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DESCRIPTION

Field of the Disclosure

[0001] The present disclosure generally relates to packages for medical devices, and more
particularly, to packages for urinary catheters. Even more particularly, the present disclosure
relates to packages that are configured to contain a hydrophilic catheter and a hydration liquid
for activating the hydrophilic catheter.

Background

[0002] It is desirable for medical devices that are inserted into the body to have a lubricated or
lubricious outer surface to facilitate insertion into and/or removal of the medical device from the
body. Such devices may include, for example, urinary catheters, endoscopes, cardiovascular
catheters, syringes, vascular stents, etc. Such medical devices may have a hydrophilic coating
or layer disposed on an outer surface thereof. Hydrophilic coatings are becoming the preferred
method of providing lubricious surfaces because of their high lubricity and ease of use.
Hydrophilic coatings become slippery or lubricous when wetted with a hydration medium, such
as saline or liquid or vapor water. The hydrated lubricous hydrophilic coating eases insertion
and removal of the device, which can result in minimizing soft tissue damage and reducing
overall discomfort during use of the medical device.

[0003] When a hydrophilically coated medical device is used, the hydrophilic coating is
hydrated with a hydration medium prior to use to activate the hydrophilic coating. For example,
the user may immerse or otherwise contact the hydrophilic coating with a hydration liquid to
hydrate or activate the coating. It is also becoming quite common to provide a package that
includes the medical device and hydration liquid within the cavity of the package. In one type of
package, the hydration liquid may be loose within the package and in contact with the
hydrophilic medical device during storage and distribution of the package. In another type of
package, the medical device and an openable sachet or pouch that contains the hydration
liquid may be located within the package. In this second type of package the user bursts open
the sachet within the package just prior to use. After the sachet is burst open, the hydration
liquid is released and is loose within the package wherein it contacts and hydrates the
hydrophilic medical device.

[0004] In packages that contain a hydration liquid, the hydration liquid is either initially loose
within the package or becomes loose after being released from a sachet. Because these
packages include loose hydration liquid at the time of opening the package, there is a risk of
hydration liquid spillage upon opening the package and removal of the medical device from the
package. Such spillage may cause a mess, which can require clean up. In some instances, the
hydration liquid may include additives that can undesirably stain the clothes of the user.
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[0005] A prior art package is disclosed in US2001040110 which discloses a peel-away
protective cover comprising sealed together top and bottom sheets wherein the seals have
intermediate stops to provide added resistance during peel-away of the top sheet from the
bottom sheath; the added resistance allows the user to stop or to continue peell away and
removal.

[0006] Therefore, there remains a need for improved medical device packages for containing
a medical device and a fluid, wherein the package assists in reducing the risk of fluid spillage.

Summary

[0007] The invention is defined by claim 1; preferable embodiments are defined in the
dependent claims. In one aspect, a top peel open package wherein the package initial opens
along the top and the proceeds to open along the sides of the package. In a four side sealed
package that includes two sheets sealed together, the package may open by peeling apart the
two sheets at the top seal and then peeling along the side seals. In a flow-wrap package made
from a single sheet, the package may be opened by peeling of the top seal and then tearing
along the side fold lines. The packages include a first opening-stop located one side of the
package and a second opening-stop located in the second side of the package. In a four side
sealed package, the opening-stops are in respective side seal zones. In a flow-wrap package,
the opening-stops are adjacent to the side fold lines of the package. The first and second
opening-stops limiting opening of the first and second sides of the package.

[0008] In one aspect, a package for containing a medical device wherein the package includes
a front sheet and a back sheet and each of the front sheet and back sheet includes an inner
surface facing the other sheet, an outer surface facing the ambient atmosphere, a top edge, a
bottom edge and opposed first and second side edges. The front sheet and back sheet being
sealed to each other by a peelable peripheral seal so that a cavity for containing a medical
device is defined between the front sheet and the back sheet. The peripheral seal having a top
seal zone, bottom seal zone, and opposed first and second side seal zones wherein the first
side seal zone of the peripheral seal extends along at least a portion of the first side edges of
the front and back sheets and the second side seal zone of the peripheral seal extends along
the second side edges of the front and back sheets. The front and back sheets being
separated to open the package by at least partially peeling the sheets apart along the opposed
first and second side seal zones of the peripheral seal. The peripheral seal including a first
peel-stop located in the first side seal zone of the peripheral seal and a second peel-stop
located in the second side seal zone of the peripheral seal. The first and second peel-stops
limiting peeling of the first and second side seal zones of the peripheral seal.

[0009] In another aspect, a package for containing a medical device wherein the package
includes a rectangular body having a top edge, bottom edge and opposed side edges. The
rectangular body also has a front wall formed of a flexible material. The package also includes
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a tear initiator associated with the body of the package wherein the tear initiator is configured
to initiate tearing of the package to form an opening.

[0010] In another aspect, a package for containing a medical device wherein the package
includes a body having a front wall formed of a flexible material and a slit in the front wall of the
body that defines a flap opening. The package also includes a rim extending at least partially
along the slit and projecting from an interior surface of the front wall.

