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Summary of Facts and Subm ssi ons

2584.D

The appellant (patent proprietor, O Neil et al) | odged
an appeal against the decision of the opposition
division to revoke the patent No. 0 592 483. The
deci si on was di spatched on 15 Decenber 1999.

The appeal and the fee for the appeal were received on
11 February 2000. The statenent setting out the grounds
of appeal was received on 14 April 2000.

The opposition was filed agai nst the whol e patent and
based on Article 100 (a) and 100 (c) EPC (Il ack of
novelty and inventive step and the patent contained
subj ect-matter not originally disclosed).

The opposition division decided that claim 1l of the
mai n request did not involve an inventive step, the
first auxiliary request did not conply with

Article 123(3) EPC, and the second auxiliary request
was late filed at the oral proceedings (Article 114(2)
EPC) and rai sed too nmany problens to be considered at
that | ate stage, and revoked the patent, accordingly.

O the docunents cited in the appeal procedure the
Board considers the foll owi ng as having the greatest
rel evance to the present case:

D1: WO-A-9 108 002
D2: WO-A-8 700 758
D9: US-A-4 828 551

The Board has al so consi dered the docunent US-A-
4 298 000 (D8) that was cited in the opposition
pr oceedi ngs.
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L1, During the course of the appeal proceedings the
respondent wi thdrew therefrom Follow ng a tel ephone
conversation with the rapporteur on 25 Septenber 2002
the appellant, the sole party to the proceedi ngs, on
15 Cctober 2002 put forward the foll ow ng request:

The appel | ant requests that the decision under appeal
be set aside and that the patent be maintained in
anended formon the basis of the follow ng docunents:

- Claim1l filed by telefax dated 15 Cctober 2002,

- Clainms 2 to 13 as granted,

- Description page 2 filed by tel efax dated
15 Cctober 2002,

- Description pages 3 to 5 as granted,

- Fi gures as grant ed.

On 17 Cctober 2002 the appellant confirnmed that this
was its main request.

I V. The i ndependent claim 1l of this request reads as
fol |l ows:

"Apparatus for patient-controlled infusion of a liquid
nmedi canment, the apparatus conprising a reservoir (3)
for the nedicanent, a positive displacenment punp (1)
havi ng a predeterm ned working volune, a first

conduit (4) connecting the reservoir (3) to the

punmp (1) and conprising a fine bore tubing, a second
conduit (6) extending fromthe punp and having a distal
end to be inserted in the patient, and a one-way

2584.D Y A
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valve (5) in the second conduit (6) permtting liquid
flow fromthe punp (1) to the patient and preventing
reverse flow, the punp (1) being nmanually operable to
di splace liquid through the valve (5) and conpri sing
resilient restoring neans (2) for returning the

punmp (1) to its initial state while drawing liquid from
the reservoir (3) through the first conduit (4); the
fine bore tubing being selected so that the flow rate
of liquid nedicanent through the first conduit (4) is
restricted to a rate chosen in conjunction wth the
wor ki ng volunme of the punp (1) to define a
predet erm ned maxi num dosage rate wherein the second
conduit (6) is connected to the punp (1) by a

di snount abl e connection (10) adapted to be term nated
and reestablished repeatedly for introducing a primng
liquid into the second conduit (6) wthout the primng
liquid passing through the first conduit (4), and the
fine bore tubing is connected directly into said second
condui t. "

Inits witten subm ssions the appell ant argued as
fol |l ows:

An inportant feature of the invention resided in the
provi sion of means for introducing a primng liquid
into the second conduit without the primng liquid
passi ng through the first conduit. Thus the fine bore
tubing was not prinmed at this stage because it was too
difficult to force liquid through it, and its vol une
was so small that primng was not required.

I n docunent D9 the netering orifice was not connected
directly to either the punp or the successive bore and
di spense fitting. This feature of the patent together
wi th the di sconnectabl e connection between the punp and
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t he second conduit provided the advantage that primng
was easy and the apparatus was sinple and efficient to
use, which features were not taught by document DO or
any ot her docunent cited by the opponent.

Reasons for the Decision

1

2584.D

The appeal is adm ssible.

Arendnent s

Claim1 contains the follow ng features not in original
claim 1:

- the first conduit conprises a fine bore tubing

- t he second conduit is connected to the punp by a
di snount abl e connecti on

- this connection is adapted to be term nated and
reestablished repeatedly for introducing a primng
liquid into the second conduit wthout the primng
liquid passing through the first conduit

- the fine bore tubing is connected directly into
said second conduit.

The first of these features is supported by page 5,
lines 10 to 20 of the application as originally filed.

The second and third of these features are supported by
original clains 2 and 3. Also, on page 7, lines 1 to 23
it is made clear that the connector 10 is renpvabl e

fromthe punp and applicable to a large syringe. If the
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connector is so renovable and applicable, then it is so
in a repeatabl e manner.

The fourth of these features is supported by original
claim1, lines 7 and 8, which define the second conduit
as extending fromthe punp, and the figures, which show
that the first, fine bore conduit 4, is connected
directly to the patient line 6, which is the second
condui t.

Therefore, claiml is satisfactory as regards
Article 123(2) EPC

The first and second features, which are not contai ned
inclaiml as granted, are clearly restrictive to the
scope of claim1.

Therefore, the requirenent of Article 123(3) EPC is
al so net.

Novel ty

The opposition division found that the apparatus of
claiml of the patent as granted was novel over the
apparatus of docunment DO by virtue of the disnountable
connection 10 between the second conduit 6 and the
syringe 1 (but that this difference did not involve an
i nventive step).

