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Description

Field of the invention

[0001] The present invention relates to a catheter, especially an expandable catheter with a transition between the
individual sections allowing insertion of the transition into urethra.

Background

[0002] A certain flexibility of a catheter is needed to pass through the curvature of the urethra. Normally a catheter is
made of the same, flexible, material all the way through. When reaching some resistance when pushed through the
urethra, the part of the flexible tube not yet inserted tend to bend. The user will often touch the catheter tube by hand to
aid insertion; thereby increasing the risk of urinary tract infections.
[0003] It is also a commercial reality that male catheters take up more space than convenient to the user, either at
home or on the road.
[0004] To comply with the desire for less space consuming catheters, especially catheters having a collapsible, or
otherwise space reducing, insertable part is needed. Different types of telescopic catheters have furthermore been
disclosed in the art.
[0005] US 6,592,567 disclose a kidney perfusion catheter assembly having an introducer catheter and a catheter tip.
The catheter tip moves coaxially in the distal end of the* introducer catheter. The tip may be retracted within the introducer
catheter or telescopically extended from the distal end of the introducer catheter component.
[0006] US 4,632,668 discloses an extendable/retractable ventricular catheter which is essentially a two-piece tele-
scoping assembly with a distal catheter slideably extending from within a proximal catheter. When the distal catheter is
extended to its maximum length from within the proximal catheter, the two pieces are prevented from coming apart by
the distal catheter having an external locking means and the proximal catheter having internal locking means.
[0007] However, urinary catheters must be extended before insertion and thereby needs to be locked in such a way
that the catheter to do not collapse during insertion.
[0008] WO 03/002179-A2 discloses a kit for preparing a catheter for draining a human bladder, the kit comprising at
least two catheter sections defining a passage therein, the sections being adapted to be arranged in such a mutual
configuration that the passages are joined into one passage and the sections together constitute a catheter of a length
larger than the length of each individual section and having such rigidity that the entire catheter can be manipulated by
manipulation of one of the sections individually. In particular, WO 03/002179-A2 is concerned with a catheter in which
a first section is insertable into the urethra and a second separate section is suitable for external manipulation.

Detailed Disclosure

[0009] It is an object of the invention to provide a collapsible catheter with a relatively long insertable length. Accordingly,
the invention, provides a catheter according to claim 1.
[0010] This allows for an expandable catheter where the insertable catheter part, i.e. both the proximal section and
the distal section, is telescopically retractable and expandable between a collapsed configuration and an expanded
configuration. The catheter advantageously consumes less space in the collapsed configuration than in the expanded
configuration. Thus, a catheter is provided which takes up less space when stored or transported in its collapsed con-
figuration. This allows for reduced space consumption during transport and also for improved life quality for the user of
catheter as such expandable catheters can be stored more discreetly.
[0011] The term collapsed configuration of the catheter according to the invention should be understood broadly as
any configuration where the axial extent of the catheter is smaller than the expanded configuration wherein the coupling
structures of the distal section and proximal section couples the catheter into an expanded configuration. By coupling
is understood that it requires a larger force to move the catheter from the expanded configuration to the collapsed
configuration than to move the catheter oppositely from the collapsed configuration to the expanded configuration.
[0012] Furthermore, a catheter where the insertable part is collapsible is especially advantageous for male users, as
their urethra is considerably longer compared to urethra of female users. However, the present invention may also be
used for the insertable part of a female catheter.
[0013] During use, the catheter is brought to the expanded configuration and the proximal end is guided into the
urethra. Subsequently, the sections are inserted until urine starts to flow through the conduit.
[0014] Described is that the sections are provided so that a first longitudinal directed force required for moving the
catheter from the expanded configuration to the collapsed configuration is larger than a second longitudinal directed
force required for at least one of the proximal section and the distal section to bend.
[0015] The coupling may e.g. be rigid enough to enable insertion and optionally curling up of the catheter in a container,
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without moving the catheter to the collapsed configuration. This may also increase the safety against collapsing of the
catheter during insertion of the sections into the urethra. The push-in force required to insert the catheter into the urethra
is approximately 1 N. In one example, the catheter coupling resists a force in the range of 5 - 10 N, and the same catheter
bends out or kink at a longitudinal force in the range of 2 - 3 N. I.e. the catheter bends or kink prior to the release of the
coupling, and to move the catheter to the collapsed state, the sections must be manipulated from a position very close
to the transition ends of the sections. As an example, the catheter could be made so that it can only be moved to the
expanded configuration and so that attempts to move it back destroys the catheter and thus makes it unusable for further
use.
[0016] Described is that the sections are provided so that a first longitudinal directed force required for moving the
catheter from the expanded configuration to the collapsed configuration is smaller than a second longitudinal directed
force required for at least one of the proximal section and the distal section to bend.
[0017] This provides for an expandable catheter, which can be easily collapsed after use in a controlled fashion as it
will collapse into its collapsed configuration wherein it can be contained until disposal. In this embodiment, it is desirable
that the force which is required to collapse the catheter is higher than the force required to insert the catheter into the
urethra. I.e. the coupling is sufficiently strong to maintain the expanded configuration during the bending of the catheter
as enters through the curved passage of the urethra, in particular of mail users. After use, when the catheter is removed
from the urethra, the coupling should, on the contrary, allow collapsing of the catheter by pushing the two sections
towards each other, and the movement towards the collapsed configuration should preferably take place prior to kinking
of the catheter.
[0018] In the invention the proximal section forms a first outer surface with a circumference which increases from the
proximal end towards the first transition end and/or the distal section forms a second inner surface with a circumference
which decreases from the distal end towards the second transition end. In particular, the distal section may decrase to
a circumference which is smaller than the circumference of the transition end of the proximal section. This provides a
simple stop whereby the distal section and the proximal section may not be pulled apart when the catheter is in the
expanded configuration.
[0019] In order to provide a smooth fit or alternatively simple coupling structures the first outer surface may form a
first angle to the longitudinal direction, and the second inner surface may form a second angle to the longitudinal direction,
the first angle being at least of the size of the second angle. When the angles are the same size, the inner surface of
the distal section and the outer surface of the proximal section may join in parallel planes, and when the first angle is
larger than the second angle, the surfaces may join by a slight deformation when the two sections are pulled tightly
towards the expanded configuration. Accordingly, the transition ends of the sections or at least the transition end of one
of the sections may preferably be deformable by pulling the sections towards the expanded configuration by hand.
[0020] To facilitate the coupling of the sections, one of the proximal and distal sections may comprise a protrusion
cooperating in the expanded configuration with a depression of the other one of the proximal and distal sections. This
provides easy produced coupling structures which allow the distal and proximal section to engage and thereby to lock
the catheter in the expanded configuration.
[0021] The depression may form a circumferentially extending slot in an outer surface of the section in question. The
slot may for example be provided in an outer surface of the proximal section. The slot may have any cross-sectional
shape. However, a relatively sharp edged shape, e.g. a V- shape or a U-shape when seen in a longitudinal cross-section
may serve to retain the protrusion. In particular, the protrusion may have a. shape which is similar to the shape of the slot.
[0022] The outer surface and the inner surface of both the proximal section and the distal section may have different
shapes, be formed with a number of local shapes, such as corresponding protrusions and indents, or more general
shapes covering larger areas, such as sloping faces etc. Such shapes and forms may be provided in order to provide
different functions, for example coupling structures or improved sliding surfaces.
[0023] Although such coupling structures typically will be formed as circumferentially extending shapes and formations
having a continuous circumference in order to provide sealing means, they may also be provided as local bulges or the
like having limited extent in all directions.
[0024] In one embodiment of the catheter according to the invention the distal section comprises an inner surface
portion which forms a part of a wall of the conduit in the second transition end, which inner surface portion forms a
distance, a, to a centre axis, and the proximal section comprises an outer surface portion being adjacent to the insertable
part, which outer surface portion forms a distance, b, to the centre axis, wherein b is larger than a.
[0025] In the present invention catheters are typically formed of tubes having a circular cross section. A change in the
dimensions of different surface portions of the tube, i.e. the distance from the tubes centre axis to the corresponding
surface portions, will correspond to the tubes radius or diameter in that respective portion. However, when the tube is
deformed or catheters having different cross sectional shapes are used the term radius, diameter or distance from the
surface portion to the centre axis may not always be unambiguously used. Alternatively it can be said, that the respective
surface portions may have different circumferences to indicate a change in the surface corresponding to a change of
the radius or diameter of a tube having a circular cross section.



