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(57) Abrégée/Abstract:

The Invention relates to an implant for treating male urinary stress incontinence, comprising a tape (1), and a cushion (5) capable of
being filled with fluid, which tape (1) with the cushion (5), when laid onto the patient's urethra, may be looped over the lower pubic
branch and may be surgically fixed under tension. For creating such an implant, which may be implanted also without anchoring on
the pelvis (8) and which allows for an optimum treatment, It is provided that the tape (1) comprises a broadened region (2) , to
which region (2) the free ends (3) of the tape (1) , when implanted, after the loop-over, may be fixed, and in that the cushion (5) Is
arranged in said region (2), which cushion (9) Is connected with a duct (6), which extends outside the tape (1), for supplying and

removing the fluid.
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Abstract:

The invention relates to an implant for treating male

urinary stress incontinence, comprising a tape (1), and a

ﬁ

cushion (5) capable of being filled with fluid, which tape

(1) with the cushion (5), when laid onto the patient's ure-
thra, may be looped over the lower pubic branch and may be
surgically fixed under tension. For creating such an 1im-
plant, which may be i1mplanted also without anchoring on the
pelvis (8) and which allows for an optimum treatment, 1t 1s

provided that the tape (1) comprises a broadened region

(2), to which region (2) the free ends (3) of the tape (1),

when 1mplanted, after the loop-over, may be fixed, and 1in
that the cushion (5) 1s arranged in said regilon (2), which

cushion (5) 1s connected with a duct (6), which extends

outside the tape (1), for supplying and removing the fluid.
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—

Implant for treatment of male urinary stress incontinence

The 1nvention relates to an implant for the treatment

of male urinary stress 1ncontinence, comprising a tape and

a cushion, which may be filled with fluid, which tape, when

laid with the cushion onto the patient's urethra, may be

looped over the lower pubic branch und may be surgically

—

fixed under tension.
Urinary 1ncontinence 1s a common disease 1n men and

women, 1n particular in older persons. In men, the mailn

causes of urinary stress incontinence are surglcal 1inter-

ventions 1n the minor ©pelvis, in particular radical
prostatectomy, and endourologlical 1nterventions on the
prostate and the urethra, which may lead to sphincter 1nju-
ries.

The so-called stress incontinence 1is one form of uril-
nary 1incontinence, which 1s characterised by 1nvoluntary
rassing of urine under physical stress. In the early stage

,H

of the disease improvements may be achieved by conservative

measures, such as, e.g., gymnastics for strengthening the

pelvic floor or biofeedback and electrostimulation. With a

more high-grade incontinence a surgical treatment 1s neces-

sary.
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The most common surgical treatment of urilinary stress

p—
—

incontinence in women includes an 1implantation of a so-

called “TVT” (“tension-free vaginal tape”), which 1s looped

ﬁ

over the rear part of the urethra and the free ends o

N

P

which are fixed on the 1inner side of the abdominal wall

above the pubic bone. In doing so, the synthetic tape comes

to rest below the urethra 1in a tension-free manner and, un-

der loads, such as coughing and sneezing, it prevents the

urethra from lowering, thus sealing the same.

WO 02/02031 Al shows, e.g., such an 1mplant for treat-

ing urinary stress incontinence 1n females.

DE 101 03 179 Al also describes a device for treating
urinary stress incontinence in women, comprising a Strip

for supporting the urethra.

DE 101 38 950 Al describes a TVT for treating urilnary

incontinence, 1n particular in women, which i1s designed to

. e

be flexible and which at least partly consists of absorb-

able material. Said tape comprises a chamber fillable with

fluid. Said tape 1s arranged below the urethra 1n a ten-
sion-free manner and the free ends of the tape are anchored

in the abdominal wall by ingrowing connective tissue. Said

tape 1s not suitable for treating male urinary incontilnence

already for bilomechanical and anatomilcal reasons.
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Besides the above-mentioned TVTs so-called “TOTs” (TOT

— transobturator tape sling” or transobturatory tapes are
also used 1n surgical therapy of urinary stress 1nconti-

nence 1n women.

US 2003/0212305 Al describes an implantation tool and

an 1mplantation method for treating 1ncontlnence 1n women

with the above-mentioned transobturatory system.

Implants for treating female urilnary 1ncontinence are

also known for supporting the bladder, as, e.g., according

to US 5,840,011 A.

Such tension-free implants are not suited for the use

in males due to the different anatomical facts.

