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Summary of Facts and Subm ssi ons

2024.D

The patentee (appellant) | odged an appeal against the
deci sion of the opposition division given at oral
proceedi ngs on 15 March 2001 with witten reasons
posted 2 August 2001 revoking the European patent

No. 0 651 803 which had been granted on European
application No. 93 917 891.09.

Three parties (opponents 1, 2 and 3) had opposed the
patent. They are the present respondents (I, Il and III
respectively).

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

Article 100(b) EPC, that it was not sufficiently

di scl osed.

The sol e reason for revocation given in the decision
was | ack of novelty of granted claim1 over docunent
(22) (see section X, infra). At the oral proceedings
before the opposition division, docunent (32) (see
section XlII, infra) was introduced into the proceedings
but the issue of novelty thereover was not discussed in
t he decision. The issues of sufficiency of disclosure
and inventive step were not even discussed at the oral

proceedi ngs before the opposition division.

Together with its statenment of grounds of appeal dated
6 Decenber 2001 the appellant submtted a nain request
and three auxiliary requests. The main request exactly
corresponded with the clains as granted.
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In reply to the statenent of grounds of appeal, each of
the respondents fil ed observati ons.

A comuni cation under Article 11 of the Rul es 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 at the oral proceedings, should any of the
auxiliary requests be considered, the question of
remttal to the opposition division would be discussed.

In reply to the board' s conmmuni cati on, each of the
respondents filed further observations.

The oral proceedings took place on 1 July 2004.

Clains 1 and 9 of the main request read respectively:

"1. A nethod for producing one or nore heterol ogous
protein(s) in a bacterial host cell conprising
culturing a bacterial host cell transformed with one or
nor e expression vectors conprising one or nore

het er ol ogous DNA sequences under the control of at

| east one regul atabl e pronoter, an origin of
replication maintaining medi umvector copy nunber and a
transcriptional termnator characterised in that said
host cell is cultured in a defined nediumin the
absence of antibiotic selection.”

"9. A nethod according to Claim1l wherein said
het er ol ogous DNA sequence(s) are fused to a DNA

sequence encodi ng a secretion sequence."”
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Claim1 of the first auxiliary request read:

"1. A nethod for producing one or nore heterol ogous
protein(s) in a bacterial host cell conprising
culturing a bacterial host cell transformed with one or
nor e expression vectors conprising one or nore

het er ol ogous DNA sequences under the control of at

| east one regul atab[|]e pronoter, an origin of
replication maintaining medi um vector copy nunber and a
transcriptional termnator characterised in that said
host cell is cultured in a defined nediumin the
absence of antibiotic selection and in that said

het er ol ogous DNA sequence(s) are fused to a DNA

sequence encodi ng a secretion sequence."”

The rest of the clainms of the first auxiliary request
(clains 2 to 9) were dependent on claiml.

The follow ng docunments are cited in the present

deci si on:

(22) Gegg Bogosian et al., J. Biol. Chem, Vol. 264,
No. 1, 5 January 1989, Pages 531 to 539;

(23) Peter H Calcott et al., Dev. Ind. Mcrob.
Vol . 29, Suppl. No. 31, 1988, Pages 258 to 266;

(32) Celia A Caulcott et al., J. Gen. Mcrob.
Vol . 131, 1985, Pages 3355 to 3365.

The appel lant's argunents, insofar as they are rel evant
to the present decision, may be sunmarised as foll ows:
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Mai n request - Novelty of claim1l

Docunent (22) did not disclose the nethod of claim1l
for the reason that the cells were grown in the
presence of an antibiotic and, anyway, there were no
data therein which indicated the copy nunber of the
pl asm d present in the cells.

As plasm d pBGHL encoded resistance to anpicillin and
tetracycline, as indicated in docunent (22) on

page 532, left-hand colum, the skilled person would
have understood that the defined nmediumin which the
fermentati ons were conducted inplicitly contained an
antibiotic for maintaining the plasmd in the cells
during the growt h phase even though there was no
explicit mention of the presence of an antibiotic as a
conponent of the medium In contrast to this, where
speci al circunstances, such as the curing of pBGHL
reported in the Chapter entitled "Curing of pBGHL from
WB110G' on page 532, right-hand colum, required that
no antibiotic should be used, the absence of an
antibiotic in the medi umused was expressly pointed

out .