The Board, however, takes the contrary view, that the
connection in docunment D9 between the di spense

fitting 32 (D9, Figure 1) and the patient line is

i ndeed di smountable. In colum 4, lines 5 to 11 of
docunent D9 the use of the apparatus is described, and
the first step of this use is to fill the unit
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(apparatus) by renoving the cap and introducing
medicine to fill all the cavities in the unit. The fill
cap is then replaced and the unit connected into the
patient's 1V system This nmeans that the unit is

di sconnected fromthe patient's IV systemduring the
filling step and, therefore, that the connection
between the outlet conduit and the apparatus is

di snountable. It is for this reason that the di spense
fitting 32 is shown in Figure 1, and simlarly in the
ot her enbodi nents, as a spigot to which the outl et
conduit is not shown as attached. In order to connect
and di sconnect the unit fromthe patient's IV system
the patient line is pulled over the spigot or pulled
off it, respectively.

However, the apparatus of newclaim11 is novel over the
apparatus of docunment D9 because of the newy added
feature at the end of the claim ie the fine bore
tubing is connected directly into said second conduit.

| nventive step

The patent in suit relates to patient-controlled

anal gesia (PCA) and to apparatus for patient-controlled
infusion of a liquid nedicanment in which the flow rate
of liquid nedicanent froma reservoir to the punp is
restricted to define a predeterm ned nmaxi num dosage
rate. Such aspirating PCA devices are prone to snall

| eaks allowi ng air bubbles to enter the system which
could be fatal, so the systemhas to be prined

peri odical ly.

An object of the invention is to permt easy primng of
t he apparatus, as set out at the end of page 2 of the
application as originally filed. In the case of
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apparatus in which a flow restriction systemis

provi ded between the reservoir and the punp, it takes a
long tine to prine the system and it is desired to
sinplify this procedure.

The cl osest prior art is docunment D9 which al so

descri bes apparatus for patient-controlled infusion of
a liquid nedicanent in which the flowrate of liquid
medi canent froma reservoir to the punp is restricted
to define a predeterm ned maxi num dosage rate.

Thi s docunent al so solves the problemthat it takes a
long tine to prine the systemthrough the restriction.

I nstead a second, fill fitting 28 is provided through
whi ch nedicine is introduced to fill all the cavities
in the unit (colum 4, lines 5 to 11), by-passing the

restriction. This neans that the series of cavities 25,
48 (punp cavity), and 29, in addition to the check

val ves 26, 27, 30, and 31 are prined first, before the
patient line is connected to the dispense fitting 32.

A first disadvantage of this is that it takes a
relatively long tinme because before the patient line is
primed the cavities 25, 48, and 29 nust first be
primed, and al so the check val ves 26, 27, 30, and 31
and bores 25 and 26 would offer sone resistance to
[iquid flow

A second di sadvantage is the relative conplexity of the
apparatus in that a second (fill) fitting 28 is
required in addition to the first (dispense)

fitting 32.

The objectively determ ned achi evenent of the apparatus
of claim1l1l of the patent in suit over the apparatus of
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docunent D9 is the overcom ng of these di sadvant ages.

The inventor of the patent in suit realised that any
air trapped in the fine bore of the first conduit is
negligible, and sinplified the apparatus of docunent D9
by doing away with the second (fill) fitting for
primng the system and by connecting the fine bore
tubing directly into the second conduit, in addition to
maki ng the connection between the punp and the second
condui t di snount abl e.

The primng is done, in the clained apparatus, through
t he di snmount abl e connection. Mreover, only the second
conduit is prinmed and the inner parts of the punp and
the fine bore tubing are not prinmed at this stage.

| nstead, after primng the second conduit the
aspirating syringe is then re-applied to the connector
with its plunger held down. On rel ease of the plunger
fluid is drawn through the fine bore tube. This fluid
isinitially air which becones trapped in the syringe,
but the volume of air involved (equal to the interna
vol une of the fine bore tube) is so small that it does
not affect the operation of the system (original

page 7, lines 16 to 23).

As seen above, the nethod of primng the apparatus of
docunent D9 and the apparatus of the patent in suit are
quite different. Mreover, different the constructions
of the two apparatus reflect the respective ways of
priming them No prior art docunment suggests such a

nmet hod of primng apparatus of the type clained, and
consequently the apparatus for carrying out the nethod,
and nore specifically the combination of the features
of claim1, that the second conduit is connected to the
punp by a di snmount abl e connection and the fine bore
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tubing is connected directly into said second conduit.

O the other docunents cited by the opponent the
docunents D1 and D8 describe a primng operation. D1
describes a primng operation briefly and w thout
details on page 9. D8 describes a dispensing syringe
W thout a separate reservoir and w thout a detachable
conduit for primng the apparatus. Instead the syringe
itself has parts novabl e between a netering position
and a purging position, and the syringe itself is used
to prine an outlet tube.

The ot her docunents (D1 and D2) cited by the opponent
that relate to apparatus of the type clained, which is
apparatus for patient-controlled infusion of a liquid
medi canment in which the flowrate of |iquid nedicanent
is restricted to define a predeterm ned nmaxi nrum dosage
rate, also denonstrate that the prior art apparatus
consi stently enployed a punp having separate inlet and
outlet conduits for a nedicament rather than the
arrangement as defined in the latter part of claim1l of
the patent in suit.

For these reasons the apparatus of claim 1l involves an

i nventive step.

Or der

For these reasons it is decided:

1. The deci sion under appeal is set aside.

2. The case is remtted to the first instance with the
order to maintain the patent in amended formon the

2584.D Y A
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basis of the foll ow ng docunents:

- claiml filed by telefax dated 15 Cctober 2002,

- claims 2 to 13 as granted,

- description page 2 filed by tel efax dated
15 Cctober 2002,

- description pages 3 to 5 as granted,

- Fi gures as grant ed.

The Regi strar: The Chai r man:

V. Conmmar e W D. Wi ld
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