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Summary of Facts and Submn ssions

1344.D

The opponent filed an appeal against the decision of
the opposition division of 3 March 1998 to nmaintain the
patent in anmended form

The patent was opposed on the grounds of |ack of
novelty and inventive step.

The foll ow ng docunents are relevant for the decision:

(a) filed during the opposition proceedi ngs:

D1: Sartorius Henoprocessor 400 20 - operating
I nstructions, 9/1984;

D3: US- A-4 204 957

D5: US-A-4 776 837

(b) filed together with the statenent of grounds:

D6: US-A-4 778 450;

D8 Drukker..., Replacenent of renal function by
di al ysis, page 432;

D9: Brochure RP6 HP, dialyzer with RP AN 69
menbr ane;
D10: M De Paepe..., Evaluation of henofiltration

with different AN 69 nenbrane devi ces using
a di scontinuous flowsingle needle system
pages 87 to 91.
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Fol |l owi ng a request from both parties oral proceedings
have been held on 14 March 2001. At the end of the ora
proceedi ngs the requests of the parties were as
fol | ows:

The appel | ant requested that the decision under appea
be set aside and the patent be revoked.

The respondent (patentee) requested that the decision
under appeal be set aside and the patent be naintained
in amended formwith clains 1 to 5 filed on 12 March
2001 (rmain request) or to remt the case to the
opposition division for further prosecution (auxiliary
request).

Caim1, as filed on 12 March 2001 reads as foll ows
(the features of the characterizing part have been
i ndividuated with letters for |ater easier reference):

"A continuous henofiltration system (10) for renoval of
fluid fromthe blood of a patient, conprising
henofiltrati on neans (24), neans (16) for punping bl ood
froma patient through the henofiltration neans (24)
and back to the patient, a first reservoir (50) for

mai ntai ning a supply of infusate (52), first punping
nmeans (60) for punping the infusate (52) fromthe first
reservoir (50), a second reservoir (74) for receiving
drained fluid (76) fromthe henofiltration neans (24),
second punpi ng neans (66) for punping the drained fluid
(76) fromthe henofiltration neans (24) to the second
reservoir (74), first weighing neans (54) and second
wei ghi ng neans (78) for nonitoring the weight of the

i nfusate (52) and drained fluid (76) and generating

wei ght data signals correlated thereto, and contro
nmeans (12) operably connected to the bl ood punping
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means (16) and to each of the first and second punping
nmeans (60, 66) and the first and second wei ghi ng neans
(54, 78), the control neans (12) conprising a conputer
for operating the first and second punpi ng neans (60,
66), wherein the control neans (12)receives the wei ght
data signals generated by the weighting neans (54, 78)
and determ nes fromthe wei ght data signals the wei ght
of infusate and drained fluid in the first and second
reservoirs (50, 74) respectively and wherein the bl ood
punpi ng nmeans (16) is responsive to control signals
generated by the control neans to vary the flow rate of
the bl ood through the henofiltrati on nmeans (24)
characteri zed

a) in that the first punping neans (60) is for punping
the infusate (52) fromthe first reservoir (50) to the
henofiltration nmeans; in that the control neans
conputer is programmed to operate the first and second
punpi ng nmeans (60, 66) only when the bl ood punping
means (16) is operating,

b) in that the control neans (12) determ nes the weight
of the infusate and the drained fluid in the first and
second reservoirs (50, 74) at regular intervals,

c) conpares those determ ned wei ghts to correspondi ng
predet erm ned conputer weights, and,

d) in response to said conparison, generates contro
signals to adjust automatically as necessary on an
ongoi ng basis during henofiltration the rates of
punpi ng of the infusate and drained fluid whereby a
presel ected anount of fluid is renoved fromthe bl ood
over a preselected tine period".
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The appel | ant argued as foll ows.

