection of suitable probes —
conpl ete cDNA sequence or long (restriction) fragnments
(>100bp) - nor the selection of (high, |low stringent)
hybri di zati on conditions require any particular skill,
especi ally when no specific degree of honology - or a
very low (60% one - is desired. In fact, the patent in
suit itself presunmes that the skilled person will have
this level of skill and will not require nore
information in working in the generalized area clai ned.
The sane standard nmust be applied to this substantially
cont enporaneous prior art (cf. inter alia T 1070/00 of
23 Cctober 2003, points 9.4 and 9.5 of the Reasons and
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T 1099/ 99 of 4 Decenber 2002, point 3.3. of the
Reasons) .

At the level of the internedi ate and broad
generalization of the specific safflower SAD sequence
of Figure 2, there is identity of subject-matter

bet ween docunents D1 and D2 in the sense of G 2/98 (QJ
EPO 2001, 413, point 9 of the Reasons). Thus, the
specific saffl ower SAD sequence as well as the

i nternedi ate and broad generalizations of docunment D1
are entitled to the priority right from docunent D2.

Cl ai med subject-matter versus prior art docunent D1

17.

18.

2641.D

As stated above (cf. point 8 supra), claim1l of the
mai n request enbraces any nucl eic acid fragnment
"substantially honol ogous” with the nucleotides 70-1245
in SEQID NO 1 and encoding a functional SAD enzyne.
The saffl ower SAD sequence of docunment D1 has an
identity of 76% at the nucleotide level with the
correspondi ng codi ng sequence of the soybean seed SAD
(SEQID NO 1) and thus, it falls within claim1. The
disclaimer in claim1, however, excludes this specific
saf f | ower SAD sequence.

Nevert hel ess, the disclainmer does not exclude the

conpl ete di scl osure of docunent D1. Neither the
internediate (related nucleic acid sequences with at

| east about 60% honol ogy, nore preferably at | east
about 70% honol ogy) nor the broad generalization of
docunent D1 are excluded fromclaim1, which covers

t hese SAD sequences by reference to "substantially
honol ogous” nucleic acid fragnents (cf. point 8 supra).
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Thus, the disclainer is inconplete and it cannot
restore the novelty of claim1l over docunent DL.
Consequently, the main request cannot be all owed under
Article 54(3)(4) EPC

Auxiliary requests 1 and 2
Articles 123(2)(3) and 84 EPC

20.

21.

The sentences "or a sequence with at |east 60% honol ogy
thereto” and "or a sequence with at |east 60% honol ogy
t hereto which occurs naturally in a plant™ in the
disclaimers in claim1l of auxiliary requests 1 and 2
respectively (cf. Sections I X and X supra), were
introduced in an attenpt to conplete the disclainmers in
vi ew of the disclosure of docunment D1. They do not

rai se further issues under Article 123 EPC other than
the ones referred to for the main request (cf. points 1
to 5 supra).

The reference to sequences which "occur naturally in a
plant™ in auxiliary request 2 raises issues of clarity
under Article 84 EPC. However, in view of the
deficiencies of the disclainers and the concl usions
drawn therefrom for both auxiliary requests 1 and 2 (cf.
point 22 infra), the Board does not see any need to

exanm ne these issues.

Article 54(3)(4) EPC

22.

2641.D

The disclainmers of these auxiliary requests do not

excl ude the broader generalization which can be derived
from docunent D1 and which is also entitled to the
priority of docunent D2 (cf. points 12 to 16 supra).
The substantially honol ogous nucl eic acid fragnents of
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claiml (cf. point 8 supra) and this broad
generalization overlap to a |large extent, namely for

all nucleic acid sequences encoding a functional SAD
enzynme and hybridi zing - under any possible conditions
— to both the nucleic acid sequence encoding the
soybean SAD enzyne of the patent in suit and to the
nucl ei ¢ acid sequence encodi ng the saffl ower SAD enzyne
of document DL1.

Therefore, auxiliary requests 1 and 2 do not fulfil the
requirements of Articles 54(3)(4) EPC.

Auxi liary request 3
Adm ssibility

24.

25.

