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Packaging for a Medical Device

Technical Field of the Invention

The present invention relates to packaging for a medical device. In particular,
the present invention relates to packaging for single-use medical devices, including

single-use catheters, especially but not exclusively male single-use catheters.

Background to the Invention

Medical devices (e.g. single-use medical devices) are commonly packaged
individually. Generally, this may take the form of a plastic or paper housing sealed in
some manner to provide a sealed interior housing the medical device. Typical
requirements for such packaging include: the packaging being able to be sealed
sufficiently to maintain a sterile internal environment for the medical device prior to
use; being lightweight; being easy (and quick) to open; and may need to allow for a
user to interact with the housed device prior to opening the packaging. However, such
products are typically designed with use in a medical environment (e.g. hospitals, care
homes, etc.) in mind, and for this reason, little to no consideration has been given in
terms of personal user experience where the packaged medical device is to be used
outside of a medical environment, for example, by the patient themselves for self-

catheterisation, e.g. in a public toilet.

For instance, packaging designed to be opened quickly and efficiently may
take the form of a pair of sheets of material sealed about their edges to define an
interior region housing the product. The sheets may be pulled apart to access the
medical device housed therein. Here, each of the sheets and the housed medical
device generally must be disposed of separately as the sheets serve no further purpose
once the packaging is opened. It would therefore be advantageous to provide
packaging wherein the number of separable components of the packaging is reduced
and/or wherein the packaging may be used to hold used medical devices for

subsequent disposal.

The shape and form of prior art packaging may generally be dictated in the
main by the shape and form of the housed medical device itself. Where there are no or

few space constraints this may not be problematic, and may actually be beneficial as
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the device can be housed without needing to be altered in any way — i.e. it can be
housed ready for use. However, certain devices (e.g. a male urinary catheter which
may be upwards of 30cm long) may make the size and form of such packaging
impractical in terms of a user carrying said packaging for personal use. Whilst the
flexibility of some catheters may mean they can be housed in a coiled/folded
configuration, to date no acceptable solution has been provided where this is the case.
It would therefore be advantageous to provide packaging which is suitably configured

to be carried by a user (e.g. in their hand, pocket or bag).

Furthermore, where packaging has been designed for a medical environment,
the discreetness with which it may be used is generally not a consideration. With this
in mind, there is no consideration of the noise generated upon opening such
packaging. Likewise, there is generally no consideration for the number of separable
components of the packaging as, in a medical environment, it is likely to be possible
to dispose of such components at the point of use rather than in a separate location
(which may be the case for a personal user outside of such an environment). For
certain medical devices which may be used outside of a medical environment (e.g. an
intermittent urinary catheter) such characteristics may be undesirable for the user. It
would therefore be advantageous to provide packaging for a medical device (e.g. an
intermittent urinary catheter) which allows for the carrying, use and subsequent

disposal of the packaging and housed device to be performed discreetly by a user.

It is an aim of an embodiment or embodiments of the invention to overcome or

at least partially mitigate one or more problems with the prior art.

Summary of the Invention

According to an aspect of the invention there is provided packaging for

housing a medical device.

The packaging may comprise first and second sides sealed or otherwise
secured around the periphery thereof to define a plurality of edges. The plurality of
edges may include one or more of a first major edge, a second major edge, a lower

edge and an upper edge. The first edge may comprise a first, straight edge. The
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second edge may comprise a second, tapered edge which may optionally oppose the

first edge.

The packaging may comprise an interaction region defining a first point of
contact for a user of the packaging. The interaction region may comprise one or more
visual and/or tactile indicators on the first and/or second sides of the packaging. The
interaction region may be positioned proximal to the first or second edge of the

packaging.

The packaging may comprise a tear-away region, which may comprise a tear
line defining a line along which the packaging may be torn to at least partially
separate the tear-away region from the remainder of the packaging to form an open
upper end of the packaging, in use. The tear-away region may be defined proximal to
the upper edge of the packaging. The tear-away region may comprise an interaction
point defining a second point of contact for a user of the packaging. The interaction
point may be provided at a first end of the tear-away region. The tear-away region
may comprise a tear stop. The tear stop may be provided at a second end of the tear-
away region. The tear stop may act to prevent or reduce the likelihood of the tear-
away region being completely separated from the remainder of the packaging The

tear-away region may be substantially triangular in shape having a sloped upper edge.

The packaging may comprise a sealing arrangement comprising first and
second sealing members operable to provide a user-sealable seal between the first and
second sides of the packaging. The first and/or second sealing members may be
provided on an interior surface of the first and/or second sides of the packaging. For
example, the sealing arrangement may comprise comprising a first sealing member
provided on the interior surface of the first side of the packaging and a second sealing
member provided on the interior surface of the second side of the packaging. The

sealing arrangement may be provided proximal to the tear-away region.

At least a portion of the first and/or second sides of the packaging may
comprise a material having a textured surface profile on an interior and/or exterior

surface thereof.
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According to an aspect of the invention there is provided packaging housing a
medical device, the packaging comprising: first and second sides sealed or otherwise
secured around the periphery thereof to define a pair of major edges, a lower edge and
an upper edge; wherein the pair of major edges comprise: a first, straight edge; and a
second, tapered edge opposing the first; an interaction region defining a first point of
contact for a user of the packaging, the interaction region comprising one or more
visual and/or tactile indicators on the first and/or second sides of the packaging and
being positioned proximal to the first or second edge; a tear-away region defined
proximal to the upper edge, the tear away region comprising: a tear line between a
first end and a second end of the tear-away region defining a line along which the
packaging may be torn to at least partially separate the tear-away region from the
remainder of the packaging to form an open upper end of the packaging, in use; an
interaction point at a first end of the tear-away region defining a second point of
contact for a user of the packaging; and a tear stop at the second end of the tear-away
region, the tear stop acting to prevent or reduce the likelihood of the tear-away region
being completely separated from the remainder of the packaging; wherein the tear-
away region is substantially triangular in shape having a sloped upper edge; and a
sealing arrangement comprising a first sealing member provided on the interior
surface of the first side of the packaging and a second sealing member provided on
the interior surface of the second side of the packaging, the first and second sealing
members being operable to provide a user-sealable seal between the first and second
sides of the packaging, proximal to the tear-away region; and wherein at least a
portion of the first and/or second sides of the packaging comprise a material having a

textured surface profile on an interior and/or exterior surface thereof.

