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Summary of Facts and Submn ssions

1847.D

Eur opean patent No. 0 484 517 was granted with a set of
cl aims consisting of an independent claim1l for an
assenbly, with clains 2 to 4 depending thereon, an

i ndependent nethod claim5, with clains 6 to 7
dependi ng thereon, and claim8 depending on any of the
precedi ng assenbly or nethod clains. The i ndependent
clainms read as follows:

"1. A blood or blood conponent processing assenbly
conpri si ng:
A functional bionedical device (14,24) for
treating bl ood or bl ood conponents including a
| eukocyte depletion filter;
a conduit (12,22) connected to the functiona
bi onedi cal device, and
a first gas inlet (13,23) upstream of the
functional bionedical device, said gas inlet in
conmuni cation with the functional bionedica
devi ce and the conduit, said gas inlet including a
| i guophobi ¢ nenbrane for passing gas therethrough
and having a bacterial blocking pore rating.

5. A net hod of processing bl ood or bl ood conponents
conpri si ng:
passi ng bl ood or bl ood conponents through a
conduit (12,22) and a | eukocyte depletion filter
of a functional bionedical device (14,24) for
treating bl ood or bl ood conponents connected to
the conduit; and flow ng gas through a first gas
inlet (13,23) upstream of the functiona
bi onedi cal device, said first gas inlet in
communi cation with the functional bionedica
devi ce and the conduit, to recover blood or bl ood
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conmponents in the functional bionedical device
and/ or the conduit, said first gas inlet including
a |liquophobi c nenbrane for passing gas

t heret hrough and having a bacterial bl ocking pore
rating."

Three notices of opposition were filed against the

patent, supported, inter alia, by the follow ng
docunent s:

D5: JP-A-2 063 470 (with English translation)

D6: US-A-4 009 714

D7: JP-A-64 005 563 (with English translation)

D8: US-A-4 126 558

Reference to D5 and D7 will be made in this decision to
the English translation of these docunents.

The patentee relied inter alia on the foll ow ng
docunent s:

P2: Report by Jerard Seghatschian, Ph.D., dated
28 August 1997.

At the end of the oral proceedi ngs which took place
bef ore the opposition division, the patent was revoked
on the ground that the subject-matter of the

I ndependent clains 1 and 5 | acked an inventive step.

An appeal was | odged by the patentee who, with the
statenent of the grounds of appeal, filed a first and a
second auxiliary set of clains.
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Claim1 of the first auxiliary request was essentially
as granted, except that the introductory part read:

"A bl ood or bl ood conponent processing assenbly for use

in closed systens conprising ..

Li kewise, claim5 of the first auxiliary request was as
granted except for the introductory part which read:

"A nmethod for processing blood or blood conponents

using a cl osed system conprising ...

Caim1 of the second auxiliary request was further
anmended with respect to claim1l of the first auxiliary
request in that it incorporated at the end of the

clai mthe additional phrasing "and a gas outl et
downstream of the functional bionedical device, said
gas outlet including a nenbrane for passing gas

t heret hrough and having a bacterial bl ocking pore
rating."

Caim5 of the second auxiliary request was anended
Wth respect to claim1 of the first auxiliary request
to include, prior to the step of flow ng gas through a
first gas inlet, the additional feature of "flow ng gas
ahead of the bl ood and bl ood conponents through a gas
out| et downstream of the functional bionedical device,
said gas outlet including a nenbrane for passing gas

t heret hrough and having a bacterial bl ocking pore
rating."

The dependent clainms 2 to 4 and 6 to 8 of both
auxiliary requests were as granted.
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At the oral proceedi ngs, which took place on 6 June
2002 in the absence of respondent Hemasure Inc., the
appel l ant submtted a third auxiliary request based on
the nethod clains 5 to 8 of the first auxiliary
request .

The appellant's argunents, submtted orally and in
witing, may be summarised as foll ows:

- Wth regard to the closest prior art D5, the
problemto be solved by the patent in suit was to
provi de an inproved assenbly for processing bl ood
and bl ood products in closed systens.

