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Summary of Facts and Submn ssions

1434. D

The appeal is fromthe decision of the opposition

di vision rejecting the opposition agai nst European
patent No. 0 443 324. The sol e independent claim1 of
the contested patent reads as foll ows:

"System for preparing a concentrate solution for use as
a nedical solution, for exanple, dialysis fluid or
replacenent fluid for henofiltration or a concentrate
fluid for preparation of such fluids, conprising

a container (21);

wat er supply neans (17) for supplying a
predet erm ned anobunt of water to said container;

recircul ation neans (22) for recirculating said
predet erm ned anmount of water in a recirculation path
i ncl udi ng said container (21);

characterized by

a plurality of vessels (27, 28, 29), each
containing an in water dissolvable solid substance;

said recirculation neans (22) recirculating said
predet erm ned anmobunt of water in said recirculation
path including said container (21) and a first of said
vessels (29), for at least partially dissolving the
substance of said first vessel until a predeterm ned
concentration is obtained for providing a partially
prepared sol ution;

said recirculation neans further conprising valve
nmeans (24, 25) for connecting said container (21) to a
further of said plurality of vessels (27,28) for
i ncl udi ng each vessel one by one in the recircul ation
path repl acing the previous vessel, for recirculating
said partially prepared solution in said recirculation
path for at |least partially dissolving the substance of
each of said vessels until a predeterm ned
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concentration is obtained for providing said
concentrate solution."

The opposition was based on the grounds of
Article 100(b) EPC and | ack of inventive step
(Article 100(a) EPC).

In it's decision, the opposition division considered
seven docunents, and nore particularly

D1: US-A-4 202 760,

D2: EP-A-0 278 100, and

D7: US-A-4 848 916.

Concerni ng the opponent's objection under

Article 100(b) EPC, the opposition division canme to the
conclusion that "fromclaim1 in conbination with the
pat ent specification sufficient information is provided
to the skilled person that concentrate nedica

sol utions can be prepared with the apparatus defined in
claim1".

Concerning inventive step, the opposition division
reached the conclusion that, irrespective of whether
D1, D2 or D7 was considered as the closest prior art,
the other two of these docunments would not give any
suggestion or hint to the skilled person for solving
the respective objective problemw th the respective
di sti ngui shing features of claiml1.

During the witten appeal procedure, the appell ant
(opponent) argued that, in the case of only partia
di ssolution of salt conponents, the control of
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pre-determ ned concentrations of the various salts to
be di ssol ved by neans of conductivity neasurenents
woul d be very conplicated and/ or not precise enough.
However, the patent in suit did not conprise
sufficiently clear and conplete information concerning
the way these neasurenent were to be carried out and

t he avoi dance of precipitations of dissolved salts. He
submtted two further docunents for further
substanti ati ng and as evidence for his objection under
Article 100(b) EPC

Concerning inventive step he identified different cases
(full or partial dissolution of the solids) falling
under claim1l of the nmain request. In both cases, the
technical problemindicated in the patent woul d not be
solved by the clainmed system and the claimed system
woul d be di sadvant ageous, in terns of speed and
precision, in conparison to the systens disclosed in D1
and D2. Under these circunstances, the conbination of
constructional features taken fromDl and D2 or D2 and
D7 and |l eading to the clainmed systemcould not be

consi dered as being inventive.

Concerning sufficiency of the disclosure, the
respondent (proprietor) stated that the skilled person
woul d operate the clainmed system at concentrations
bel ow the saturation [imt. Wth a proper use of the
system at such concentrations, there would be no
problenms with precipitation, re-crystallization or
conductivity neasuri ng.

Concerning inventive step, he pointed out the

di fferences between the devices disclosed in D1, D2 and
D7 and the clained system I|f conbined, these docunents
woul d not lead to the clained subject-matter at all, or
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only by ex-post facto reconstruction.

Oral proceedi ngs took place on 9 May 2001.

During the oral proceedings, the appellant no | onger
rai sed an objection under Article 100(b) EPC He
essentially based his objections concerning inventive
step on docunents D2 and D7 and the general know edge
of the skilled person.