Advantageously, having a tapered edge opposing the straight edge of the
packaging may lead a user to hold the packaging in a particular (e.g. a “user-
friendly”) orientation. For instance, the first, straight edge may define a leading edge
of the packaging for a user when interacting with the packaging, e.g. to open the
packaging. Furthermore, having tapered edge opposing the straight edge of the
packaging may advantageously define the shape of the packaging to suit a user’s palm
and/or may be pocket shaped. Furthermore, providing a sealing arrangement in

combination with a tear-away region allows for the packaging to be initially opened
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through at least partial removal of the tear-away portion before being sealed using the
first and second sealing members. Having the sealing members provided on an
interior surface of the sides of the packaging advantageously reduces the number of
individual components provided as part of the packaging thereby improving the user
experience, for example when compared with packaging which include an additional
sealing tab. This is particularly beneficial where the packaging houses a single use
medical device, for example a wurinary catheter, where the packaging may
subsequently be used to house a used product for disposal where reduction of the
number of components and packaging parts which may need to be housed within
packaging post use is desirable. The textured surface profile may act to dampen or
otherwise mitigate propagation of sound waves through the packaging. As an end
result, the overall sound produced upon user interaction with the packaging (e.g.
opening the packaging) or indeed simply when carrying the packaging may be
reduced. This may be particularly advantageous where it is desirable for the packaged
medical product to be used and carried discreetly (e.g. carried in a trouser/coat pocket
in a public environment, then used in a public toilet, such as in a restaurant or

shopping centre).

Optional features set out below may apply to any aspect of the invention (as

defined above, or below, as appropriate).

The medical device may comprise a catheter. The medical device may
comprise a urinary catheter. The medical device may comprise a female urinary
catheter, but is preferably a male urinary catheter. The medical device may comprise a
single-use medical device. The medical device may comprise an intermittent urinary

catheter.

According to an aspect of the invention there is provided packaging for
housing a medical device, the packaging comprising: first and second sides sealed or
otherwise secured around the periphery thereof to define a plurality of edges; wherein
the plurality of edges comprise a first, straight edge and a second, tapered edge
opposing the first; and an interaction region defining a point of contact for a user of
the packaging, the interaction region comprising one or more visual and/or tactile

indicators on the first and/or second sides of the packaging.
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According to an aspect of the invention there is provided packaging housing a
medical device, the packaging comprising: first and second sides sealed or otherwise
secured around the periphery thereof to define a pair of major edges, a lower edge and
an upper edge; wherein the pair of major edges comprise a first, straight edge and a
second, tapered edge opposing the first; and an interaction region defining a point of
contact for a user of the packaging, the interaction region comprising one or more
visual and/or tactile indicators on the first and/or second sides of the packaging and
being positioned proximal to at least the first or second major edge of the packaging.

Advantageously, having a tapered edge opposing the straight edge of the

3

packaging may lead a user to hold the packaging in a particular (e.g. a “user-
friendly”) orientation. For instance, the first, straight edge may define a leading edge
of the packaging for a user when interacting with the packaging, e.g. to open the
packaging. Furthermore, having tapered edge opposing the straight edge of the
packaging may advantageously define the shape of the packaging to suit a user’s palm

and/or may be pocket shaped.

The interaction region may preferably be positioned proximal to the first
major edge of the packaging. Advantageously, having the interaction region provided
proximal to the straight, first major edge defines a distinct region on the packaging for
the user to grip, leading the user to grip the packaging at or proximal to the “leading

edge” of the packaging.

In embodiments, the second major edge comprises a curved, tapered edge.
Advantageously, having the second major edge both curved and tapered more clearly
defines the difference between the first and second major edges, leading user
interaction. Furthermore, a curved, tapered edge better complements the size/shape

profile of a user’s hand and/or pocket leading to increased usability of the packaging.

The lower edge of the packaging may comprise a straight edge. The straight,

lower edge may be provided substantially perpendicular to the first major edge.

The upper edge of the packaging may be provided at an angle, e.g. not
perpendicular, to the first and/or second major edges. In such embodiments, the upper

edge may comprise a sloped edge. The sloped upper edge may slope from the first
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major edge to the second major edge, or from the second major edge to the first major
edge, for example. The sloped upper edge may define a substantially triangular region

proximal to the upper edge of the packaging.

In embodiments, the packaging comprises a tear-away region. The tear-away
region may be defined proximal to the upper edge of the packaging. The tear-away
region may be defined at least in part by one or more of: the upper edge of the
packaging; at least a portion of the first major edge; at least a portion of the second

major edge; and a tear line.

The tear line may be provided between a first end and a second end of the tear-
away region. The tear line may define a line along which the packaging may be torn
to at least partially separate the tear-away region from the remainder of the packaging.
Tearing the packaging along the tear line may form an open upper end of the
packaging, in use. In embodiments wherein the upper edge comprises a sloped upper
edge, the upper edge; first major edge, or at least a portion thereof; the second major
edge, or at least a portion thereof; and/or the tear line may define a substantially

triangular tear-away region.

The one or more visual and/or tactile indicators may visibly indicate the
position of the interaction region. The one or more visual and/or tactile indicators may
be visibly distinct from the remainder of the first and/or second sides of the

packaging.