- The solution as proposed in claim1l was an
assenbly characterised by a gas inlet upstream of
the functional bionedical device. In D5, the gas
i nl et was downstream of the | eukocyte filter.

To denonstrate the advantage of the clainmed assenbly,

t he appel l ant produced at the oral proceedings a sanple
featuring a gas inlet upstreamof the functiona

bi onedi cal devi ce.

The respondents' argunents were briefly as follows:

- The assenblies as clainmed were not restricted to
t he enbodi nent used for denobnstration at the ora
proceedi ngs. An inventive step could therefore not
be based on an advantage whi ch may be exhi bited by
the sanple but was not related to technica
features stipulated in the clains.

- Wth regard to D5, the problemto be solved by the
patent in suit could only be seen in the provision
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of a further assenbly for processing bl ood
conponent s.

- Assenblies in which a gas inlet was arranged
upstream of the functional bionedical device were
nunmerous in the art.

- D5 not only disclosed an assenbly suitable for use
in closed systens but a closed system per se.

- The assenbly according to D5 was al so provi ded
with a gas outlet.

- The cl ai ned assenbli es and net hods therefore
| acked an inventive step.

I X. The appel |l ant requested that the decision under appea
be set aside and, as nmin request, that the patent be
mai ntai ned as granted or, in the alternative, on the
basis of the first or second auxiliary request filed
with letter of 2 Cctober 1998 or on the basis of
clains 5 to 8 of said first auxiliary request (third
auxi |l iary request).

The respondents Teruno Kabushi ki Kai sha and Freseni us

Medi cal Care Deutschland GrbH requested that the appea
be di sm ssed.

Reasons for the Decision

1. Mai n request

1.1 Claim1l is directed to a blood or bl ood conponent
processi ng assenbly essentially defined by the

1847.D Y A
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foll owi ng features:

(1) a bi onedi cal device including a | eukocyte
filter,
(1) a conduit connected to the bionedical device,

(iii) a gas inlet upstreamof the bionedi cal device,
in conmuni cation with the conduit and said
devi ce,

(iv) the gas inlet including a |iquophobic nenbrane
for passing gas therethrough and having a
bacterial bl ocking pore rating.

The Board concurs with the parties in that D5, which

di scl oses an assenbly conprising the above features
(i), (it) and (iv), should be considered to represent
the closest prior art. The known assenbly further

i ncorporates at |east one gas comuni cating part which
assunmes both functions of a gas inlet and outlet. The
description, however, only indicates that this gas
communi cating part is |ocated on the housing of the

bi onedi cal device but not as to whether it is upstream
or downstream of the bionmedical device (see clains 1 to
4, description page 12, first full paragraph, to

page 14, first full paragraph).

A cross section of the filtering device according to D5
Is best seen in Figure 6 showing a housing 1 provided
with an inlet 2 and an outlet 3, which are connected to
an inlet plenumA and outl et plenum B, respectively.
The inlet and outlet plena are separated by a filtering
material 12. The gas inlet 6 wwth its seal 7' and
menbrane 15 is on the outer side of the housing 1 and
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in direct contact with the outlet plenum B. According
to the description, at the end of the filtering
process, sone of "the filtered erythrocyte preparation
remains in the filtrate flowi ng spaces B and in the
conduit" leading to the bl ood recovery bag. "Therefore,
when the seal 7' is peeled off for introduction of air
therefrom the erythrocyte preparation flows downward
by gravity head to be collected in the bl ood recovery
bag" (page 14, first full paragraph). The Board thus
deduces fromthe description and Figure 6 that the gas
inlet is in direct contact with the filtrate side of
the filtering device 1. The Board therefore concurs
with the appellant that the gas conmunicating part is

in D5 downstream of the | eukocyte filter, and
consequently downstream of the bionedi cal device.

1.3 Wth reference to the sanple denonstrated at the ora
proceedi ngs, the appellant has submitted that in view
of D5, the technical problemto be solved by the patent
in suit is the provision of an assenbly
(a) for treating blood in "cl osed systens”,

(b) which gives an inproved yield of filtered bl ood,
(c) wth extended shelf life of the blood product and

(d) which requires | ess personnel for its handling.