Docunent (23), which was cited in document (22),
reported that the pBGHL plasm d was determ ned to be
present in the range of 30 to 35 copies per cell.
However this determ nation was nade in the presence of
an antibiotic. It could not be deduced fromthis that
plasm d pBGHL in the absence of antibiotic was present
in cells at a nedi um copy nunber.
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Whereas a nmethod for producing one or nore heterol ogous
protein(s) in a bacterial host cell as defined in
claim1l required that substantial amounts of proteins
be produced, in the nethod described in the further
docunent (32) only m nute anounts of Met-prochynosin
were produced, the levels of expression being so |ow as
to be detectable not on polyacryl am de gels but only
just by Western blot analysis (see page 3359).
Therefore, also docunent (32) was not relevant for the
i ssue of novelty.

Adm ssibility of the auxiliary requests into the
pr oceedi ngs

The auxiliary requests had been filed in order to
overcomnme the novelty objection raised against the main
request in the decision of the opposition division.
Claim 1l of the main request had been respectively
anmended by conbining it wwith claim9 of the main
request (see first auxiliary request), with claim4 of
the main request (see second auxiliary request) and
with both clains 4 and 9 of the main request (see third
auxiliary request). These auxiliary requests could not
have been filed at the oral proceedings before the
opposition division. Indeed, in view of the official
comuni cation sent by the opposition division with its
sumrmons to oral proceedings, the appellant had cone to
said oral proceedings in the belief that novelty would
be acknow edged. The announcenent by the opposition

di vision at said oral proceedings that contrary to its
prelimnary opinion it considered that claim1 | acked
novel ty over document (22) and the invitation to file
auxi liary requests just before the opposition division
retired to deliberate, as it appeared from point 23 of
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the m nutes of the oral proceedings, had taken the
appel l ant by surprise. The appellant was not in a
position at these oral proceedings to file auxiliary
requests to deal with this finding of |ack of novelty
over document (22) as it had prepared only to reply to
certain inventive step objections. By filing the
present auxiliary requests only at the stage of the
appeal the appellant had not commtted any procedural
abuse. The auxiliary requests should therefore be
allowed into the proceedi ngs.

Novelty of the first auxiliary request

Claim1 of the first auxiliary request corresponded to
claim9 of the main request. It differed fromclaim1l
of the main request in that it contained the additional
technical feature that the heterol ogous DNA sequence(s)
were fused to a DNA sequence encoding a secretion
sequence. That feature was not described in either of
docunents (22) and (32). Therefore, the subject-matter

of claiml1l of the first auxiliary request was new.

Exercise of discretion by the board on the issue of
remttal of the case to the first instance

As the appellant had not commtted any procedural abuse
by filing its auxiliary requests at the appeal stage
and as it had a right to have its requests exam ned by
two instances, insofar as inventive step and
sufficiency of disclosure were concerned, on which the
opposi tion division had not yet decided, the case
should be remtted to the first instance for further

prosecuti on.
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The respondents argunents, insofar as they are rel evant
to the present decision, may be sunmari sed as foll ows:

Main request - Novelty of claim1l

Claim1 | acked novelty over docunent (22) as this

di scl osed use of a nedi um copy nunber vector in the
absence of antibiotic selection. There was no reason
for the skilled person not to take the disclosure nade
in docunent (22) at face value, nanely that the absence
of antibiotics in the otherwi se detailed |ist of
conponents of the mediumindeed neant that no
antibiotics were used. This was consistent with the
skill ed person's background know edge that the vector
pBGHL was stable and did not require antibiotic

sel ection during fermentation.

