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Summary of Facts and Subm ssi ons

0715.D

Eur opean patent application 91 907 829.5 (publication
No. 0 579 599) corresponding to published international
application WO- A-92/ 18199 was refused by a decision of
t he exam ni ng divi sion di spatched on 7 Decenber 2000,
on the ground of lack of clarity (Article 84 EPC) of

t he i ndependent clains of a main request and an
auxiliary request then on file.

Furt hernore, under a heading "additional remarks", the
exam ni ng division expressed its view that the subject-
matter of clains 1 of these requests | acked novelty

wi thin the neaning of Articles 52(1) and 54(3) and

(4) EPC with respect to an earlier European application
according to docunent:

D8: WO A-91/11975,

and that the subject-matter of independent claim6 of
the main request directed to a rectal catheter did not
i nvol ve an inventive step within the neaning of
Articles 52(1) and 56 EPC with respect to docunents:

Dl: US-A-4 823 812, and
D6: US-A-4 662 383.

The applicant | odged an appeal against the decision on
5 January 2001 and paid the prescribed fee. On 6 April
2001 a statenent of grounds of appeal was filed with an
amended set of clains 1 to 17, replacing the forner
requests.
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In a comuni cation dated 10 Novenber 2003 and annexed
to a sutmmons to oral proceedings the Board referred to
t he above state of the art as well as to a further
earlier European application cited in exam nation

according to docunent:

D9: WO A-92/04934.

In response the appellant filed, by letter of
12 January 2004, four sets of clains according to a

mai n request and three auxiliary requests.

Oral proceedings were held on 10 February 2004.

As a result of the discussion, the appellant requested
that the contested decision be set aside and a patent
be granted with the follow ng docunents which are an
amended version of the previous second auxiliary

request :

C ai ns: claims 1 to 11 filed in the oral
pr oceedi ngs

Descri ption: pages 1, 2, 2a, 3 to 10 filed in the
oral proceedings

Dr awi ngs: sheets 1/4 to 4/4 as originally filed.

| ndependent clainms 1 and 6 of the appellant's request
read as foll ows:

"1l. Rectal catheter adapted to be inserted into the
rectumof a male patient, wherein said rectal catheter
conpri ses:

- mcrowave antenna neans (306) for irradiating
said patient's prostate (310) with a given distribution
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of mcrowave field intensity, wherein the maxi num
m crowave power to be enployed is limted to an anount
at which the tenperature of the patient's heated tissue
nost proximate to said m crowave antenna neans (306)
does not exceed a given safe maxi numtenperature, said
m crowave antenna neans (306) conprising distribution
means for providing the distribution of mcrowave field
intensity that preferentially heats said patient's
tissue in a direction towards said patient's prostate
(310) nore than in a direction away fromsaid patient's
prostate (310),

- an inflatable balloon (302) inside of which said
m crowave antenna neans (306) is situated, said
i nfl atabl e ball oon (302) being situated at a distance
froma tip of the catheter, said distance defining a
position of the inflatable balloon (302) which is in
cooperative relationship with the prostate to be
treated when the catheter is fully inserted, and

- inflating nmeans for inflating said inflatable
bal | oon (302), wherein

- said rectal catheter is adapted to be inserted
into said rectumwhile in a deflated state and
positioned therein at a | ocation at which both said
i nfl atabl e ball oon (302) and said m crowave antenna
means (306) are in cooperative relationship with said
patient's prostate,

- said inflatable balloon (302) is inflatable in
size froma first cross-section value not |arger than
t he cross-section of said rectumwhen said inflatable
ball oon (302) is deflated to a second cross-section
val ue substantially larger than the cross-section of
said rectum when said inflatable balloon (302) is
i nfl at ed,
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- wherein, when said inflatable balloon (302) is
inflated, both prostate tissue (310) and non-prostate
ti ssue (308) situated between said inflatable balloon
(302) and said prostate tissue (310) are squeezed and
conpressed so as thereby to increase the m ni num
di stance between heated tissue of said patient and said
m crowave antenna neans (306), so that the maxi mum
m crowave power may be increased w thout exceeding said
gi ven maxi num safe tenperature and the tenperature
differential between the heated prostate tissue (310)
nore proximte to said mcrowave antenna neans (306)
and the heated prostate tissue (310) nore distal to
said m crowave antenna neans (306) is reduced, and

- wherein said inflatable balloon (302) when fully
inserted and inflated substantially conforns to a bul ge
in the patient's rectum caused by an enl arged prostate.

