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Summary of Facts and Subm ssi ons
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Fol l owi ng an opposition filed by the appell ant agai nst
Eur opean patent No. 0 652 780 (International
publication No. WD 94/27 658), the Opposition Division
deci ded on 26 May 2000 to reject the opposition and to
mai ntain the clains as granted, after having considered
the state of the art represented, in particular, by
docunent s:

D1: DE-A-3 416 057, and

D2: US-A-4 710 164.

The reasons given by the first instance were that the
prior art docunents |led the skilled person to overcone
henodi al ysis rel ated hypotensi on by automatically
controlling the sodiumcontent of the dialysis fluid.
As could be taken from D2, the skilled person even was
directed away from any manual control or intervention
by the dialysis personnel. Even if the skilled person
had made the choice of controlling the sodi um
concentration of the patient's blood via the
henodi al ysi s machi ne, he would have been led to a fully
automatic control provided by a pre-programed unit
rather than to a manual ly actuable neans as defined in
claiml1l. Therefore, the prior art taught away froma
conbi nation of an automatic control with said manual ly
act uabl e nmeans, which advantageously all owed the
patient itself to initiate sodiumdelivery to the

di al ysis Iiquid whenever he felt unpleasant due to
begi nni ng hypot ensi on.

The appel | ant | odged an appeal on 29 July 2000 agai nst
the first instance's decision and filed a statenent of
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grounds on 4 Cctober 2000. The respondent (patentee)
replied on 20 April 2001.

In a comuni cation of the Board dated 15 July 2002 sent
following a sunmmons to attend oral proceedings, the
parties were inforned of the prelimnary opinion of the
Board according to which the subject-matter of claiml
as it stood appeared to |lack an inventive step.

The appellant replied on 14 Novenber 2002, filing a new
docunent :

D7: US-A-4 627 839.

The respondent replied in turn on 15 Novenber 2002,
filing additional sets of clains according to the first
and second auxiliary request.

Oral proceedings were held on 17 Decenber 2002, during
whi ch the respondent filed further amended cl ai ns
according to third and fourth auxiliary request. The

di scussi on was then focused on docunments D1, D2 and D7,
this latter having been introduced by the Board in the
pr oceedi ngs.

At the end of the oral proceedings, the requests of the
parties were as follows:

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

The respondent requested that the appeal be dism ssed
and that the patent be maintained as granted (main
request) or that the decision under appeal be set aside
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and that the patent be maintained in anended form
either on the basis of the two sets of clains filed
with letter dated 15 Novenber 2002 (first and second
auxiliary requests) or on the basis of a conbination of

claims 1 and 10 as granted (third auxiliary request) or

of claims 1 and 5 as granted (fourth auxiliary

request).

The parties submtted the foll ow ng argunents:

(i)

The appel | ant:

It is known fromthe background of docunment D2 to
prevent patient hypotension during henodial ysis
either manually by the dialysis personnel through
the direct injection of a bolus of saline into a
blood line to the patient or fully automatically
by way of the dialysis machine during the
treatnment. D2 discloses a fully autonated
apparatus for automatically initiating delivery of
sodiumto the dialysate in order to increase the
sodi um concentration upon occurrence of a

hypot ensi on episode, in conformty with the
precharacterising clause of claim21. Therefore,
the skilled person, fromthe very begi nning had

t he choi ce between a nmanual or a fully automatic
intervention. Athird internediate option was to
manual |y set the dialysis machine to a presel ected
val ue of the sodium concentration

Docunent D7 di scl oses a programabl e infusion
apparatus used to adm nister a nmedication to a
pati ent w thout recourse to a nurse, by which the
patient can trigger the admnistration of a
predeterm ned infusion of nedication at limted
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intervals. According to Figure 5, manually
actuabl e means are renotely connected with control
means (m croprocessor) for initiating the

adm ni stration of a dose. Since said manually

act uabl e nmeans are suitable generally for
automatically delivering a bolus of fluid in
response to a signal that may be generated by the
patient or other healthcare personnel, the
subject-matter of claim1 is suggested by the
conbi nati on of docunments D2 and Drv.

The features added to the first and second

auxi liary request, that the apparatus conprises a
housi ng and that the manual |y actuabl e neans

i ncludes a cable and a button at the distal end
thereof, are of trivial nature and al so known from
docunent D7. The features added to the third and
fourth auxiliary requests, to prevent sodi um

over dosi ng upon manual actuation by the patient,
are al so disclosed by D7, in particular by a
dosi ng button which allows the delivery of doses
at pre-selected tinme intervals.

The respondent:

Docunments D1 and D2 both provide fully automated
henodi al ysis systens for raising the sodi um
concentration in the dialysate in order to
overcome hypotension problens. In particular, D2
expressly excludes any manual intervention by the
di al ysi s personnel, which clearly | eads away from
any manual control.