A defined nediumwas used in the nethod of docunent
(22). Its conposition was precisely detail ed.
Therefore, docunent (22) certainly did not disclose
that an antibiotic was present during fermentation.
Because plasm d pBGHL encoded resistance to two
antibiotics, nanely anpicillin and tetracycline, it
woul d have been necessary, if the mediumwere to
contain an antibiotic, to indicate which antibiotic(s)
was(were) present and what anmount thereof had to be
used. The skilled person would have realised that the
fermentation conditions used in docunment (22) did not
require the presence of an antibiotic because he/she
woul d have easily recogni sed that the growth phase
during fernentation took place over only 10
generations, as could be inferred fromthe disclosure,
ie a period of time in which no |oss of plasm d would
have been expected. The skilled person would have known
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that plasm d pBGHl, being a pBR322 derived expression
construct as nentioned in document (23) (on page 257,
abstract) was stable for the length of the growth
period in the absence of antibiotics.

From docunent (23) the skilled person would have known
that pBGHL was present in the range of 30 to 35 copies
per cell, ie a copy nunber which was enconpassed by the
preferred range indicated in the patent (on page 5,
line 7). The copy nunber determ nation of docunent (23)
woul d al so be taken as indicating the copy nunber for

t he process of docunent (22). Even if the copy nunber
changed fromthe val ue of document (23) it would stil
be close to this and so a "nmedium copy nunber” in the
sense of the claim

Claim1 | acked novelty al so over docunent (32). The
aut hors of docunent (32) were trying to do what the
inventors did and prepared plasm d pCT66 which had the
features of the expression vector referred to in
claim1l1. Using said plasm d Met-prochynosin was
expressed in Escherichia coli at |evels which were
detectabl e by Western blot analysis, ie the sane
detection nethod as used in the patent.

Adm ssibility of the auxiliary requests into the
pr oceedi ngs

At the oral proceedings before the opposition division,
t he appel | ant had been inforned by the opposition
division, before it retired to deliberate on the
novelty issue, that the introduction of a dependent
claiminto granted claim1l m ght restore novelty. This
was a clear invitation to imediately file auxiliary
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requests such as the present ones. By not already
filing its auxiliary requests at the oral proceedi ngs
before the opposition division, the appellant commtted
a procedural abuse by ensuring | ong procedural delays
at the appeal. Case T 796/02 of 1 April 2004 provided a
precedent for this if all issues were to be discussed
before two instances. Therefore, the auxiliary requests
shoul d not be allowed into the proceedings.

Novelty of the first auxiliary request

Novelty of the first auxiliary request was not in
di sput e.

Exercise of discretion by the board on the issue of
remttal of the case to the first instance

If the auxiliary requests were to be allowed into the
proceedi ngs, the appellant should be treated as having
foregone the opportunity to have such cl ai ns exam ned
by the first instance and it would be appropriate,
therefore, for the board not to remt the case to the
first instance for further prosecution but to continue
with the exam nation of these claimrequests in full by
the board only. Cases T 91/98 of 29 May 2001 and

T 455/96 of 16 July 2002 were relied on as precedents.

The appel | ant requested that the decision under appeal
be set aside, that the board of appeal hold that the
clainms as granted are novel and that the case be
remtted to the opposition division for further
prosecution or, in the alternative, that the decision
under appeal be set aside and that the clainms of one of
the first to third auxiliary requests filed on
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6 Decenber 2001 are novel and the case be remtted to
t he opposition division for further prosecution.

The respondents (opponents) requested that the appeal
be dism ssed, and that there be no remttal to the

first instance.

Reasons for the Deci sion

Mai n request

Novelty (Cl aim 1)

2024.D

Novelty of the subject-matter of claiml1l is denied by
t he respondents over either of docunents (22) and (32).

Claiml is directed to a nethod for producing one or
nor e heterol ogous protein(s) in a bacterial host cel
conprising culturing in a defined nediumin the absence
of antibiotic selection a bacterial host cell
transforned with one or nore expression vector(s)
conprising one or nore heterol ogous DNA sequence(s)
under the control of at |east one regul atabl e pronoter,
an origin of replication nmaintaining nmediumvector copy

nunber and a transcriptional term nator.