When asked, the respondent confirned that the wording
of claim1l as granted covered a system wherein at | east
sone of the vessels (27, 28, 29) would contain a sane
subst ance, possibly in predeterm ned anounts.

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

The respondent requested that the appeal be dism ssed.
As an auxiliary request, he requested that the patent
be mai ntai ned on the basis of the anended cl ai ns
submtted with his letter dated 24 Cctober 1998.

Reasons for the Decision

1434. D

Scope of claim1l

During the oral proceedings, the appellant acknow edged
that claim1l was to be considered as directed to an
apparatus. It was undi sputed that the apparatus as

cl ai mned does not exclude the follow ng possi bl e nodes
of it's use:
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(1) full dissolution of weighted quantities of
subst ances conprised in at |east sone of the
vessel s (27, 28, 29) and

(i) partial dissolution of excess quantities of
subst ances conprised in at |east sone of the
vessel s (27, 28, 29).

Mor eover, the board takes the view that - as pointed
out by the respondent during the oral proceedings -
even the use of the clained apparatus with

(iii) full or partial dissolution of only one type of
substance conprised in at least a plurality of
the vessels (27, 28, 29)

is covered by the wording of claim1, although it is
not specifically addressed in the description.

Means for determ ning the concentration are not
necessarily part of the apparatus of claim1, nor are
any such neans restricted to conductivity neasuring
neans (see al so description of the patent, colum 2,
line 33 to 38).

Sufficiency of the disclosure (Article 100(b) EPC)

Concerning the sufficiency of the disclosure, the board
agrees with the concl usion reached by the opposition
division. During the oral proceedings before the board,
the appellant no | onger relied upon the objection under
Article 100(b) EPC. In particular, he did not

chal | enge that nedi cal concentrate solutions can be
obt ai ned by operating the clainmed apparatus according
to the node (i) and (iii) identified here above. The
manuf acture of the apparatus poses no apparent probl ens
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and the apparatus can be put into use by a skilled
person. Therefore, it is sufficiently disclosed within
the nmeaning of Article 100(b) EPC

The board wi shes to indicate that even if the clained
apparatus nmay be used in a way |leading to technica
probl ens, this does not necessarily nean that
sufficiency of the disclosure of the clained apparatus
as such is challenged. Carrying out partial dissolution
of certain salts (according to node ii) referred to
here above) at relatively high concentrations using
conductivity measuring neans nerely constitutes a
special way of using the preferred enbodi nent of the
apparatus according to dependent claim3. If, in this
case, the skilled person was confronted with technica
probl ens as all eged by the opponent, he/she woul d

di sregard this particular nodus operandi of the clained
appar at us.

The board is satisfied that the clained apparatus is
novel over the cited prior art. Novelty of the clained
subj ect-matter has not been chall enged. The differences
bet ween the cl ai ned apparatus and the discl osures of
the cited docunents ermanate fromthe foll ow ng
assessnent of inventive step.

I nventive step

Cl osest prior art

D2, which is considered to represent the closest prior
art, discloses an apparatus for the preparation of

nmedi cal sol utions, which conprises neans for dissolving
two salts (NaC and NaHCO,) present in solid form Water
is passed in parallel through two independent fl owpaths
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each conprising a salt containing vessel. Conducting
the water through the vessels leads to a relatively
hi gh and constant | evel of concentration of the

di ssol ved salts (see page 13, line 42 to 44). For
formng a nulti-conmponent nedical solution, the two
relatively concentrated salt solutions obtained are

