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(1)

(2)

(3)

For sufficiency of disclosure (Articles 100(bL and 83
EPC), the Board has to be satisfied firstly that the
patent specification certainly puts the skilled person

I n possession of at |east one way of putting the clained
invention into practice, and secondly that the skilled
person can put the invention into practice over the
whol e scope of the claim If the Board is not satisfied
on the first point that one way exists, the second point
need not be considered (Point 2).

If for an invention which goes against prevailing

techni cal opinion the patentee has failed to give even a
singl e reproduci bl e exanpl e, sufficiency of disclosure
cannot be acknow edged. It woul d anpbunt to undue burden
for the cautious and conservative skilled person to have
to do research of his own to establish whether the

i nvention can be put into practice in some

ci rcunst ances, not specifically described in the patent,
when prevailing technical opinion suggests the outcone
will be failure (Points 3 to 5).

|f the patent contains only an exanple with a

hypot heti cal experinmental protocol, if this exanple is
to be relied on for show ng sufficiency, then the burden
of proof lies on the patentee to show that in practice
this protocol works as stated. Evidence that a variation
of th§ protocol works is unlikely to be enough (Points 9
to 11).
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Summary of Facts and Subm ssi ons

1599.D

Eur opean patent EP O 436 597 was granted on the basis
of a set of 64 clains, of which claim?29 read:

"A chinmeric protein conprising (1) at |least a
segnent of an outer surface protein of a
filament ous phage, said segnment providing an outer
surface transport signal recognized by a cel

i nfected by said phage such that the chineric
protein is assenbled into the coat of phage
particles produced by said cell, and (ii) a stable
pr ot ei naceous bi ndi ng domai n, other than a single
chai n anti body, said domain conprising one or nore
identifiable surface residues, that binds a
predeterm ned target material, other than the
antigen conbining site of an anti body which
specifically binds said domain, the target being
bound sufficiently strongly so that the

di ssoci ati on constant of the binding domain:

target conplex is less than 10° noles/liter, and
that is heterol ogous to said phage."”

The patent was opposed by two opponents, the grounds of
opposition relied on being added subject-matter,

i nsufficient disclosure and | ack of inventive step.
During the opposition procedure, the patentee filed as
Mai n Request a set of clains in which the only
anmendnent to the clains conpared to the clains as
granted was to cl ai m 30.

The opposition division by its decision announced at
oral proceedings with confirmation in witing dated

26 May 2000 revoked the patent on the ground that the
specification did not disclose the invention as clained
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inclaim29 in a sufficiently straightforward manner
for it to be carried out by the person skilled in the
art (Article 83 EPC), and this deficiency also applied
to all the other clains.

The opposition division was of the opinion that in
order to overcone a prejudice in the prior art, it was
not sufficient to sinply state that the prejudice was
false or nerely to give a hypothetical exanple. The
pat ent specification should rather denonstrate that the
prejudi ce had been overcone, or at |east teach the
invention in a direct and straightforward nmanner. On

t he evidence on file this was not the case for the
present Exanple I, as it had not been shown that the
specific teaching of this exanple led to success, but
nmerely that sonething different not derivable fromthe
description had to be done.

The patentee filed an appeal against the decision of
t he opposition division, duly filing its Notice of
Appeal and Statenment of G ounds of Appeal within the
time limts laid down by Article 108 EPC.

The respondents | and Il (opponents 1 and 2) filed
submi ssions in reply asking that the appeal be

di sm ssed. Respondent Il essentially confined itself to
indicating that it agreed with the reasoning of the
Opposition Division and referring to the argunents in
its own opposition.

On 2 May 2002, the appellant filed four auxiliary
requests, and further subm ssions and evi dence.
Auxiliary Requests 1, 2 and 3 contained respectively a
claim?26 or a claim25 with identical wording to
claim?29 of the main request. Auxiliary Request 4
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contained a claimcorresponding to claim?29 of the main
request but restricted to the segnent of the outer
protein of a filanmentous phage "being selected fromthe
group consisting of glll or gVIIl protein or a segnent
t hereof ".

The Board issued a communi cation under Article 11(2) of
the Rul es of Procedure of the Boards of Appeal giving
the Board's prelimnary and non-bi ndi ng opi ni on.

