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R (57) Abstract: The invention relates to a medical-use bandage (1) designed to immobilize a tube implanted in a body, the implanted
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& (2) having a lower face (21) designed to be applied to the skin and an upper face (22) , - first fixing means (3) for fixing the exit site,

comprising on the lower face (21) of the base support (2) an adhesive fixing part (32) designed to be stuck at least partly around the

exit site to the skin and to a proximal portion of the projecting part of the tube; and - second fixing means (4) for engaging the distal

portion of the projecting part of the tube in a defined shape and in a sliding manner, the second fixing means (4) consisting at least
a partly of a part (43) of the upper face (22) of the support (2) .
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Medical-Use Bandage

Technical field of the invention

The present invention relates to a medical-use bandage for a tube implanted in a
patient, and the process for applying this bandage to the skin of a patient. The
tube is more particularly the tube of a catheter for dialysis, notably peritoneal
dialysis.

Dialysis is a way of cleaning the blood when a person’s kidneys are no longer
able to function. Dialysis takes the place of the kidneys by removing the body’s
waste products, notably excess water or salt. There are two basic methods of
dialysis: haemodialysis and peritoneal dialysis.

In haemodialysis the blood is pumped out of the body to a machine which acts as
an artificial kidney and contains a special membrane for filtering the blood and
removing waste products. The cleaned blood is then returned via tubes
connecting the patient to the machine. The haemodialysis process takes
approximately 4 hours and must be carried out three times a week.

In peritoneal dialysis the waste products are filtered out of the blood through the
wall of the patient’s abdominal cavity. The wall is called the peritoneum and acts
as a natural filtration membrane. The waste products are removed by means of a
sterile cleaning fluid which is introduced and removed from the abdomen in
cycles. A flexible plastic tube known as a catheter is permanently installed
surgically in the lower part of the patient's abdomen. One part of this catheter is
inserted inside the patient and one part projects outside the patient. The junction
between the two parts on the surface of the skin is known as the “exit site”. The
patient therefore has part of the catheter permanently projecting from his or her
body.

During the treatment, the distal end (meaning the end furthest from the patient) of
the catheter is connected by an adapter to another tube, the patient extender. A
connector at the end of the extender allows communication with the cleaning
fluid. The cleaning fluid thus enters the abdomen through the extender and then
through the catheter.
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Waste products from the blood pass through the peritoneal membrane into the
cleaning fluid. Then, when the filtration process is over, the fluid leaves the body

through the catheter.

More particularly, peritoneal dialysis employs two different methods in terms of duration
and the number of cycles: Automatic Peritoneal Dialysis (APD), done by machine, and
Continuous Ambulatory Peritoneal Dialysis (CAPD), which uses gravity.

Continuous Ambulatory Peritoneal Dialysis does not require the use of a dialysis
machine. Patients perform the treatment themselves by introducing into their abdomen
approximately 2 litres of cleaning fluid into their peritoneal cavity by connecting up via
the extender a bag of cleaning fluid which is placed above shoulder level and drained
in. Then, when the fluid has been introduced into the patient’s peritoneal cavity, an
empty bag is connected via the extender at a level below the abdomen. In this way the
solution containing the waste products is drained off from the peritoneal cavity into the
empty bag. This process is usually performed 4 or 5 times every day. Each of these

cycles takes around 30 minutes.

In automatic dialysis, these cycles are programmed by a machine at least several

times a night.

One drawback with peritoneal dialysis is the permanent installation of the catheter and
extender near the patient’s belt.

In the first place, the projecting part of this extender (which can measure between 20
and 30 cm) must be protected and kept in position between cycles to avoid damage or
movement of the catheter and its extender. In the second place, dﬁring the cycle, the
projecting part of the tube may move undesirably as the fluid is passing through it. This
can be uncomfortable for the patient and can influence the rate of flow of the fluid, or
result in the implanted catheter being moved relative to the body.

In addition, the exit site of the catheter must be carefully monitored because it can be
subject to unwanted infections (such as peritonitis).
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Prior art:

As regards the fixing and protecting of the catheter and extender during non-treatment
time, a number of dressings or bandages designed to secure the projecting part of the
tube are known. The best-known method is a bandage which is made by the patient or
nurse and consists of gauze placed on the exit site and then secured with several
strips of adhesive tape.