1.4 It is irrefutable that the solution proposed in claiml
Is an assenbly which is only distinguished fromthat of
D5 in that the gas inlet is |ocated upstreamof the

bi onedi cal devi ce.

1.5 The question that needs be addressed by the Board is

1847.D Y A
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therefore not as to whether the assenbly provided for
denonstration at the oral proceedi ngs solves the
technical problen(s) as stated in point 1.3 above but
whet her the sol e distinguishing feature of the proposed
solution, nanely the different |ocation of the gas
inlet, is essential for solving said problen(s).

Re. partial problem(a)
Use in a closed system

The appel | ant has conceded that claiml is not directed
to a closed systembut that the clainmed assenbly is
arranged such that it can be used in a closed system
In the Board's view, however, the assenbly according to
D5 is equally suitable for use in a closed system (for
details, reference is made to point 4.2 below). The
Board therefore holds that the partial problemin
guestion does not exist wth respect to D5.

Re. partial problem (b)
Filtration yield

The respondents have observed that D5 expressly states
that "alnost all of the blood or other |iquid remaining
in the housing after the treatnent can be di scharged
fromthe housing by opening the on-off neans and
introducing the air, resulting in trenendously reduced
amount of the blood remaining in the housing. Effective
use of approximtely 100% of the precious bl ood or
other liquid is thereby enabl ed" (page 15, first ful
paragraph). In consequence, the yield is already
maxi m sed in D5.

The appel l ant has submtted that the above statenent in
D5 has to be seen in the light of the fact that the gas
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inlet in D5 is downstreamof the blood filter. Upon
openi ng of that gas inlet, air will not get through the
wet filter, due to its surface tension, so that only
the plenum B on the outlet side of the filter will be
drai ned. Thus, there will be blood remaining in the
inlet plenum A upstreamof the filter and in the
conduit connecting the blood bag with the filtering
device (see also D5, Figure 6 and point 1.2 above).
Thus, the above quoted passage in D5 should only be
interpreted as relating to an assenbly which all ows
"100% recovery of the filtered blood". The appellant,
however, concedes that due to the same occurrence of
surface tension, a portion of the blood will remain in
the clai ned assenbly at the end of the bl ood processing
process despite the gas inlet being fully open (see

al so patent in suit, colum 15, lines 40 to 44 and

| etter dated October 18, 2002, page 4, |ast paragraph
to page 5, paragraph 1 and page 7, paragraph 3). The
difference with respect to D5 is that, since the gas
inlet is on the upstreamside of the filter, the
remaining blood will be in the outlet plenumof the
housing and in the conduit |eading to bl ood recovery
bag. The advantage here is that sections of the bl ood
filtrate remaining in the conduit downstream of the
filter could be put to useful purpose and therefore
shoul d be accounted as part of the recovered product.

Even if the effect of the surface tension is contested
by the respondents (see point 1.5.5 below), the Board
can interpret in favour of the appellant that, at best,
neit her assenbly allows full use of the blood to be
filtered. In D5, part of starting material will remain
upstream of the filter whilst with the cl ai ned
assenbly, part of the filtrate will not reach the
recovery bag. Since the volunes nmade up by the conduits

1847.D Y A
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and the plena, upstream and downstream of the filter
are neither stipulated in the claimnor indicated in
the prior art, the Board cannot see how a conpari son
can be drawn as to the volunes of bl ood or blood
conmponents held up in those parts after the filtration
has been conpl eted. This consideration is not altered
by the (unproven) hypothesis that, wth the cl ai ned
assenbly, the filtrate remaining in some sections of

t he downstream conduit could be recovered as part of
the yield. Consequently, the Board is not convinced
that the clainmed assenbly achi eves the aimof inproving
the blood filtration yield with respect to D5.