Oral proceedings were held on 2 July 2002. They were
attended on behalf of the appellant and respondent 1.
Respondent |1 had announced by letter of 25 June 2002
that it would not be represented at the oral

pr oceedi ngs.

The foll ow ng docunents are cited in this decision

(6) G P. Smth, Science, 1985, Vol. 228, pages 1315
to 1317
(7) W WMarkland et al., Gene, 1991, Vol. 109,

pages 13 to 19

(8) US 5, 403, 484

(11) S F. Parmey et GP. Smth, Gene, 1988, Vol. 73,
pages 305 to 318

(21) Decl arati on of Prof B.B. Kay

(100) First declaration of Dr R Kent

(101) Second declaration of Dr R Kent
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(103)

(104)

(105)

(107)

(125)

(126)

(127)

(131)
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Third declaration of Dr R Kent

Fourth declaration of Dr R Kent

Decl aration of Dr W WMarkl and

Decl aration of Prof C. Ward

Fifth declaration of Dr R Kent

Si xth declaration of Dr R Kent

Decl aration of Prof G GCeorgiou

Declaration of Dr GP. Smth

(DD30) Phage Display of Peptides and Proteins (edited

by B.K Kay et al.), R C Ladner, 1996,
Chapter 10, pages 151 to 193, Academ c press,
I nc.

The argunents of the appellant on the issue of

insufficiency can be sunmari zed as foll ows:

The invention was a concept invention relating to
t he di splay of proteinaceous binding domains. The
opposi tion division had accepted the denonstration
by all parties that a prejudice existed agai nst
this at the priority date. This prejudice was not
based on any reported failed experinments but on a
generalized belief in the art.

The deci son under appeal was based on
unsubstantiated al |l egati ons by the opponents and
an incorrect application of the |egal principles
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of the EPO and the decisions of the Boards of
Appeal . The opponents had provi ded no experi nental
evi dence of the inoperability or insufficiency of
the Patentee's clai ned net hods.

- The fact that the patent did not include a worked
exanple was irrelevant, this was not required for
sufficiency of disclosure under Article 83 EPC
Al'l that was required was that the skilled person
in the art could put the invention into practice
wi t hout an undue burden of experinentation, and
t he patentee's general disclosure and hypot heti cal
exanple net this requirenent.

- The burden of proof was on the opponents to prove
that the patent did not describe the clained
invention and how it was to be perforned
sufficiently and conpl etely enough for it to be
carried out by a person skilled in the art, and
t hey had not discharged this burden. Even if it
was consi dered that the burden of proof lay with
the patentee to show that the hypothetica
prot ocol worked, this burden had been di scharged
by the experinments of Dr Kent.

- The first set of experinents of Dr Kent, as
reported in docunent (100) showed that the
procedures described in the patent Exanple did
| ead to the production of a chinmeric phage (pLG/7)
t hat di spl ayed the BTPI protein in exactly the
form demanded by claim29 as granted, that is as
bei ng a proteinaceous binding domain that is
capabl e of binding a target.

1599.D Y A
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- The two main aspects of the invention represented
by the subject-matter of clains 1 and 29 of the
Mai n Request (ie variegation and chinmeric protein
ML3gpVI I I - BPTI of LG7) were described in the
patent in suit and there was no doubt that the
skilled person in the art was able to reproduce
LG7 followi ng the description and using the
nucl eoti de sequences nentioned in the Tables, as
was done in docunents (100) and (101).

- I n docunent (7), the results concerning the
di splay of BPTI on MB27, a construct which was
enconpassed by claim 29, although it was not neant
as a repetition of the exanple of the patent in
suit, were erroneously interpreted, as
denonstrated in docunents (100) and (101). This
was due to the use of Western blotting, ie a |less
sensitive assay than the % -trypsin binding assay
used in the patent in suit, to verify whether
di spl ay had occurred. This erroneous
interpretation was taken up in docunent (DD30).

