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Summary of Facts and Submn ssions

2325.D

The appeal lies fromthe decision of the Opposition
Division to revoke the European patent No. 0 184 086
filed under No. 85 114 855.1 with the title "Novel,
non-reverting Salnonella |ife vacci nes" which was
granted with 16 clains for all Designated Contracting
St at es.

Clains 1 and 9 read as foll ows:

"1. A nethod for preparing a |ive non-virul ent vaccine
froma virul ent pathogenic cellular m croorgani sm

whi ch vaccine is substantially incapable of reverting
to virulence in a vertebrate host susceptible to said

m croorgani smwhile providing for a strong i nmune
response said nethod conprising

i ntroducing a non-reverting nutation in at |east two

I ndependent genes in one biosynthetic pathway to forma
non-virul ent nutant which is auxotrophic for a
nmetabolite normally unavailable in said vertebrate host
and

i sol ating said non-virulent nutant which is auxotrophic
for said netabolite.” (enphasis added by the Board).

"9. A live non-virulent cellular m croorgani sm
conprising a non-reverting nutation in at |[east two
I ndependent genes in one biosynthetic pathway, said
non-vi rul ent m croorgani sm bei ng auxotrophic for a
nmetabolite normally unavailable in a vertebrate
host . " (enphasi s added by the Board).
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Clains 2 to 7 related to further features of the nethod
of claiml1l. Cdaim8 was directed to a m croorgani sm
made according to anyone of the nethods of clains 1 to
7. Cainms 10 to 15 related to further features of the
m croorganismof claim9. Caim16 was directed to a
vacci ne conprising said m croorgani sm

The patent was, inter alia, opposed under

Article 100(c) EPC. The Opposition Division decided
that there was no basis in the application as filed for
a nethod conprising the introduction of a non-reverting
mutation in at |east two independent genes in one

bi osynt hetic pathway, a feature of the clains as
granted which was introduced into the clains during an
appeal procedure (T 630/92 of 22 February 1994) in the
course of the exam nation proceedi ngs.

The Appellants (Patentees) filed an appeal. The Board
sent a communi cation under Article 11(2) of the Rules
of procedure of the Boards of appeal, setting out its
prelim nary non-bi ndi ng opi ni on.

Oral proceedi ngs took place on 16 May 2001. During ora
proceedi ngs, the Appellants filed an auxiliary request,
the clains of which were identical to the granted
clains but for the fact that the expression "in at

| east two i ndependent genes” in clains 1 and 9 was

repl aced by the expression "in nore than one

I ndependent genes".

The submi ssion in witing and during oral proceedings
by the Appellants can be sunmari zed as foll ows:

- The general subject-nmatter of the patent was life
vacci nes made from m croorgani snms wherein at | east
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one biosynthetic pathway was bl ocked. The skilled
person woul d understand fromthe references in the
application as filed to "at | east one pat hway"
(for exanple, on page 5, lines 30 to 32 and

page 11, lines 2) that the invention could be
carried out in one pathway. Furthernore, he/she
was taught that the block was to be non-reverting
and non-1leaky (page 7, lines 29 to 32, page 9,
lines 23 to 26, page 11, lines 9 to 13). Then one
or two techniques were suggested to isolate the
rel evant nutated strain, of which one was to

i ntroduce two or nore independently nutated genes
into a single host strain (page 15, lines 3 to
11). Thus, having nade the first choice of working
i n one biosynthetic pathway only, the skilled
person was inplicitly but unanbi guously |ed by the
pat ent specification to create nutations in two

I ndependent genes in one biosynthetic pathway. The
subject-matter of claim1 was already disclosed in
the application as filed. The requirenents of
Article 123(2) EPC were fulfilled.

If the pre-grant decision of an Exam ning D vision
and, a fortiori, of a Board of Appeal on a
specifically exam ned i ssue was to be set aside in
opposition, the burden of proof was on an Qpponent
to provide one or nore conpelling objective
reasons to show why the earlier decision was
wrong. For reasons of fairness and justice to the
Pat ent ee, such an adverse deci sion should only be
taken in the nost extrenme circunstances. |nasnuch
as the Article 123(2) EPC gquestion was al ready
deci ded by an Exami ning Division and by a Board of
Appeal on the sane facts, these decisions should
be allowed to stand. Qotaining different answers
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in pre- and post-grant proceedi ngs was bad for the
patent applicants who spent tine and noney
getting, maintaining and defending the patent. It
encouraged the filing of divisional applications
sinply in order to provide a route for making an
alternative anmendnent, which would not offend
Article 123(3) EPC in the event of an adverse
post-grant decision on a pre-grant anendnent. If
the Board was not of this opinion, the follow ng
guestions should be submtted to the Enl arged
Board of Appeal

“1l. In post-grant consideration of an anendnent nmade
before grant, and explicitly acknow edged by the

Exam ning Division, or ruled by a Board of Appeal pre-
grant, as neeting Art 123(2), should the prima facie
assunption that the Exam ning D vision (or a Board of
Appeal pre-grant) exam ned the issue to the appropriate
standard, so that the onus in post-grant proceedings is
on an opponent to show that the pre-grant decision was
wrong because it clearly overl ooked a significant fact
before it ?"