Currently, tapes provided with bone anchors are avail-

g

able for the therapy of male urinary stress 1ncontinence,

in order to be able to exert a sufficiently high pressure

on the urethra. In doing so, a tape supporting the urethra

1s fixed on the pelvic bone and thus, an effective pressure

on the urethra 1s achieved during stress situations. Usu-

ﬁ

ally, the fixing of the tape on the pelvic bone 1s done Dby

g

means of miniatur screws and bone anchors, respectively,

ﬁ

which are mostly made of titanlum. The fixing elements an-

chored 1n the bone require a more complex surgical inter-

vention and, additionally, they are foreign bodies which
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may lead to rejection reactions and problems.

US 5,163,897 A describes an implant for treating male
urinary stress incontinence, wherein an inflatable balloon
is placed along the urethra and is fastened on the cavernous
body by corresponding claw-like elements. The balloon 1is
connected with a hand pump via a duct, which pump 1is located
in the scrotum. The balloon may be blown up by actuating the
hand pump, so that a corresponding pressure 1s exerted on
the urethra, sealing the latter. For voiding of the bladder,
the balloon has to be emptied by actuating a corresponding
valve, so as to stop the pressure on the urethra and to thus
allow the urine to pass through. Beside the relatively high
complexity of the implant and the high expenditure of
implanting, said system requires the active participation ot
the patient, leading to problems, in particular in the case
of older patients.

An object of the present invention 1is tO provide an
implant treatment of male urinary stress incontinence which

addresses the disadvantages of known implants.

tape with a broadened region having at least one opening. A
cushion is provided and is capable of beilng filled with

fluid, the cushion being arranged on the front side of the
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broadened region of the tape. A duct is connected to the
cushion and extends outside the tape for supplying and
removing the fluid to and from the cushion. Means 1S
provided for securing the tape and the cushion in a position
in which the cushion lies on the urethra of the patient, by
looping around a lower pubic branch of the patient through
the at least one opening of the broadened region and being
fixed to the backside of the broadened region so as to
secure the tape and the cushion under tension without
completely surrounding the urethra.

The cushion may exert a pressure on the urethra via the
broadened region of the tape, which pressure 1s just as high
as to prevent urine escape when under stress, e.g. when
coughing or sneezing. In contrast thereto, the pressure can
be adijusted individually via the cushion so as to enable
voiding of the bladder by the patient without actuating the
implant or taking other measures. Via the Dbroadened region
of the tape, a pressure 1is exerted on the urethra over a
longer section of the latter. No urethra injuries can result
due to the pressure distribution over the broadened region.
The inventive implant does not require a fixing on the pel-
vic bone but is placed in the desired position by laying on-
to the urethra and passing the free ends of the tape through

the openings in the pelvic bone, and a permanent fixing on
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the pelvis 1s achieved by fixing the ends of the tape on the
broadened region. Rejection reactions and surgical complica-
tions are avoided, as fixing elements on the pelvic bone are
omitted. Furthermore, the implantation c¢an be done more
easily and more quickly and thus with less strain on the
patient. The arrangement of the cushion allows for the
present implant to be optimally adjustable to the respective
conditions by filling the cushion with fluid to exert a
higher pressure on the urethra or by removing a certain
amount of fluid from the cushion to reduce the pressure on
the urethra. The cushion can be adjusted also particularly
simply and quickly after implantation by filling the cushion
or sucking-off the fluid via the skin. The duct may Dbe
placed, e.g., in the patient's scrotum and can be palpated
easily by the attending physician and consequently, the
fluid can be introduced into the cushion or sucked off the
cushion by piercing the skin and the duct. Thus, a subse-
quent correction of the pressure on the urethra can be done
at any time to obtain optimum treating results. The
described implant for treating male urinary  stress
incontinence does not need any screws and is designed to be
self-supporting.

Advantageously, the broadened region of the tape 1s ar-

ranged substantially in the longitudinal center of the tape.
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The length of the tape 1s selected such that 1t can be
looped over the pelvic bone once according to the anatomical
conditions and then, the free ends of the tape can be fixed
on the broadened region, which adjolins the urethra, e.g., by
suturation or by glueing. The ends of the tape can be cut
off to the desired length also during implantation.
Advantageously, the free end of the duct 1s closed. The
duct and the free end of the duct, respectively, are

provided with an advantageously thin membrane to allow for

piercing with a corresponding needle as easlily as possible.

To facilitate piercing of the free end of the duct,
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sald free end can be designed to be broadened.

Advantageously, a physiological saline solution 1s used

as fluid, which solution does not have any adverse effects

on the body even in the case of a leaking cushion.

The cushion can be glued with the tape on the respec-

tive side of the broadened region. In doing so, appropriate

glues are used which do not provoke any rejection reactions

P

and which do not lose their glueing effect in a long-term

implantation.

Tt 1s also possible that the cushion and the tape are

produced 1ntegrally.

F

Advantageously, the tape is made of synthetilic fabrics,

in particular of a polypropylene fabric. Said materials

have already shown excellent properties in other implants.