i ndependently but inplicitly sinmultaneously adm xed in
controll ed amobunts to a main water stream |In order to
obtai n predeterm ned concentrations of the two salts in
the nmulti-conponent solution, their concentrations in
the latter are neasured after their adm xture to the
main stream e.g. by conductoneters. Depending on the
measured val ues, flow restriction neans arranged in the
two separate fl owpaths, e.g. dosing punps, are operated
to adm x control |l ed anounts of concentrated salt
solutions to the main stream The two salts are
preferably arranged in cartridges in anounts suitable
for one treatnent. Different nedical treatnents may be
carried out wth the discl osed apparatus. See Figure 8,
claims 1, 16, 27, 34 and 35, page 4, lines 9 to 32 and
lines 43 to 52, page 5, lines 2 to 15, page 10, line 37
to page 11, line 32, page 13, lines 11 to 57. The
wor ki ng principle of the arrangenent shown in Figure 8
for controlling the salt concentration in the m xed
stream is the sane as the one of Figure 1, which is
expl ained at page 6, lines 23 to 37. Irrespective of
varyi ng extents or degrees of dissolution, the
concentrations in the mxed stream can be adequately
control Il ed. Although the amount of salt conprised in
the cartridges is preferably the anount required for a
single treatnent, D2 does not clearly specify whether
the dissolution of the salts within the cartridges is
taki ng place continuously during flowthrough or upon
filling the cartridge wth water (batch-Iike).
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In contrast with the apparatus according to claiml,
t he apparatus disclosed in D2 does not disclose

- recircul ati on neans and a recirculation path
t hrough a container and further solid containing
vessel s, and hence

- no val ve neans for including the different vessels
into such a recircul ation path one by one.

Techni cal probl em

According to the respondent the apparatus as clained is
constructionally sinpler and/or nore flexible than the
ones of the prior art. It can thus be used nore
effectively in preparing nedical solutions fromsolid
substances, including substances which are difficult to
di ssol ve, according to the individual patient's needs.
The appel l ant did not accept these alleged advant ages,
since in his view the techni ques and devi ces di scl osed
in any of D1, D2 and D7 would also allow for a sinple
preparation of solutions tailored to individua
patients.

Irrespective of any such advantages, the board takes
the view that the technical problemto be solved by the
cl ai med apparatus wth respect to D2 can in any case be
seen in the provision of a further system (apparatus)
suitable for preparing a concentrate nedical solution
of predeterm ned concentration(s) for individua
patients fromat |east one type of conponent present as
a water-sol uble solid substance.

The cl ai ned apparatus undi sputedly solves this problem
and provi des an apparatus suitable for the flexible
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preparation of various solutions fromvarious solid
starting materials. As wll appear fromthe foll ow ng,
the clai ned apparatus is not suggested by or derivable
fromthe cited prior art.

Al t hough the preparation of nedical solutions wth
concentrati ons dependent on an individual patient's
need are not addressed in D2, the apparatus discl osed
therein is clearly suitable for that purpose. Moreover,
the use of interchangeable solid containing cartridges
makes the apparatus of D2 quite flexible. However, the
apparatus and net hod disclosed in D2 is based on a
different approach to the fornulation of a nedica

sol ution, conprising a rather uncontrolled dissolution
of the two salts, followed by controlled netering of
the solutions obtained into a nain agueous stream
dependi ng on the concentration in the m xed stream
obt ai ned. A neasurenent or control of the exact salt
concentrations reached during their dissolution is not
descri bed. Considering the different approach adopted
in D2, this docunent cannot by itself suggest the
constructional nodifications required to arrive at the
apparatus of claiml, i.e. the inclusion of
recircul ati on neans for fast dissolution of substances
difficult to dissolve, and the val ve neans for
sequential dissolution of the solids, wherein part of
the recirculation path (container, conduits) is shared
during recirculation through the different vessels.

D7 di scl oses an apparatus for bulk m xing a sodi um

bi carbonate solution in order to provide a dialysis
solution for nmultiple patients. Amxing tank is filled
with a pre-determ ned anmount of water, and then a
predet erm ned anount of bicarbonate, e.g. in the form
of pre-neasured packages, is introduced into the
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cont ai ner by means of an open top portion (see claim
1). Mxing and conpl ete dissolution of the bicarbonate
is carried out by punping the m xture through an
external recirculation |oop conduit for a sufficient
time. See colum 1, lines 6 to 14, colum 2, |ines 52
to 57, columm 4, lines 1 to 16 and Figures 1 and 2 of
D7. M xing/dissolution of multiple substances in water
IS not addressed. Mreover, D7 does not refer to

i ndi vi dual patient's needs.

Thus D7 cannot by itself suggest the use of nultiple
addi ti onal vessels conprising bicarbonate or another
wat er sol ubl e solid substance, and of val ve neans

i ncl udi ng each of these vessels into the recircul ation
pat h one by one.