There is no definition in the patent of a medi um vector
copy nunber, the only information relating to this
being given on page 5, lines 7 and 8 in the formof a
statenent of a preferred range of values (6 to 50), a
preferred sub-range (10 to 20) and a di screte nost
preferred value (15). Nor does the experinental part of
t he description give any nmethod of neasuring the copy



- 11 - T 0882/ 01

nunber of the illustrated expression vectors used to
produce anti bodi es or fragments thereof.

In the absence of precise information in the patent on
t he meani ng of "medi um vector copy nunmber" or even of
how or under what growth conditions to neasure this,
the clains can only be interpreted broadly to cover
anyt hi ng whi ch reasonably m ght be considered as having
medi um copy nunber, when answering the question whet her
a method as defined in claiml1 is described in docunent
(22) or docunent (32).

Vi s-a-vis docunment (22)

2024.D

Docunent (22) deals with the probl em posed by the
undesi rabl e i ncorporation of norleucine into proteins

produced in E. coli.

I n passing (see page 533, right-hand col um),
production of nethionyl bovine somatotropin (MBS) using
a phototrophic strain of E. coli, WB110G harbouring
the plasm d pBGHlL, is described. Fernentations were
conducted in a defined nedium the conposition of which
is detailed in the |ast paragraph of page 532 w t hout
any antibiotic being nentioned. Plasmd pBGHL is
succinctly described, the indication being given that
it encodes resistance to anpicillin and tetracycline
(see page 532, left-hand columm, Chapter entitled
"Bacteria, Phage and Plasm ds") and that it carries the
bovi ne somatotropin structural gene under control of
the E. coli tryptophan pronoter (see page 533, right-
hand columm, first sentence of the Chapter entitled
"Production of Bovine Somatropine"). By definition,
being a plasmd, pBG+ 1 has an origin of replication.
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According to docunent (23), cited in docunment (22) (see
reference to Calcott et al. at the end of the afore-
menti oned sentence) which describes in detail the
plasmd, it further contains a transcriptional

term nator (see page 259, right-hand colum, lines 9

to 12).

Thus, the skilled person readi ng docunent (22) would
conclude that it incidentally describes a nmethod for
produci ng a heterol ogous protein (MBS) in a bacterial
host cell (E.coli strain W3110G transforned with an
expression vector (plasm d pBGHl) having a sequence
encodi ng said protein placed under the control of a
regul atabl e pronoter (the E. coli tryptophan pronoter),
an origin of replication and a transcriptional
termnator, said bacterial host cell being cultured in
a defined nmedi um

Al t hough the precise copy nunber per cell of plasmd
pBGHL was not nentioned in docunment (22), the skilled
person, aware of the fact that the copy nunber of an
expression vector is largely controlled by the origin
of replication, would have taken the copy nunber of 30
to 35 reported in docunent (23) as a reliable

i ndi cation and, on this basis, would have reasonably
considered that plasm d pBGHL was present in the
bacterial host cell of docunment (22) at a nedi um copy
nunber .

Assessnent vis-a-vis docunment (22) further only
requires consideration of whether the skilled reader
woul d take it as inplicit that the fernmentati on nedi um
referred to therein actually contained an antibiotic.
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Because plasm d pBGHL encodes two anti biotic resistance
genes (see point 6, supra), if there would have been a
need for antibiotic selection, the skilled reader woul d
have expected that precise guidance be given in the
docunent indicating which antibiotic(s) (one of them
only or both) and what anount thereof should be used.
The absence of any data in this respect nust |ead the
skilled reader to the conclusion that the fernentation
medi um of docunent (22) did not contain any antibiotic.
This conclusion is further supported by the fact that
the skilled reader woul d have recogni zed fromthe data
given in the Chapter entitled "Fernentati on Methods" on
pages 532 and 533 that the grow h phase during
fermentation conprises only a few generations in which
no significant loss of plasm d would have been expected,
a finding which is not contested by the appellant. This
fact nmeans that there was no need for antibiotic
selection, ie no need to introduce an antibiotic in the

fernmentati on nmedi um

In view of the above remarks, the board concl udes that
claim1l | acks novelty over docunent (22).