- The exi stence of a technical prejudice based on a
belief was only relevant in the context of
Article 56 EPC, and not in that of Article 83 EPC.
The skilled person being open-ninded and able to
recogni ze the value of the subject-matter
described in the patent in suit would follow the
description of the patent in suit and reproduce
LG7. The '#I-trypsin binding assay was not
necessary for the conpletion of the subject-matter
of claim29 and was only used as a verification
for an inherent property of LG/, as denonstrated

1599.D Y A
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by the sentence on page 48, lines 42 to 43 of the
patent in suit using the word "...verified..."
which inplied that there was no doubt about the
di splay of BPTI on the surface of LG/.

- The differences between the experinental protocols
of docunments (100) and (101) and the patent in
suit (ie use of Tween, three washes, absence of
cold trypsin) were due to the necessity to avoid
the clogging of the filter (cf docunments (107)
and (127)) and to fulfil the requirenents
mentioned in the patent in suit for the filter,
whi ch was defined in functional terns on page 48,
lines 50 to 53 and said to allow the passage of
unbound trypsin. They were otherwise (ie in the
case of the specific radioactivity, reaction
vol une, concentration of phages) either of no
rel evance for the result of the assay or well
known and routinely used by the skilled person at
the priority date of the patent in suit.

- As the appellant had denonstrated that both LG/ of
the patent in suit and MB27 of docunent (7)
di spl ayed BPTI on their surface, the burden was on
t he respondents to prove that they did not. They,
however, did not try to show that the teaching of
the patent in suit was not reproduci ble. They only
expressed doubts on the statistical significance
of the results disclosed in docunent (100) in
relation with a confidence |evel of 95%

1599.D Y A



- 8 - T 0792/ 00

X, The argunents of the respondents on the issue of
insufficiency can be summari zed as foll ows:

- For sufficiency there nust be a technical basis
for predicting success. Here there was no
“contribution to the art" by the patentee which
al l owed the subject matter of the clains to be
achi eved: there was a nmere hope to succeed, while
t he description referred to numerous possible
probl ens and failure was clearly envisaged. The
di scl osure of an invention nust denonstrate the
successful achi evenent of the clained subject-
matter.

- Decisions relied on in the context of
“contribution to the art" included T 409/91 (EPO
Q) 1994, 653), T 187/93 (5 March 1997) and
T 994/95 (18 February 1999).

- Denonstration of successful achievenent in the
pat ent was mandatory when there was, as in the
case of the patent in suit, a technical prejudice
based on the results of experinents (cf
docunents (6), (11), (21) and (131)) defining an
area of unpredictability. In these circunstances,
expectation of success and conpl eteness of the
di scl osure nmust be based on the patent disclosure
rat her than conmon general know edge of the
skilled person in the art, because the latter
| eads to an expectation of failure.

- In the context of this technical prejudice, BPTI
was, neverthel ess, not representative of "any
pr ot ei naceous bi ndi ng domai n" as required by the
patent in suit, since, with only 58 am no aci ds,

1599.D Y A
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it was not beyond the Iimt defined by said
prejudice and it furthernore was known to be an
exceptionally stable nol ecul e.

It was denied that the patent in suit and/or
docunent (100) denonstrated the successful display
of BPTI on the surface of the phage. The

formul ati on of the sentence on page 48, lines 50
to 52 of the patent in suit (ie "...whether LG/
di splays BPTlI on its surface...") showed the

appel l ant's doubts. Docunent (100) failed to be a
faithful repetition of the exanple of the patent
in suit because of several differences in the
experinmental protocol. Furthernore, sone
experinments were not carried by Dr R Kent
personal |y, but subcontracted to soneone el se as
shown by the formul ati on of docunment (100) from
par agraph "J" onwards and it was not excluded that
the indications of the patent in suit had not been
exactly foll owed by the subcontractant(s). Despite
all these nodifications aimng at increasing the
signal -to-noise ratio (such as, for instance, the
use of Tween, an increased nunber of washes or the
absence of cold trypsin), Figure 2 of

docunent (100), in which the error bars were

m sl eadi ngly represented, just showed a marginal

di fference between the negative control and LG/,
so that the skilled person would not have expected
success.

MB27 di scl osed in docunment (7), although not being
a repetition of the exanple of the patent in suit
(docunent (105)), was enconpassed by claim29 of
the main request and made under the supervision of
t he appel l ant (docunent (105)), but failed to
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di splay BPTI on the surface of the phage.