The one or more visual and/or tactile indicators may comprise one or more
visual surface markings. The one or more visual surface markings may comprise a
pattern. The one or more visual surface markings may distinguish the interaction
region from the remainder of the first and/or second side of the packaging — e.g. the
one or more visual surface markings may be visually distinct from any surface
markings provided on the remainder of the first and/or second side of the packaging.
In preferred embodiments, the one or more visual surface markings of the interaction
region may comprise a pattern and the remainder of the first and/or second side of the

packaging may comprise no surface markings.
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The one or more visual and/or tactile indicators may comprise a visual
boundary marking. For example, the one or more visual and/or tactile indicators may
comprise a solid or broken line defining a boundary of the interaction region. The
visual boundary marking may comprise one or more lines which comprise
substantially the same form as one or more edges of the packaging. For instance, the
visual boundary marking may comprise a first, tapered line which comprises
substantially the same curvature and/or tapering as the second major edge of the
packaging. The visual boundary marking may comprise a second, straight line
substantially parallel to the lower edge of the packaging. The first and second lines of

the visual boundary marking may meet at a radiused corner.

The tactile indicator(s) may be provided on an exterior surface of the first
and/or second sides of the packaging. The one or more visual and/or tactile indicators
may comprise a tactile surface profile on the exterior surface of the first and/or second
sides of the packaging. For example, the one or more visual and/or tactile indicators
may comprise a raised, lowered or patterned surface profile such as a tactile surface
texture. The tactile surface profile may assist with a user gripping the packaging at the

interaction region.

In embodiments, the packaging has a height of at least 50mm, or at least
75mm, or at least 100mm, or at least 125mm, or at least 150mm, or at least 200mm,
for example. The packaging may have a height of no more than 100mm, or no more
than 125mm, or no more than 150mm, or no more than 200mm, or no more than
250mm, for example. In embodiments, the packaging has a width of up to 50mm, or
up to 75mm, or up to 100mm, or 125mm, or up to 150mm, for example. In some
embodiments the packaging has a width of at least 50 mm, or at least 75 mm, or at
least 100mm, or at least 120 mm, or at least 150mm, for example. The packaging may
have a width of no more than 100mm, or no more than 120mm, or no more than
150mm, or no more than 200mm, for example. In some embodiments the packaging
has outer dimensions of no more than 180mm in height and no more than 120mm in

width.

In some embodiments the first and second sides are sealed around the

periphery thereof via one or more of a heat seal, pressure seal, or weld, for example.



WO 2021/214478 PCT/GB2021/050981

10

15

20

25

30

At least two of the first major edge, second major edge, lower edge, and upper
edge may be integrally formed at ends thereof with a further edge of the packaging at
radiused corners. In some embodiments, each of the edges are integrally formed at
ends thereof with a further edge of the packaging at radiused corners. In
embodiments wherein there is provided a plurality of radiused corners, each radiused
corner may comprise a corner radius equal to the remaining radiused corners of the
packaging. In some embodiments a first radiused corner of the packaging may
comprise a larger corner radius compared with one or more further radiused corners
of the packaging. The first radiused corner may be provided between the first major
edge and the upper edge. The first radiused corner may be provided within the
interaction region. The first radiused corner may be provided as part of the tear-away

region.

According to an aspect of the invention there is provided packaging housing a
medical device, the packaging comprising: first and second sides sealed or otherwise
secured around the periphery thereof; a tear-away region defined proximal to an upper
edge of the packaging which may be at least partially removed from the remainder of
the packaging to form an open upper end of the packaging, in use; and a sealing
arrangement comprising first and second sealing members operable to provide a user-
sealable seal between the first and second sides of the packaging at or proximal to the

open upper end of the packaging.

According to another aspect the invention there is provided packaging housing
a medical device, the packaging comprising: first and second sides sealed or
otherwise secured around the periphery thereof; a tear-away region defined proximal
to an upper edge of the packaging, the tear away region comprising a tear line
between a first end and a second end of the tear-away region defining a line along
which the packaging may be torn to at least partially separate the tear-away portion
from the remainder of the packaging to form an open upper end of the packaging, in
use; and a sealing arrangement comprising a first sealing member provided on the
interior surface of the first side of the packaging and a second sealing member
provided on the interior surface of the second side of the packaging, the first and

second sealing members being operable to provide a user-sealable seal between the
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first and second sides of the packaging at or proximal to the open upper end of the

packaging.

Advantageously, providing a sealing arrangement in combination with a tear-
away region allows for the packaging to be initially opened through at least partial
removal of the tear-away portion before being sealed using the first and second
sealing members. Having the sealing members provided on an interior surface of the
sides of the packaging advantageously reduces the number of individual components
provided as part of the packaging thereby improving the user experience, for example
when compared with packaging which include an additional sealing tab. This is
particularly beneficial where the packaging houses a single use medical device, for
example a urinary catheter, where the packaging may subsequently be used to house a
used product for disposal where reduction of the number of components and

packaging parts which may need to be housed within packaging post use is desirable.
The user-sealable seal may comprise a resealable seal.

The first and second sealing members may be configured to provide an
adhesive seal between the first and second sides of the packaging. In such
embodiments, one or both of the first and second members may comprise an adhesive
material applied to a surface of the first and/or second side of the packaging. For
example, in some embodiments the first sealing member may comprise an adhesive
material applied to an interior surface of the first side of the packaging. In such
embodiments, the second sealing member may comprise an adhesive material applied
to an interior surface of the second side of the packaging. Alternatively, only the first
sealing member may comprise an adhesive material. In such embodiments, the second
sealing member may comprise a region of one of the sides of the packaging
configured to be adhesively secured to the adhesive material of the first sealing

member.

In some embodiments the first and second sealing members may form a hook
and loop fastener arrangement. In such embodiments, the first sealing member may
comprise a region of hook fasteners located on a surface of the first side of the
packaging, and the second sealing member may comprise a region of loop fasteners

located on a surface of the second side of the packaging. In alternative embodiments,
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the first and second sealing members may form a double hook fastener arrangement.
In such embodiments, the first sealing member may comprise a region of hook
fasteners located on a surface of the first side of the packaging, and the second sealing
member may comprise a region of hook fasteners located on a surface of the second

side of the packaging.