"2. In particular, in respect of Art 123(2) issues, is
the standard of "beyond all reasonabl e doubts”
appropriate to determ ni ng whet her an anendnent neets
this requirenent of the EPC ?"

"3. |If the answer to questions 1 and 2 is in the
affirmative, does this nean that, in the post-grant
situation envisaged in question 1, the onus is on an
opponent to show beyond all reasonabl e doubt that the
anmendnent does add subject-matter contrary to
Art.123(2)?"
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VII. The subm ssions in witing and during oral proceedi ngs
by the Respondents (Qpponents 1 and 2), insofar as they
are relevant to the present decision are summari zed as
fol | ows:

- The entire thrust of the patent application was
towards nutating genes in two different pathways
as coul d be appreciated fromreading the origina
cl ai ns and exanpl es.

- The original application did not disclose the "two

genes in one pathway" invention as a matter of

| anguage:

- Language referring to the presence of "at | east
one" biosynthetic pathway was sinply an
i ndi cation that any singular or plural nunber of
bi osynt heti ¢ pat hways were invol ved and was not
inreality |Ianguage whi ch expressly discl osed
one biosynthetic pathway. Blocking a plurality
of pat hways was best according to the teaching
on page 11, lines 2 to 3.

- The specific conbination of gene count, nutation
count and pat hway count defined in the clains
was a novel selection taken fromthree |ists.

- The passage on page 6, lines 17 to 23 was at
best a generic disclosure of creating at |east
one non-reverting nutation in one or nore genes
in one or nore biosynthetic pathways. Read in
the context of the patent specification, it
appeared that what was envi saged was one
mutation created in a gene in a first pathway
and a second nmutation created in a gene in a

2325.D Y A
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second pat hway.

- The passage on page 15, lines 22 to 26 seened
contrary to the claimed subject-matter because
it suggested bl ocking at |east two biosynthetic
pat hways by nmutati ng one gene.

- The original application did not disclose the "two
genes in one pathway" invention as a matter of
subst ance:

- The passage bridgi ng pages 7 and 8 descri bed
three reasons why it was desirable to make two
mut ati ons. These reasons were only consi stent
with the concept of making two nutations in two
di fferent pathways.

- The skilled person would not have thought of
introducing two nutations in the sanme pat hway
because of the difficulties of screening for
such doubl e nmut ants.

- The question of added subject-matter shoul d be
assessed to a rigorous standard to ensure that an
appl i cant cannot escape the purpose of
Article 123(2) EPC as set forth by the Enl arged
Board of Appeal in the decision (G 1/93, Q) EPO
1994, 541) ie. to ensure that an applicant cannot
gai n an unwarranted advant age by obtai ni ng patent
protection for sonething which he had not properly
di scl osed and, may be, not even invented on the
date of filing of the application.

In this decision, the Enlarged Board of Appea
al so made clear that the interests of the public

2325.D Y A
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wer e of paranmount inportance in the assessnent of
whet her the requirenents of Article 123(2) EPC
were fulfilled.

The Appell ants requested that the decision under appea
be set aside and that the patent be nmintained as
granted (main request) or on the basis of the set of
clainms filed during the oral proceedings (first
auxiliary request), auxiliarily, that three questions
filed during the oral proceedings be referred to the
Enl arged Board of Appeal.

The Respondents requested that the appeal be di sm ssed.

Reasons for the Deci sion

Mai n request

2325.D

The issue to be decided is that of conpliance of
claiml with the requirenents of Article 123(2) EPC. 1In
accordance with the case | aw of the Boards of Appea
such as, for exanple, decisions T 514/88 (QJ EPO 1992,
570) and T 288/92 (of 18 Novenber 1993) and T 187/91
(Q) EPO 1994, 572), an amendnent is all owabl e under
this article if it can be directly and unanbi guously
derived fromthe application as filed. In the present
case, it is necessary to decide whether or not the
application as filed provides an explicit or inplicit
but cl ear and unanbi guous di scl osure that the clained
process may be carried out by introducing a non
reverting nutation in at |east two independent genes in
one biosynthetic pathway. It is, therefore, the

i nformati on concerning the nunber of nutated genes in
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relation to the nunber of biosynthetic pathways which
must be derivable from said application.