EP 3 446 738 B1

4

5

10

15

20

25

30

35

40

45

50

55

[0026] In order to thereby provide a protruding rim, an upwardly sloping surface the proximal section may thus comprises
an outer surface with a first surface portion with a first circumference which first surface portion, in the longitudinal
direction, is followed by a second surface portion with a second circumference which is larger than the first circumference.
[0027] Additionally in order to for example forming above mentioned slot the second surface portion, in the longitudinal
direction is followed by a third surface portion forming the slot and having a third circumference being smaller than the
second circumference.
[0028] To completely define the slot, the slot can be followed by a fourth surface portion with a fourth circumference
being larger than the circumference(s) of the third surface portion.
[0029] In order to support the position of the proximal section relative to the distal section the protrusion may form a
circumferentially extending key adapted to cooperate with the slot in the expanded configuration.
[0030] The key may form a fifth surface portion which protrudes from an inner surface of the distal section. Additionally
the fifth surface portion may have a circumference which is smaller than the circumference of the remaining inner surface
of the distal section.
[0031] In order for the key and slot to couple, the fifth surface portion has a circumference which is smaller than the
circumferences of the second and fourth surface portions.
[0032] A gap may be formed between the third surface portion and the fifth surface portion in the expanded configuration
and/or between the first surface portion and the fifth surface portion in the collapsed configuration. Advantageously such
a gap prevents that the fifth portion, typically defined by the key, scrapes against the first and third second surface
portions. In particular this is advantageous when the catheter is hydrophilic coated whereby it is avoided that the third
surface scrapes of the coating when the gap contains a hydrophilic fluid, a hydrogel or other type of fluid coating.
[0033] It has furthermore surprisingly shown that the hydrophilic coating, or alternatively gel coating, function as
suspension mean between the fifth surface portion and the first and third surface portion respectively. In other words,
the coating suspends the fifth surface around the first or fifth surface portion respectively evenly providing an evenly
disposed gap around the corresponding circumference.
[0034] Furthermore, especially when using gel coated catheters, the key may advantageously function as distributor,
to evenly distribute the gel around the proximal section when the catheter is moved from its collapsed position to its
expanded position.
[0035] In order to further reduce the risk of scraping off the hydrophilic coating and to protect the mucosa, at least the
transition ends of the sections are circular in a cross-section perpendicular to the longitudinal direction, thereby create
a smooth transition.
[0036] It should be understood that the proximal section and the distal sections do not necessarily needs to be formed
of one single element. Due to for example production limits, production costs, material characteristics etc, the individual
elements can be made of a number of separate parts.
[0037] The proximal section may comprise: a tubular member forming the proximal end of the catheter, and a sleeve
with an outer surface with a sixth surface portion and a seventh surface portion, the circumference of the sixth surface
portion being larger than the circumference of the seventh surface portion, the sleeve being inserted into a conduit so
that the seventh surface portion is in contact with an inner surface of the tubular member and the sixth surface portion
forms an outer surface of the proximal section.
[0038] Alternatively the sixth surface portion has a larger circumference than the outer surface of the tubular member,
which provides a raised area, for example a rim, on the proximal section.
[0039] The seventh surface portion may furthermore comprise an enlarged surface portion in which the circumference
is larger than in the remaining part of the seventh surface portion. This advantageously provides improved means for
holding the sleeve and tubular member assembled.
[0040] Additionally a material of the tubular member and a size of the enlarged surface portion may be chosen so that
the enlarged surface portion deforms the outer surface of the tubular member and forms a protrusion on that surface.
This provides a curved bulb on the outer surface of the tubular member. Furthermore, by providing a rim between the
sixth surface portion and the tubular member as mentioned above, a slot as described earlier may be provided.
[0041] Likewise may the distal section also comprise of different members. For example in one embodiment the distal
section comprises: a tubular member forming the distal end of the catheter, and a sleeve with an outer surface with a
eighth surface portion and a ninth surface portion, the circumference of the eighth surface portion being larger than the
circumference of the ninth surface portion, the sleeve being inserted into a conduit so that the ninth surface portion is
in contact with an inner surface of the tubular member and the eighth surface portion forms an outer surface of the
proximal section. The sleeve may thus partly function as a support member, where the ninth surface portion provides
improved support for the tubular member. Furthermore, a part of the sleeve will extend inwards from the ninth surface
portion and thereby forms a key, which may engage with a respective slot on a proximal section as described earlier.
[0042] In order to provide a smooth transition between the proximal section and the distal section when the catheter
is in the expanded configuration, the sleeve may form the second transition end of the distal section and wherein the
eighth surface portion has a circumference which decreases towards the second transition end.
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[0043] Within the scope of the invention many different embodiments and alternative solutions may be provided.
[0044] Thus, the present invention may also relate to an expandable catheter comprising a proximal section and a
distal section, both sections forming a part of a conduit,
the proximal section comprising an insertion end for insertion into an opening with an aperture for draining a fluid into
the conduit, the conduit extending towards an opposite transition end, the proximal section having an outer circumference
which increases (A) towards the transition end, and
the distal section comprising a transition end receiving fluid from the transition end of the proximal section into the conduit
when the catheter is expanded, the conduit extending toward an opposite guiding end, the distal section having an outer
circumference which decreases towards a transition end , the transition end of the proximal section being dimensioned
to enable its positioning inside the conduit of the distal section to enable movement of the sections relative to each other.
[0045] An inserted surface coated catheter is pulled out of location in the urethra with a force of about 0.2N. For an
uncoated catheter, this pull-out force is in the range of 2N. It is much preferred that the transition between the two
sections of the catheter is constructed such that the transition will endure the pull-out force. Otherwise, the catheter
could separate into two pieces and the proximal section remain in the urethra.
[0046] Typically, the force required to insert a catheter, the push-in force, is about 1N for a coated catheter. Thus, it
is much preferred that the transition between the two sections of the catheter is constructed such that the transition will
endure the push-in force. Otherwise, the catheter could collapse into the non-expanded state during insertion. As a rule
of thumb, the ability to endure the push-in force must be so that the catheter will tend to bend when exposed to high
push-in forces, before it will tend to collapse into the non-expanded state. It is our experience that forces of more than
10N are not required to insert a catheter.
[0047] Described is that the elasticity of the transition end of the proximal section is less than the elasticity of the
remaining part of the proximal section. With a lower elasticity is understood that this part of the proximal section is less
flexible, less bendable, and less compressible than the remaining part of the proximal section.
[0048] Described is that the elasticity of the transition end of the distal section is lower than the elasticity of the remaining
part of the distal section. In a related embodiment, the transition end of the distal section, with a lower elasticity, is
followed by (moving towards the proximal end) a segment constituting the tip of the distal transition part.
[0049] As E-modulus is a constant describing the material, a simple way of obtaining a segment with decreased
elasticity is to increase the wall thickness. However, the same can be obtained by using another material with high e-
modulus.
[0050] In the invention, the outer circumference of the transition end of the proximal section is larger than the inner
circumference of the transition end of the distal section. By this arrangement is achieved endurance during the pull-out
force. However, in order to make sure that the transition end of the proximal section can be positioned inside the conduit
of the distal section and to enable movement of the sections relative to each other, the outer circumference of the
transition end of the proximal section is preferably less than the inner circumference (the conduit circumference) of the
distal section. This is one example of how the proximal section can be adapted to be displaceable arranged within the
distal section.
[0051] In one embodiment, the transition end of the distal section and the transition end of the proximal section of the
catheter are conically shaped. When drawn together during expansion of the telescopic catheter, the two conically
shaped transition ends will grab and lock each other. The grab and lock is affected by:

- the angle between the longitudinal direction of the catheter and the conical erection (see Figure 1, (7) and (8)). An
acute angle (less than 90°) will secure locking between the two sections. The more pointed, the better the lock
between the two sections. Thus, the angle is preferably less than 40°. Due to the tubular dimensional restrictions,
such acute angle will optimize the length of material in contact with each other and thereby increase the frictional
force obtained.