More sophisticated belts having a bag for receiving the unused tube have been
developed. Patent US 6,436,074 discloses a belt for securing the catheter and
protecting the exit site during non-treatment time. The belt is doubled over and closed
to form a bag to receive the tube. The exit site is protected by sterile gauze in contact
with the exit site and applied by a block of foam rubber all the way around it. The
device is held in place during non-treatment time by its belt shape which is adjusted to

fit the patient’'s pélvis.

As regards the fixing and protection of the catheter during treatment, several bandages
have been produced, mostly bandages for applying to a tube connecting a vascular
access of a patient.

One bandage for use ‘during treatment is known from Patent US 5,344,415. This
bandage comprises two distinct separate parts: the first part is a dressing with an
absorbent material applied to the exit site and surrounded by an adhesive dressing.
The second part is a simple, entirely adhesive band. The first part is applied first,
followed by the second part which will be applied along the edge of the first part
covering the tube. In one edge of the second part is an indentation for receiving the
tube. The second part is stuck to the skin in such a way as to cover an edge. of the first
part and immobilize the tube between the two edges inside the indentation.

A second bandage for use during treatment is known from Patent EP 0 569 565. This
is a square adhesive bandage with an area of gauze in its centre designed to be
placed over the exit site. The bandage is slit through its thickness from the centre of
the gauze to the perimeter of the bandage. The slit makes it possible to position the
centre of the bandage over the exit site of the patient and allows the bandage to be

stuck all the way around the exit site. Where the vascular access device is a cannula

-3-
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assembly comprising a voluminous assembly body comprising two branches, one for
the vascular access tube and the other for the administration of medication, the
assembly device is itself attached, in addition to the square bandage, by an entirely
adhesive band attached to the bandage enabling the vascular access tube to be held in

place by adhesive.

The third intravenous bandage for use during treatment is known from Patent US
5,707,348. It is composed of a first part applied all the way around the exit site by
adhesive fixing, and a second part which, in the position of complete usage, will be

fixed adhesively to the skin to hold the tube in a chosen direction.

Each proposed type uses adhesive fixing for the first part around the vascular access
site and adhesive fixing for the second part in such a way that the two parts keep the

tube in position adhesively for the whole time the bandage is being used in a chosen

form.

Consequently, in the three described cases of dressings used during treatment, each
bandage has a single-use adhesive fixing for the tube. In other words, each bandage is
applied adhesively to keep the tube immobile throughout the period of application of
the bandage. The tube can only be moved when the bandage is removed after the

patient has been treated.

Any discussion of documents, acts, materials, devices, articles or the like which has
been included in the present specification is not to be taken as an admission that any or
all of these matters form part of the prior art base or were common general knowledge
in the field relevant to the present invention as it existed before the priority date of each

claim of this application.

Throughout this specification the word "comprise”, or variations such as "comprises" or
"comprising", will be understood to imply the inclusion of a stated element, integer or
step, or group of elements, integers or steps, but not the exclusion of any other element,

integer or step, or group of elements, integers or steps.
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Summary of the invention:

The invention relates to a medical-use bandage having a lower face designed to be
turned to the skin, and on the opposite side an upper face; this bandage being designed
to immobilize a tube implanted in a body, the implanted tube defining an exit site from
the body and a part of the tube projecting from the body; the bandage comprising:

a base support having a lower face designed to be applied to the skin and, on the
opposite side, an upper face,

first fixing means for fixing the exit site, comprising on the lower face of the
base support an adhesive fixing part designed to be stuck at least partly around the exit
site to the skin and to a proximal portion of the projecting part of the tube; and

second fixing means for engaging the distal portion of the projecting part
of the tube in a defined shape and in a sliding manner, the second fixing means
consisting at least partly of a part of the upper face of the support, the second fixing
means comprising:

a band having at least part of its nonadhesive lower face designed to be turned
to the skin, this band comprising:

® two opposite sides connected to the base support, and

* two auxiliary opposite sides defining through the upper face of the bandage

two openings for allowing the distal projecting portion of the tube to pass

through the openings; and

an adhesive attachment area that is situated at least partly around the band, is
defined on the lower face of the support, and is designed to be stuck to the skin.
The invention also relates to a process for applying the above-mentioned bandage, the
process comprising the following steps:

- applying and fixing adhesively at least in part the first fixing means to the skin

and the proximal part of the projecting portion of the tube,

- applying and fixing adhesively at least in part the second fixing means to the

skin, and
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- forming a loop with the distal portion of the projecting part of the tube and
engaging the projecting part of the tube in a sliding manner in the second fixing

means and in contact with at least the part of the upper surface of the support.