The pressure al arns di scl osed on page 21 of docunent D1
caused the imrediate stop of all punps. In particular,

t he venous pressure al arm nentioned under nunber 2
becane active when the pressure fell below a set val ue.
The stop of the blood punp resulted in a conplete
pressure drop, so that the first and second punp (drain
and i nfusate punps) could be operated only when the
operation of the blood punping neans net the

requi renents of feature a) of claiml1l. The neasure of
determining the weight at regular intervals as required
by feature b) of claim1l was a banal feature common to
all digital equipnents. The system disclosed in
docunent D1 was al so adapted to conpare the neasured
wei ght values of the infusate wth the set values to be
reached at the end of the treatnent, see page 15; a
conti nuous neasurenent of the infusate fl ow was equal ly
mai nt ai ned by the apparatus of docunent D1 (see

page 18, FiltratfluR), as in feature c) of claim1l.
According to page 5 of docunent D1, all nonitoring and
control functions were governed by a m croprocessor
which - like all digitally operating neans - determ ned
the values at regular intervals, so that also

feature d) of claim1l was essentially known from
docunent D1.

Regardi ng the inventive step, the problemto be solved
by the patent in suit was to inprove the accuracy in
the delivery of the infusate and in the drain of fluid
waste. A weight control system as suggested by the
patent in suit was known from docunent D3 cited in the
description of the patent in suit.

Docunent D6 was rel evant in assessing the inventive
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step of claim1l because it disclosed the central idea
of the invention of using a conpletely weight-based
control systemin order to inprove accuracy, see
colum 1, fromline 34, colum 2, fromline 26.

The respondent argued as foll ows:

Since in the system accordi ng docunent D1 the vari ous
punps were controlled by pressure signals, a certain
time delay between a stop of the blood punp and its
repercussi on on the venal pressure was unavoi dabl e.
During this delay period the drain and infusate punps
woul d still operate and therefore the condition of the
feature (a) of claim1l1l that the other punps operate
only when the bl ood punp operates was not net.

The control system according to docunent D1 was based
on the principle to continually check whether set end
val ues for the weight of the infusate and of the

drai ned fluid had been reached, whereas according to
claim1 also internedi ate set val ues were conpar ed.
Therefore also features b) and c) of claim1l were not
di scl osed by docunent D1.

The problem of the invention was to achi eve a | evel of
accuracy which could make the apparatus suitable al so
for use with infants and premature babies. The | ack of
accuracy inherent to the apparatus according to
docunent D1 coul d have been overcone in several ways
all of which were different fromthe one suggested by
the patent in suit. The pressure control could have
been conceived like in docunent D5, columm 6, from
line 11, or the systemitself could have been changed
froma pressure-based to a flow or a weight-based
control system The inplenentation of the weight-based
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control systemcould al so have been carried out in

di fferent ways. For exanple docunent D3 suggested to
control only the infusate punp. That all neant that
there was nore than one known solution to the probl em
of inproving the accuracy of the apparatus, but there
was no docunent that hinted at the one suggested by the
patent in suit.

The teachi ng of docunment D6 was of no rel evance for the
patent in suit because there was nothing in docunent D6
whi ch woul d pronpt a skilled person to change the known
pressure-based control of docunent D1 to the weight-
based control of the patent in suit. Docunment D6 was
only concerned with an intravenous supply system which
was not described to be a part of a henofiltration
system There was also no hint to use a weight-driven
control for the infusate and the drained fluid punps.
Even if the skilled person |earned from docunent D6 to
replace the indirect end point control of the infusate
punp of docunent D1 with the direct continuous contro
of docunment D6 he would do that for only one punp.
Furthernore, the features of claim1 which now were
contested on the basis of docunent D6 were contai ned
also in the original version of claim11. That neant
that there existed no justification for the late filing
of docunent D6.

Reasons for the Deci sion

1344.D

The appeal is adm ssible

Novelty and inventive step having regard to the
docunents of the state of the art filed during the
opposi ti on proceedi ngs.
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It is undisputed that the nearest docunent of the state
of the art filed during the opposition proceedings is
represented by docunent D1 which discloses all the
features of the precharacterizing part of claiml.

Claim1l distinguishes therefromby its characterizing
part.