"6. Catheter arrangenent for treating prostate

di sease, with a rectal catheter according to one of the
claims 1 to 5 and a urethra catheter adapted to be
inserted into the urethra of the patient, wherein said
urethra catheter conprises:

- mcrowave antenna neans (116, 200) being |ocated
substantially on a central axis of said urethra
catheter for irradiating said patient's prostate (202)
with a substantially uniform angul ar distribution of
m crowave field intensity, wherein the maximm
m crowave power to be enployed is limted to an anount
at which the tenperature of the patient's heated tissue
nost proximate to said m crowave antenna neans (116,
200) does not exceed a given safe nmaxi mum tenperature,

- an inflatable balloon (122, 206) being situated
at a distance froma tip (106) of said urethra
catheter, said distance defining a position of the
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i nfl atabl e balloon (122, 206), inside of which said
m crowave antenna neans (116, 200) is situated, and

- inflating nmeans for inflating said inflatable
bal | oon (122, 206), wherein

- said urethra catheter is adapted to be inserted
into said urethra, while in a deflated state, and
positioned therein at a | ocation at which both said
i nfl atabl e balloon (122, 206) and said m crowave
antenna neans (116, 200) are in cooperative
relationship with said patient's prostate,

- said inflatable balloon (122, 206) when inserted
into the urethra is inflatable in size froma first
cross-section value not larger than the cross-section
of said urethra to a second cross-section val ue
substantially |arger than the cross-section of said
urethra when said inflatable balloon (122, 206) is
i nfl at ed,

- wherein, when said inflatable balloon (122, 206)
is inflated, both prostate tissue (202) and non-
prostate tissue (204) situated between said inflatable
bal | oon (122, 206) and said prostate tissue (202) are
squeezed and conpressed so as thereby to increase the
m ni mum di st ance between heated tissue of said patient
and said mcrowave antenna neans (116, 200) and to
reduce the difference between outer and inner radi
(Rsp, Rop) of the prostate tissue with respect to the
m crowave antenna neans (116, 200), so that the maxi mum
m crowave power may be increased wthout exceeding said
gi ven maxi num safe tenperature and the tenperature
differential between the heated prostate tissue (202)
nore proximate to said m crowave antenna neans (116,
200) and the heated prostate tissue (202) nore distal
to said m crowave antenna neans (116, 200) is reduced."”
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The appel lant's subm ssions in support of its request
may be sunmarized as foll ows:

The invention ainmed at devising a rectal catheter as
wel | as an arrangenent of a rectal catheter and a
urethra catheter for an inproved hypertherm a treatnent
of an enlarged prostate. By providing an inflatable
bal | oon whi ch surrounded the m crowave antenna neans it
becanme possible to squeeze and conpress the prostate

ti ssue so that the distance between the antenna and the
heated tissue was increased. Such an increase in

di stance entailed two effects, both of which were based
on the fact that the m crowave power and thus the

t hermal energy absorbed in the tissue decreased with an
i ncreasing radi al distance. Firstly, non-prostate

ti ssue was pushed away fromthe vicinity of the antenna
and thus was heated to a | esser extent. Secondly, the
extension of prostate tissue in radial direction was
reduced so that the gradient in tenperature between
tissue nore proximate to the antenna and tissue distal
fromthe antenna was reduced. The result of both
effects was a nore honpgeneous and effective heating of
the prostate as a whol e.

As regards the prior art know edge, none of the cited
docunents hinted at the idea to support m crowave
hypertherm a treatnent of the prostate by a catheter
havi ng neans of applying squeezing pressure to the
prostate tissue.

In fact, docunent D1, relied on by the exam ning

di vi sion, showed a conventional rectal catheter for

m crowave hypertherm a treatnment which did not possess
any neans that woul d exert squeezing pressure on the
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heated tissue. Although the known catheter conprised an
i nfl atable balloon, this balloon served for a different
purpose (ie to fix the position of the catheter when
inserted into the rectum and did not surround the

m cr owave ant enna.