Docunent D7 relates to a device for adm nistering
anal gesi ¢ nedication by the patient itself,
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whenever it deens it necessary. Even if the
probl em of avoi ding the burdens on the nurses is
generally the sane as in the present patent, this
docunent refers to a technical field which is far
renote from henodi al ysis and patient-controlled
delivery of a bolus of saline in the dialysate at
the first onset of hypotension. The person skilled
in the art, therefore, had no reason to conbine

t he teachi ngs of docunent D2 and D7, the nore
since it would not find in D2 any suggestion to do
so. A further indication of inventive step is the
notable sinmplicity of the solution, which despite
t he consi derabl e anmobunt of activity in this field
had escaped those concer ned.

The cl ai ns anended according to the various
auxiliary requests specify the neans used for
generating and transmtting a control signal in
response to actuation of the manually actuable
nmeans or for avoiding sodi um overdosi ng. These
means in conbination with the other features, are
not di sclosed by the cited docunents.

I X. The i ndependent clains according to the various
requests read as foll ows:

Mai n request (version as granted):

"A henodi al ysi s apparatus conprising a dialysate
source, a sodium source, a dialysis nenbrane connected
in fluid conmuni cation with each source, and a contro
nmeans operatively connected with the sodi um source for
initiating delivery of sodiumfromthe sodium source to
the dialysate to increase the sodiumconcentration in
the dial ysate at the nenbrane,
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characterised by a manual | y actuabl e nmeans (12)
connected with the control neans, the control neans
bei ng responsive to a signal generated by nmanual
actuation of said manually actuable neans (12) for
initiating said delivery of sodium™

First auxiliary request: The content of claiml
according to the main request and the foll ow ng
additional feature:

"and wherein the apparatus is housed in a housing
and the manual | y actuabl e neans includes a cable (18)
extending fromthe housing and having a button (20) at
the distal end thereof, the signal being generated by
actuating the button, or a renote control."

Second auxiliary request: the content of claiml
according to the first auxiliary request, after
deleting the last four words "or a renote control™

Third auxiliary request: the content of claim1l
according to the main request and the foll ow ng
additional feature:

"the haenodi al ysi s apparatus including neans for
restricting sodiumdelivery to a predeterm ned nunber
of mlliequivalents thereof."

Fourth auxiliary request: the content of claim1l
according to the main request and the foll ow ng
additional feature:

"wherein the control neans includes software for
controlling the maxi mum nunber of deliveries to the
di al ysate and the delivery interval, to prevent sodium
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over dosi ng. "

Reasons for the Decision

1
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The appeal is adm ssible.

Late-fil ed docunent

Docunment D7 was filed by the appellant in response to
the prelimnary opinion of the Board considering nore
favourably at that tinme sone specific features of the
dependent clains. Although filed |ate, docunent D7 was
admtted by the Board into the proceedi ngs under
Article 114(1) EPC, by reason of its particular

rel evance.

Cl osest state of the art

Docunent D2 represents the prior art closest to the

i nvention, because it is functionally simlar to the
clainmed invention. D2 is acknow edged in the background
of the patent in suit as disclosing the
precharacterising features of claim1 (all requests),
in particular (cf. Figure 1; abstract and colum 4,
lines 8 to 15) a henodial ysis machine 16 including a
circuitry for controlling the addition of a sodium
solution froma reservoir to the dialysate to obtain a
desired conductivity. The sodium concentration is
normal ly controlled by the machine in the absence of
control signals fromthe m croprocessor. The

m croprocessor is programmed to detect deviation of
heart rate and bl ood pressure frominitial readings and
toinitiate control action accordingly. If, for

exanple, a blood pressure limt is detected as
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i ndi cating the onset of a hypotensive episode,
therapeutic intervention is imediately initiated by
i ncreasing the dialysate sodi um concentration for a
period of time (3 mnutes). If the alarmcondition
persists, the dialysis nonitoring staff is alerted.

Docunment D2, therefore, provides a fully automated
apparatus for continuously nonitoring patient vital
paranmeters during henodialysis and for automatically
initiating therapeutic intervention upon occurrence of
a hypot ensi ve epi sode.

Probl em and sol ution (main request)

I n docunent D2 control neans are automatically
activated to overcone the drawbacks of the prior
conpletely manual ly operated injection of sodiuminto a
patient's blood |ine. A manual intervention requires
conti nuous observation and nonitoring of the patient by
the dialysis personnel. As nmentioned in the patent in
suit, the burdens on the nurses are such that they may
be prevented fromdelivering saline to a specific
patient at the first onset of synptons of hypotension.
On the other hand, as submitted by the respondent, the
fully automatic system proposed in D2 is not
satisfactory, because it is dependent on the initial
readi ngs of the patient's paraneters being correl ated
to a correct sodiumion concentration in the bl ood,
which is not necessarily correct. Moreover, nonitoring
of heart rate and bl ood pressure provides only for an

i ndi cation of hypotensi on when the probl em al ready

exi sts. Many patients, therefore, still have to suffer
di sconfort.