The fabric tape may be soaked in silicone.

f—

According to a further characteristic of the i1nvention,

the cushion is made of elastic synthetic material, 1n par-

ticular silicone.

ﬁ

fixing of the ends of the tape on the

) .

To facilitate

broadened region after 1implantation, the ends of the tape

can be designed to taper.

To further facilitate the implantation, eye hooks or

p—

the like may be provided on the ends of the tape for fixing
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the suture.

The invention also relates to a method for 1implanting

the implant described, which method is explained in more

g

detail by way of the annexed drawings which show an ex-

amplary embodiment of the implant for treating male urinary
stress 1ncontinence.

Therein:

Fig. 1 shows a view on a tape 1n the unfolded, flat

state;

Fig. 2 shows a detailed view on the tape of Fig. 1 with

the cushion being arranged thereon;

Fig. 3 shows a sectional respresentation through the

H

tape of Fig. 2 along the sectional line III-II1I;

Fig. 4 schematically shows the view from the bottom on

the implant fastened to the pelvis after implantation; and

Fig. 5 shows the implant fastened to the pelvis 1n a

sl1de view.

Fig. 1 shows the tape 1 for the formation of the 1m-

plant for treating male urinary stress 1incontinence, which

tape comprises a broadened region 2 substantially 1in the

longitudinal center. The free ends 3 of the tape 1 may be

designed to taper. Eye hooks 4 or the like may be arranged

g P
p—

on the free ends 3 for fixing the suture. The tape 1 pref-
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erably consists of a synthetic fabric, in particular poly-—

propylene fabric, which may, e.g., be soaked in silicone.

Salid materials have good biocompatability and are fre-
quently used 1n surgery. Furthermore, such materials can be
produced 1in a relatively cost-effective way. The dimensions

pi—
p—

OL the 1inventive tape 1 are adapted to the respective con-

ditions. The total length L of the tape 1 may, e.g., be in

pr—

the range of between 500 and 600 mm. The broadened region 2

F

of the tape 1 typically comprises a length Ly of 50 mm and a

height Hg of 40 mm. The width B of tape 1 typically is

15 mm. The tape 1 is implanted with a minimum-surgical

method, 1n which method the urethra is exposed by a small

P

cut and the tape 1 1is installed by means of corresponding

implantation tools which are used, e.g., for the implanta-

P

tion of transobturatory tapes for treating female urinary

lncontinence.

F

Figs. 2 and 3 show a detail of the tape 1 in the area

of the broadened region 2, wherein a cushion 5 is provided

P

above at least one part of the broadened region 2, openings

13 may be provided on the broadened region (2) above which

no cushion 5 1s placed, in which openings the free ends 3

b

Q.

the tape 1 may be inserted for a better fixing. It 1is

I

also possible to arrange several interconnected cushions 5.
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The cushion 5 may be glued with the tape 5 or be produced

integrally therewith. To facilitate a subsequent filling or

g

emptying of the cushion 5, said cushion is connected to a

p—

duct 6, the free end 7 of which being closed to prevent an

.

undesired escape of the

I

F

uld, 1n particular of the saline

ﬁ

solution, provided in the cushion 5. The free end 7 of the

duct © 1s arranged on a suitable site, e.g. in the region

i
——

of the patient's scrotum. The fluid may be introduced into

or sucked off, respectively, the cushion 5 by piercing the

ﬁ P

skin and the free end 7 of the duct 6 by means of a needle.

Fig. 4 shows a view on the implant fastened to the pel-

vis 8 after said implantation. The implantation can be done

under spilnal anaesthesia or general anaesthesia. In supine

poslition, the patient is perineally placed. A vertical per-

1neal cut of about 5 cm in length is made shortly below the

scrotum. Then, the urethra and the musculus bulbospongiosus

lying thereabove are demonstrated. On this structure 12, on
poth sides laterally, the lower pubic branch 11 (ramus in-

ferior ossis pubis) is demonstrated. As anatomical struc-

tures, starting laterally, there are the ramus inferior

pr—

0ssls pubis 11, the crus of the Corpus cavernosus, and the

urethra with the Musculus bulbospongiosus abutting medi-

ally, which 1is preserved (structure 12). Subsequently, a
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ﬁ