- the deformation of the materials. The higher the E-modulus of each of the two sections, the less the material will
deform during the expansion, and it will be harder to separate the sections after the transition ends have grabbed
and locked each other during expansion of the telescopic catheter.

- thickness of the materials. It is preferred that the thickness of the distal section is as thin as possible, so the transition
is as small as possible. Preferably the distal section is 0,35mm in wall thickness. The proximal section is preferably
between 0.4 and 1 mm in wall thickness.

[0052] In one embodiment a third element is attached to at least one of the conical surfaces. This third element can
indirectly modulate the elasticity of the transition ends, allowing a secure grab and lock, without compromising the
aforementioned requirements.
[0053] When in use, the catheter is expanded by pulling the two sections in opposite directions and secured. That is,
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the conical shape of the distal section is deformed (expanded) when the conical shape of the proximal section is inserted.
Likewise, the conical shape of the proximal section is deformed (compressed) when the conical shape of the distal
section is draw over it. The grab and lock features will secure endurance during both the pull-in force and the push-out
force, and the proximal transition end is wedged inside the distal transition end when the catheter is fully expanded. This
set of embodiments is especially preferred for catheters without coating, that is for catheters were a substantial friction
force is generated between the distal- and proximal sections.
[0054] However, for coated catheters, typically with a friction coefficient (m) around 0.05, the friction force generated
during use will not be sufficient to hold the sections together so they that do not collapse during insertion, and/or to
prevent them from separating.
[0055] In the conical contact zone, at the interface between the transition ends of the proximal and distal sections - if
for simplicity looking at a cross section - the resulting force acting between them - can be divided into a normal force FN
(perpendicular to the contact surface) and a friction force Ff (tangential to the contact surface). If considering Coulomb
friction, the relation between the friction force and the normal force can be described by; Ff =m · FN, where m is the friction
coefficient.
[0056] In dry conditions the friction coefficient will be high (e.g. for polyurethane expectedly at least m = 0.5 and probably
even higher than 1). As a result the friction force will be comparable to the normal force - and as a consequence the
force to separate the proximal and distal sections will be high - even for small conical angles α (where the friction force
is close to parallel to the separation force acting along the longitudinal axis of the catheter). For simplicity this can be
illustrated by considering one embodiment in cross section (where α1 (7) = α2 (8)). Here the separation force can be
described by the horizontal components of the sum of the normal force and the friction force (referring to figure 15): 

[0057] As seen from this equation - if m is close to 0 - a high separation force can only be obtained either by:

a. having an angle α close to 90 deg, or
b. by ensuring that very high normal forces Fn can be sustained by both the distal and proximal sections in contact.

[0058] Described is that, the angle α is over 70°, such as between 70° and 90°, between 80° and 90° or even between
85° and 90°. In these embodiments, the shape of the proximal section, is a T-shape.
[0059] Described is that, the angle α is over 90°, such as between 90° and 130°.
[0060] In one embodiment, the distal transition part and the proximal transition parts are secured by mechanical means.
One such example described is wherein an element passes a bulb allowing passage in one direction but not in the other.
One such example is disclosed in Example 4. This is especially preferred along with catheters with and angle α of about
90°, as that angle will secure endurance during the pull-out, whereas a bulb will secure endurance during the push-in.
In one embodiment the bulb is placed on the outside of the proximal section. This bulb will also have the function to aid
in providing a smooth transition. The bulb may be placed on the inside of the distal section. Where the catheter is coated,
the bulb on the outside might be left without coating when the catheter is ready for use and the tip of the distal section
has passed the bulb. Thus, the bulb may be placed on the inside of the distal section. To obtain maximal endurance
during push-in, a bulb is placed on both sections.
[0061] Another such example is applying one end of a plurality of hairs to either, or both, transition parts. On the
proximal part the other end of those hairs are left pointing distally. On the distal part the other end of those hairs are left
pointing proximally. Hereby, the sections will slide smoothly across each other (running along the direction of the hairs),
but will experience substantially higher resistance sliding the other way (against the direction of the hairs).
[0062] The mucosal inside of the urethra comprises a number of folds in the longitudinal direction, along with normal
urine flow. These mucosal folds are sensitive to sharp or pointed parts of a catheter that will damage the mucosa causing
pain and bleeding. It is therefore preferred that the exterior of the transition between the two sections of the catheter
according to the invention is smooth. Smooth, in this context is intended to mean that it is smooth enough not to damage
the mucosa. Especially, the actual point of transition, that is where mucosal exposure to the proximal section stops and
mucosal exposure to the distal section begins. Such smoothness is obtained in one of the ways described below, or a
combination thereof:
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- the tip of the distal transition part is rounded, such that no sharp edges are present.

- the point where the distal section goes from a tube to a conical shape is rounded, such that no sharp edges are
present. Alternative shapes are concave, convex and straight.

- eliminating the gap (0.15 to 0.2 mm in radius) between the proximal and distal sections, at the transition end. This
can be done by increasing the diameter of the proximal section locally at the transition end to obtain a close fit with
the hole in the distal end of the distal section (see figure 15).

- a bulb is provided on the outer surface of the proximal tube, just proximally to the transition section. This bulb will
’lift’ the mucosa to avoid contact with the point of transition. Furthermore, such bulb will act as a mechanical lock
between the distal and the proximal section of the catheter allowing passage in one direction but not in the other.

- the thickness of the distal transition section is decreased to a thin foil of between 0.02mm to 0.1mm. preferably
between 0.05 to 0.1mm. The less thickness of this distal transition section, the less the difference in the point of
transition.

[0063] The catheter may be coated to provide a slippery surface for easy insertion. In order to prevent that this coating
is damaged during extension of the catheter, it is preferred that the open hole in the tip in the transition end of the distal
section is slightly bigger, such as 0,15mm bigger, or 0.2mm bigger, than the outer diameter of the tube in the proximal
section. Thereby touching of surface by the tip is limited.
[0064] The elasticity of the distal section may be different from the elasticity of the proximal section, thereby controlling
which section is deformed when a force is applied. The proximal section preferably has an elasticity comparable to that
known from common catheters, to allow passage through urethra, prostate and sphincter. The distal section preferably
has a lower elasticity than the proximal section, this is needed not to bend during insertion, withstanding the push-force.
[0065] It is preferred that the proximal section is of the thickness commonly used for catheters, that a wall thickness
is between 0.4 mm and 1 mm. It is preferred that the distal section is about 0.35mm.
[0066] It is preferred that each of the two sections are between 70 and 230mm The expanded catheter will have a
total length of between 250mm and 360mm.
[0067] It is preferred that the proximal section has a length between 150mm and 230mm. This allows the proximal
section to be inserted through urethra, and the transition to the distal section being close to insertion (or just inserted)
such that the distal section with the high e-modulus (and more stiff part) will withstand the slightly higher force needed
to insert the catheter through prostate and sphincter. The distal section is preferably with a length between 100mm and
130mm.