Al'l parties and the Board agree that the invention as
now cl ai med is not disclosed expressis verbis in the
application as filed. The Appellants cited a nunber of
passages as evidence that the clainmed process is
neverthel ess directly and unanbi guously derivable from
said application, in particular, the passage on page 6,
lines 17 to 23:

"...auxotrophic nutants are obtained by enploying a
virulent strain...and creating at |east one non-
reverting nmutation in one or nore gene(s), so as to
produce a conpl ete block in biosynthesis of one or nore
essential netabolite(s) which are not normally

avail able...".

This generic disclosure concerning the nunber of genes
to be nutated in relation to the nunber of pathways to
be bl ocked covers many possibilities. In particular, if
one is wlling to sinmultaneously interpret the

expr essi ons:

- "at | east one non reverting nutation” as " a non-
reverting nutation",

- "in one or nore genes" as "at |east two
I ndependent genes”

- "in biosynthesis of one or nore essentia
netabolites as "in a biosynthetic pathway"

it covers the possibility of having "a non reverting
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mutation in at |east two i ndependent genes in one

bi osynt hetic pathway". Followi ng the findings in
decision T 187/81 (supra) on the interpretation to be
given to the term"inplicitly but unanbi guously

di scl osed", this possibility can be considered so

di sclosed if the skilled person would seriously
contenpl ate carrying out the clainmed process by using
the cl ai ned specific conbination of the nunber of

mut ati ons, genes and pat hways.

The Appellants argued that it was indeed the case. They
put forward that the nmany references to "at |east one
pat hway" or to "one or nore pathway" throughout the
application would | ead the skilled person to choose the
opti on of one pathway. Havi ng made that choice and
bei ng al so taught that nutations in two unrel ated genes
were preferable, he/she would, in their opinion, have
necessarily understood that two nutations in two

unrel ated genes can be in one pat hway.

The Board is not convinced by this argunent. The
skilled person will nmake the choice of the nunber of
pat hways to be bl ocked on the basis of the genera
technical teaching in the application as filed rather
than on the basis of an arbitrary conbination of words
scattered throughout the disclosure without a technica
link. I'n the passage bridging page 7 and 8, it is
taught that for any given pathway, opportunities exist
for reversions re-establishing functionality. In

lines 9 to 11, it is advised that, for this reason,

i ve m croorgani smvacci nes should be devel oped wth
two separate and unrel ated pat hway bl ocks. Thus, the
skilled person would not seriously contenplate the
specific choice which is clained, ie. blocking only one
net abol i ¢ pathway by nutations in two i ndependent
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genes.

In addition, the Board agrees to the position of the
Respondents that the skilled person in 1984 was aware
of the basic common know edge on the screening of
mutants that isolating a strain wwth two genes altered
in one pathway is nore difficult than isolating a
strain with two genes altered in two different

pat hways, because in the earlier case, a special
screeni ng net hod needs to be devel oped to ensure that
bot h genes have been altered. There is no disclosure of
such a special screening nethod in the application as
filed. This fact supports the Board' s view that the

di scl osure of the application as filed was not directed
towards the subject-nmatter as cl ai ned.

For these reasons, the Board's conclusion is that the
claimed invention can only be derived fromthe passage
on page 6, lines 17 to 23 by using hindsight know edge
of said invention.

O her passages were cited as providing evidence that
the cl ai ned subject-nmatter was disclosed in the
application as filed. The references to page 7,

lines 29 to 32, to page 9, lines 23 to 26 and page 11,
lines 9 to 13, to the passage bridging page 10, line 34
to page 11, line 3, as well as to page 15, lines 22 to
26 are of no relevance, as it is the quality of the
nmutations to be created (non-reverting) or their effect
at the biological level (pleiotropic) which is

di scussed therein rather than the nunber of nutated
genes relative to the nunber of biosynthetic pathways,
which is the issue to be decided.