2641.D

In the present case both the patent proprietor and the
opponent have appeal ed. Thus, the principle of
reformatio in peius referred to in decision G 4/93 (QJ
EPO 1994, 875) is not applicable in the present case.

A question does however arise in the present case in
connection with claim7 of auxiliary request 3 (cf.
Section Xl supra), which while not extending in scope
beyond the clains as granted and not addi ng subject
matter beyond that of the application as originally
filed, thus neeting the requirenents of Article 123(2)
and (3) EPC, is of broader scope than claim7 of the
mai n request put forward before the opposition division
and on appeal. This broadening arises because this
claim7 was dependent on claim4 or 5, which were in
turn dependent on claim21 which contained an excl usion
by way of disclainmer "of a nucleic acid fragnent having
t he sequence disclosed in Figure 2 of WD 91/13972" (cf.
Section VIII supra). This was a disclainmer which was
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based solely on docunment D1, prior art only for the

pur pose of Article 54(3) EPC. This disclainmer was not
necessary to establish novelty of claim?7 over docunent
D1, because such existed anyway as features (c) and (d)
are not nentioned either explicitly or inplicitly in
docunent Dl1. The steps required by these features m ght
be obvious ones to a reader of docunent D1, but
according to established case | aw, such an obvi ous
nature i s not enough for docunent Dl to destroy novelty
(cf. point 34 infra). As the disclainer is not
necessary to establish novelty and it does not have a
basis in the application as originally filed, it is not
al l owabl e under Article 123(2) EPC, for the reasons set
out in the recent decision G 1/03 (supra). The om ssion
of the disclainer by appellant | neets the requirenents
of Rule 57a EPC, as it renobves an objection to the
claim

The only question thus is whether appellant | can be
allowed to put forward a claimwhich in this respect is
broader than the one he asked for before the Qpposition
Division or in the grounds of appeal, or whether this
shoul d be refused as an abuse of procedure. The Board
considers by analogy to the situation considered by the
Enl arged Board of Appeal in point 15 of its decision

G 1/99 (QJ EPO 2001, 381) that if the anmendnent
originally sought by the patentee is not allowabl e and
is not necessary for validity of the claim and the
claimis within the limts of Article 123(3) EPC, then
the only appropriate course is to allow the appell ant
patentee to omt the disclainmer. If there is a case for
al l owi ng such a change to validate a claimeven in the
case of a patentee who is solely a respondent, then
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there is all the nore reason to allow it where the
pat ent ee has hi nsel f appeal ed.

Articles 123(2)(3) and 84 EPC

27.

28.

29.

2641.D

As for claiml of the main request (cf. points 1 to 3
supra), no extension of protection is seen in a
l[imtation to the specific soybean seed SAD
correspondi ng to nucleotides 70-1245 in SEQ ID NO 1
and functional fragnents thereof. Nucleic acid
fragments encoding a functional SAD enzyne and havi ng
an honol ogy of 100% wi th the correspondi ng sequence in
SEQID NO 1 are conprised within the substantially
honol ogous sequences of the clainms as filed. Therefore,
a formal basis is found in claim2 of the application
as filed too. Although |inked to suitable regulatory
regions, generic fragnents are identified and referred
to on page 9, line 35 to page 11 line 1 of the
application as published.

The limtation of the subject-matter of claim1l results
in amendnents to other clains, sone of them being
dependent on amended claim 1l and others referring to

t he original broader isolated nucleic acid fragnments.
No clarity problens are introduced in doing so and the
objection raised for claim1l of the main request, now
claim 12 in the request under consideration (cf.

point 5 supra), has been overcone.

Thus, the third request fulfils the requirenents of
Articles 123(2)(3) and 84 EPC.
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Article 54(3)(4) EPC

30.

31.

32.