Brief description of the drawings

[0068]

Fig. 1 shows a first embodiment of an expandable catheter according to the invention seen in cross section along
a longitudinal axis,

Fig. 2 shows a chart indicating the force required to pull apart to conically shaped transition sections and where the
ordinate axis indicates max load [N],

Fig. 3 shows a second embodiment of the catheter according to the invention seen in cross section along a longitudinal
axis,

Fig. 4 shows a third embodiment of the catheter according to the invention seen in cross section along a longitudinal
axis,

Fig. 5 shows a fourth embodiment of the catheter according to the invention seen in cross section along a longitudinal
axis,

Fig. 6 shows a fifth embodiment of the catheter according to the invention seen in cross section along a longitudinal
axis,

Fig. 7 shows a sixth embodiment of the catheter according to the invention seen in cross section along a longitudinal
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axis,

Fig. 8 shows a seventh embodiment of the catheter according to the invention seen in cross section along a longi-
tudinal axis,

Fig. 9 shows seen in section an eighth embodiment of the catheter according to the invention,

Fig. 10 shows seen in section a ninth embodiment of the catheter according to the invention,

Fig. 11 shows seen in section a tenth embodiment of the catheter according to the invention,

Fig. 12 shows a chart of the results of a tensile test performed on a distal section of a catheter according to the
invention,

Fig. 13 shows a chart of the results of a tensile test performed on a proximal section of a catheter according to the
invention,

Fig. 14 shows an eleventh embodiment of the catheter according to the invention seen in cross section along a
longitudinal axis,

Fig. 15 shows schematically forces exerted on an embodiment of the catheter according to the invention,

Fig. 16-21 shows a catheter, and

Fig. 22 shows catheter seen in cross section along a longitudinal axis.

Detailed description of preferred embodiments.

