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Summary of Facts and Subm ssi ons
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The Appellant (Proprietor of the patent) |odged an
appeal agai nst the decision of the Opposition D vision
to revoke the patent No. 0 125 844. The deci si on was
di spatched on 20 Decenber 1996.

The appeal and the fee for appeal were received on
20 February 1997. The statenent setting out the grounds
of appeal was received on 30 April 1997.

Qpposition was filed agai nst the whol e patent and based
on Article 100(a) EPC (lack of novelty and inventive
step) and on Article 100(b) (insufficient disclosure).

The Qpposition Division had decided that the grounds
for opposition specified in Article 100(a) EPC

prej udi ced the nai ntenance of the patent because the
subject-matter of claim1 as granted | acked novelty in
vi ew of docunent D7. The followi ng prior art docunents
anong those regarded as rel evant by the Qpposition

Di vi si on have been taken into account as rel evant
docunents during the appeal proceedings:

D1: GB-A-1 417 013

D4: US-A-4 327 722

D7: US-A-3 888 249

In response to a conmuni cati on of the Board, the

Appel lant filed by letter dated 28 January 2000 anended

clainms according to auxiliary requests A, Al, B, Bl and
B2.
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Oral proceedi ngs took place on 29 February 2000, at
which only the appellant was represented. Both the
respondents (opponents) had stated their intention of
not appearing at the oral proceedings.

At the end of the oral proceedings the appell ant
requested that the decision under appeal be set aside
and that the patent be maintained as granted (nmain
request) or that the patent be maintained in anended
formaccording to one of the auxiliary requests as
submtted by letter dated 28 January 2000.

Respondent | (Cook Pacemaker Corporation) requested by
letter of 11 March 1997 that the appeal be di sm ssed,
but filed no substantial argunents.

Respondent Il (B. Brown Celsa) did not file any
substanti al request at the appeal stage.

The i ndependent clains 1 and 16 of the main request
read as follows:

claim1;

"A val ved catheter suitable for tenporary or permanent
inplantation in the vascul ar system of a patient, said
cat heter conprising a catheter tube (12) forned froma
resilient, flexible material, said catheter tube having
a closed proximal end (18) and adjacent thereto a slit
(24) through the catheter wall, the slit (24)
conprising a pair of opposed faces in conplete contact
under nornmal physi ol ogi cal pressures, whereby when
predeterm ned positive or negative pressure gradients
exi st across the catheter wall the catheter wal
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contiguous the slit (24) deforns and causes the opposed
faces of said slit (24) to withdraw from one another to
forma tenporary orifice in the catheter wall through
which fluid may be infused into the body of the patient
when the said preterm ned pressure gradient is
positive, or wthdrawn when the predeterm ned pressure
gradient is negative, whereby the slit forns a two-way
val ve for the passage of fluid into or out of the
catheter, said catheter being characterised by the
catheter tube (12) having a hardness of |ess than 100
duronmeter and being further characterised by the
material of the catheter wall being nore pliable in the
vicinity of the slit (24)."

claim16:;:

"A nmethod for manufacturing a catheter conprising the
st eps:

(a) fabricating a tube (12) of a resilient, flexible
mat eri al having a hardness of |ess than 100 duroneter,
sai d tube having a cl osed proximal end (18);

(b) formng a slit (24) through a wall of the tube (12)
at a |l ocation adjacent the proximl end (18) of the
tube (12), said slit (24) conprising a pair of opposed
faces in conplete contact under normal physiol ogica
pressures; and

(c) making the wall nore pliable in the vicinity of the
slit (24), thereby to create in the vicinity of the
slit (24) a region nore defornable than other regions
of the wall by pressure differentials applies
thereacross, said region permtting the wall in the
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vicinity of the slit (24) to open outwardly or

i nwardly, and accommodate fluid flow through the said
slit (24) fromor into the tube (12), respectively,
when positive or negative pressure differentials,
respectively, exist across the wall of the the tube
(12)."

The Appel l ant essentially argued as fol |l ows:

The decision of the opposition division was flawed in
so far as it found D7 to anticipate the subject-matter
of claiml1, despite the fact that this docunent
explicitly teaches a one-way val ve. Mreover, the
opposi tion division had nmade unwarranted assunptions
regarding the nature of the valve of D7, particularly
in view of the enpirical evidence submtted at the
appeal stage.

The patent proprietor disclosed for the first instance
anywhere a catheter valve that is both fully functional
and acconplished with elegant sinplicity of structure.

Reasons for the Deci sion

1

0720.D

The appeal is adm ssible.