Brief description of the drawings:

Advantages and features of the invention will become apparent on reading the

description which follows.
The reader should refer to the accompanying drawings, in which:

Figure 1 shows the lower face (the face designed to be turned to the skin) of the

bandage, ready to be applied to the patient,
Figure 2 shows the upper face of the bandage,

Figure 3 shows the lower face (the face to be turned to the skin) of the bandage,

equipped with detachable films for bandage storage,

Figure 4 shows the upper face of the bandage, once the bandage has been applied to the

skin, with the projecting portion of the tube immobilized for treatment purposes, and

Figure 5 is an exploded view of the components of the bandage in storage.

Detailed description of the embodiments of the invention:

The medical-use bandage 1 comprises a lower face designed to be turned to the skin,

shown in Figure 2, and an upper face on the opposite side, shown in Figure 1.

As illustrated in Figure 4, the bandage is designed to immobilize a tube 100 implanted
in a body, the implanted tube 100 defining an exit site 101 from the body and a part 102
of the tube projecting from the body. The projecting part 102 of the tube is composed
of a proximal portion 102', that is to say the portion of the tube which is nearest the

body and which will be held in place by the first fixing means of the
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bandage, and a distal portion, that is to say the portion of the tube furthest from the
body, a part of which will be held in place during non-treatment by the second fixing
means of the bandage in a predetermined shape, preferably a loop.

The bandage 1 comprises a base support 2 having a lower face 21 designed to be
applied to the skin. This support may be for example a sheet of an impermeable
material, the face applied to the skin consisting of a hypoallergenic material. The
material may have good breatheability. All this allows the patient to tolerate the same
bandage for several days. The bandage may be coated with a quantity of acrylic
adhesive recognized for its high cutaneous tolerance. The material may be made
impermeable to bacteria. This material may comprise a natural material such as cotton,
woven or otherwise, applied to the lower face of an impermeable sheet, and/or may
comprise a polyurethane material. The material may be elastic or rigid. The bandage

will be white or flesh-coloured in particular.

The bandage 1 essentially comprises two fixing means for fixing the tube of the

catheter at two locations.

The first fixing means 3 for fixing the exit site 101 have on the lower face 21 of the
base support 2 an adhesive fixing part 32 designed to be stuck at least partly around
the exit site 101 to the skin and to a proximal portion 102’ of the projecting part 102 of
the tube. The adhesive fixing part 32 (the unhatched area of the first means 3 in Figure
1) may partly or completely surround the exit site, may be in the shape of a ring on the
base support, and may also be made adhesive as far as the edge of the base support.
This part may be essentially square as shown in Figure 1 or rectangular or indeed
round.

These first fixing means therefore make it possible to fix the proximal part of the tube of
the catheter adhesively and permanently. This means that the proximal part of the tube
is fixed adhesively and permanently throughout the period of usage and application of
the bandage on the patient (some 2 to 3 days).

The bandage 1 has second fixing means 4 for engaging the distal portion 102" of the
projecting part 102 of the tube in a defined shape and in particular in a sliding manner.

More particularly, the second fixing means 4 may comprise:
-7 -
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- a band 41 having at least part of its nonadhesive lower face (the nonadhesive -

area, shown hatched) designed to be turned to the skin. This band may comprise:
= two opposite sides (41’, 41”) connected to the base support 2, and

= two auxiliary opposite sides (411’, 411”) defining through the upper face of
the bandage 1 two openings for allowing the distal projecting portion 102” of
the tube to pass through the openings. The tube can therefore pass
between the lower face of the band and the base support, or between the

lower face of the band and the skin.

This band is an illustrative embodiment of means allowing the sliding passage of the
tube which is to be fixed in position. The band will have all or part of its lower face
nonadhesive. The band may be rectangular or square or be of some other shape.