The device according to docunment D1 di scl oses punping
nmeans for the infusate (substitution solution) which
does not punp the infusate to the henofiltration neans
but to an air detector. Furthernore no conputer is
provi ded which directly operates the punpi ng neans by
conparing the weight of the drained fluid and of the

i nfusate at regular intervals with set val ues and by
generation of control signals to adjust on an ongoi ng
basis the punping rates. Docunent Dl di scl oses a
traditional pressure-based control system The ongoing
control which is provided by the device of docunent D1
is that of the transnenbrane pressure (TMP). In
operation the systemnonitors the TMP and adjusts the
drained fluid punp to keep the TMP constant. A wei ght
control is also provided for the weight | oss and the

i nfusate so that when the actual values match the set
end val ues the procedure is ended. The weight contro
Is therefore nerely an end point control.

Contrary to the contention of the appellant, the device
according to docunent D1 does not disclose a contro
warranting that the infusate and drain punps operate
only when the bl ood punp operates. Docunent D1

di scl oses a control system where - when the bl ood punp
stops - an alarmis triggered which then initiates the
ot her punps to stop. This chain of conmand transm ssion
necessarily inplies a delayed stop of the blood punp

1344.D Y A
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which is avoided in the systemaccording to the patent
in suit where the conputer warrants that the other
punps can only operate when the bl ood punp runs.

There is no explicit disclosure in docunent D1 of a
wei ght determ nation at regular intervals. The
digitally operating neans (m croprocessor) of docunent
D1 does not conpare the weights at regular intervals.
The formul ation of feature c) of claim1 inplies that
the nmeasured values are conpared with a sequence of

i nternmedi ate values stored in the conputer and not
merely with end point values. There is nothing to
justify the assertion that docunent Dl di scl oses an
automati ¢ adjustnent on an ongoi ng basis of the rates
of punping; furthernore there is no indication in
docunment D1 that the renoval of a presel ected anount of
fluid should be done over a preselected tinme period
(feature d)).

Starting fromthe teaching of docunent Dl the problem
to be solved derives fromthe observation that by using
hi gh perneability nenbranes the pressure control system
becones | ess reliable because normal changes in bl ood
pressure are sufficient for varying the fluid

wi thdrawal rate in such a manner as to be intol erable
by the patient (see docunent US-A-4 769 131, cited in
the description of the patent in suit, colum 1, from
|l i ne 55). The purpose of the invention is therefore to
create a nore accurate and reliable henofiltration
system see description of the patent in suit,

colum 1, fromline 50.

Thi s purpose has been attained by the apparatus
according to the patent in suit by a totally wei ght
driven, ongoing control systemaccording to the
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characterizing part of claiml. Wth the system
according to the patent in suit TMP fluctuations as
caused, for exanple by the presence of air bubbles,
have no effect on the quantity of drained fluid.

No conbi nation of the docunents of the prior art

subm tted during the opposition proceedings can lead in
an obvious way to the invention. Docunent D3 discl oses
a systemto supply a quantity of substitute fluid to
the purified blood which is a constant proportion of
the filtrate withdrawn fromthe bl ood and therefore
does not disclose punp control signals generated upon
conmpari son of the weight of infusate and drained fluid
Wi th predeterm ned conputer weights |ike the
characterizing part of claim1.

Accordingly the subject-matter of claim1 is novel and
i nventive having regard to the docunents cited during
t he opposition proceedi ngs.

The new docunents filed during the appeal proceedings.

The new docunent D6 has been filed by the appell ant
with the statenment of grounds as direct reaction to the
deci si on under appeal .

The Board consi ders docunent D6 being relevant to such
an extent that it could have possibly influenced the
Qpposition Division in its decision.

The further late filed docunents D8, D9 and D10 have
been also filed together with the statenent of grounds
as direct reaction to the appeal ed decision, in
particular to argue against the definition of the
problemin the appeal ed deci sion.
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Accordingly docunents D6, D8, D9 and D10 shoul d be
considered in the procedure.

4. Fol | owi ng a correspondi ng request fromthe respondent
(patentee), the Board finds it appropriate to remt the
case to the first instance for further prosecution in
order to grant the patentee two |levels of jurisdiction.

Or der

For these reasons it is decided that:

1. The deci si on under appeal is set aside.

2. The case is remtted to the Qpposition division for
further prosecution.

The Regi strar: The Chai r man:

V. Conmmar e W D. Wi ld
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