Vi s-a-vis docunment (32)

12.

2024.D

Docunent (32) reports on an investigation of the
instability of plasm ds directing the expression of

Met - prochynosin in Escherichia coli with, as in the
patent, the underlying purpose of avoiding the need for
antibiotic selection (see |ast sentence of the abstract
on page 3355).
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One of the plasmds tested was pCT66 which contai ned

t he gene coding for Met-prochynosyn, the trp

regul atabl e pronoter, the T7 transcriptional term nator
(see Figure 1 page 3357 and 3359) and by definition an
origin of replication. E. coli HB 101 cells were
transforned with said plasmd, the plasm d being
present in the bacterial host at internediate copy
nunbers of approximtely 40 to 60 per chronosone, and
cultured in a defined nediumin the absence of
antibiotics (see Chapter "Methods" on pages 3356 and
3357). Sanmples were renoved fromthe fernmenters and
anal ysed by Western blotting. Said analysis showed that
Met - prochynosi n was expressed (see Figure 4, tracks 4
to 6, on page 3359).

Thus, docunent (32) describes a nethod for producing,
in a bacterial host cell (E coli HB 101 strain) which
is cultured in a defined nediumthat does not contain
any antibiotic, a heterol ogous protein (Met-
prochynosin), said cell being transforned with an
expression vector (plasm d pCT66) having a sequence
encodi ng said protein placed under the control of a
regul atabl e pronoter (the E. coli tryptophan pronoter),
an origin of replication and a transcriptional
termnator (T7 term nator) and being present in the
host cell at a copy nunber which may be reasonably
consi dered as a nedi um copy nunber. This is a nethod
whi ch is enconpassed within the scope of claiml.

The argunent is made by the appellant that, as only

m nut e anmounts of Met-prochynosin were produced, the
af ore-nenti oned net hod of docunment (32) had no utility
for an industrial production and, therefore, was not a
nmet hod as defined in claim1l. As claim1l does not
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contain any indication as to the anount of heterol ogous
protein to be produced, the argunent is not acceptable.

In view of the above remarks, the board concl udes that
claim1 covers subject-matter (see point 2, supra)
whi ch | acks novelty over docunent (32).

Concl usi on

17.

As claim1l1l is not novel, the main request is not
al I owabl e under Article 54 EPC.

Adm ssibility of the first auxiliary request into the

pr oceedi ngs

18.

19.

2024.D

It has not been disputed by the respondents that
claiml1l of the first auxiliary request neets the

requi renments of Articles 123(2), 123(3) and 54 EPC, it
being fairly based on the original application, of nore
restricted scope that claim1l as granted, and novel

over docunments (22) and (32), the only docunents relied
on as destroying the novelty of claim1l of the main
request. Claim1l of the first auxiliary request being a
conbination of clainms 1 and 9 as granted, an Article 84
EPC obj ecti on woul d not be open against it, and no such
obj ection has been made.

The only basis on which the respondents thus object to
adm ssion of this auxiliary request into the
proceedi ngs is that the appellant having been invited
to file one or nore auxiliary requests by the
opposition division at the oral proceedings before it,
but choosing not to do so, the board woul d condone an
abuse of procedure by allowi ng the appellant to file an
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auxiliary request on appeal, as remttal of this to the
first instance pursuant to the appellant's request
woul d greatly delay any final decision being reached.

The board agrees that exercising its discretion to
admt an auxiliary request on appeal is not in
conformty with the main purpose of appeal proceedings
stated in Enlarged Board of Appeal decision G 9/91 (QJ
EPO 1993, 408, point 18) "to give the losing party the
possibility of challenging the decision of the
opposition division on its nerits.” This the board has
al ready done by considering and refusing the main
request on appeal. By allowing into the proceedi ngs an
auxiliary request the board is faced with the choice of
ei ther considering this request as only instance or
remtting it to the opposition division for further
prosecution with an inevitable delay, probably of sone
years, before any final decision is reached.