The first and second sealing members may provide a water resistant, or a near
or substantially water-tight seal at or proximal to the open upper end of the packaging.
Advantageously, such an arrangement may be useful in instances where fluid may be
present within the packaging before or after use, for example where the packaged
product is a urinary catheter and the packaging includes a fluid therein such as a
lubricant or wetting fluid, or when traces of urine may be present in/on a used catheter

which is re-introduced to the packaging for disposal.

In embodiments, the tear-away region comprises an interaction point. The
interaction point may be provided at a first end of the tear-away region. The

interaction point may define a point of contact for a user of the packaging.

In embodiments, the interaction point comprises an aperture in the packaging.
The aperture may, for example, comprise a circular aperture in the packaging. The
aperture may be provided through the first and/or second sides of the packaging. In
embodiments, interaction point comprises a radiused corner of the packaging. The
radiused corner may comprise a first radiused corner of a plurality of radiused corners
of the packaging. The first radiused corner of the packaging may comprise a larger
corner radius compared with one or more further radiused corners of the packaging.
The first radiused corner may be provided between the first major edge and the upper

edge, for example.

The tear-away region may comprise a tear stop. The tear stop may be provided
at a second end of the tear-away region. The second end of the tear-away region may
comprise an opposing end of the tear-away region to the first end. In this way, the
user may interact with an interaction point at the first end of the tear-away region to
tear the packaging from the first end towards the second end of the tear-away region.
The tear stop may act to reduce the likelihood of the tear-away region being

completely separated from the remainder of the packaging. Advantageously,
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preventing the tear-away region from being completely separated from the remainder
of the packaging reduces the number of separate components of the packaging post
use. This may be beneficial from a user interaction point of view where it would be
desirable to have the used medical device and any packaging components contained
within, or at least be integrally formed or otherwise attached to, a single package for

subsequent disposal.

In embodiments, the tear stop comprises an aperture within the tear-away
region. The aperture may be provided on or proximal to the tear line such that, in use,

a tear may propagate through the packaging towards the tear stop.

In some embodiments the tear-away region comprises a tear start. The tear
start may be provided at the first end of the tear-away region. The tear start may act to
initiate tearing along the tear line, e.g. from the tear start to the tear stop. The tear start
may comprise a notch in first and/or second sides of the packaging. The tear start may
be substantially triangular in shape. in such embodiments, the triangular notch may
comprise a sloped upper edge. Optionally, the triangular notch may comprise a lower
edge which may be aligned with the tear line and/or perpendicular to a first major

edge of the packaging, for example.

The tear line may comprise a line of weakness in the first and/or second sides
of the packaging. Advantageously, providing a tear line as a line of weakness may
encourage a tear to propagate in a desired direction, e.g. from a first end of the tear-

away region to a second end of the tear-away region.

The tear-away region of the packaging may be defined at least in part by first
and second major edges of the packaging, and upper edge of the packaging, and the
tear line. The upper edge of the packaging may be provided at an angle, e.g. not
perpendicular, to the first and/or second major edges. In such embodiments, the upper
edge, and hence the tear-away region, may comprise a sloped upper edge. In this way,

the tear-away region may be substantially triangular in shape.

In some embodiments the sloped upper edge may slope from the interaction
point to the tear stop. Advantageously, such an arrangement may encourage the user

interact with the interaction point to open the packaging.
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In embodiments, the packaging may be gas impermeable and may be sealed or
otherwise secured around the periphery of the first and second sides of the packaging

so as to provide a sterile internal environment.

According to another aspect of the invention there is provided packaging
housing a medical device, the packaging comprising first and second sides sealed or
otherwise secured around the periphery thereof; wherein at least a portion of the first
and/or second sides of the packaging comprise a material having a textured surface

profile on a surface thereof.

Advantageously, the textured surface profile may act to dampen or otherwise
mitigate propagation of sound waves through the packaging. As an end result, the
overall sound produced upon user interaction with the packaging (e.g. opening the
packaging) may be reduced. This may be particularly advantageous where it is

desirable for the packaged medical product to be used discreetly (e.g. in public).

The textured surface profile may be provided on an exterior surface of the first
and/or second sides of the packaging. Additionally or alternatively, the textured
surface profile may be provided on an interior surface of the first and/or second sides
of the packaging. Advantageously, having the textured surface profile provided on the
interior surface of the first and/or second sides of the packaging may provide the
above-mentioned advantages without substantially affecting the design of the exterior

surface(s) of the packaging.

The textured surface profile may comprise a patterned surface profile. In some
embodiments the textured surface profile may comprise an undulating surface profile.
In further embodiments the textured surface profile may comprise an irregular or
random surface profile. The packaging may be embossed or lacquered to form the

textured surface profile.

The packaging may be formed, at least in part, from one or more of:
polypropylene (PP), polyethylene (PET) or orientated polypropylene (OPP), for
example. The packaging may comprise a laminate of two or more layers. The
packaging may comprise an inner layer and an outer layer. The packaging may

comprise inner and outer layers of polypropylene. The packaging may comprise an
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inner layer of orientated polypropylene and an outer layer of polypropylene. The
packaging may comprise an inner layer of polypropylene and an outer layer of
polyethylene, for example. The inner layer and outer layer may have the same
thickness. In other embodiments, the inner layer and outer layer may have different
thicknesses. The inner layer may have a smaller thickness than the outer layer. In
embodiments, the inner layer may have a thickness of between 5-20 microns, or
between 10-10 microns, or between 10-15 microns, and the outer layer may have a
thickness of between 10-50 microns, or between 20-40 microns, or between 35-45
microns. In one example, the inner layer may have a thickness of approximately 12

microns and the outer layer may have a thickness of approximately 40 microns.

According to an aspect of the invention there is provided a packaging blank

for forming the packaging of any aspect described herein.