Re. partial problem(c)
Shelf life of blood product

It is well known in the art that air present in stored
bl ood or bl ood conponents may decrease their storage
life. However, there is no indication in the patent in
suit, nor has the appellant submtted, that the gas
inlet in any way contributes to alleviating this
problem On the contrary, it is clearly suggested in
the description that the assenbly be provided with a
gas outlet so that gas can be renoved during the
initial collection and processing steps (colum 2,
lines 11 to 33; colum 3, lines 3 to 7; colum 4,
lines 17 to 21 and colum 8, lines 29 to 35).

The sane problemarising fromthe presence of air in

bl ood products is addressed in D5 which offers the sane
solution, nanely the provision of a gas outlet to
renove air (page 3, first full paragraph and page 14,

| ast paragraph). The Board therefore cannot accept that
the patent in suit solves the technical problem of
extending the shelf life of the filtered blood in
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respect of D5.

Re. partial problem(d)
Ease of handling

The appel | ant has expl ai ned that, using the clained
assenbly, the gas inlet may be opened at the begi nning
of the filtration process to displace the blood or

bl ood conmponents on the upstream side of the filter.
Due to surface tension of the wetted filter, the liquid
flow would automatically stop when air contacts the
face of that filter. Thus, no control by personne

woul d be required up to the conpletion of the
filtration process. On the other hand, a gas inlet

| ocat ed downstream of the filter as in D5 can only be
opened at the end of the filtration process and
personnel is thereby required to shut it off in time so
that air may not be introduced into the bl ood recovery
bag with the filtrate.

The respondents have replied that the pore size of a

| eukocyte depletion filter is known to vary over a w de
range so that claim1 enconpasses those filters which
are still capable of passing air at | ow pressures even
when they are wet. Furthernore, the recommendation in
the patent in suit to separate purge air fromthe bl ood
product would inply that air introduced for draining
the assenbly nust have passed through the wet filter
(see colum 17, lines 21 to 36, in particular |ines 33
to 34). The occurrence of surface tension invoked by
the appellant is therefore strongly contested.

Leaving the question pertaining to the surface tension
at the wetted filter open, the Board observes that
personnel is required to the sane extent for opening
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the gas inlet, whether it be upstream or downstream of
the filter. Furthernore, as soon as the gas inlet is
opened in D5, the blood remaining in the downstream
part of the filter will be drained instantly so that
additional time is barely required for the sane person
to turn it off. Therefore, the Board in any case fails
to recognise that significant saving in personnel can
be achieved with the present assenbly.

As corollary of the above, the Board holds that, with
respect to D5, the technical problemsolved by the
patent in suit can only be seen in the provision of a
further assenbly for processing blood or blood
conponents having substantially the sane advantages as
those disclosed in the prior art.

The question is therefore whether the alternative of
provi ding that gas inlet upstream of the functional

bi onedi cal device as stipulated in claim1l rather than
downstream of such device as in D5 is obvious in view
of the available prior art.

It is undisputed that nunerous assenblies exist in the
prior art in which a gas inlet is incorporated upstream
of a functional bionedical device. For exanple, D6

di scl oses an intravenous solution filter unit (thus, a
functional bionedical device) in which the filter unit
30 is connected to an upstream conduit 39 which
includes a liquid inperneable filter 40 (see title,
Figure 6 and colum 5, lines 16 to 18). D7 discloses an
apparatus for renoving inpurities in blood which

i ncorporates a three-way cock 20 upstream of the
filters 6 and 7 (see Figure 1, description page 4
second paragraph and | egends, page 6). In D3, the bl ood
filtration unit conprises a filter cartridge disposed
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within a filter housing. Attached to the filter housing
is a drip chanber and disposed in the side wall of the
drip chanber is an air valve 17 (columm 1, lines 62 to
66, colum 3, lines 15 to 16, Figure 2).

In D6, the air is introduced through the filter nedia
40 into the container to equalise the pressure within
the container and provide a continuous flow of solution
(colum 5, lines 17 to 21). In D7, the three-way cock
i's opened to introduce air and to push out the plasna
remaining in the filter (page 4, first sentence of
paragraph 2). In D8, the valve is also opened to drain
the filter unit (D8, colum 2, lines 28 to 30).