[0069] In the following, preferred embodiments of the invention will be described in further details with reference to
the drawing in which Figure 1 shows a telescopic catheter, with a distal 1 and a proximal section 2. The distal section
1 has a transition end 3 and a proximal guiding end 4. The proximal section 2 has a transition end 5 and a distal insertion
end 6. The angle between the longitudinal direction of the catheter and the conical erection on the distal section is
marked 7. The angle between the longitudinal direction of the catheter and the conical erection on the proximal section
is marked 8. The transition end of the proximal section has an outer diameter which is higher than the remainder of the
proximal section (the difference A). The transition end of the distal section has on outer diameter which is smaller than
the remainder of the proximal section (the difference B).
[0070] Fig. 3 shows the principle of another embodiment of a catheter 30 according to the invention. The distal section
1 (the outer section) displays a decreased outer circumference 31 in the transition, whereas the proximal section 2 (the
inner section) displays an increased outer circumference 32 in the transition.
[0071] The proximal end of the distal section 33 is here cut to allow for a smooth transition point.
[0072] By adding cylindrical parts such as the decreased outer circumference 31 and the increased outer circumference
32 the surface of the transition sections is increased, thereby creating a larger area wherein the distal section and
proximal section can couple together.
[0073] Fig. 4 shows another embodiment 40 of the catheter, which discloses one way to obtain decreased elasticity
in the transition end (the distal end) of the proximal section.
[0074] The embodiment of Fig. 4 is identically to the embodiment of Fig. 3, however, the thickness of the wall has
been doubled by insertion of an additional tube 41, which stabilizes the transition and provides decreased elasticity.
[0075] Fig. 5 shows another embodiment 50 of the catheter, which discloses one way to obtain decreased elasticity
in the transition end (the distal end) of the proximal section. Here, the thickness of the end wall of the distal section 1
has been increased by molding the tube with a thicker wall 52.
[0076] Fig. 6 shows another embodiment 60 of the catheter, which discloses one way to obtain decreased elasticity
in the transition end (the proximal end) of the distal section. Here, the thickness of the end wall of the distal section 1
has been increased by molding the tube with a thicker wall 61 on that part.
[0077] Fig. 7 shows another embodiment 70 of the catheter, which discloses a combination of Figure 5 and Figure 6:
an increased wall-thickness in the transition end of both the distal section and the proximal section.
[0078] Fig. 8 shows another embodiment 80 of the catheter, which discloses transition with a third element. That is,
the thick black line is the distal section 81. The outer circumference of the distal section decreases (going from left to
right), is followed by a flat segment, and is thereafter pointed to provide for a smooth transition point. The proximal
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section 82 is the hatched line. The outer circumference of this proximal section increases (going from right to left). The
two sections can be pulled together. However, a third element 83 is positioned between the decrease in outer circum-
ference of the distal section and the increase in outer diameter of the proximal section.
[0079] Fig. 9 illustrates another embodiment 90 of the catheter and the transition between the distal section 1 (left)
and the proximal section 2 (right). The distal section is cut to be pointed towards the end (the proximal end) and fits
towards the regular tubular part of the proximal section.
[0080] Fig. 10 illustrates another embodiment 100 of the catheter, which discloses the transition between the distal
section 101 (left) and the proximal section 102 (right). The distal section is cut to be pointed towards the end (the proximal
end) and fits towards the part of the proximal section undergoing an increase in outer circumference. The inner circum-
ference of the tip in the transition end of the distal part is bigger than the outer circumference of the proximal section so
that a coating on the proximal section is not damaged when the tip passes this section during expansion of the catheter.
[0081] Fig. 11 illustrates another embodiment 110 of the catheter, which discloses a bulb 111 on the proximal tube,
just proximally to the transition part.
[0082] Fig. 14 illustrates another embodiment 140 of the catheter according to the invention. Here a third element 141
is placed on the outside of the transition part of the distal section. The third element is formed as a ring having an outer
circumference of the same size as the outer circumference of the distal section. The third element has a proximal face
which tapers with the same angle as the proximal end of the distal section.
[0083] Fig. 15 illustrates the forces between the distal section 1 and the proximal section as described earlier when
the catheter is in its expanded configuration. The sections are only shown schematically and solid lines indicate their
walls. The area between the tapering part of the two sections defines the conical contact zone 150.
[0084] Although dry catheters easier engage in a frictional lock with each other, hydrophilic catheter may also engage
into a frictional lock when first and second conical faces 151,152 of the two sections are pulled against each other in
the contact zone 150. High friction may thus be provided when a first angle α1 of the first conical face 151 to the axis of
the distal section and when a second angle α2 of the second conical face 151 of the axis of the proximal section is less
than 40°.
[0085] Low friction is created when the first angle α1 and the second angle α2 are between 90° and 110°.
[0086] Figs. 16-21 shows an expandable catheter 151. Fig. 18 shows an enlarged view of section XVIII in Fig. 17 and
Figs. 20 and 21 shows enlarged views of sections XX and XXI, respectively, in Fig. 18. Figs. 19a and 19b shows
respectively a distal section and a proximal section of Fig. 18. The sections illustrated in Figs. 19a and 19b are shown
in an exploded view along axis A - A.
[0087] The catheter 151 is operable between a collapsed configuration, shown in Fig. 16, for storage and transportation
and an expanded configuration, shown in Fig. 17, for draining fluid from a body via a conduit 153 which extends axially
in a longitudinal direction, indicated by arrow 179, from a proximal end 165 to an opposite distal end 171.
[0088] The catheter comprises a proximal section 2, adapted to be fully inserted into a urinary channel of the body
(not shown) and forming a proximal part of the conduit which part extends axially between the proximal end 165 and a
first transition end 164 of the proximal section 2.
[0089] The catheter further comprises a distal section 1, adapted to be at least partially inserted into the urinary channel
(not shown) and forming a distal part of the conduit which part extends axially between a second transition end 170 of
the distal section 1 and the distal end 171.
[0090] The first transition end 164 is dimensioned to enable its positioning inside a receiving portion of the distal part
of the conduit 153 to enable axial movement of the sections relative to each other to operate the catheter 151 between
the collapsed configuration and the expanded configuration of the catheter, wherein the sections comprise cooperating
coupling structures to support the catheter in the expanded configuration.
[0091] Beside the proximal section 2 and the distal section 1, the catheter 151 is also provided with a connector 152.
Together the two sections and the connector forms the conduit 153 extending axially along the axis A-A.
[0092] The proximal section is formed of a proximal catheter tube 154, defining a first duct 155, and a first sleeve 156
having a base 157, a shaft 158, a head 159 and a second duct 160 extending there through. The first transition end 164
and the proximal end 165 define the axial extent of the proximal section.
[0093] The head and the shaft of the first sleeve are inserted into the first duct of the proximal catheter tube and thereby
form the proximal section. In this configuration the first duct and the second duct together defines a proximal part of the
conduit. To avoid separation the proximal catheter tube and the first sleeve are welded together. Other means for joining
exists, such as gluing. Additionally or alternatively the outer circumference of the shaft and the head of the first sleeve
may be larger than the inner circumference of the proximal catheter tube whereby the tube will grip tightly around the
first sleeve.
[0094] As can be seen the first proximal section have an outer surface with a first surface portion 181 with a first
circumference, which when seen in the longitudinal direction is followed by a second surface 182 having a second
circumference which is larger than the first circumference. A third surface portion 183 follows the second surface portion.
The third circumference of the third surface portion is smaller than the second surface portion. By providing smooth
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transitions between the first, second and third surface portion a bulb 161 is provided on the outer surface of the proximal
catheter tube. In practice the bulb 161 is provided by the head 159, which is formed with an enlarged surface portion,
which has a larger circumference than the shaft 158. The head will thereby radially expand the proximal catheter tube
and create the bulb 161.
[0095] By forming a fourth surface portion 184 on the base 157 with a circumference which is larger than the circum-
ference of the third surface portion, a first rim 162 is provided when the proximal catheter tube and the first sleeve are
joined to form the proximal section. A slot 163 is thereby formed between the second surface portion, i.e. the bulb 161,
and the fourth surface portion, i.e. the first rim 162.
[0096] The distal section 1 is formed of a distal catheter tube 180, defining a third duct 165 and a second sleeve 166
having an outer tapering surface 167, an incision 168 and a fourth duct 169. A second transition end 170 and a distal
end 171 define the axial extent of the proximal section.
[0097] The circumference of the fourth duct of the second sleeve is smaller than the circumference of the third duct
of the distal catheter tube. When they are joined this relation provides a second rim 172. A key 173, provided by a fifth
surface portion 185, is thus defined between the second rim and the second transition end 170.
[0098] In order to provide as smooth transition to from the proximal section to the distal section when the catheter is
in its expanded configuration the outer surface of the second sleeve has an eighth surface portion shown as the outer
tapering surface 167, which decreases towards the second transition end.
[0099] The distal catheter tube 180 and the second sleeve 166 are joined together by inserting the incision into the
third duct. The area of the distal catheter tube contacting a ninth surface portion 187 of the incision thereto is then welded
together to fix the distal catheter tube and the second sleeve to each other. In this configuration the third duct and fourth
duct together forms the distal part of the conduit.
[0100] When the catheter is moved from its collapsed configuration, as shown in Fig. 16, to its expanded configuration,
as shown in Fig. 17, the key 173 engages with the slot 163 and thereby couples the proximal section and the distal
together in the expanded configuration.
[0101] The illustrated catheter assembly is especially advantageous for use with expandable catheters having a hy-
drophilic coating (not shown). As can especially be seen in Figs. 20 and 21 a gap 175 is provided between the surface
of the key and the surface of the slot. A gap of approximately the same size is furthermore provided when the key is
displaced along the first surface portion 181 of the proximal section on the other side of the bulb 161 from the slot. The
gap provides radial clearance between the key and the first surface portion which avoids that the hydrophilic coating is
scraped off the proximal section when the sections are axially displaced. Furthermore, the hydrophilic coating will fill out
the gap and the surface tension of the hydrophilic coating will advantageously center the key evenly around the first
surface portion.
[0102] As can be seen the axial extent of the key is slightly longer than the extent of the slot. This will jam the key
between the first rim and the sloping surface 174 of the bulb 161. Advantageously this will seal off the gap whereby the
mucosa of the urethra, which is very flexible, i.e. the mucosa follows the curvature of the urinary catheter, may be
prevented to enter the gap wherein the mucosa otherwise could get caught between the key and slot and consequently
get squeezed causing pain and maybe even tear the mucosa.
[0103] As the circumference of the key 173 limits the outer circumference of the proximal catheter tube the key typically
only extends a few millimeters. Thus, to provide secure engagement of the proximal and distal section and to avoid that
they unintentionally are pulled apart it is desirable that the first rim 162 and the second rim 172 contacts each other in
a large surface area. Furthermore it is desirable that the edges of the first and second rim and are well defined, and
preferably has a small rounding in order to prevent that the rounding surface may act as guides which may push the
rims key over the fourth surface portion 184.
[0104] In order to properly seal the gap the second transition end 170, which abuts against the bulb 161 is exerting
an axially directed force F1 onto the distal sloping surface 174 of the bulb. For secure seal the sloping surface will react
with an equally opposite axially directed force F2. However should the size of the force F1 become too large the bulb
will collapse, which will result in that the distal and proximal section will be uncoupled and the catheter will move from
its expandable configuration to its collapsed configuration.
[0105] In order to prevent this the distance between the radial extending distance from the surface 177 of the slot to
the maximal radial extending distance of the bulb, a, should be at least two times the length than the radial extending
distance from the surface of the slot to the surface of the key, b, i.e. a ≥ 2*b. The distance b corresponds to the size of
the gap 175 seen transverse to the longitudinal direction. It should however be understood that this relation may vary
depending on the material of respectively the key and the bulb and the type of coating used to coat the catheter.
[0106] Furthermore, the angular slope of the distal sloping surface 174 to the axis A - A will affect the required size of
F1 in order for the sections to uncouple and the chance that the mucosa may get squeezed between the second transition
end and the sloping surface. Furthermore such relations will also depend on the types of materials used.
[0107] One type of materials used to produce the catheter may be rigid polyurethane, such as Estane ETE X1014 for
the distal section 1 and the first sleeve 156. The proximal catheter tube 154 may for example be formed of soft poly-
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urethane, such as Estane 58212.
[0108] When used the expandable catheter is moved from its collapsed configuration into its expanded configuration.
The proximal end 165 is inserted into the urethra followed by the proximal section 2 and the distal section 3 until urine
start flowing through the conduit. The catheter is usually inserted by into the urethra by gripping the connector part 152
between two or more fingers of one hand and guiding the proximal end into the urethra with the other hand. The urine
will flow through the through a hole 178 formed in the proximal section 2 close to the proximal end, into the conduit and
then through the conduit in mainly a longitudinal direction parallel to the longitudinal extent, shown as axis A - A in Figs.
17 - 19b, of the conduit, as indicated by the arrow 179 in Figs. 15 and 16, and out through the connector 152.
[0109] Although the embodiment illustrated in Figs. 15a - 18 is especially suited for hydrophilic-coated catheters it
may be used for other types of coated catheters known to the skilled person, for example gel coated catheters.
[0110] Fig. 22 illustrates another embodiment of the coupling structures of a catheter 200 according to invention. The
figure shows seen in longitudinal section the area of the catheter in where the proximal section 2 and the distal section
1 couples together in the catheters expanded configuration.
[0111] The proximal section is formed of a proximal catheter tube 201 wherein the neck 202 of a sleeve 203 is inserted.
In order to fix the two parts together a weld has been provided between the neck and the inner surface of the proximal
catheter tube. A first transition end 204 is defined at the distal end of the sleeve 203
[0112] The distal section is formed of a one-piece molded catheter tube 205. The distal section have a first outer
surface portion 206 having an increasing circumference seen from a second transition end in the longitudinal direction
towards a distal end (not shown). The inner surface of the distal section is, seen in order from the second transition end,
provided with a first 208, second 209, third 210 and fourth 211 surface portions. The first and third surface portions have
a smaller circumference than the second and fourth surface portion. As can be seen in Fig. 22 the second surface portion
thus forms a slot 216 defined by the first and third surface portion.
[0113] Corresponding to the inner surface portions of the distal section there is provided a fifth 212, sixth 213, seventh
214 and eighth 215 surface portions on the outer surface of the proximal part. The fifth surface portion has a circumference,
which is smaller than the circumference of the first surface portion, and the seventh surface portion has a circumference,
which is smaller than the circumference of the third surface portion. The sixth surface portion has a circumference, which
is smaller than the second surface portion but larger than the circumference of the fifth and seventh surface portion. The
eighth surface portion has a circumference which is smaller than the circumference of the fourth surface portion but
larger than the circumference of the third surface portion.
[0114] The sixth surface portion is advantageously provided as an annular flange being flexible transverse to the axis
of the catheter. This allows for the flange to function as a key 217, which engages with the slot when the catheter is in
its expanded configuration. By being flexible the key will easily move past the third surface portion.
[0115] Furthermore, as the eighth surface portion has a circumference which is larger than the circumference of the
third surface portion a stop is provided as a protruding rim 218, which prevents the distal section and the proximal section
from being pulled apart.