Docunent (7) on page 15 suggested that at | east
two different assays were perforned: one for the
processing and the other for the display. This was
al so confirnmed in docunent (8) (colum 107

lines 52 to 59). Docunent (104) was not, as it was
supposed to be, a repetition of the experinents
described in docunment (7) leading to MB27, since
here again differences in the experinental

protocol were to be found, for instance the
acryl am de concentration of the gel, the absence
of urea, the use of another antibody for the
Western bl ot, as shown when conpari ng Annex B of
docunent (104) with the | egend of Figure 3 of
docunent (7).

Finally, the patent in suit gave no precise

gui dance for the skilled person, but actually
aimed at covering all the possibilities to
neutralize every source of failure. For instance,
al t hough problens stemm ng fromthe signal
sequence were said, on the basis of experinental
evi dence, not to be expected, they were considered
as possible (page 49, lines 35 to 41) and it was
suggested to use anot her signal sequence (page 52,
lines 7 to 9 an page 45, lines 14 to 20). Further,
the insertion of BPTlI was suggested (page 45,
lines 10 to 19) to be nade at the N-, C-term nal
part or in the mddle of M3gplll, ie at any place
in the nol ecul e.

The patent in suit, far fromgiving a conplete
di scl osure of the invention as required by
Article 83 EPC, was just an incitenent to enbark
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on a research programm and this was not in
agreenment with the cautious attitude of the
skilled person as defined by the established case
| aw of the Boards of appeal.

XI'll. The appellant requested that the decision under appeal
be set aside and a patent be naintained on the basis of
the clains as granted except for the change in claim30
of "40°C' to "50°C" or as auxiliary requests on the
basis of one of the sets of clains filed as auxiliary
requests 1 to 4 on 2 May 2002.

XIV. Respondents | and Il requested that the appeal be
di sm ssed.

Reasons for the Decision

1. The appeal is adm ssible.

Mai n Request
Sufficiency in respect of subject matter of O aim 29
Ceneral |egal considerations

2. For the purpose of considering whether a European
pat ent does or does not disclose the invention, the
subject matter of a particular claim in a manner
sufficiently clear and conplete to be carried out by a
person skilled in the art (Article 100(b), Article 83
EPC), the Board has to be satisfied firstly that the
patent specification certainly puts the skilled person
i n possession of at |east one way of putting the
clainmed invention into practice, and secondly that the
skilled person can put the invention into practice over

1599.D Y A



1599.D

- 12 - T 0792/ 00

t he whol e scope of the claim If the Board is not
satisfied on the first point that one way exists, the
second poi nt need not be consi dered.

O special legal significance for this case is also
that all the parties agree, and this is accepted by the
Board, that what is clainmed is sonething which
according to prevailing technical opinion at the
priority date would not be possible. This is dealt with
in nore detail at point 7 below The |egal significance
ari ses because in such a case it becones critical that
t he patent specification describes the invention in
such a way that the Board is satisfied that the skilled
person will succeed in putting at |least one formof it
into practice. According to the jurisprudence of the
Boards of Appeal, the skilled person for the purposes
of considering inventive step or sufficiency is the
sanme, and in either case is cautious and conservati ve.

If by following the only exanple(s) in the patent
specification the skilled person does not succeed, and
this is the result he woul d expect according to
prevailing technical opinion, then it is beyond what
can be expected of the skilled person to try further
variations or research for hinmself, which according to
prevailing technical opinion would be futile. The
skilled person would then have been given no reason to
doubt the prevailing opinion, and could not be expected
to pursue research on the basis of a nmere hope
expressed in the patent.

An invention which goes against prevailing technical
opi nion may be considered particularly nmeritorious if
the public are told howto put it into practice, but if
the patentee has failed to give even a single
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reproduci bl e instance, it would anmbunt to undue burden
for the skilled person to do research of his owmn to

est abli sh whether the invention can be put into
practice in sone circunstances whi ch have not been
specifically described in the patent. The fact that the
pat ent specification may contai n nunerous suggestions
as to other ways of trying to succeed, cannot make up
for the lack of even a single exanple that works.