The packaging blank may comprise first and second side panels. The first
and/or second side panels may comprise any one or more of: a first edge, a second
edge, a lower edge; and an upper edge. The first edge(s) of the first and/or second side
panel may comprise a straight edge. The second edge(s) of the first and/or second side
panel may comprise a tapered edge. The tapered second edge(s) may comprise a
curved tapered edge. The lower edge(s) of the first and/or second side panel may
comprise a straight edge. The upper edge(s) of the first and/or second side panel may

comprise a sloped edge.

The first and second side panels may be configured to be sealed about their
periphery to the other side panel to form the packaging. The panels may be configured
to be sealed to the other side panel at or proximal to the first edge, second edge, lower
edge and/or upper edge. The panels may be configured such that the upper edge,
lower edge, first edge and second edge of the first panel is configured to be sealed to

corresponding upper, lower, first and second edges on the second panel.

The first and second side panels of the packaging blank may be provided as
separate components. Alternatively, the first and second side panels may be provided
integrally formed with one another. For example, the first and second side panels may
be integrally formed along an edge thereof, e.g. respective first edges of the first and

second side panels. The first and second side panels may be integrally formed at a
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fold line about which the packaging blank may be folded to at least partially form the
packaging.

The first and/or second side panels may comprise one or more apertures
therein. The aperture(s) may be provided to form an interaction point in the formed
packaging — e.g. an aperture within a tear-away region of the packaging. The
aperture(s) may be provided to form a tear-stop in the formed packaging — e.g. an
aperture on a tear line. The aperture(s) may be provided to form a tear-start in the

formed packaging — e.g. to form a notch within an edge of the formed packaging.

The first and/or second side panels may include a sealing member formed,
coupled, sealed or otherwise secured thereto. For example, the first and/or second side
panels may comprise a sealing member adhesively secured to the surface of the panel.
In some embodiments, the first side panel comprises a first sealing member and the
second side panel comprises a second sealing member. The sealing member(s) may
comprise a strip of material, such as a strip of adhesive material, a strip of hook

fasteners or a strip of loop fasteners, for example.

According to an aspect of the invention there is provided a packaging blank
for forming the packaging of any preceding claim, the packaging blank comprising
first and second side panels configured to be sealed about their periphery to the other

side panel to form the packaging.

The packaging blank of this aspect of the invention may comprise any one or
more of the optional features discussed in relation to the preceding aspect as desired

or appropriate.

According to an aspect of the invention there is provided a method of
manufacturing packaging of any aspect described herein, the method comprising
sealing or otherwise securing first and second sides of the packaging about a

periphery thereof to define an internal volume housing the medical device.

The method may comprise forming the packaging about the medical device. In
such embodiments, the medical device may be placed on or otherwise associated with
one of the first or second sides of the packaging, before the first and second sides are

sealed about the periphery to enclose the medical device.
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In other embodiments the method may comprise partially forming the
packaging, introducing the medical device into the part formed packaging, and
subsequently forming the remainder of the packaging about the medical device. For
example, in some embodiments the method may comprise partially sealing or
otherwise securing the first and second sides of the packaging about their periphery to
partially form a packaging with an open end for introduction of the medical device. In
such embodiments, the method may comprise introducing the medical device into the
packaging through the open end, before subsequently sealing or otherwise securing
the remainder of the periphery of the first and second sides to enclose the medical

device.

The method may comprise forming the packaging from a packaging blank

according to any aspect described herein.

Detailed Description of the Invention

In order that the invention may be more clearly understood one or more
embodiments thereof will now be described, by way of example only, with reference

to the accompanying drawings, of which:

Figure 1A is a front view of an embodiment of packaging according to the
invention;

Figure 1B is a rear view of the packaging shown in Figure 1A;

Figure 2 is a further front view of the packaging shown in the preceding Figures

with the packaging partially opened;

Figure 3 is a plan view of the (opened) packaging shown in the preceding
Figures;
Figure 4 is a side cross sectional view of the (opened) packaging shown in the

preceding Figures; and

Figure 5 illustrates an embodiment of a packaging blank in accordance with the

invention.
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In general, the invention relates to packaging 10 housing a medical device,
shown herein as a medical device in the form of a male intermittent, single use urinary

catheter 100.

Figures 1A — 4 illustrate an embodiment of packaging 10, which in this
embodiment is formed of polypropylene. The packaging 10 includes a first side 12
and a second side 14 sealed about their periphery. Here, the first and second sides 12,
14 are heat sealed about their periphery to form an enclosed packaging 10 for the
catheter 100. Sealing of the first and second sides 12, 14 about their peripheries acts
to define a pair of opposing major edges 16, 18, and opposing lower and upper edges

20, 22 of the packaging 10.

The first major edge 16 is substantially straight and defines a leading edge of
the packaging 10, in use. The second major edge 18 is tapered and curves from the
upper edge 22 to the lower edge 20. The lower edge 20 is also straight, whilst the
upper edge 22 is straight but slopes (downwards in the orientation shown in the
Figures) from the first major edge 16 to the second major edge 18. As described
herein, the sloped upper edge 22 partially defines a tear-away region 28 of the

packaging 10.

The edges 16, 18, 20, 22 meet respective adjacent edges 16, 18, 20, 22 at ends
thereof at radiused corners. Specifically, the first major edge 18 and upper edge 22
meet at a first radiused corner 37, the upper edge 22 and second major edge 18 meet
at a second radiused corner 38, the second major edge 18 and the lower edge 20 meet
at a third radiused corner 39 and the lower edge 20 and the first major edge 16 meet at
a fourth radiused corner 40. The second, third and fourth radiused corners 38, 39, 40
each comprise equal corner radiuses. In contrast, the first radiused corner 37
comprises a larger corner radius. As discussed herein, the first radiused corner 37 is
provided as part the tear-away region 28 and is provided to define part of a secondary

interaction point on the packaging 10.