Starting fromdocunent D2 according to which both kinds
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of intervention, either manually or automatically
operated, are generally known to have been in use

al t hough both not being totally satisfying, the
techni cal problemunderlying the present patent is to
provi de another alternative to the manual intervention,
whi ch enabl es the sodi um concentration of the dialysate
to be increased i medi ately and before the patient
drops into an alarmng condition, thus avoiding the
maj or drawbacks of both known kinds of intervention.

The solution is given by the characterising features of
claiml, in particular by a manual |y actuabl e neans
connected with the control neans. Although said
manual | y actuabl e neans nmay be actuated by the
heal t hcare personnel, it is principally intended to be
actuated by the patient itself since the patient is the
best to be aware of an arising onset of hypotension.
Consequently, he or she can take action before the

pr obl em beconmes mani f est .

| nventive step (main request)

For the assessnent of inventive step, the person
skilled in the art has to consider docunents which deal
with an identical or anal ogous problemand also in

nei ghbouring or broader technical fields (cf. T 176/ 84,
Q) EPO 1986, 50). Therefore, the skilled person wll
consi der docunent D7, in which it is known to trigger
the admi nistration of a nedication by the patient
itself when he or she feels the need for it. The fact

t hat i nfusion of anal gesic nedication is nore
specifically concerned in this docunent has no bearing
in the present case, since the controlled delivery of
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sodiumto the dialysate in an henodi al ysis apparatus is
al ready known fromthe closest prior art D2 taken as a
starting point to define the specific problem

Docunent D7 discloses (cf. Figure 5) a dosing button 80
used as an electrical control, which the patient
presses to trigger the adm nistration of a dose of a
subst ance when he or she feels the need for it. This
"manual |y actuabl e neans” is connected with the

m croprocessor of a programmabl e infusion punp 10

t hrough a connector so provided with a set of fins 52,
such that the m croprocessor will not allow a dose to
be di spensed unless a pre-selected tine interval has

el apsed since the |ast dose (colum 3, lines 34 to 38).
Expressed in other terns, said manual |y actuabl e neans
is connected with control means (m croprocessor) and
said control neans is responsive to a signal generated
by manual actuation of the manually actuabl e neans for
initiating delivery of the substance, in conformty
with the characterising features of claim21. Docunent
D7, therefore, not only addresses the sane problem as
the present patent but also provides the skilled person
with a simlar solution when adhering to the functional
wor di ng of the features as cl ai ned.

To solve the problem specified above, the skilled
person woul d associ ate the m croprocessor of D2, which
is capable of initiating a control action, with a
manual | y actuabl e neans available to the patient such
as the dosing button proposed in docunent D7, and so
woul d arrive at the clained subject-matter. Eventua
adaptation of the D2 apparatus will not present any
difficulty to a person skilled in the art so that even
in the present patent the details of the connection

bet ween the manual | y actuabl e neans of Figure 2 and the
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remai ni ng of the delivery and control systemare
nei t her shown nor descri bed.

Consequently, the subject-matter of claim1l according
to the main request does not involve an inventive step
wi thin the neaning of Article 56 EPC, having regards to
t he obvi ous conbi nati on of docunments D2 and D7.

First and second auxiliary requests

Claim1 according to the first and second auxiliary
requests differ fromthe main request by the

i ncorporation of the features of the dependent clains 2
and 3, according to which the apparatus is housed in a
housi ng and the manual | y actuabl e nmeans includes a
cable having a button at its distal end for generating
t he signal. These constructional features are
considered by the Board as matter of a normal design
procedure and, noreover, are known per se from docunent
D7 (cf. Figures 3 and 5 and colum 3, lines 21 to 27).
The expression "or a renote control” added at the end
of claiml1l of the first auxiliary request is optional
and represents an equi valent wirel ess version of cable
connected actuabl e neans, still within the general
conpetence of a skilled person. As a result, the
features introduced in the first and second auxiliary
requests fail to add any inventive step to the subject-
matter of claiml.

Third and fourth auxiliary requests

Claim1 according to the third and fourth auxiliary
requests differ fromthe main request by the

i ncorporation of the features of the dependent
clainms 10 and 5, respectively. The subject of these
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features is to control and restrict sodiumdelivery to
t he dialysate and the delivery interval, to prevent
sodi um overdosing. A simlar control and safety system
aimng at preventing overdosing is provided by docunent
D7, according to which the m croprocessor will not

all ow a dose to be di spensed upon actuating the dosing
button unless sufficient tinme has el apsed since the

| ast dose (cf. colum 3, lines 34 to 38 and 53 to 58).
Consequently, also the features introduced in the third
and fourth auxiliary requests fail to confer any
inventive step to the subject-matter of claiml.

Or der

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The patent is revoked.

The Regi strar: The Chai r man:
V. Commar e W D. Wil
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