Rul e 27(1)(e) EPC states that the description shal
describe in detail at |east one way of carrying out the
i nvention clained using exanpl es where appropri ate.
Wil e the case | aw does not consider the requirenent
for an exanple as an absolute necessity, for inventions
which are contrary to prevailing technical opinion, in
t he absence of an exanple that works as descri bed,
recognition of sufficiency is unlikely.

ing technical opinion or technical prejudice

It was accepted by the opposition division and by the
parties that, at the priority date of the patent in
suit, there was a technical prejudice which denied the
possibility of successfully displaying on the surface
of a phage a peptide that formed a stable structure
capabl e of binding a ligand, where this peptide was not
itself a phage surface protein or an antigen conbining
site of an anti body which specifically binds said
pepti de. What was known to be possible is specifically
excluded fromclaim?29, so that the subject matter of
cl aim 29 can be considered confined to what was
considered unlikely to be achievabl e.
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A technical prejudice, as used in the jurisprudence of
t he Boards of Appeal, however refers to a prevailing
technical opinion which is so widely established as to
appear in textbooks and the like, and which is shown

| ater to be erroneous. The Board can agree on the basis
of the agreenent of all the parties on the point, and
consistent with the docunents on file, that at the
priority date of the patent in suit it was the
prevailing technical opinion that the subject matter of
claim 29 was not achi evable. However this prevailing
techni cal opinion does not appear to have been
sufficiently well-established to be capabl e of
anounting to a "prejudice” in the sense referred to in
earlier cases of the Boards of Appeal. The Board wl|l
thus avoid the use of the term "prejudice". For the

i ssues considered in this decision it does not in fact
matter whether the prevailing technical opinion was
wel | enough established or not to be considered as a
"prejudice": it is solely of inportance that it was the
prevailing technical opinion at the priority date.

Burden of proof in case of a hypothetical experinental

pr ot ocol

1599.D

The general rule is that he who asserts sonething

posi tive has the burden of proof (cf. the Latin |egal
tags "Affirmanti incunbit probatio” and "E incunbit
probatio qui dicit non qui negat"). Thus, if a patentee
asserts that an exanple in a patent works as stated,
and an opponent denies this, it is up to the patentee
to provide proof. However, if the exanple contains a
conpl ete experinental protocol and the patentee affirns
that the results reported have been obtai ned, a Board
is likely to accept that the patentee has done enough
to shift the burden of proof to the opponent to provide
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a repeat of the experinment to show that it does not, in
fact, work as stated. Finally, however, the Board nust
be satisfied, considering all the evidence, that the
exanpl e works as stated.

In view of the appellant's argunent on burden of proof,
it should also be stated that in the special situation
where an opponent accepts that the invention can be
carried out as stated in the exanples, but alleges that
there are other circunstances where sonething falling
under the claimcannot be carried out, then Boards of
Appeal would normally expect the opponent to provide
concrete evidence of this (cf. Latin legal tag "Qui
excipit, probare debet, quod excipitur"” : he who raises
an objection should prove it). However, this is not the
situation here.

Wiere as in the patent in suit, the only exanple is
explicitly described as a hypothetical experinental
protocol, and the experinment has clearly not been
actually carried out, the burden of proof is on the
appel l ant (patentee) to show that what is described
wor ks.

Prime | egal significance of reworking of experinmental protoco

as stated

12.

1599.D

Leavi ng asi de cases where an exanpl e contains an error
obvi ously recogni zabl e as such and where the intended
correct neaning is also clear, the critical question
for deciding whether an exanple can be relied to
support sufficiency, is whether in the exanple the
experinmental protocol as stated |eads to an enbodi nent
of the invention or not. It is the experinental
protocol as stated that the skilled person can be
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expected to follow. If the only evidence is that
sonet hi ng deviating fromthe experinmental protocol as
stated works, the Board has no experinental evidence
that skilled person would achi eve success, and is
unlikely to be able to rely on the exanpl e as evi dence
of sufficiency.

c consideration of sufficiency

Claim 29 uses very general |anguage to describe the
invention. The claimitself is not a technical teaching
that tells the skilled person what in detail is needed
for an actual enbodinent. For information on this the
skilled person nmust rely on the description. Hs
general know edge is unlikely to be of any reliable
assistance in a case, such as the present, where
prevailing technical opinion expects failure.