The mai n request

As regards the patent as granted (main request), the
only points at issue in the appeal proceedings are
novelty and inventive step (Article 100(a) EPC) of the
cl ai med subject-matter, and insufficiency of the

di scl osure (Article 100(b) EPC).
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3. Novel ty (main request)

The Board ascertai ned during the exam nation of the
cited prior art docunents that none of them discloses a
catheter with all the features stated either in claiml
or in claim16 of the main request. In particular the
Board finds the clained subject-nmatter to be novel over
the di scl osure of docunent D7 since this does not

di scl ose a two-way val ve.

The entire tenor of the docunent D7 is that retrograde
blood flow is to be avoided. The docunent descri bes
catheters for intra-arterial use over prolonged
periods, during which there is a danger of bl ood
clotting and bl ocking the catheter. It discloses the
use of slits at the distal end of the catheter, that
open to allow nedication to enter the blood flow from
inside the catheter if positive pressure is applied,
and close if the positive pressure is withdrawn, to
inhibit retrograde flow of blood into the catheter and
t hereby prevent bl ockage of the catheter (colum 1,
Summary of the invention). This property is also
mentioned in the description of the specific

enbodi nent, in colum 2, lines 57 to 63. The fact that
this also features in claiml1 of this patent is an

i ndi cation that prevention of retrograde fluid flowis
an essential property of the D7 catheter.

Not only is the clear teaching of docunent D7 that it
relates to a catheter with a one-way val ve, but the
Appel | ant has al so pl ausi bly denonstrated that, under
realistic operating conditions, the valve of the

cat heter of D7 cannot operate in both directions. In
this respect the Appellant has filed an affidavit of

0720.D Y A
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Josh Tol koff in the course of litigation in the USA and
submtted a video recording of a denonstration, done
with a Spencer catheter (D7) and a Groshong cat heter
(the present patent) under conditions sinulating
pressures in a cardi ovascul ar system i.e. relatively

| ow pressures. The pressure within a hunman vein is
about 20 nm Hg and about 100 mmHg in an artery. In
practice such pressures are generated by syringes. That
| arge pressure differentials are to be avoided in order
to mnimse danage to free-floating cells is also
indicated at colum 3, lines 21 to 46 of the patent.

The denonstration clearly shows the contrasting one-way
operation of the Spencer catheter and the two-way
operation of the Groshong catheter. Under the sane
condi tions the Groshong catheter could be nmade to

i nfuse and aspirate, whereas the Spencer catheter could
be nmade to infuse but not to aspirate.

Therefore, the Board is satisfied that the D7 catheter
IS a one-way catheter as stated in this docunent, and
this docunent does not anticipate the catheter of
claim1, accordingly.

None of the other cited docunents discloses the
subject-matter of clains 1 or 16 of the main request.
In particular, these docunents do not disclose a
catheter for vascular inplantation, which has a slit
val ve, wherein the material of the catheter wall is
nore pliable in the vicinity of the slit.

The subject-matter of these clains is, therefore, to be
consi dered as novel within the neaning of Article 54
EPC.
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I nventive step

Cl osest prior art

The opposed patent is directed to catheters suitable
for tenporary or pernmanent inplantation in the vascul ar
system of a patient. Such catheters are of soft
flexible material that require the use of a stiffening
stylet for insertion through the often tortuous bl ood
vessels. Accordingly, claiml relates to "A val ved
catheter suitable for tenporary or pernanent
inplantation in the vascul ar system of a patient", and
has as a feature that the catheter tube has a duroneter
har dness | ess than 100, and claim 16 relates to "A

met hod of manufacturing a catheter conprising the steps
of (a) fabricating a tube of a resilient, flexible

mat eri al having a hardness of |ess than 100 duroneter™”.

The cl osest prior art to the catheter according to
clainms 1 and 16 nust, therefore, also be a catheter
suitable for tenporary or permanent inplantation in the
vascul ar systemof a patient. The Board is of the

opi nion of that docunent D7 discloses the prior art

cl osest to the catheter of claim1l of the main request,
since this docunent shows such a catheter having al

the features of claim1l except for the slit affording a
two-way flow of fluid, as set out above.

Techni cal problemto be sol ved

The above difference between the catheter of claim1 of
t he opposed patent and that of D7 enables the problem
to be defined as: providing a catheter suitable for
tenporary or permanent inplantation in the vascul ar
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systemof a patient and permtting fluid flow from or
into the catheter tube, respectively, when positive or
negative pressure differentials, respectively, exist in
the catheter. The problemis fornulated in the opposed
patent in colum 2, lines 3 to 13.