An interaction region 24 is provided which defines a primary interaction point
(e.g. a first point of contact) for a user of the packaging 10. The interaction region 24
is located proximal to the first major edge 16 of the packaging 10 and extends from

midway along the first edge 16 to the upper edge 22. The interaction region 24
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includes visual indicators in the form of surface markings 26. The surface markings
26 are provided on both the first and second sides 12, 14 of the packaging 10 and, in
this embodiment, take the form of a series of diamonds. It will be appreciated that the
invention is not limited in this sense, but rather the interaction region 24 need only be
distinguished in some manner from the remainder of the packaging 10. This can take
the form of different surface patterns, textures, colours etc. between the interaction
region 24 and the remainder of the packaging, or may simply be defined by a

boundary line (see below).

In the illustrated embodiment, the interaction region 24 is bounded by a
boundary line 25. The boundary line 25 takes substantially the same form as the
second major edge 18 and the lower edge 20 of the packaging 10. Specifically, the
boundary line 25 includes a first, tapered line which comprises substantially the same
curvature and tapering as the second major edge 18 of the packaging 10, and a
second, straight line substantially parallel to the lower edge 20 of the packaging 10.

The first and second lines of the boundary line 25 meet at a radiused corner.

The interaction region 24, in effect, defines a gripping region for the
packaging 10 leading a user to grip the packaging 10 at the first (i.e. the “leading”)
edge 16 of the packaging 10.

Packaging 10 includes a tear-away region 28 defined proximal to the sloped
upper edge 22. Specifically, in the illustrated embodiment, the packaging 10 includes
a substantially triangular tear-away region 28 defined by the upper edge 22, a portion
of the first major edge 16 and a tear line 30 defined between first and second ends 32,
34 of the tear-away region 28. The tear-away region 28 comprises a portion of the
packaging 10 which may be at least partially removed, in use, to form an open upper

end of the packaging 10, enabling access to the interior of the packaging 10.

The tear line 30 is shown as a substantially straight line between the first end
32 and the second end 34 of the tear-away region 28. At the first end 32, a notch 33 is
provided in the packaging which acts as a tear start for initiating a tear along (or at
least partly along or proximal to) the tear line 30. Here, the notch is triangular in
shape with a sloped upper edge and a flat lower edge which is aligned with the tear

line 30, which may act to control the direction of the tear through the packaging, in
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use, e.g. preferably along the tear line 30. At the second end 34 of the tear-away
region 28, a tear stop in the form of an aperture 35 in the packaging 10 is provided.
The aperture 35 acts to prevent or reduce the likelihood of the tear-away region 28
being completely removed from the remainder of the packaging 10. Specifically, the
aperture prevents further propagation (or at least reduces the likelihood of further
propagation) of a tear along (or substantially along) the tear line 30. In this way, the
tear-away region 28 is configured to remain integrally formed at the second end 34 to
the remainder of the packaging 10 after opening. Advantageously, the packaging 10 is
retained as a single piece packaging, even after opening, thereby increasing ease of

use by the user (e.g. in terms of subsequent disposal).

As discussed herein, a secondary interaction point (e.g. a second point of
contact for the user) is provided within the tear-away region 28. Specifically, this
takes the form of an aperture 36 provided through the packaging 10 positioned
proximal to the first radiused corner 37. The aperture 36 is sized to roughly
correspond to the typical size of a finger/thumb tip, so as to be gripped by a user’s
finger and thumb, in use. It may also conveniently act as a hanger. In addition, the
interaction region 24 extends upwards into the tear-away region 28 defining a
secondary interaction region 25" within the tear-away region 28 provided about the
aperture 36. This further acts to lead a user to grip the packaging 10 at the secondary
interaction region 25° (i.e. at or proximal to the aperture 36) when opening the

packaging 10.

In use, the user may first grip the packaging 10 at the interaction region 24
with a first hand, before gripping the tear-away region 28 at or proximal to the
aperture 36 with a second hand. The tear-away region 28 and the remainder of the
packaging 10 may then be pulled in opposing directions to cause tearing along the tear
line 30, beginning at the notch 33 at the first end 32 of the tear-away region 28
towards the aperture 35 at the second end 34 of the tear-away region 28. This is

shown figuratively in Figure 2.

The packaging 10 additionally includes a sealing arrangement which takes the
form of a first sealing member 42 provided on the interior surface of the first side 12

of the packaging 10 and a second sealing member 44 provided on the interior surface
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of the second side 14 of the packaging 10. The first and second sealing members 12,
14 are operable to provide a user-sealable seal between the first and second sides 12,
14, specifically at an open upper end of the packaging 10 formed through removal of
the tear-away region 28. In the illustrated embodiment, each of the first and second
sealing members 42, 44 take the form of a strip of hook fasteners which is secured
(e.g. adhesively) to the interior surface of the respective side 12, 14 of the packaging
10. In this way, the first and second sealing members 42, 44 form a double hook
fastener arrangement for sealing the open upper end of the packaging 10, in use. In
this way, the medical device (e.g. catheter 100) can be removed from the packaging
10, used, and then returned to the packaging 10 for subsequent disposal. Configuring
the packaging 10 such that it is sealable following opening may be beneficial in
situations wherein liquid might be present (e.g. urine or wetting fluid for catheter
100), and/or where a user wishes to keep the contents of the packaging 10 discreet,

e.g. on exit from a toilet cubicle before disposal.

As shown in Figure 4, each of the first and second sides 12, 14 of the
packaging includes a textured surface profile provided on its interior surface.
Specifically, each of the first and second sides 12, 14 comprises an undulating surface
profile formed of a series of regions 46, 48 of increased thickness provided in
respective sides 12, 14. Advantageously, the textured surface profile acts to dampen
or otherwise mitigate propagation of sound waves through the packaging 10. As an
end result, the overall sound produced upon user interaction with the packaging 10
(e.g. rustling in a pocket, or on opening the packaging 10) can be reduced when

compared with prior art packaging.