In summary, the available prior art not only provides
exanpl es of assenblies exhibiting a gas inlet upstream
of a functional bionedical device, these gas inlets

al so serve the sane purpose as in the patent in suit
and in D5, nanely to equalise the pressure in the
system so that liquid can be drained fromthe system
(see D5, page 14, first full paragraph and patent in
suit, colum 17, lines 45 to 59). The Board therefore
hol ds that, when seeking an alternative to the assenbly
according to D5, the skilled person woul d nost
naturally enul ate exanples in the art which performthe
sanme function. In doing this he would provide a gas

i nl et upstreaminstead of downstream of the functiona
bi omedi cal device. The nodification as proposed in
claim1 therefore |acks an inventive step with regard
to D5 in conbination with either of D6 to D8

(Article 56 EPC).

First auxiliary request

The text of claim1l of the present request differs from
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that of claim1 of the main request in that it now
expressly incorporates an intended use ("assenbly for
use in closed systens"). The Board construes such
stipulation as an additional functional feature
requiring that the clainmed assenbly be suitable for
sai d use.

As is already indicated in point 1.5.1 above and
further expounded in point 4.2 below, the Board is
convinced that the assenbly disclosed in D5 is also
suitable for use in closed systens. The finding of |ack
of inventive step for claim1l of the main request is
therefore also valid for present claiml.

Second auxiliary request

Caim1l of the present request further stipulates the
i ncorporation of a gas outlet downstream of the
bi omedi cal devi ce.

The appel |l ant has not submtted that the problemto be
solved with the additional feature is other than to
renove air during the initial and processing steps (see
al so point 1.5.3 above).

It is irrefutable that the proposed solution is not new
per se, as is also already noted in point 1.5.3 above.
It is still the case that the assenbly proposed in
claiml1l is nodified with respect to D5 only in that one
of the gas communicating parts i s noved upstream of the
filter to serve as gas inlet.

In the Board' s judgnent, the change of |ocation of the
gas inlet is obvious for the sane reasons as i ndicated
in point 1.6 above. On the other hand, the appell ant
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has not indicated that the separated gas inlet upstream
and gas outl et downstreamof the filter would interact
In a special way. As a consequence, the finding
regarding claiml of the main and first auxiliary
requests applies nmutatis nutandis to present claiml.

Third auxiliary request

The only independent claimof the present request
essentially stipul ates that

(1) a closed systemis used for processing blood or
bl ood conponents;

(i) bl ood or bl ood conponents are passed through a
conduit and a | eukocyte depletion filter; and

(1ii) gas i s passed through an inlet upstreamof the
filter to recover blood or bl ood conponents in
t he functional bionedical device and/or the
condui t,

(iv) said gas inlet includes a |iquophobic nenbrane
for passing gas therethrough and has a bacteri al

bl ocki ng pore rating.

Since claim1l expressly stipulates the use of a closed

system the Board needs to clarify the neaning of the
expression "cl osed systent before an assessnent on
i nventive step can be nade.

The appel |l ant has made reference to the report P2 in
whi ch the author decl ares that

"the term"cl osed systenf as understood in the art of
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bl ood processing refers to a systemthat allows
processi ng of bl ood or bl ood conponents w thout

conprom sing the sterility of the system The el enents
of the closed systens are manufactured by nethods which
guarantee that the bacterial sterility of the system
contents is nmaintained. C osed systens are produced as
a fully assenbl ed product under sterile manufacturing
conditions. Alternately, closed systens can be provided
just prior to use by neans of special "sterile docking"
t echni ques”.

An indication for an open systemis that the processed
bl ood conmponents nust be used within 24 hours,

ot herwi se they nust be discarded due to fear of

contam nation by bacterial gromh (see item9, pages 3
to 4).