The sol ution

The sol ution enpl oyed in the opposed patent and defi ned
i n independent clains 1 and 16 is the to nmake the wal

of the catheter nore pliable in the vicinity of the
slit, thereby to create in the vicinity of the slit a
regi on nore deformable than other regions of the wal

by pressure differentials applies thereacross.

That the catheter of the opposed patent perforns the
required function has been anply denonstrated by the
affidavit and video recording of Josh Tol kof f.

I nventive step of the catheter according to claiml
(mai n request)

As the Appellant pointed out at the oral proceedings,
it is known to provide a catheter with a val ve
affording two-way fluid flow in the context of an

epi dural catheter, for instance, as exenplified by D1,
but not in the context of a vascular catheter. In fact
there is no prior art indicating that it would be
useful or possible to provide a valve affording two-way
fluid flowin a catheter for inplantation in the
vascul ar systemof a patient. In view of the prior art
the present inventor was the first to realise the
potenti al advantages of a two-way val ved cat heter, as
set out in the patent in colum 10, lines 7 to 13.
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Therefore, the definition of the problemitself is
i ndi cative of inventive activity.

Nor is the solution, as defined in the independent
apparatus claim1l or nmethod claim16, suggested in the
prior art. In particular, neither the prior art

di scussed in the appeal procedure nor the renaining
avai |l abl e prior art docunents suggest making a cat heter
wal |l nore pliable in the vicinity of a slit, thereby to
create in the vicinity of the slit a region nore

def ormabl e than other regions of the wall by pressure
differentials applied thereacross, for the purpose of
providing a two-way fluid flow function.

During the opposition procedure the opponents suggested
that a conbination of D7 and D1 woul d render the

cl ai med subject-matter lacking in inventive step. The
Board cannot follow this argunment since this
conbination is not notivated by any teaching of the
prior art. Nor is the conbination |ogical, given that
vascul ar catheters are in a different category to

epi dural catheters, as stated above, and that D7
expressly teaches to avoid retrograde fluid flow
whereas D1 describes a catheter with two-way fluid
flow.

Docunent D1 describes an epidural catheter nmade of a
thernopl astics material, adjacent the distal closed end
of which are forned slits that are both axially and
radially offset so as to preserve the catheter's
rigidity. The slits are normally closed but will open
upon application of a positive or negative pressure to
allow fluid flow in both directions.
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Docunent D7 describes a vascul ar catheter with distal
slits but, while the catheter of D7 may be said to have
a wall nore pliable in the vicinity of the slits,
thereby to create in the vicinity of the slit a region
nore deformabl e than other regions of the wall, this is
for the purpose of preventing retrograde fluid flow,

not to pronote two-way flow

Therefore, a conbination of the teachings of the
docunents D1 and D7, even if the conbination were to be
suggested in the prior art, would not yield the
catheter of claim1l of the presently opposed patent.

Docunent D4 describes a vascul ar catheter of the
Groshong type, having an indwelling slit acting as a
one-way val ve.

The subject-matter of clains 1 and 16 therefore
i nvol ves an inventive step wthin the nmeaning of
Article 56 EPC

Sufficiency of disclosure

During the opposition procedure respondent |1l argued
that claim1 and the description do not disclose the
invention in a manner sufficiently clear and conplete
for it to be carried out by a person skilled in the art
since claim1 does not specify which Duroneter scale is
being referred to, and it is not clear what is neant by
"nore pliable" in claiml.

The Board is satisfied that the patent inplicitly
refers to the Duroneter A scale since for the person
skilled in the art it is general know edge that this is
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the scale appropriate for soft rubber, which is the
material of the present catheter. The Board sees no
reason to depart fromthe opinion of the opposition
division in this respect, given during the ora
proceedi ngs before the division, and set out in the
m nut es dated 20 Decenber 1996.

As regards the reference at the end of claiml1l to the
catheter wall being nore pliable in the vicinity of the
slit, the Board sees no problemhere since this is a
clear teaching that the catheter wall in the vicinity
of the slit is nore pliable than the remai nder of the
cat heter wall.

Therefore, the patent is free fromobjection under
Article 100(b) EPC

6. Since, in view of the above, the grounds of opposition
rai sed by the Respondents do not prejudice the
mai nt enance of the patent unanended, the patent in suit
can be maintained on the basis of the Appellant's main
request.

7. Therefore, there is no need to exam ne the Appellant's

auxiliary requests.

O der

For these reasons it is decided that:

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

0720.D



- 12 - T 0198/ 97

2. The patent is maintained as granted.
The Regi strar: The Chai r man:
S. Fabi ani W D. Wil
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