The ot her docunent, ie D6, cited by the exam ning

di vi sion showed an endotract catheter for mcrowave
hypertherm a treatnent which conprised an inflatable
bal | oon surrounding the m crowave antenna, but the
inflated balloon also served a different purpose in
that it should cone in close contact with the inner
wal | of the respective organ to be treated and thereby
renove any gases or fluids between the antenna and the
surface of the organ. Consequently, the balloon was
formed of a highly flexible material which had to be as
thin as possible so as to absorb as little m crowave
energy as possible. Thus, apart fromthe fact that the
cat heter was not specifically adapted to forma rectal
catheter, its balloon was not suitable for exerting
substanti al squeezing pressure on the surroundi ng

ti ssue.

Starting fromeither D1 or D6, the probl em addressed by
the present invention was to be seen in providing an

i nproved rectal catheter for hypertherm a treatnent of
t he prostate which reduced the risk of overheating non-
prostate tissue and rendered the heating of the
prostate nore honbgeneous.

Finally, docunments D8 and D9 referred to by the

exam ning division constituted earlier European
applications which belonged to the state of the art
within the meaning of Articles 54(3) and (4) EPC only.
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Since they concerned urethra catheters they did not
take away the novelty of the subject-matter of the

clains in suit.

Moreover, the claimdefinitions were clear and
disclosed in the originally-filed application docunents
so that the requirenents of Articles 84 and 123(2) EPC
were al so net.

Reasons for the Decision

0715.D

The appeal conplies with the requirements of Articles
106 to 108 and Rule 64 EPC and is, therefore,
adm ssi bl e.

Amendnents (Article 123(2) EPC)

| ndependent claim1 is based on originally-filed clains
1, 5 and 9. The wording of these clains is anended by
the additional definition of inflating nmeans which are
di scl osed by Figures 1b and 1c and the correspondi ng
description on page 5, lines 13-17, and page 7, line 33
to page 8, line 1, of the published application, as
well as by an explicit definition of the relation of
cross-sectional values of the inflatable balloon in the
deflated and inflated state, as is supported by the
description of Figures 2a and 2b. Although the added
features and properties are nentioned, strictly
speaking, in the context of the description of a
urethra catheter, it is clear fromthe statenent on
page 8, lines 19 to 2, of the application: "In
addition, the rectal catheter shown in Figure 3 also
possesses the advantages of the urethral catheter,
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di scussed above." that they are disclosed for the
rectal catheter as well.

The cat heter arrangenent according to claim6 is

di scl osed by original claim15 and the description on
page 10, lines 5 to 7, of the application with the
features of the urethra catheter being disclosed by
original claiml1 and the description of Figures 1, 1b,
lc, 2a and 2b.

The Board is thus satisfied that the clains on file
conply with the requirenent of Article 123(2) EPC.

Clarity (Article 84 EPQ

In its contested decision (cf item1.1), the exam ning
division held that in particular the features "said
inflatabl e balloon is adapted to be inflated to a given

ti ssue squeezing pressure ... froma first cross-

section value ... to a second cross-section val ue
substantially |arger than the cross-section of said
urethra ... said tissue squeezing pressure being
sufficient to squeeze and conpress (prostate) tissue of
said patient ... so as to increase the m ni num di stance
bet ween heated tissue of said patient and said

m crowave antenna neans and to reduce the difference
bet ween outer and inner radii of the prostate tissue
with respect to the m crowave antenna neans" (enphasis
added), included in clainms 1 of the requests then on
file, defined properties of the inflatable balloon by
results to be achieved.

The division argued that these definitions were unclear
since they did not neet established criteria for the
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allowability of functional definitions. According to

t he exam ni ng division, physical properties of diseased
prostate tissue varied to a great extent anong

i ndi vi dual patients. Hence, the clainmed result, nanely
the application of a sufficient tissue squeezing
pressure by the inflated balloon, could not be directly
and positively verified and was thus consi dered

uncl ear, the nore so as a verification device was
neither specified in the description nor known in the
art. In any case, a vast nunber of experinents would
have to be carried out in order to determ ne the proper
ti ssue squeezing pressure, which, apart from ethical
probl enms that might arise with patients, constituted

undue experi nentati on.