Examples

Example 1: Pull-out force endurance

[0116] The test is performed as a tensile test in a standard test maschine as a Lloyd LR 5K. The desired konical
connection is placed in the tensile test machine and the force is meassured when the parts are pulled apart. The maxium
load is registered. Materials in the test is Estane ETE X1014 for the outer tube and Estane 58212 for the inner tube (see
Table 1).
[0117] The default configuration takes about 12N to pull apart (Figure 2, I, illustrated in Figure 3). However, when the
thickness of the distal section is doubled (too 0,7 mm) it takes about 20N to pull the two sections apart (Figure 2, II,
illustrated in Figure 6). If the thickness of wall of the proximal section is increased to 1,6mm, the force required to pull
the two sections apart goes from 12N to about 30N (Figure 6, III, illustrated in Figure 4).
[0118] A synergistic effect was observed when the thickness of both the proximal and the distal transition was increased
(doubled as described above). Then, a force of about 60N was required to pull the sections apart (Figure 2, IV, illustrated
in Figure 7).

Example 2: Catheter with increased wall thickness

[0119] In this example, sufficient endurance of the transition between the proximal section and the distal section in an
expanded catheter is obtained by increasing the wall thickness.
[0120] As clearly shown in Figure 4, a doubling of the wall thickness is obtained by inserting an additional tube inside
the proximal tube (in the distal end, the transition end).
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[0121] However, during molding of the catheter tube, the inner-wall can be reinforced by increasing the wall-thickness
- such increased wall-thickness is clearly illustrated in Figure 5.
[0122] The same principle as described for the inner-wall, can be applied to the outer-wall (the distal section). As
shown in Figure 6, the thickness of the wall of the distal section is increased while the inner circumference of the tube
is decreased. From the outside it appears as a straight line, giving a smooth feeling to this reinforcement. When the
outer circumference of the proximal section has reached it’s minimum, that is the circumference the rest of the tube has,
the decrease in outer circumference of the distal section starts, ending in a smooth transition.
[0123] However, to obtain the highest pull-force, as disclosed in the example above, a combination of decreased
elasticity of both the inner- and outer tubes is provided in the transition, only. Such combination is illustrated in Figure
7, where the wall thickness of the distal section increases while the inner circumference of the tube decreases. The
decrease in inner circumference of this distal section is matched with an increase in outer circumference of the proximal
section. However, during this increase in outer circumference of the proximal section the inner circumference is kept
constant. Hereby, both of the sections comprises reinforced transition parts.

Example 3: Catheter with third element

[0124] As illustrated in Figure 8, the decreased elasticity in the transition can effectively be provided to both sections
through a third element. This element will become trapped between the two sections, and provide the endurance needed.
An example is a third element made of Estane X4995. In this case, both sections shall endure full expansion/compression
in order to separate. Here, the material is placed between the two sections. However, as illustrated in Figure 14, this
third material can be placed on the outside of the tubes as well.

Example 4: Transition point

[0125] It is important to provide a smooth transition point. Especially, the actual point of transition, that is where mucosal
exposure to the proximal section stops and mucosal exposure to the section begins. As illustrated in Figure 9, one such
transition can be obtained by cutting the proximal end of the distal section in a pointed angle. However, as illustrated in
Figure 10, this pointed angle can fit closely to the segment of the proximal section where the outer diameter is increasing.
Obtained hereby is that the outer diameter of the regular tubular segment of the proximal section is smaller than the
inner diameter of the proximal end of the distal section. The coating of the catheter is not damaged during pulling the
two sections together during expansion of the catheter.
[0126] An alternative is illustrated in Figure 11. Here, a bulb, or a circular protrusion is provided on the proximal section.
This bulb will ’lift’ the mucosa to avoid contact with the point of transition. Furthermore, such bulb will act as a mechanical
lock between the distal and the proximal section of the catheter allowing passage in one direction but not in the other.

Example 5: Rigidity of catheter parts

[0127] The rigidity of a tube is a function of the design (form and circumference) and material properties such as E-
modulus or for very soft materials the hardness. For a male person it is important that the proximal part of the catheter
- the part that when inserted protrudes from the bladder to the pelvic floor - is soft and flexible in order to fit the curvature
of the urethra. The rigidity must be low. At the same time the proximal part must have good kinkability.
[0128] In the contrary hereto, the distal part should be more rigid to enable easy insertion by avoiding that the catheter
bends before the opening of the urethra (meatus). The kinkability of the distal part is typically not critical as it can be
controlled and monitored by the user.
[0129] Estane ETE X1014 is the preferred material for the distal part and Estane 58212 is the preferred material for
the proximal part. ETE 60DT3 is an example of material for the distal part with the lowest acceptable E-modulus - see
Table 1 for data for different materials are mentioned.
[0130] A length of 11 cm is cut from the middle of the catheter. The catheter is placed in water at a temperature of 23°
C for 30 sec. The catheter is then placed in an adapter situated on the tensile test machine. The tensile machine is
started and the force to compress the catheter is logged.
[0131] Fig. 12 shows the force applied to a typical distal catheter section. The abscissa indicates the compression of
the section in millimeters (Extension, mm) and the ordinate indicates the load force applied in N.
[0132] As illustrated in Figure 12, compression of this typical distal section with a high E-modulus results in a linear
compression with the force applied. However, at a certain point (15N), the section kinks, and the force needed for further
bending is low.
[0133] Figure 13 shows the force applied to a typical proximal catheter section as described. This elastic section will
bend almost proportionally with the force applied. The abscissa indicates the compression of the section millimeters
(Extension, mm) and the ordinate indicates the load force applied in N.
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[0134] As illustrated in Figure 13, compression of this typical proximal section with a low E-modulus results in a constant
bending of the section with a constant force. The curve in Fig. 13 rises steeply from 0 to 2 N during the first four millimeters
of compression of the proximal catheter section. After the first four millimeters the curve flattens, indicating that the
proximal section has bent as it still exerts a load of approximately 2 N.
[0135] Thus, to provide a distal section and a proximal section so that the first longitudinal directed force required for
moving the catheter from an expanded position to a collapsed position is larger than the second longitudinal directed
force required for at least one of the proximal section and the distal section to bend, the first longitudinal directed force
is chosen to be above 2 N, which is the second longitudinal directed force. I.e. the coupling structures provided when
the catheter is in its expanded configuration needs to be rigid enough to resist a load of at least 2 N. Preferably the
coupling configuration is dimensioned so that it may resist even higher loads, such as 3 - 10 N.
[0136] Alternatively, keeping in mind that the push-in force required to insert the catheter into the urethra is approxi-
mately 1 N, the proximal and distal sections can be provided so that the first longitudinal directed force required for
moving the catheter from an expanded position to a collapsed position is smaller than the second longitudinal directed
force required for at least one of the proximal section and the distal section to bend, wherein the coupling structures are
dimensioned so that the first longitudinal force required is between 1 and 2 N, especially between 1,5 N and 2 N and
particularly around 1,7 N.