The board does indeed consider the appellant's failure
to file auxiliary requests when invited to do so at the
oral proceedi ngs before the opposition division, and

t hen i ntroduci ng these on appeal as anobunting to a
procedural abuse. The board does not accept the

appel lant's argunent that it could not be expected to
file auxiliary requests at the oral proceedi ngs before
t he opposition division. The objection that claim1l as
granted | acked novelty over docunent (22), on which
ground the appellant has | ost before the opposition

di vision and this board, had been raised in witing at
t he opposition stage. That the opposition division in
its prelimnary, non-binding opinion had indicated that
it did not agree with the objection, and then at the
oral proceedings indicated that it had changed its m nd
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is irrelevant, and sonething a patentee nust be
prepared for: the inmportant point is that the objection
based on this docunent had been raised by an opponent
and the appellant should have been prepared to counter
it by argunents or avoid it by an auxiliary request if
its argunents did not succeed.

The appellant's argunent that it is entitled to have
its requests considered by two instances is not in
accordance with the European Patent Conventi on.

Article 111(1) EPC nakes clear that the boards have a
di screti on whether to consider an issue thenselves, or
whether to remt it for further prosecution to the
first instance. If every issue had to be considered by
two instances, this would be a very strong argunent for
not allow ng into the proceedi ngs on appeal, requests
not already in substance considered by the opposition

di vi si on.

The strongest argunent in favour of the board all ow ng
the first auxiliary request into the proceedings is the
past practice of the boards of appeal, under which such
a request which avoi ded the grounds of appeal was
invariably allowed into the proceedi ngs. Deci sion

T 796/ 02 (supra) concerned a different situation,
namely the opposition division refusing to allow into

t he proceedings a broader claimthan the one on which a
first board of appeal had remtted a case. \Wether the
past practice should guide the boards of appeal also in
future under the Rules of Procedure of the Boards of
Appeal in force since 1 May 2003 is questionable. The
pur pose of the changes in these rules is to streanmine
and speed up the procedure: the purpose is not to
deprive the parties of any rights. This doubl e purpose
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can however only be achieved if the parties present
their case in full already during the first instance
proceedi ngs, and the opposition division is put in a
position to decide all issues, including those of
sufficiency of disclosure and inventive step. But the
present appeal was filed before these new rul es cane

into force

G ven the practice of the boards of appeal, and the
fact that in this case the respondents’ argunents for
not allowing the first auxiliary request into the
proceedings at all were only put forward at the oral
proceedi ngs, whereas in witing respondent | had asked
only that the board consider all issues itself w thout
remttal, whereas respondent Il had asked for the case
to be remtted to the first instance, the board decides
to exercise its discretion in favour of adm ssion of

the first auxiliary request into the proceedi ngs.

On the question of whether the board shoul d exercise
its discretion to itself consider all issues, or to
remt the case to the first instance, there have been
occasi ons such as occurred in decisions T 91/98 (supra)
or T 455/96 (supra) where the board has itself

consi dered a new case as only instance, though these
are exceptional and in circunstances where the patents
had less tinme to run than here, and the patentee and at
| east the majority of the parties were in favour of
this course. In the present case the board considers as
decisive for exercising its discretion in favour of
remttal, the fact that the issues of both inventive
step and sufficiency of disclosure have yet to be

deci ded, and that by not remtting, the board and the
respondents woul d be deprived of having a first
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i nstance decision serving to focus the argunents on
appeal. Article 104 EPC provides a renedy if it should
turn out that there has been an unnecessary nunber of
oral proceedi ngs due to the conduct of one of the

parties.

Whet her any other auxiliary requests are allowed into
the proceedings is not a matter which this board
proposes to deci de.

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The case is remtted to the first instance for further
prosecution on the basis of the first auxiliary request
filed on 6 Decenber 2001

The Registrar: The Chai r man:

W Wl i nski L. Galligani
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