A conbi nation of the teaching of D7 with the teaching
of D2 would require ex-post facto reconstruction of the
appar atus and woul d go agai nst the general approach to
di ssolution and netering of the substances as taken in
D2 (simultaneous and controll ed addition of solutions
prepared in a relatively uncontrol |l ed way).
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Mor eover, such a conbination would still not conprise
the required val ve neans enabling sequentia

di ssolution. This finding also applies to a conbi nation
of the teaching of D2 with the teaching of D7, if the

| atter was considered as closest prior art. The
applicant's allegation, according to which the further
constructional nodifications necessary to arrive at the
cl ai ned apparatus froma conbi nati on of these two
docunents would be trivial for a skilled person, cannot
be accepted in the absence of any evi dence concerni ng
the rel evant common general know edge.

The appellant's allegation that the use of the
apparatus of claim1l would be nore conplicated than the
nmet hods di sclosed in D2 (different approach to

di ssol ution and concentration control)or D7
(recirculation m xing of predeterm ned anounts of
solids and water), and hence di sadvant ageous, is not

rel evant for the assessnent of the inventive step
underlying the apparatus of claim11. An apparatus
conprising a container in conbination with separate,
solids containing vessels, which are to be connected to
a recirculation | oop one by one, requires different
mani pul ations in terns of the steps to be taken before
the start of the solution preparation, and allows for

di fferent nodes of solution preparation (e.g. nmultiple
conponents), which nmay be preferable under certain
condi tions of use, depending e.g. on the type of solid
substances, their solubility, their dissolution speed,
their fornmul ati on and/ or packagi ng and conmerci a

avai lability, and/or the qualifications of the
oper at or.

As acknow edged in D2 (see page 3, |line 48 to page 4,
line 4, the preparation of nedical solutions from
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solids rather than |iquid concentrates has advant ages
under certain circunstances. However, although docunent
Dl relates to the preparation of henodial ysis sol utions
wi th conpositions depending on the individual patient's
needs (see colum 5, lines 34 to 55), it does not dea
with the dissolution of solid conponents at all

Rat her, the desired solution is obtained by injecting
liquid concentrates through venturi neans into a main
stream of water (see figures 1 and 2, clains 1 and 4).
Moreover, Dl requires the two conponents to be added to
the solution sequentially, but in tw entirely
separated recycle | oops. Recycling through the two

| oops is not provided for dissolving solids, but for
sucking and mxing the liquid concentrates into the
main water stream Therefore, the board takes the view
that the skilled person confronted with the above
nment i oned techni cal problemwoul d not even consi der
this docunent. Assuming in the appellant’'s favour that
he/ she woul d consider D1, a conbination of it's

di scl osure with the teachings of any of D2 or D7 woul d
still not lead to the cl ai ned apparatus in an obvi ous
manner, since none of the docunents discloses valve
means for sequentially connecting solids containing
vessels to a recirculation flowath conprising a

sol uti on cont ai ner.

4.9 Summari si ng, none of the conbinations of docunents D1,
D2 and/or D7 leads - wthout ex post facto
reconstruction - to an apparatus having val ve neans for
connecting different solids containing vessels to a
recircul ation fl owpath conprising a contai ner. The
board is not aware of any evi dence concerni ng conmon
general know edge whi ch woul d render these features
obvi ous.

1434.D Y A



- 13 - T 0162/ 98

4.10 The board is convinced, and it was not disputed, that
the ot her docunents cited by the appellant do not cone
closer to the invention and do not contain any nore
rel evant information. They nerely concern theoretica
aspects of the dissolution of solids and of
conductivity neasurenents in salt solutions.

4.11 Therefore, since the apparatus of claim1l cannot be
derived in an obvious manner fromthe disclosures of
any of the cited prior art docunents taken alone or in
conbi nation, it is considered to be based on an
i nventive step as required by Articles 52(1) and 56
EPC.

5. Dependent clainms 2 to 19 concern preferred enbodi nents

of the apparatus according to claim1l and are thus
equal Iy novel and inventive (Article 52(1) EPC).

O der

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

G  Rauh R Spangenber g
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