The passage on page 5, lines 28 to 32, the passage
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bridging page 10, line 34 to page 11, line 3 and that
on page 15, lines 22 to 26 specify the nunber of

pat hways to be altered. The passages on page 8,

lines 31 to 33 and page 15, lines 3to 7, line 15 to 17
specify the nunber of genes which nmay be nutated. As
the earlier are silent on the nunber of genes to be
nutated and the latter are silent on the nunber of

pat hways to be affected, it was argued that none of
themelimnated the possibility that nore than one gene
be nutated in one pathway. In the Board's judgnent,
however, an absence of disclosure does not anpbunt to an
inmplicit disclosure unless the renai nder of the
avai l abl e information directly and unanbi guously | eads
the skilled person to interpret the absence of

di scl osure in such a way. In the present case, the
entire thrust of the application as filed is to a
process where the nutations are carried out in at |east
two di fferent pathways as shown by the originally filed
clainms, by the exanples which are directed to the

i solation of strains carrying one nutation in the

pat hway conprising the aro gene and one nutation in the
pat hway conprising the pur gene, as well as by the many
references to a plurality of pathways being bl ocked as
the preferred enbodi nent (page 7, line 1, page 8 line 9
to 15, page 11, line 2, page 15, lines 11 to 14). The
passages nentioned thus, do not anobunt to an inplicit
but direct and unanbi guous di scl osure of the clained
subj ect-matter

As the application as filed provides neither an
explicit disclosure nor an inplicit but unanbi guous

di scl osure of the clained subject-matter, it is

concl uded that the requirenents of Article 123(2) EPC
are not fulfilled. The main request is rejected for
failing to fulfill the requirements of Article 123(2)



- 12 - T 0725/ 99

EPC.

Auxi |l i ary request

11.

Claim1l of the auxiliary request differs fromclaim1
of the main request in that the expression "at |east
two i ndependent genes" was replaced by the expression
"in nore than one i ndependent genes". This latter
expression is not different fromthe earlier inits
techni cal teaching and content and, therefore, the
reasoning in points 1 to 9 above which | ed the Board to
the conclusion that the requirenents of Article 123(2)
EPC are not fulfilled applies here equally. The
auxiliary request, is, thus, also rejected.

Request for referral of questions to the Enlarged Board of

Appeal

12.

13.

14.

2325.D

Pursuant to Article 112(1) EPC, it is within the

di scretion of the boards of appeal to refer a question
to the Enl arged Board of Appeal if this appears
necessary for ensuring uniform application of the |aw
or if an inportant point of |aw arises.

The essence of the questions proposed by the

Appel  ants, which evidently fall within the second case
listed in Article 112 EPC, is to decide whether the
application of Article 123(2) EPC in post-grant
proceedi ngs entails for the opponents a particular onus
to show that the pre-grant decision was w ong.

I ndeed, in every opposition procedure, the onus to show
that the decision to grant the patent was wong is with
t he opponents, and the | aw nakes no difference in terns
of on which Article of the EPC the opposition is based,
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e whether it is Article 54, 56, 83 or 123 EPC. The
anount or the contents of such an onus does not change
if the grant was deci ded by the Exam ning D vision or
by a decision of a technical Board of Appeal setting
asi de the negative decision of the Exam ning Division.
The contrary opinion expressed by the Appellants does
not take into consideration the different nature of the
pre-grant phase and the post-grant phase, the first one
bei ng an ex-parte proceedi ngs where (contrary to the
post -grant phase) no third party is allowed to coment
or take position to defend its specific interests. (In
this respect, the right of any person to present
observations pursuant to Article 115 EPC is of no

rel evance, since "that person shall not be a party to
the proceedi ngs"). Accordingly, if during the pre-grant
procedure a Board of Appeal has considered an anendnent
made by the applicants as neeting the requirenents of
Article 123(2) EPC, the burden of the opponents to
denonstrate that this finding was wong does not

change. Indeed in any case, ie both when the patent was
granted by the Examning Division directly or follow ng
a decision of the Board of Appeal, the opponents have
to satisfy the opposition division that this finding is
wrong and they can achieve this result not only by
showi ng (as the Appellants maintain) that "a
significant fact" has been overl ooked in the pre-grant
phase but in every other suitable way, such as, for
exanpl e, by giving a nore convincing interpretation of
the content of the application as filed.

In this context, the Appellants' assunption that a
particul ar standard (ie the standard of "beyond al
reasonabl e doubts”) has to be applied by the Opposition
Di vision to determ ni ng whet her an anendnent neets the
requi renments provided for in Article 123(2) EPC cannot



- 14 - T 0725/ 99

be shared. Indeed in neither of the above quoted cases
(ie when the grant of a patent has been deci ded by the
Exam ning Division or follow ng a decision of a
techni cal Board of Appeal), this standard is to be
consi dered as pertinent for the decision to be taken by
the opposition division (as well as for the decision of
the Board of Appeal in case of an appeal filed against
the decision thereof) since the principle of free

eval uation of the evidence appli es.

16. In the Board's view, no inportant point of |law arises
fromthe Appellants' questions since they are based on
an incorrect construction of the rel evant provisions of
the EPC, a construction which is noreover contrary to
the general principles of procedural |aw. The request
for remttal is therefore rejected.

O der

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r woman:

P. Crenona U. Ki nkel dey
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