The Board notes that the present wording of the clains
does no longer require that the ball oon should be
inflated to a "given tissue squeezing pressure". Al

that is required is that the balloon is inflatable from
a first cross-section value small enough to fit into a
patient's rectumor urethra to a second cross-section

| arger than that of the rectumor urethra so that, in
consequence, the inflated balloon will exert a
squeezing pressure on the tissue surrounding the
catheter and thereby increase the distance between the

ti ssue and the m crowave antenna.

As regards the aspect of control over the degree of
inflation, the application docunents hint on page 8,
first paragraph, at the possibility of nonitoring not
only the proper positioning of the catheter but also
t he amount of inflation by neans of fluoroscopy for a
ball oon filled wth a radi o-opaque |iquid.
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The Board has no doubt that the skilled person, who, in
the present case, possesses the qualification of a
nmechani cal engi neer devel opi ng cat heters for nedi cal
treatment, under instruction by a physician, would
under stand the nmeaning and inplications of the claim
definitions and, noreover, would have the know edge as
wel | as the technical neans necessary to design a
rectal or urethra catheter with an inflatable balloon
havi ng the properties specified in the clains in suit.

Novelty and inventive step (Articles 52(1), 54 and
56 EPC)

Both of the earlier European applications according to
docunents D8 and D9, which are conprised in the state
of the art within the nmeaning of Articles 54(3) and (4)
EPC, concern urethra catheters. Such catheters differ
froma rectal catheter inter alia in their outer

di aneter so that the content of these applications is
not detrinental to the novelty of the subject-matter of
i ndependent clains 1 and 6 on file.

As regards the available prior art published before the
international filing date of the present application,
an exanpl e of a conventional rectal catheter is given
by docunent Dl (see in particular Figure 1 with the
correspondi ng description). The known cat heter
conprises an inflatable balloon and correspondi ng
inflating nmeans. The balloon is arranged at the tip of
the catheter at one side thereof so as to press the
opposite side of the catheter against the wall of the
rectumand thus to fix the catheter in position. By
means of a reflector, mcrowave energy is directed
preferentially in the direction opposite to the balloon
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towards the prostate. No conpression of prostate tissue

is foreseen.

The subject-matter of claiml on file differs fromthe
rectal catheter known fromDl in that the inflatable
bal | oon surrounds the m crowave antenna and is designed
to be inflated so as to exert squeezing pressure on the
prostate and internedi ate non-prostate tissue.

4.3 From docunent D6 (see in particular Figure 1 with the
correspondi ng description) a generic endotract catheter
for hypertherm a treatnent by m crowave heating of
| esions on organs inside the body is known, which
conprises an inflatable balloon surrounding the
m crowave antenna. The ball oon and the m crowave
antenna are both situated at the tip of the catheter.
The catheter is not specifically adapted for a
treatment of the prostate via the rectum as the
m crowave antenna is designed to apply a substantially
uni form angul ar distribution of mcrowave field
intensity to the surrounding tissue. The balloon is
formed so as to come inits inflated state in close
contact with the wall of the organ tract where the
lesion is |located so that a chanber of variable volune
is formed around the m crowave antenna and no gases or
fluids remain in the gap between the antenna and the
surface of the organ (colum 1, |ines 24-28 and 65-68;
colum 2, lines 54-57). In order to allow the balloon
to be inflated into intimte contact with the wall of
the tract or lunen organ, it is nade froma thin
highly flexible polynmeric film(colum 2, |ines 57-62;
colum 3, lines 26-29; colum 4, lines 4-17). The
inflated ball oon should conply with an uneven i nner

0715.D
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profile of the wall of the organ, but no conpression of
the surrounding tissue is intended.