In conpliance with that report, the appellant has
submtted that the term"cl osed systent essentially
means a "sterile system that allows processing of

bl ood or bl ood conmponents w thout conpromising its
sterility. A proof that the system according to the
patent in suit is closed/sterile arises fromthe
requi renent of a bacterial blocking nenbrane for the
gas inlet. In contrast, the systemaccording to D5
woul d not be considered a closed systemsince there is
no indication for exanple that the connecti on between
the conduit 24 and the blood bag 20 as illustrated in
Figure 7 of D5 is a "sterile docking”, or that the
connecti on between the conduit and | eukocyte filter 1
I's made under sterile conditions. Al so, the extended
portion of the conduit would not be an enbodi nent
usual ly applied in closed systens.

The above assertions are contested by the respondents
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who pointed out that such interpretation is neither
supported by the patent in suit nor consistent with the
di scl osure of D5.

I ndeed, the Board notes that the patent in suit
contains neither a direct indication nor a reference to
anot her docunent as to the exact neaning given to the
term"closed system. A concrete enbodi nent of a

cl osed, sterile blood processing systemaccording to
the patent in suit is, however, illustrated in

Figure 1. The assenbly is shown to include a first
contai ner 11 for collecting or holding blood, a second
contai ner 17 for receiving processed bl ood, conduits 12
and 15 for interconnecting the first and second
container. Interposed between the containers is a
functional bionedical device 14. This enbodi nent
includes a gas inlet 13 in conduit 12 upstream of the
device 14 and a gas outl et downstream of that device
(see al so description at colum 14, lines 26 to 39). In
the Board's judgnent, irrespective of the question as
to whether in the present case the term "cl osed" and
"sterile" may indeed be used interchangeably, the
criteria outlined by the appellant cannot be construed
to inply technical features beyond those shown in this
particul ar enbodinment. In particular, the Board cannot
accept the argunent that a cl osed system nust involve
"sterile docking" since this is only cited in the
report as one exanple for providing a closed system
(see P2, page 3, penultinmate paragraph: "closed systens
can (enphasis added) be provided just prior to use by
means of special "sterile docking" techniques").

The assenbly disclosed in D5 essentially conprises the
sane itens as illustrated in Figure 1 of the patent in
suit, with the exception that the gas comuni cating
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parts serving both as gas outlet and inlet are |ocated
downstream of the filter (see Figure 7, page 12, | ast
paragraph to page 14, first paragraph, and page 16,
first paragraph). In addition, the gas conmunicati ng
part is provided with a filter that permts gas
perneation but not the perneation of bacteria (page 2,
claimb5). According to the appellant's own subm ssion,
such a bacterial blocking nenbrane only nakes sense if
the systemis sterile and closed fromthe beginning.
Fromthe statenent in D5 that the incorporation of a
bacteri a bl ocki ng nenbrane prevents a contam nati on of
bl ood or bl ood products with bacteria and enabl es
aseptic recovery of the liquid (page 16, paragraph 1),
the Board further deduces that the known system al so
al l ows processing of blood or bl ood conponents w thout
conprom sing the sterility of the system Lastly, the
assenbly is applied to the preparation of |arge anounts
of bl ood products at a blood centre and not only for
bedsi de use (page 4, paragraph 1). There is no nention
that the prepared bl ood products nust be used within 24
hours for fear of subsequent contam nation by bacteria
during storage. Since the assenbly of D5 fulfills the
above criteria for a closed and sterile liquid treating
device, it is a closed systemw thin the neaning of the
patent in suit.

It is undisputed that D5 discloses a nethod for
processi ng bl ood or bl ood conponents using a | eukocyte
depletion filter. As discussed earlier, gas is passed
through an inlet to recover bl ood or bl ood conponents,
whi ch gas inlet includes a |iquophobic nenbrane for
passi ng gas therethrough and has a bacterial bl ocking
pore rating. The present process as clained is thus

di sti ngui shed fromthe process of D5 only in that gas
I's introduced upstreaminstead of downstream of the
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filter (see point 1.2 above). As a consequence, the
reasoning regarding claim1 of the main and first
auxiliary requests applies nmutatis nutandis to the
present method claimwhich is therefore found to | ack
an inventive step (see point 1.6 above).

O der

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

P. Martorana R Spangenber g

1847.D