In the illustrated embodiment the packaging 10 includes an interaction region
24 which includes a series of visual indicators 26. Additionally or alternatively, the
interaction region 24 may incorporate one or more tactile indicators within the
interaction region 24. For example, the tactile indicators may comprise one or more
areas within the interaction region 24 having a raised (or lowered) surface to provide a
textured surface profile. Advantageously, this may physically distinguish the
interaction region 24 from the remainder of the packaging 10, and may also assist

with a user gripping the packaging 10, in use.
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In the illustrated embodiment the packaging 10 is provided with first and
second sealing members 42, 44 in the form of strips of hook fasteners adhesively
secured to the inner surface of the first and second sides 12, 14. However, it will be
appreciated that the sealing members 42, 44 may alternatively form a hook and loop
fastener arrangement with, for example, the first sealing member 42 comprises a strip
of hook fasteners adhesively secured to the first side 12, and the second sealing
member 44 taking the form of a strip of loop fasteners adhesively secured to the
second side 14 of the packaging 10, or vice versa. Alternatively, the first and second
sealing members 42, 44 may comprise an adhesive material for providing an adhesive

seal between the first and second sides 12, 14 of the packaging 10.

Figure 5 illustrates an embodiment of a packaging blank 210 for forming

packaging 10.

The blank 210 comprises a first side panel 212 and a second side panel 214 for
forming first and second sides 12, 14 of the packaging 10, respectively. In the
illustrated embodiment, the first and second side panels 212, 214 are integrally

formed along a first edge thereof at fold line 216.

The first side panel 212 comprises a second edge 218a, lower edge 220a and
upper edge 222a, which together with the fold line 216 define the periphery of the
first side panel 212. The first side panel 212 additionally includes a first aperture 235a
and second aperture 236a provided through the panel 212. A strip of hook fasteners
242 is provided on the surface of the side panel 212 forming a first sealing member 42

of the packaging 10.

The second side panel 214 is configured in substantially the same manner as
first side panel 212 and comprises a second edge 218b, lower edge 220b and upper
edge 222b, which together with the fold line 216 define the periphery of the second
side panel 214. The second side panel 214 additionally includes a first aperture 235b
and second aperture 236b provided through the panel 214. A strip of hook fasteners
244 is provided on the surface of the side panel 214 forming a second sealing member

42 of the packaging 10.
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A further aperture 233 is provided on the fold line 216, for forming the notch
33 in the packaging 10.

To form the packaging 10, the blank 210 is folded along fold line 216 bringing
corresponding edges of the blank 210 proximal to one another. Specifically, second
edge 218a of the first side panel 212 is brought proximal to second edge 218b of the
second side panel 214, lower edge 220a of the first side panel 212 is brought proximal
to the lower edge 220b of the second side panel 214, and the upper edge 222a of the
first side panel 212 is brought proximal to the upper edge 222b of the second side
panel 214. The first and second side panels 212, 214 are then sealed about their
periphery, specifically sealing edges 218a, 220a, 222a to respective edges 218b, 220b,
22b to form packaging 10. A seal may also be provided along fold line 216 to
strengthen packaging 10 at that point. In addition, first apertures 235a, 235b are sealed
to one another about their peripheries to form aperture 35 in the packaging 10, and
second apertures 236a, 236b are sealed to one another about their peripheries to form

aperture 36 in the packaging 10.

The catheter 100 may be located on a panel 212, 214 of the blank 210 prior to
forming the packaging 10. In this instance, the blank 210 may be folded and sealed
about the catheter 100 to form the packaging 10 therearound. Alternatively, the
catheter 100 may be located during the forming steps. For instance, the packaging 10
may be formed by initially sealing one or more, e.g. the lower edges 220a, 220b, and
second edge 218a, 218b, together with the fold line 216 to partially form a packaging
having an open upper end into which the catheter 100 may be located. Here, the upper
edges 222a, 222b of the blank 210 may then be sealed to one another to enclose the
catheter 100 within the packaging 10. Those skilled in the art will be familiar with

fold-fill-seal machinery that may be suitable for or be adapted to carry out these steps.

In a variant, the packaging blank 210 instead comprises separate first and
second side panels 212, 214. That is, the fold line 216 is omitted and instead each of
the first and second side panels may comprise respective first edges. These first edges
may be sealed to one another as per the second edges 218a, 21b, lower edges 220a,

220b and upper edges 222a, 222b to form a first major edge 16 of the packaging 10.
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Conditional language, such as "can," "could," "might," or "may,” unless
specifically stated otherwise, or otherwise understood within the context as used, is
generally intended to convey that certain embodiments include, while other
embodiments do not include, certain features, elements, and/or steps. Thus, such
conditional language is not generally intended to imply that features, elements, and/or
steps are in any way required for one or more embodiments or that one or more
embodiments necessarily include logic for deciding, with or without user input or

prompting, whether these features, elements, and/or steps are included or are to be

performed in any particular embodiment.

Except in Examples, or where otherwise explicitly indicated, all numerical
quantities in this description specifying amounts of materials, device dimension, and

the like, are to be understood as modified by the word "about."

Unless otherwise indicated, each chemical or composition referred to herein
should be interpreted as being a commercial grade material which may contain the
isomers, by-products, derivatives, and other such materials which are normally

understood to be present in the commercial grade.

The one or more embodiments are described above by way of example only.
Many variations are possible without departing from the scope of protection afforded

by the appended claims.
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CLAIMS

Packaging housing a medical device, the packaging comprising:

first and second sides sealed or otherwise secured around the periphery
thereof to define a pair of major edges, a lower edge and an upper edge;
wherein the pair of major edges comprise: a first, straight edge; and a second,
tapered edge opposing the first;

an interaction region defining a first point of contact for a user of the
packaging, the interaction region comprising one or more visual and/or tactile
indicators on the first and/or second sides of the packaging and being
positioned proximal to the first or second edge;

a tear-away region defined proximal to the upper edge, the tear away
region comprising: a tear line between a first end and a second end of the tear-
away region defining a line along which the packaging may be torn to at least
partially separate the tear-away region from the remainder of the packaging to
form an open upper end of the packaging, in use; an interaction point at a first
end of the tear-away region defining a second point of contact for a user of the
packaging; and a tear stop at the second end of the tear-away region, the tear
stop acting to prevent or reduce the likelihood of the tear-away region being
completely separated from the remainder of the packaging; wherein the tear-
away region is substantially triangular in shape having a sloped upper edge;
and

a sealing arrangement comprising a first sealing member provided on
the interior surface of the first side of the packaging and a second sealing
member provided on the interior surface of the second side of the packaging,
the first and second sealing members being operable to provide a user-sealable
seal between the first and second sides of the packaging, proximal to the tear-
away region; and

wherein at least a portion of the first and/or second sides of the
packaging comprise a material having a textured surface profile on an interior
and/or exterior surface thereof.