small 1ncision of the pelvic fascile is made about 2 cm be-

low the symphysis on both sides by means of the scissors,

P

laterally of the crus and medially of the ramus inferior

0ssls pubils 11. By this incision, a helical trocar, similar

to that described 1in patent WO 02/02031 Al, is led around

the ramus 1inferior ossis pubis 11. By this, the membrana

obturatoria close to the ramus inferior ossis pubis 11 is

F

perforated on the contralateral side of the course of the

nervus obturatorius 1n the region 10 of the opening 9

fr—

foramen obturatorium) of the pelvis 8. In doing so,

ﬁ

(the

the

dangerous region 10 of the openings 9 in pelvis 8, in which

nerves and blood vessels extend, 1s not affected, whereby

ﬁ

B

the risk of surgery and the risk of a haemorrhage can be

F

reduced. In contrast to the conventional technique of im-

planting 1n women, the trocar is led in a so-called inside-

out technique, and the skin is not pierced, but, arriving

the ramus 1inferior ossis pubis 11 to the perineal site of

from dorsal, the trocar is guided at the ventral side of

—
- d

I

incision. By the eye hook 1n the trocar, one end of the

tape 1 1s fixed, and the trocar is retracted in a helical

movement which 1s predetermined by the curvature. The

ﬁ

> dllle

way of 1Implanting also occurs at the other side. Due to

this way of implanting, the cushion 5 arranged in the

mid-—
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dle of the tape 1 1n the broadened region 2 thereof comes

to lie 1n front of the urethra 1n the structure 12 at the

level of the symphysis. The ends of the loop are now fixed

'*

to the lower part of the broadened range 2 of the tape 1 by

suturing or by gluing. By filling the cushion 5 and simul-

taneously retrograde measuring of the urethral closure

pressure, the optimum pressure on the urethra 1n the struc-

ture 12 1s adjusted. For filling the cushion 5, the free

end 7 of the duct 6 subsequently 1s laid into a small sur-

gically provided pocket 1in the scrotum. Then the wound 1s

closed, lavyer by layer.

F

Fastening of the implant thus occurs without anchoring

on the lower pubic branch 11 of the pelvis 8, facilitating

surgery and minimizing the risks. During implantation, the

pressure on the urethra in structure 12 1s achleved by an

approprlate fastening of the free end 3 of tape 1 and by

supplying or discharging fluid 1nto and out from cushion 5.

By filling cushion 5 via duct 6, or the free end 7 of duct

0, respectively, an appropriate pressure 1s exerted on the

urethra which ensures sealing of the latter during stress,

such as coughing and sneezing, and, nevertheless, allows

F

for an 1intentional wvolding of the bladder. As described

above, this desired pressure is measured during surgery and
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adjusted by appropriately filling the cushion 5. Later on,

P
p—

an adaptation, e.g. to a changed situation, may be effected

i

at any time 1n an outpatient department without great ef-

f

fort by filling or emptying the cushion 5 via duct 6.

The present 1invention exhibits a new transobturatory

system for treating male urinary stress 1incontinence which

does not reguire screws for anchoring on the pelvis. The

implant 1s designed to be self-supporting and can be ad-

justed 1ndividually by 1ntegration of the cushion.
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Claims:

1. An implant for treating male urinary stress
incontinence, comprising:

a tape having a broadened region, the broadened region
having at least one opening;

a cushion capable of being filled with fluid, the
cushion being arranged on a front side of the broadened
region of the tape;

a duct connected to the cushion and extending outside

the tape for supplying and removing the fluid to and from

the cushion; and

means for securing the tape and the cushion, 1in a
position 1in which the cushion 1lies on a wurethra of a
patient, by looping around a lower pubic branch of the
patient, through the at least one opening of the broadened
region and being fixed to a back side of the broadened

region so as to secure the tape and the cushion under

tension without completely surrounding the urethra.

2 . The implant according to claim 1, wherein the broadened

region is arranged substantially in the longitudinal center

of the tape.

- 15 =
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3. The implant according to claim 1 or 2, wherein the free

end of the duct 1s closed.

4. The implant according to claim 3, wherein a free end of
the duct is designed to be broadened.

5. The implant according to any one of claims 1 to ¢,
wherein the fluid is saline solution.

6. The implant according to any one of claims 1 to S,
wherein the cushion 1s glued to the tape.

7. The implant according to any one of claims 1 to oS,
wherein the cushion and the tape are produced integrally.

8 . The implant according to any one of c¢laims 1 to 7/,
wherein the tape comprises a synthetic fabric.

9. The implant according to claim 8, wherein the synthetic

fabric is polypropylene fabric.

10. The implant according to claim 8 or 9, wherein the tape

is soaked 1n silicone.

-~ 16 -
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11. The 1implant according to any one of claims 1 to 10,
wherein the cushion 1s formed by an elastic synthetic

material.

12. The 1implant according to claim 11, wherein the cushion

18 formed of silicone.

13. The implant according to any one of claims 1 to 12,

wherein the ends of the tape are tapered.

14, The implant according to any one of claims 1 to 13,

wherelin eye hooks are provided on the ends of the tape for

fixing the implant.

_17_
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