The second fixing means also comprise an adhesive attachment area 42 (the
unhatched area) that is situated at least partly around the band 41, is defined on the
lower face 21 of the support, and is designed to be stuck to the skin. This attachment
area 42 allows the band to be fixed permanently to the skin. The adhesive attachment
may surround the band completely or partially.

These second fixing means therefore make it possible to fix nonadhesively and
movably, for example in a sliding manner, the distal part of the looped catheter tube.
For the entire period of use and application of the bandage on the patient (some 2 to 3
days), the user can thus easily alternate the two positions of the distal part of the tube
which: correspond to the peritoneal dialysis treatments which he or she has to perform

4 to 5 times every day.

Thus, the tube will be fixed to the second fixing means to form a loop during non-

treatment time, and will be withdrawn from the second fixing means during treatment.

If the dressing is left stuck in position for three days and the patient undergoes 5
treatments of peritoneal dialysis per day, this bandage easily allows the tube to be
passed underneath the band 3 x 5 = 15 times to give it the desired loop position during

each of the 15 dialysis treatments. Although the distal part of the tube can be moved
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(typically by sliding it) because of the second fixing means, the proximal part of the

tube will remain adhesively fixed in position by the first fixing means.

Any other embodiment of the second fixing means that may be devised by those skilled
in the art may be produced. For example, the fixing band of the second means may be
attached by one or both of its sides by means of a fixed or removable attachment to the
support, e.g. to facilitate the insertion of the tube through the second fixing means.

The looped position of the tube is wanted during non-treatment time because it has
been found by‘the applicant that this shape ensures that no tension is applied to the
point where the catheter emerges due to the weight and length of the external line of
the catheter. The external part of the catheter and the extender are thus held securely

against the body of the patient and will not move during non-treatment time.

The second fixing means will therefore be situated at a suitable distance from the first

fixing means to allow a loop to be formed without too much risk of the tube being

creased between the two fixing means. The distance between the two means depends

on the dimension of each of the fixing means and/or on the length of external line to be
" attached.

Without implying any restriction, an example would be a rectangular bandage
measuring approximately 10 cm by approximately 9 cm. The window of the first means
(the nonadhesive part is transparent or semi-transparent in this example) would be
roughly square with sides of approximately 4 cm. The band would be roughly a
rectangle with a width of approximately 1 cm and a length of approximately 5 cm. The
long sides of the rectangle would be parallel to one side of the square of the window
and separated by approximately 2 cm.

The band 41 may essentially be in the shape of a rectangle whose two long sides are
the sides defining the two openings (411’, 411”). The two long sides have a length
greater than the diameter of the tube, sufficient to allow the tube and the connector
joining the catheter to the extender to be passed through (the dimension of the
extender is greater than the diameter of the tube). This length may be at least twice as
great as the dimension of the connector. The two short sides of the rectangle may have

a length of for example at least twice the diameter of the tube.

-9-
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The band 41 can be formed in the base support 2: the two auxiliary sides (411’, 411”)
forming the two openings are produced by two slits made through the thickness of the
base support 2. If the band is rectangular, the two long sides of the band are the two
slits. The tube will thus be able to be positioned (typically by sliding it) between the
lower face of the band and the skin.

Alternatively, the band 41 is a separate element from the base support 2 and is
attached to the base support 2 by the opposite sides (41, 41”) permanently or
removably. In a simple embodiment of this form, the base support of the second fixing
means 4 is a sheet and the band is a separate rectangular (for example) sheet
attached to the support by two opposite sides. The tube can thus pass, typically by
sliding, between the lower face of the band and that part of the upper face of the base
support which is next to the band.

The ends of each slit (411, 411”) can be formed essentially into an arc of a circle
tangent to the auxiliary opposite side and extending away from the band. The diameter
of this arc of a circle is small compared with the length of the slit. The arc of a circle
may be a semicircle. This form of arc of a circle allows the band to be lifted more easily
and gives the band better resistance to movement of the tube. This reduces the risk of
the end of an auxiliary opposite side tearing.