The catheter according to present claiml differs in
essence fromthe known catheter in that it is
specifically adapted to be inserted into a male
patient's rectum that the inflatable balloon and the
m crowave antenna are situated at a distance fromthe
tip of the catheter, that the catheter conprises

di stribution neans for providing a distribution of

m crowave field intensity preferentially in a direction
towards the prostate, and that the inflating neans are
configured to inflate the balloon to a cross-section

| arger than the cross-section of the rectumso as to
squeeze and conpress the surrounding tissue including
that of the prostate.

Thus neither D1 nor D6 shows a rectal catheter
conprising all features specified in claim21l under

consi der ati on.

Mor eover, none of the further docunents referred to in
the contested decision or cited in exam nation or in
the International and European Search Reports discl oses
a rectal catheter for treating prostate di seases which
possesses in conbi nation m crowave antenna neans for
preferential irradiation of the prostate and an

i nfl at abl e bal | oon desi gned for squeezing and
conpressing the heated tissue.

Consequently, the subject-matter of claiml has to be
regarded as novel over the available state of the art.
The sane applies to independent claim6 directed to an
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arrangenment of a rectal catheter as specified in
claiml and a urethra catheter.

According to additional remarks added to the contested
deci sion, the exam ning division considered a rectal
catheter as disclosed by the application to be rendered
obvi ous by a conbi nati on of the teachings of docunents
D1 and De6.

Apart fromthe facts that, in these remarks, the

di vi sion does not particularly pay attention to the
different functions served by the respective inflatable
bal | oons according to D1, D6 and the present
application and that it |eaves all functional features
out of consideration which relate to a squeezing and
conpression of tissue by the inflated balloon and to an
increase in distance between the m crowave antenna and
the heated tissue, the division's analysis is
apparently based on the opinion that clainmed features
m ssing fromone of the docunents are known fromthe

ot her docunent and so conventional that they are
arbitrarily interchangeabl e.

The Board is aware of the fact that the features

di stinguishing the clained subject-matter froma
catheter as known fromeither D1 or D6 are at least in
part known fromthe other docunent and, noreover, were
known as such before the international filing date of
the present application for one type of catheter or
anot her, as is apparent from docunents cited in the
search reports for the present application. For

i nstance, a catheter conprising an infl atable balloon
surroundi ng an antenna for m crowave heating of tissue

was used for the treatnent of stenoses in bl ood
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vessels. Mire specifically, as regards the treatnent of
an enlarged prostate by neans of a urethra catheter, it
was known to use a balloon catheter for nechanically

wi dening the urethra so as to renove a stenosis or to
use a catheter with a mcrowave antenna for a

hypertherm a treatnent.

However, regarding the issue of inventive step, the
deci sive question to be answered is whether the skilled
person woul d have applied such nmeasures to a rectal
cat heter and woul d have accordingly nodified a catheter

as known from D1 or D6.

Unli ke the situations encountered for treating the
prostate by neans of a urethra catheter or for a
dilation treatnment of stenoses in blood vessels, a
treatment of the prostate fromthe side of the rectum
does not require the wi dening of a stenosis. Therefore,
t he Board sees no incentive for the skilled person to
purposefully nodify a catheter as known from D1 or D6
So as to arrive at a rectal catheter for hypertherma
treatment of the prostate as defined in claim?21 under
consi deration having inflatable neans for increasing

t he di stance between the m crowave antenna and the
heated tissue. As a matter of fact, none of the
avai l abl e prior art docunments hints at the idea to

i nprove hypertherm a treatnment of the prostate by means
of a rectal catheter by squeezing and conpressing the
heated tissue so as to render the heating nore
honbgeneous and increase the efficiency of heating

di seased tissue without exceeding safe tenperature
limts for healthy tissue.
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For these reasons, the Board considers the subject-
matter of clains 1 and 6 to involve an inventive step
within the meaning of Article 56 EPC,
Claims 2 to 5 and 7 to 11 are dependent clains and,
therefore, their subject-matters also conply with
Article 56 EPC.

5. In the result, the Board finds that the appellant's

request satisfies the requirenents of the EPC

Or der

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The case is remtted to the first instance with the
order to grant a patent on the basis of the appellant's
request filed during the oral proceedi ngs of
10 February 2004.

The Regi strar: The Chai r man:

R. Schunacher G Davi es
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