Tables

[0137]

Claims

1. A catheter which is operable between a collapsed configuration for storage and transportation and an expanded
configuration for draining fluid from a body via a conduit which extends axially in a longitudinal direction from a
proximal end to an opposite distal end, the catheter comprising:

- a proximal section (2), adapted to be fully inserted into a urinary channel of the body and forming a proximal
part of the conduit which part extends axially between the proximal end and a first transition end (5) of the
proximal section, and
- a distal section (1), adapted to be at least partially inserted into the urinary channel and forming a distal part
of the conduit which part extends axially between a second transition end (3) of the distal section and the distal
end,

the first transition end (5) of the proximal section being dimensioned to enable its positioning inside a receiving
portion of the distal part of the conduit to enable axial movement of the sections relative to each other to operate
the catheter between the collapsed configuration and the expanded configuration of the catheter, wherein the sections
(1, 2) comprise cooperating coupling structures to support the catheter in the expanded configuration, and the
proximal section (2) forms a first outer surface with a circumference which increases from the proximal end towards
the first transition end (5) and the distal section forms a second inner surface with a circumference which decreases
from the distal end towards the second transition end (3), the outer circumference of the transition end (5) of the
proximal section is larger than the inner circumference of the transition end (3) of the distal section.

Table 1

Distal 1 Distal 2 Proximal

Material, Estane ETE, X1014 ETE, 60DT3 58212
E-modulus (/MPa) 1092 173 56
Form Circular Circular Circular
Outside diameter 5,1 mm 5,1 mm 4,0 mm
Wall thickness 0,35 mm 0,35 mm 0,67 mm
Rigidity in N (max force). 27,6 (avg. of 3) 14,4 (avg. of 3) 1,4 (avg. of 7)
Method CP 3.2.6002 (25,2-29,4) (13,1-15,4) (1,2-1,6)
Stiffness ASTM D747 994 Mpa 186 Mpa
Hardness Shore D 75 60 42
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2. A catheter according to claim 1, wherein the first outer surface forms a first angle to the longitudinal direction, and
the second inner surface forms a second angle to the longitudinal direction, the first angle being at least of the size
of the second angle.

3. A catheter according to any of the preceding claims, wherein:

- the distal section comprises an inner surface portion which forms a wall of the conduit in the second transition
end, which inner surface portion forms a distance, a, to a centre axis, and
- the proximal section comprises an outer surface portion being adjacent to the insertable part, which outer
surface portion forms a distance, b, to the centre axis,

wherein b is larger than a.

4. A catheter according to any of the preceding claims, wherein the second transition end of the distal section and the
first transition end of the proximal section are conically shaped.

5. A catheter according to claim 4, wherein an angle between a longitudinal direction of the catheter and a conical
erection is less than 90°.

6. A catheter according to claim 4, wherein an angle between a longitudinal direction of the catheter and a conical
erection is less than 40°.

7. A catheter according to any of the preceding claims, wherein a tip of the distal transition part is rounded, such that
no sharp edges are present.

8. A catheter according to any of the preceding claims, wherein the proximal section has a length of between 150mm
and 230mm.

9. A catheter according to any of the preceding claims, wherein the distal section has a length of between 100mm and
130mm.

10. A catheter according to any of the preceding claims, wherein the proximal section is provided as a tubular member
with an increased wall thickness in the transition end of the proximal section.

11. A catheter according to any of the preceding claims, wherein the distal section is provided as a tubular member with
an increased wall thickness in the transition end of the distal section.

12. A catheter according to claim 10 and wherein the distal section is provided as a tubular member with an increased
wall thickness in the transition end of the distal section.

13. A catheter according to any of the preceding claims, wherein a third element is positioned between the proximal
section and the distal section, where the circumference of the inner surface of the distal section decreases and the
circumference of the outer surface of the proximal section increases.

14. A catheter according to any of the preceding claims, wherein a third element is placed on the outside of the transition
part of the distal section, the third element being formed as ring having an outer circumference of the same size as
an outer circumference of the distal section.

Patentansprüche

1. Katheter, der zwischen einer zusammengeklappten Konfiguration für die Lagerung und den Transport und einer
expandierten Konfiguration zum Entleeren eines Fluids aus einem Körper über eine Leitung, die sich axial in einer
Längsrichtung von einem proximalen Ende zu einem gegenüberliegenden distalen Ende erstreckt, betätigbar ist,
wobei der Katheter Folgendes umfasst:

- einen proximalen Abschnitt (2), der geeignet ist, vollständig in eine Harnröhre des Körpers eingeführt zu
werden, und einen proximalen Teil der Leitung bildet, die sich axial zwischen dem proximalen Ende und einem



EP 3 446 738 B1

15

5

10

15

20

25

30

35

40

45

50

55

ersten Übergangsende (5) des proximalen Abschnitts erstreckt, und
- einen distalen Abschnitt (1), der geeignet ist, mindestens teilweise in die Harnröhre eingeführt zu werden, und
einen distalen Teil der Leitung bildet, der sich axial zwischen einem zweiten Übergangsende (3) des distalen
Abschnitts und dem distalen Ende erstreckt,

wobei das erste Übergangsende (5) des proximalen Abschnitts so bemessen ist, dass es in einem Aufnahmeab-
schnitt des distalen Teils der Leitung positioniert werden kann, um eine axiale Bewegung der Abschnitte zueinander
zu ermöglichen, um den Katheter zwischen der zusammengeklappten Konfiguration und der expandierten Konfi-
guration des Katheters zu betätigen, wobei die Abschnitte (1, 2) zusammenwirkende Kopplungsstrukturen umfassen,
um den Katheter in der expandierten Konfiguration zu stützen, und der proximale Abschnitt (2) eine erste Außenfläche
mit einem Umfang bildet, der vom proximalen Ende zum ersten Übergangsende (5) hin zunimmt, und der distale
Abschnitt eine zweite Innenfläche mit einem Umfang bildet, der vom distalen Ende zum zweiten Übergangsende
(3) hin abnimmt, wobei der äußere Umfang des Übergangsendes (5) des proximalen Abschnitts größer als der
innere Umfang des Übergangsendes (3) des distalen Abschnitts ist.