The adhesive attachment area 42 of the second fixing means 4 can be in contact with
the two auxiliary opposite sides (411’, 411”) of the band 41. In other words, the lower
face of the part 42 of the second fixing means is adhesive at least on each side and in
contact with the band 41, for example at least on the areas 43 of the part 42 that are
hatched in Figure 1. This allows the second means to keep the part 42 from moving
and enables the tube to be inserted easily underneath the band 41 without the part 42
moving.

The second fixing means 4 may comp.rise a thickened area 50 formed on the band 41
compared with the thickness of the base support 2, to enhance the strength of the
band, which represents that area of the bandage which is subjected to the greatest

tensile force.

The thickened area 50 may extend only over the band 41.

-10 -
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A sheet stuck to the lower face 21 of the base support may form the thickened area 50.
This embodiment can be envisaged when the base support used for the second means
is a film of generally constant thickness with one face entirely adhesive: it is easy to
apply definitively the additional sheet which is intended to form the lower face of the
band against the adhesive film.

The thickened area 50 may also extend over the full width of the band 41.

The thickened area 50 may extend over a major part of the length of the band and be
situated approximately in the middle of the band, as shown in Figure 1, to leave the
ends of the auxiliary opposite sides with no thickened area. The thickened area
preferably extends over approximately 80 to 95% of the band 41. This is to prevent
tearing of the arcs of circles.

~ In addition, the first fixing means 3 of the bandage may comprise, on the lower face of

the base support, a protective part 31 designed to be placed over the exit site and
surrounded by the adhesive fixing part 32. This protective part may be a film consisting
of the base support which will be applied to the tube and the exit site to protect them
against being knocked. Alternatively, this protective part may be a special sheet
attached to the base support. These protective means may comprise a material
designed to come into direct contact with the exit site and capable of absorbing any
unwanted body fluid that oozes out of the patient’s exit site and/or that is capable of
forming a barrier to bacteria. The bandage here therefore has a dressing function on

the exit site.

The protective part 31 of the first fixing means 3 may be made of a transparent or
semi-transparent material, meaning a material such that the exit site is left visible. In
this way the condition of the exit site, which stays underneath the dressing for some 2

to 3 days, can be checked visually.

The protective part 31 of the first fixing means 3 may be nonadhesive. This will allow
the bandage to be withdrawn definitively without pulling on the part of the tube just in
contact with the exit site and without subjecting the tube (which has been permanently
implanted by surgery) to undesired pulling and/or withdrawal. For this purpose the user

will detach part of the adhesive part 32, place his finger on roughly the part of the tube

-11 -
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coming out of the exit site, and detach the rest of the adhesive part 32 stuck to the

tube, thus not pulling on the tube.

Moreover, at least one indentation 51 may be formed in an edge of the adhesive fixing
part 32 of the first fixing means 3 of the bandage 1. The dimensions of the indentation
are such that the projecting part 102 of the tube passing out of the adhesive fixing part
32 of the first fixing means 3 can be engaged in and held by the indentation 51.

The outline of at least one indentation 51 is preferably in the shape of a mushroom so
that the tube can be passed along the stalk of the mushroom and the head of the
mushroom can accommodate the tube. The width of the stalk may be practically zero
(a slit) or be approximately equal to the diameter of the tube.

Alternatively, the outline of the indentation may be an arc of a circle (for example a
semicircle) of diameter approximately equal to the diameter of the tube of the catheter
or may be V-shaped or may be a combined shape of a slightly rounded V. The
indentation may be any other shape envisaged by those skilled in the art capable of
accommodating the tube on an edge of the first fixing means.

At least one indentation may be situated on a straight line parallel to the band. This
straight line is preferably in the mid-plane of the protective part (31).

The dressing may have one indentation.

Alternatively, the dressing may have two indentations, one on each of the two opposite
sides of the first fixing means of the bandage (Figure 1). This will allow the user to
choose which of the 2 indentations to place the tube in. In use, the bandage will be
pl.aced on the patient’s abdomen in such a way that the first means are situated next to
the second means (if the dressing is rectangular as shown in Figure 1, then it will be
arranged so as to extend horizontally across the abdomen). The catheter tube can be
passed through either of the two indentations, as desired. It has been observed that
the projecting proximal part of the tube emerging from the abdomen needs to be
positioned vertically to achieve a better flow. It is for this reason that the indentations
are positioned on the bandage in such a way as to keep the projecting proximal part of
the tube vertical.