To put into practice the subject matter of claim 29,
the skilled person would have to select an appropriate
segnent of an outer surface protein of a filanentous
phage "providing an outer surface transport signal
recogni zed by a cell infected by such phage such that
the chineric protein is assenbled into the coat of
phage particles produced by said cell". The skilled

person m ght hope that choosing such a segnent that

wor ked to position the whol e phage surface protein,

m ght also work to position the chinmeric protein on the
surface but prevailing technical opinion considered
this unlikely in general, and even the patent suggest
it may be critically dependent on an appropriate
junction between the two parts.
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Secondly, the skilled person would have to select a
sui t abl e protei naceous bi ndi ng domai n that bound his
predeterm ned target material and that could be got

into the surface of the phage.

Thus, claim?29 by itself provides no teaching that the
skilled person could reproduce relying only on his
general know edge.

Referring to the description, the skilled person wll
find a single exanple, Exanple I, using a BPTI-derived
bi nding protein to be displayed on an ML3 phage. The
exanpl e enphasi zes throughout that it only gives a
hypot heti cal exanple of a protocol. Fromreading the
exanpl e al one the skilled reader cannot derive any
certainty that the invention clainmed in claim29 can be
got to work according to the protocol.

The appel | ant has provi ded experinental evidence
(docurments (100), (101), (103), (104), (125)

and (126)), which however, only goes to show that a
sonmewhat varied protocol, conpared to the hypothetica
protocol of Exanple 1, could be got to work, together
with further evidence by distinguished experts in the
art (documents (107) and (131)), that the variations
woul d have been routine for the person skilled in the
art. The respondent chal |l enged whet her even these
experinments showed that the varied protocol allowed one
to achi eve success.

However, the experinmental protocol followed in this
addi ti onal experinmental evidence differs in several
respects fromthe teaching of the patent in suit. For
instance, in the % -trypsin binding assay of
docunent (100), the use of Tween and three washes as
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wel | as the absence of cold trypsin in the washing of
the filters have been introduced, according to
docunents (125) and (127), to avoid the clogging of the
filters, so that they fulfil the functional definition

gi ven on page 48, lines 50 to 52 of the patent in suit,
whi ch states that the "filter ... allows passage of
unbound trp or AHtrp.". This sentence, however, does

not inmply or suggest that clogging of the filter may
occur. Furthernore, the patent in suit, also gives on
page 48, lines 56 to 57 a second functional definition
of the filter: it should allow protei naceous materi al

wi th a nol ecul ar wei ght bel ow 300 kDa to go through. In
view of these two functional definitions, it seens

hi ghl y questi onabl e whether it was necessary to conme to
the nodifications used in docunent (100), which are not
suggested in the patent in suit, even if for other

pur poses they were sonething known and routinely used
by the skilled person at the priority date of the
patent in suit.

Furthernore, although the patent in suit nmentions in
several instances possible sources of problens and ways
whi ch m ght solve them (cf infra, point 24), it is
silent about the clogging of the filters. On the other
hand, Dr Ward states on paragraphs 8 and 9 of his

decl aration (docunment (107)) that these changes nade to
the 2| -trypsin binding assay result in an optinization
of the signal-to-noise ratio.

Anot her difference with the patent in suit is that said
bi nding assay is carried out as reported in

docunent (100) with 10! phages instead of 10!2. Further,
the specific radioactivity of the % used in
declaration (100) is 1.5 tine higher than that of the
patent in suit. These two nodifications can hence be
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expected to slightly reduce the retained radioactivity
due to the di mnished phage concentration, but to

i ncrease the signal-to-noise ratio by reducing an
eventual clogging of the filter, as suggested by the
appel l ant, and increasing the specific radioactivity
bound to BPTI, thereby inproving the significance of
the results obtained.