2641.D

As stated in point 6 supra, there is no prior art on
file disclosing the specific nucl eotide sequence
encodi ng the soybean seed SAD enzyne and correspondi ng
to the nucleotides 70-1245 in SEQID NO 1 or
functional fragnments thereof. Thus, claim1l of this
request and clains directly dependent thereon neet the
conditions of Article 54(3)(4) EPC

Claim3 relates to a chinmeric gene conprising a nucleic
acid fragment with the specific sequence of claim1 or
"any soybean nucl eic acid fragnment substantially

honol ogous therewith" in the broad sense discussed in
point 8 supra. However, claim3 explicitly requires

that these fragnents (operably linked to suitable

regul atory sequences) produce antisense inhibition of

t he soybean seed SAD in the seed (cf. Section Xl supra),
i.e. they inhibit by antisense — based on base pair

honmol ogy and binding - the specific sequence of soybean
seed SAD, which is understood to have the predom nant
sequence of SEQID NO 1 or the SAD gene with 91%
identity to SEQID NO 1 (cf. page 8, line 44 to page 9
line 1 of the patent in suit). Thus, the chineric gene
of claim3 nust conprise a specific antisense sequence
capabl e of producing the required inhibition.

Al though it has been argued that sequences with 80%
honol ogy, or even sequences with | ower honol ogy, m ght
al ready produce such inhibition (cf. page 47,
right-hand colum, first full paragraph, docunent D8),
proper conditions and reasonabl e selected fragnents

m ght strongly influence the ultinmate outcone (cf.
page 47, left-hand colum, first full paragraph
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docunent D8). There is no evidence on file show ng that
an antisense sequence of the (conplete) sequence
encodi ng the safflower SAD enzyne of docunent D1 may
actually inhibit the sequence encodi ng the soybean SAD
enzyne of the patent in suit - both sequences being
only 76% honol ogous. Sim | ar deficiencies are found for
t he anti sense SAD sequence from B. canpestris of
exanple 13, which is not even entitled to the priority.

Moreover, there is no suggestion in docunent Dl to
specifically select an appropriate group of antisense
sequences (capable of inhibiting the specific soybean
SAD enzyne) fromthe particul ar sequences di scl osed
therein (even less for suitable fragnents thereof),
since only references to generic SAD sequences are
found when di scussing the antisense constructs (cf.
inter alia page 8, lines 5 to 12 and page 14, lines 11
to 23 in docunent Dl1). Thus, the purposive selection of
specific antisense SAD sequences found in claim3 -
capabl e of inhibiting the specific soybean SAD enzyne -
is not anticipated in docunment DI1.

The nethod of claim?7 conprises the transformation of a
plant cell with a chinmeric gene conprising any soybean
nucl eic acid fragnment encoding a functional SAD and
bei ng "substantially honol ogous” with nucl eotides
70-1245 in SEQ ID NO 1. However, the nethod further
conprises the overexpression of the SAD enzyne in the
plastid (or in the cytoplasmin claim8) of the plant
cell and, as additional steps, the screening of progeny
seeds fromfertile plants for the desired | evels of
stearic acid (step c¢c) and crushing of said progeny seed
to obtain the oil containing | ower-than-normal |evels
of stearic acid (step d). None of these features nor
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the additional steps or their specific conbination is
di scl osed in docunent Dl (cf. page 24, lines 11 to 26
and clainms 18 to 22). In Exanple 10 thereof, the
screening is carried out in regenerated green rooted
shoots using an antibiotic marker (NPT Il activity) and
with no reference to the desired |levels of stearic acid.
Claim 18 of docunent D1 refers to a nmethod of nodifying
fatty acid conposition in a plant host cell but it is
silent on the subcellular |ocation of expression, on
the regeneration of sexually mature plants, on the
screening of the progeny seeds or the nethod used
(crushing) for obtaining the plant oil.

The appellant Il raised no further objections under
Article 54(3)(4) EPC against the subject-matter of this
request, in the light of the prior art on file. Nor
does the Board have any further objections against this
request. Thus, the requirenents of Article 54(3)(4) EPC
are fulfilled.
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Or der

For these reasons it is decided that:

1. The decision is set aside.

2. The case is remtted to the first instance with the
order to maintain the patent on the basis of the clains
of auxiliary request 3 filed at the oral proceedi ngs on
22 Cctober 2004 and a description to be adapted thereto.

The Regi strar: The Chai r man:

A. Wl i nksi L. Galligani

2641.D