-12-
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For storing the bandage and protecting the adhesive parts (32, 44), the lower face of
the base support may be entirely covered with a detachable film 70. This detachable
film may contain silicone or any other material that can be stuck to one adhesive face
and detached without harming the adhesive properties of the face.

In more detail, the detachable film 70 may be composed of one part or of at least two
parts. In the case of a nonadhesive film composed of at least two parts, the film is
divided into at least a first film part 71 designed to at least partly cover the first fixing
means 3 and a second film part 72 designed to at least partly cover the second fixing

means 4.

More particularly, the detachable film may comprise a third film part 73 designed to
cover both a part at least of the first fixing means 3 and a part at least of the second
fixing means 4, as illustrated in Figures 3 and 5. This will allow the first fixing means to
be applied to the skin, followed by the second fixing means, after which the tube can

be passed underneath the band.

More particularly, the first film part 71 is designed to cover a part of the first fixing
means 3 that does not include the protective part 31, the second film part 72 is
designed to cover a part of the band as far as a line 75 passing between the auxiliary
opposite sides (411’, 411”) of the band 41 of the second fixing means 4, and the third
film part 73 intermediate between the first and second film parts (71, 72) is designed to
cover the non-covered parts of the first and second fixing means not covered by the
first and second film parts (71, 72).

The base support of the bandage can be formed in one piece. In the case of a
rectangular bandage, the first fixing means will be roughly a square with sides equal to
the width of the rectangle and the second fixing means will be the remaining rectangle,
as shown in Figure 1 by the broken-line boundary. This boundary is purely abstract in
the case of a one-piece support, but will be actual in the case of a support made in two
pieces composed of the first and second fixing means. That is to say, the base support
can be formed in a first part and a separate second part which define the first and

second fixing means, respectively.

-13 -
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If the support comprises two pieces, the attachment area 42 of the second fixing
means 4 may in one case consist simply of two parts on either side of the band 41 for
fixing the band to the skin: the separate second means comprise the band 41, which
would be fixed to the skin by at least two opposite adhesive attachment points. In this
case, the part 43 of the upper face 22 of the support consists of the upper face of the
first fixing means. In another case, the area of attachment 42 of the second fixing
means 4 may consist of two parts on either side of the band 41 for fixing the band to
the skin and may also consist of the areas 43 shown in Figure 2 on either side of the
auxiliary opposite sides (411’, 411”). In this way the area of the second fixing means
that adheres to the skin surrounds the band.

The length and/or area of the adhesive attachment points will be decided with respect
notably to the length of the nonadhesive base, to prevent either or both points peeling
off at the wrong time. For a two-part support, the user selects the optimum spacing
between the first and second fixing means so that the loop of the tube can be of the
optimum dimensions.

For storage, transport and distribution, the bandage in its packaging has been
sterilized, for example with ethylene oxide. The bandage could be sterilized first and
then enclosed in its packaging, or the reverse, or the bandage could be sterilized as it
is being placed in the unclosed/unsealed packaging. The packaging may take the form
of a peelable sachet consisting of two faces, e.g. one paper face and one transparent
face.

The bandage according to the invention may be envisaged with a medical-use tube

fixed to it, the tube having an initial part fixed to the first fixing means, a free

intermediate part that is essentially in the form of a loop, and a final part that is fixed in
a sliding manner to the second fixing means over at least a part 43 of the upper face
22 of the support 2. The tube/bandage assembly can be applied to the skin of a patient
who has an implanted tube, the projecting part of which is to be connected to the tube
attached to the bandage.

A process for applying the bandage according to the invention comprises the following
steps:

-14 -
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@) applying and fixing adhesively the first fixing means 3 to the skin and the
proximal part of the projecting portion of the tube,

(2) applying and fixing adhesively the second fixing means 4 to the skin, and

3) forming a loop with the distal portion of the projecting part of the tube and
sliding the projecting part of the tube between the lower surface of the band 41 and the

skin.
Step (1) may be preceded or followed directly by placing the tube in an indentation 51.