Packaging housing a medical device, the packaging comprising:
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first and second sides sealed or otherwise secured around the periphery
thereof to define a pair of major edges, a lower edge and an upper edge;
wherein the pair of major edges comprise a first, straight edge and a second,
tapered edge opposing the first; and

an interaction region defining a point of contact for a user of the
packaging, the interaction region comprising one or more visual and/or tactile
indicators on the first and/or second sides of the packaging and being
positioned proximal to at least the first or second major edge of the packaging.
Packaging as claimed in claim 1 or claim 2, wherein the interaction region is
positioned proximal to the first major edge of the packaging.
Packaging as claimed in any preceding claim, wherein the second major edge
comprises a curved, tapered edge.
Packaging as claimed in any of claims 2 to 4, wherein the upper edge of the
packaging is provided at an angle to the first and/or second major edges,
defining a substantially triangular region proximal to the upper edge of the
packaging.
Packaging as claimed in any of claims 2 to 5, comprising a tear-away region
defined proximal to the upper edge of the packaging.
Packaging as claimed in any of claims 1 to 6, wherein the one or more visual
and/or tactile indicators comprise one or more visual surface markings.
Packaging as claimed in any of claims 1 to 7, wherein the one or more visual
and/or tactile indicators comprise a visual boundary marking.
Packaging as claimed in any of claims 1 to 8, wherein the one or more visual
and/or tactile indicators comprise a tactile surface profile provided on an
exterior surface of the first and/or second sides of the packaging.
Packaging as claimed in any of claims 1 to 9, wherein at least two of the first
major edge, second major edge, lower edge, and upper edge are integrally
formed at end thereof with a further edge of the packaging at radiused corners.
Packaging as claimed in claim 10, wherein a first radiused corner of the
packaging comprises a larger corner radius compared with one or more further
radiused corners of the packaging.

Packaging housing a medical device, the packaging comprising:
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first and second sides sealed or otherwise secured around the periphery
thereof; a tear-away region defined proximal to an upper edge of the
packaging, the tear away region comprising a tear line between a first end and
a second end of the tear-away region defining a line along which the
packaging may be torn to at least partially separate the tear-away portion from
the remainder of the packaging to form an open upper end of the packaging, in
use; and

a sealing arrangement comprising a first sealing member provided on
the interior surface of the first side of the packaging and a second sealing
member provided on the interior surface of the second side of the packaging,
the first and second sealing members being operable to provide a user-sealable
seal between the first and second sides of the packaging at or proximal to the
open upper end of the packaging.
Packaging as claimed in claim 1 or claim 12, or any claim dependent thereon,
wherein the user-sealable seal comprises a resealable seal.
Packaging as claimed in claim 1 or claim 12, or any claim dependent thereon,
wherein the first and second sealing members form a double hook fastener
arrangement, with the first sealing member comprising a region of hook
fasteners located on a surface of the first side of the packaging, and the second
sealing member comprising a region of hook fasteners located on a surface of
the second side of the packaging.
Packaging as claimed in claim 1 or claim 12, or any claim dependent thereon,
wherein the first and second sealing members are configured to provide a
water resistant or near or substantially water-tight seal at or proximal to the
open upper end of the packaging.
Packaging as claimed in claim 12, or any of claims 13 to 15 when dependent
on claim 12, wherein the tear-away region comprises an interaction point
defining a point of contact for a user of the packaging.
Packaging as claimed in claim 1 or claim 16, or any claim dependent thereon,
wherein the interaction point comprises an aperture in the packaging.
Packaging as claimed in claim 12, or any of claims 13 to 17 when dependent

on claim 12, wherein the tear-away region comprises a tear stop.
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Packaging as claimed in claim 1 or claim 18, or any claim dependent thereon,
wherein the tear stop comprises an aperture within the tear-away region.
Packaging as claimed in claim 1 or claim 12, or any claim dependent thereon,
wherein the tear-away region comprises a tear start.

Packaging as claimed in claim 20, wherein the tear start comprises a notch in
first and/or second sides of the packaging.

Packaging as claimed in claim 17, or any claim dependent thereon, wherein
the upper edge of the packaging is provided at an angle to the first and/or
second major edges, thereby defining a sloped upper edge of the tear-away
region, and wherein the sloped upper edge slopes from the interaction point to
the tear stop.

Packaging housing a medical device, the packaging comprising first and
second sides sealed or otherwise secured around the periphery thereof;
wherein at least a portion of the first and/or second sides of the packaging
comprise a material having a textured surface profile on a surface thereof.
Packaging as claimed in claim 1 or claim 23, or any claim dependent thereon,
wherein the textured surface profile is provided on an interior surface of the
first and/or second sides of the packaging.

Packaging as claimed in claim 1 or claim 23, or any claim dependent thereon,
wherein the textured surface profile comprises one or more of: a patterned
surface profile; an undulating surface profile; and an irregular or random
surface profile.

Packaging as claimed in any preceding claim, wherein the medical device
comprises a catheter.

Packaging as claimed in claim 26, wherein the medical device comprises a
male intermittent urinary catheter.

A packaging blank for forming the packaging of any preceding claim, the
packaging blank comprising first and second side panels configured to be
sealed about their periphery to the other side panel to form the packaging.

A method of manufacturing packaging of any of claims 1 to 27, the method

comprising sealing or otherwise securing first and second sides of the
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packaging about a periphery thereof to define an internal volume housing the

medical device.
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