Figure 2 of docunent (100) conparing the results
obtained in said assay with LG/ (ie the construct of
the patent in suit supposed to display BPTlI on its
surface) and the negative controls w thout any phage or
with ML3npl8 is therefore an optim zation of the
results that the skilled person woul d have obtai ned at
the priority date follow ng the protocol of the patent
insuit. If the error bars in said Figure 2 are
depicted at scale, then the values of radioactivity
incorporation in LG/ and the negative controls overlap
and the overall increase of radioactivity retained on
the filters in the case of LG/ over the negative
controls is rather faint. Wthout the optim zation of
the signal -to-noise ratio due to the nodifications of

t he binding assay, the result would be even worse. It

i s thus dubi ous whether the skilled person trying to
reproduce the teaching of the patent in suit would have
considered the results as significant, especially in

vi ew of prevailing technical opinion.

| f the protocol does not work as described, the Board
cannot assune that the variations are routine, even on
the basis of the expert evidence. In the absence of

evi dence that the protocol as stated succeeds, the
Board nmust assune that follow ng the protocol as stated
the skilled person would fail. Even if it were true
that with mnor variations of the protocol as stated,
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the skilled person would in fact succeed, this is not
sonething that the skilled person would be aware of.
Gven that failure is the result he would in any case
be expecting from prevailing technical opinion, any
further efforts of the skilled person would amount to
enbar ki ng on a research progranmme wi th no expectation
of success.

Nor can certainty of success with even one way of
carrying out the invention be drawn from any other part
of the description. The patent in suit draws the
attention of the skilled person to various sources of
failure: for instance, on page 25, lines 7, 29 and 45,
on page 45, lines 10 to 18 and from page 49, line 35 to
page 52, line 9. Basically, the renedi es suggested in
case of failure (page 49, line 35 to page 52, line 9)
are, depending on the cause of the failure, the
nodi fi cation of the junction between the signal
sequence and the BPTI sequence, of the junction between
t he BPTI sequence and the sequence of the coat protein,
the addition of a random sequence or even, "...if none

of these approaches produces a working chineric

protein,...a different signal sequence or a different
OSP [outer surface protein] in M3.... or another
genetic package..." (page 52, lines 7 to 9). This

basically inplies that every constituent of the genetic
package or of the chinmeric protein can be a source of
failure and may have to be changed. The suggestion that
it mght even be necessary to | ook for another genetic
package also inplies that the subject-matter clained in
t he i ndependent claimof the main and the auxiliary
requests 1 to 4 relating to the chinmeric protein, which
is restricted to the use of a phage as a genetic
package, nmay not be achievable at all. In other words,
the patent in suit itself casts strong doubts on the
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possibility to performthe clainmed object. Furthernore,
since every el enent of the solution proposed in the
patent in suit (ie, signal sequence, outer surface
protein, genetic package) may be, according to the
sentence of the patent in suit (page 52, lines 7 to 9)
nmenti oned above, a potential source of failure, the
patent in suit does not provide the skilled person with
a real guidance to performthe clainmed subject-matter
but on the contrary, in the Board's view, offers
nothing else to the skilled person than an outline of a
research programme. An invention, however, is supposed
torelate to a solution to a technical problem First
to performa research programe that the patentee has
outlined but not hinself performed, and for which the
prospects of success appear poor, is not a burden that
can be put on a skilled person trying to reproduce an

i nvention.
25. In the hypothetical protocol the protein used is BPTI
stated to be chosen because it is a small, very stable

protein wwth a well known 3D structure (see page 127 of
application as filed). If the skilled person would not
have succeeded with this, where the chances of success
seened better than for anything else, the only likely
conclusion he would draw is that the patent
specification does not contain sufficient information
to carry out the subject matter of claim?29, if this
can be carried out at all.

26. Since the subject matter of claim?29 of the main
request is not sufficiently described to neet the
requi renents of Article 100(b) EPC, the nmain request

must be refused.

Auxiliary requests 1, 2 and 3

1599.D Y A
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These requests contain respectively a claim26 or a
claim25 with identical wording to claim?29 of the main
request, and nust thus be refused on the same ground as
t he main request.

Auxi | iary request 4

28.

Or der

Claim25 of this request corresponds to claim?29 of the
mai n request but restricted to the segnment of the outer
protein being of a filanmentous phage bei ng sel ected
fromthe group consisting of glll or gVIIl protein or a
segnent thereof. However the hypothetical exanple uses
the gVIll protein, and the argunents for |ack of
sufficiency apply in the sane manner as for claim29 of
t he main request.

For these Reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

P. Crenpna L. Galligan
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