In step (3) the tube is inserted, e.g. slid, between the band and the skin directly, in the
case of a band produced by two slits through the base support. Alternatively, in step (3)
the tube may be slid between the band and the support directly, in the case of a
bandage made of a band added to the base support. In another alternative, step (3) will
be total or partial detachment of the support band, positioning of the tube, and re-

attachment of the band to place the band over the tube.

The order in which the steps have been written is preferably the order in which the
process is carried out in time.

Where the bandage comprises a nonadhesive detachable film 70 comprising a first film
part 71 designed to at least partly cover the first fixing means 3, and a second film part
72 designed to at least partly cover the second fixing means 23, the process for
applying the bandage will include the following steps:

- detaching the first nonadhesive film part 71 from the bandage before the step of
fixing adhesively at least in part the first fixing means 3 to the skin and the

proximal part of the projecting portion of the tube, and

- after fixing the first adhesive means, detaching the second nonadhesive film
part 72 from the bandage before the step of fixing adhesively at least in part the
second fixing means 4 to the skin.

If the bandage comprises a nonadhesive detachable film 70 divided into a first film part
71 designed to cover a part of the first fixing means 3 which does not include the

protective part 31, a second film part 72 designed to cover a part of the band as far as
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a line 75 passing between the auxiliary opposite sides (411, 411") of the band of the
second fixing means 4, and a third film part 73 intermediate between the first and
second film parts (71, 72) and designed to cover the non-covered parts of the first and
second fixing means not covered by the first and second film parts (71, 72); then the

process for applying the bandage includes the following steps:

- detaching the third nonadhesive film part 73 from the bandage before the step
of fixing adhesively at least the first fixing means 3 to the skin and the proximal
part of the projecting portion of the tube and a part of the second fixing means 4
to the skin (this step being preceded or followed directly by passing the tube into

an indentation if desired),

- detaching the second nonadhesive film part 72 from the bandage before the

step of fixing adhesively the other part of the second fixing means 4 to the skin,

and

- detaching the first nonadhesive film part 71 before the step of fixing

adhesively the other part of the first fixing means 3 to the skin.

According to embodiments of the invention:

- the bandage makes it possible to immobilize the projecting portion of a tube
implanted in a patient in a first position during treatment involving the passage
of fluid, and immobilizing it in a second position during non-treatment time

corresponding to non-passage of fluid,
- the bandage is capable of staying in position on the skin for several days,
- the bandage provides permanent protection of the patient's exit site,

- the bandage permits easy verification of the condition of the exit site
throughout the period during which the bandage is on,

- the bandage is strong and impermeable to water and/or bacteria,
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- the bandage is easy and inexpensive to manufacture,

- the bandage is easily handled and applied to the skin by the user, and easily
detached by the user,

- the bandage can be the same colour as the patient’s skin colour or white and

pass more or less unnoticed,
- the bandage saves the nurse or patient time in application,
- the bandage is hypoallergenic,
- the bandage has good breatheability,
- the bandage prevents tugging of the catheter at its point of emergence, and

- the bandage is small compared with the length of the external catheter part that
is to be fixed.

-17 -
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THE CLAIMS DEFINING THE INVENTION ARE AS FOLLOWS:-

1. Medical-use bandage having a lower face designed to be turned to the skin, and
on the opposite side an upper face; this bandage being designed to immobilize a tube
implanted in a body, the implanted tube defining an exit site from the body and a
projection part of the tube projecting from the body; the bandage comprising:

a base support having a lower face designed to be applied to the skin and an
upper face,

first fixing means for fixing the exit site, comprising on the lower face of the
base support an adhesive fixing part designed to be stuck at least partly around the exit
site to the skin and to a proximal portion of the projecting part of the tube; and

second fixing means for engaging the distal portion of the projecting part of the
tube in a defined shape and in a sliding manner, the second fixing means consisting at
least partly of a part of the upper face of the support, the second fixing means
comprising:

a band having at least part of its nonadhesive lower face designed to be turned
to the skin, this band comprising;:

* two opposite sides connected to the base support, and

* two auxiliary opposite sides defining through the upper face of the bandage

two openings for allowing the distal projecting portion of the tube to pass

through the openings; and

an adhesive attachment area that is situated at least partly around the band, is

defined on the lower face of the support, and is designed to be stuck to the skin.

2. Bandage according to Claim 1 in which the band is essentially in the shape of a

rectangle whose two long sides are the sides defining the two openings.