2. Katheter nach Anspruch 1, wobei die erste Außenfläche einen ersten Winkel zu der Längsrichtung einnimmt und
die zweite Innenfläche einen zweiten Winkel zu der Längsrichtung einnimmt, wobei der erste Winkel mindestens
so groß wie der zweite Winkel ist.

3. Katheter nach einem der vorhergehenden Ansprüche, wobei:

- der distale Abschnitt einen Innenflächenabschnitt umfasst, der eine Wand der Leitung im zweiten Übergangs-
ende bildet und einen Abstand a zu einer mittleren Achse einnimmt, und
- der proximale Abschnitt einen Außenflächenabschnitt umfasst, der neben dem einführbaren Teil liegt und
einen Abstand b zu der mittleren Achse einnimmt,

wobei b größer als a ist.

4. Katheter nach einem der vorhergehenden Ansprüche, wobei das zweite Übergangsende des distalen Abschnitts
und das erste Übergangsende des proximalen Abschnitts konisch geformt sind.

5. Katheter nach Anspruch 4, wobei ein Winkel zwischen einer Längsrichtung des Katheters und einer konischen
Erhebung weniger als 90° beträgt.

6. Katheter nach Anspruch 4, wobei ein Winkel zwischen einer Längsrichtung des Katheters und einer konischen
Erhebung weniger als 40° beträgt.

7. Katheter nach einem der vorhergehenden Ansprüche, wobei eine Spitze des distalen Übergangsabschnitts abge-
rundet ist, so dass keine scharfen Kanten vorliegen.

8. Katheter nach einem der vorhergehenden Ansprüche, wobei der proximale Abschnitt eine Länge zwischen 150 mm
und 230 mm hat.

9. Katheter nach einem der vorhergehenden Ansprüche, wobei der distale Abschnitt eine Länge zwischen 100 mm
und 130 mm hat.

10. Katheter nach einem der vorhergehenden Ansprüche, wobei der proximale Abschnitt als ein röhrenförmiges Glied
mit einer erhöhten Wanddicke im Übergangsende des proximalen Abschnitts vorgesehen ist.

11. Katheter nach einem der vorhergehenden Ansprüche, wobei der distale Abschnitt als ein röhrenförmiges Glied mit
einer erhöhten Wanddicke im Übergangsende des distalen Abschnitts vorgesehen ist.

12. Katheter nach Anspruch 10, wobei der distale Abschnitt als ein röhrenförmiges Glied mit einer erhöhten Wanddicke
im Übergangsende des distalen Abschnitts vorgesehen ist.

13. Katheter nach einem der vorhergehenden Ansprüche, wobei ein drittes Element zwischen dem proximalen Abschnitt
und dem distalen Abschnitt positioniert ist, wobei der Umfang der Innenfläche des distalen Abschnitts abnimmt und
der Umfang der Außenfläche des proximalen Abschnitts zunimmt.
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14. Katheter nach einem der vorhergehenden Ansprüche, wobei ein drittes Element auf der Außenseite des Übergangs-
teils des distalen Abschnitts platziert ist, wobei das dritte Element als ein Ring ausgebildet ist, dessen äußerer
Umfang genauso groß wie ein äußerer Umfang des distalen Abschnitts ist.

Revendications

1. Cathéter qui peut fonctionner entre une configuration repliée pour un stockage et un transport et une configuration
déployée pour drainer un fluide hors d’un corps par le biais d’un conduit qui s’étend de manière axiale dans une
direction longitudinale depuis une extrémité proximale jusqu’à une extrémité distale opposée, le cathéter
comprenant :

- une section proximale (2), conçue pour être insérée complètement dans un canal urinaire du corps et formant
une partie proximale du conduit, laquelle partie s’étend de manière axiale entre l’extrémité proximale et une
première extrémité de transition (5) de la section proximale, et
- une section distale (1), conçue pour être insérée au moins partiellement dans le canal urinaire et formant une
partie distale du conduit, laquelle partie s’étend de manière axiale entre une seconde extrémité de transition
(3) de la section distale et l’extrémité distale,

la première extrémité de transition (5) de la section proximale étant dimensionnée pour permettre son positionnement
à l’intérieur d’une partie de réception de la partie distale du conduit pour permettre un mouvement axial des sections
les unes par rapport aux autres pour faire fonctionner le cathéter entre la configuration repliée et la configuration
déployée du cathéter, dans lequel les sections (1, 2) comprennent des structures de couplage coopérantes pour
supporter le cathéter dans la configuration déployée et la section proximale (2) forme une première surface externe
ayant une circonférence qui augmente depuis l’extrémité proximale vers la première extrémité de transition (5) et
la section distale forme une seconde surface interne ayant une circonférence qui diminue depuis l’extrémité distale
vers la seconde extrémité de transition (3), la circonférence externe de l’extrémité de transition (5) de la section
proximale est plus grande que la circonférence interne de l’extrémité de transition (3) de la section distale.

2. Cathéter selon la revendication 1, dans lequel la première surface externe forme un premier angle par rapport à la
direction longitudinale et la seconde surface interne forme un second angle par rapport à la direction longitudinale,
le premier angle étant au moins de la taille du second angle.

3. Cathéter selon l’une quelconque des revendications précédentes, dans lequel :

- la section distale comprend une partie de surface interne qui forme une paroi du conduit dans la seconde
extrémité de transition, laquelle partie de surface interne forme une distance, a, par rapport à un axe central, et
- la section proximale comprend une partie de surface externe qui est adjacente à la partie qui peut être insérée,
laquelle partie de surface externe forme une distance, b, par rapport à l’axe central,

dans lequel b est plus grand que a.

4. Cathéter selon l’une quelconque des revendications précédentes, dans lequel la seconde extrémité de transition
de la section distale et la première extrémité de transition de la section proximale sont de forme conique.

5. Cathéter selon la revendication 4, dans lequel un angle entre une direction longitudinale du cathéter et une érection
conique est inférieur à 90°.

6. Cathéter selon la revendication 4, dans lequel un angle entre une direction longitudinale du cathéter et une érection
conique est inférieur à 40°.

7. Cathéter selon l’une quelconque des revendications précédentes, dans lequel une pointe de la partie de transition
distale est arrondie de telle sorte qu’aucun bord tranchant ne soit présent.

8. Cathéter selon l’une quelconque des revendications précédentes, dans lequel la section proximale présente une
longueur comprise entre 150 mm et 230 mm.

9. Cathéter selon l’une quelconque des revendications précédentes, dans lequel la section distale présente une lon-
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gueur comprise entre 100 mm et 130 mm.

10. Cathéter selon l’une quelconque des revendications précédentes, dans lequel la section proximale se présente
sous la forme d’un élément tubulaire ayant une épaisseur de paroi accrue dans l’extrémité de transition de la section
proximale.

11. Cathéter selon l’une quelconque des revendications précédentes, dans lequel la section distale se présente sous
la forme d’un élément tubulaire ayant une épaisseur de paroi accrue dans l’extrémité de transition de la section distale.

12. Cathéter selon la revendication 10 et dans lequel la section distale se présente sous la forme d’un élément tubulaire
ayant une épaisseur de paroi accrue dans l’extrémité de transition de la section distale.

13. Cathéter selon l’une quelconque des revendications précédentes, dans lequel un troisième élément est positionné
entre la section proximale et la section distale, où la circonférence de la surface interne de la section distale diminue
et la circonférence de la surface externe de la section proximale augmente.

14. Cathéter selon l’une quelconque des revendications précédentes, dans lequel un troisième élément est positionné
sur l’extérieur de la partie de transition de la section distale, le troisième élément étant formé sous la forme d’une
bague ayant une circonférence externe de la même taille qu’une circonférence externe de la section distale.
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