3. Bandage according to claim 1 or claim 2, in which the adhesive attachment area

of the second fixing means is in contact with the two auxiliary opposite sides of the

band.
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4, Bandage according to any one of the preceding claims, in which the second
fixing means comprise a thickened area on the band compared with the thickness of the

base support.

S. Bandage according to claim 4, in which the thickened area extends only over
the band.
6. Bandage according to claim 4 or claim 5, comprising a sheet stuck to the lower

face of the base support, the sheet forming the thickened area.

7. Bandage according to any one of Claims 1 or 6, in which the band is formed in
the base support and in which the two auxiliary sides forming the two openings are

produced by two slits made through the thickness of the base support.

8. Bandage according to one of Claims 1 to 7, in which the ends of each auxiliary
opposite side is formed essentially into an arc of a circle tangent to the auxiliary

opposite side and extending away from the band.

9. Bandage according to any one of claims 6 to 8, in which the thickened area

extends over the full width of the band.

10.  Bandage according to claim 9, in which the thickened area extends over a major

part of the length of the band.

11.  Bandage according to any one of Claims 1 to 6, in which the band is a separate

element from the base support and is attached to the base support by the opposite sides.

12, Bandage according to any one of the preceding claims, in which the first fixing
means comprise, on the lower face of the base support, a protective part designed to be

placed over the exit site and surrounded by the adhesive fixing part.

13.  Bandage according to claim 12, in which the protective part of the first fixing

means is nonadhesive.




2006343774 02 Feb 2012

10

15

20

25

20

14.  Bandage according to any one of the preceding claims, in which at least one
indentation is formed in an edge of the adhesive fixing part of the first fixing means of
the bandage, the dimensions of this indentation being such that the projecting part of
the tube passing out of the adhesive fixing part of the first fixing means can be engaged

in and held by the indentation.

15.  Bandage according to claim 14, in which the outline of at least one indentation
is in the shape of a mushroom so that the tube can be passed along the stalk of the

mushroom and the head of the mushroom can accommodate the tube.

16.  Bandage according to claim 14 or claim 185, in which at least one indentation is
situated on a straight line parallel to the band, the straight line being preferably in the

mid-plane of the protective part.

17.  Bandage according to any one of the preceding claims, in which the lower face

of the base support is entirely covered with a detachable film.

18.  Bandage according to claim 17, in which the detachable film is nonadhesive and
is divided into at least:
a first film part designed to at least partly cover the first fixing means, and

a second film part designed to at least partly cover the second fixing means.

19.  Bandage according to claim 18, in which the detachable film comprises a third
film part designed to cover both a part at least of the first fixing means and a part at

least of the second fixing means.

20. Bandage according to claim 19, in which:
the first film part is designed to cover a part of the first fixing means that does
not include the protective part,
the second film part is designed to cover a part of the band as far as a line

passing between the auxiliary opposite sides of the band of the second fixing

means, and
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the third film part intermediate between the first and second film parts is
designed to cover the non-covered parts of the first and second fixing means not

covered by the first and second film parts.

21.  Bandage according to any one of claims 1 to 20, in which the base support is

formed in one piece.

22.  Bandage according to one of Claims 1 to 20, in which the base support is
formed in a first part and a second part which define the first and second fixing means,

respectively.

23.  Bandage according to any one of the preceding claims, sterilized and enclosed

in packaging.

24.  Bandage according to any one of the preceding claims, to which a medical-use
tube is fixed, the tube comprising: an initial part fixed to the first fixing means, a free
intermediate part that is essentially in the form of a loop, and a final part that is fixed in
a sliding manner to the second fixing means over at least a part of the upper face of the

support.

25.  Process for applying the bandage according to any one of Claims 1 to 23, the
process comprising the following steps:
applying and fixing adhesively at least in part the first fixing means to the skin
and the proximal part of the projecting portion of the tube, applying and fixing
adhesively at least in part the second fixing means to the skin, and
forming a loop with the distal portion of the projecting part of the tube and
engaging the projecting part of the tube in a sliding manner in the second fixing

means and in contact with at least the part of the upper surface of the support.

26. A bandage substantially as hereinbefore described with reference to the

accompanying drawings.
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