[0011] In yet another aspect, a package for containing a medical device wherein the package
includes a tray defining a cavity for holding a medical device. The package also includes a
flexible sheet sealed to the tray and at least one projection projecting upward from the interior
surface of the tray wherein the projections are configured to impede the flow of liquid.

[0012] In another aspect, a package for containing a medical device wherein the package
includes a tray defining a cavity for holding a medical device and a flexible sheet sealed to the
tray. The package also includes at least one well formed in the tray wherein the at least one
well is configured to contain a liquid.

[0013] In another aspect, a package for containing a medical device wherein the package
includes a pouch formed from a flexible material and a rigid ring-shaped opening wherein the
flexible pouch is attached to the rigid ring-shaped opening.

[0014] In a further aspect, a package for containing a medical device wherein the package
includes a body formed from a flexible material and a fin seal extending the length of the body.
The package also includes a tear initiation line in the fin seal and a pull tab attached to the fin
seal.

[0015] In yet another embodiment, a package for containing a medical device wherein the
package includes a cavity for containing a medical device and a hydration liquid. The package
also including a plurality of pockets within the cavity for containing the hydration liquid when the
package is opened.

[0016] In another aspect, a method of packaging a catheter includes placing a hydrophilic
catheter and a hydrating liquid in a first compartment of a package. A vapor donating medium
is placed in a second compartment of the package wherein the first and second compartments
are separated by a liquid impermeable, vapor permeable material.

Brief Description of Drawings

[0017]

Fig. 1 is a top plan view of one embodiment of a medical device package in accordance with
the present disclosure;



DK/EP 3634561 T3

Fig. 2 is a perspective view of the package of Fig. 1 shown in a partially open configuration;
Fig. 3 is a top plan view of the package of Fig. 1 shown in a partially open configuration;

Fig. 4a is a top perspective view of another embodiment of a medical device package in
accordance with the present disclosure;

Fig. 4b is a front plan view of another embodiment a medical device package in accordance
with the present disclosure;

Fig. 4c is a back plan view of the package shown in Fig. 4b;
Fig. 4d is an elevated side view of the package shown in Fig. 4b;

Fig. 5 is a plan view of another embodiment of a medical device package in accordance with
the present disclosure;

Fig. 6 is a plan view of another embodiment of a medical device package in accordance with
the present disclosure;

Fig. 7 is a perspective view of another embodiment of a medical device package in accordance
with the present disclosure;

Fig. 8 is perspective view of the medical device package of Fig. 7 shown with the tear initiation
element initiating tearing of the package material to define an opening in the package;

Fig. 9A is perspective view of the medical device package of Fig. 7 showing the package in a
partially opened configuration;

Fig. 9B is a cross-sectional view of the medical device package of 9A;

Fig. 9C is a cross-sectional view of the medical device package of 9A shown with the package
being turned to one side;

Fig. 10 is a perspective view of another embodiment of a medical device package in
accordance with the present disclosure;

Fig. 11 is a perspective view of the medical device package of Fig. 10 shown with the tear
initiation element initiating tearing of the package material to define an opening in the package,;

Fig. 12 is a perspective view of the medical device package of Fig. 10 showing the package in
partially opened configuration;

Fig. 13 is a perspective view of another embodiment of a medical device package in
accordance with the present disclosure;

Fig. 14 is a perspective view of the medical device package of Fig. 13 shown with the tear
initiation element initiating tearing of the package material to define an opening in the package,;

Fig. 15 is a perspective view of the medical device package of Fig. 13 showing the package in
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a partially opened configuration;

Fig. 16 is a perspective view of another embodiment of a medical device package in
accordance with the present disclosure;

Fig. 17 is a perspective view of another embodiment of a medical device package in
accordance with the present disclosure;

Fig. 18 is a perspective view of another embodiment of a medical device package in
accordance with the present disclosure;

Fig. 19 is a perspective view of the bottom tray of the package shown in Fig. 18;

Fig. 20 is a perspective view of another embodiment of a medical device package in
accordance with the present disclosure;

Fig. 21 is a perspective view of the medical device package of Fig. 20 shown with a catheter
stored within the package,;

Fig. 22 is a perspective view of another embodiment of a medical device package in
accordance with the present disclosure;

Fig. 23 is a perspective view of the medical device package of Fig. 22 shown with the tear
initiation element initiating an opening of the package;

Fig. 24 is a plan view of another embodiment of a medical device package in accordance with
the present disclosure;

Fig. 25 is a plan view of the medical device package of Fig. 24 shown with the tear initiation
element and directional tear element defining an opening of the package;

Fig. 26 is a plan view of another embodiment of a medical device package in accordance with
the present disclosure;

Fig. 27 is a plan view of the medical device package of Fig. 26 shown with the tear initiation
element and directional tear element defining an opening of the package;

Fig. 28 is a side elevation view of another embodiment of a medical package in accordance
with the present disclosure;

Fig. 29 is a side elevation view of an insert that may be located within the package of Fig. 28;
and

Fig. 30 is a cross-sectional view of the package of Fig. 28.

Detailed Description of the Embodiments




DK/EP 3634561 T3

[0018] The present disclosure is generally directed to medical device packages which may be
particularly, but not exclusively, useful in the packaging of medical devices and a fluid. For
example, the medical device packaging may be useful in the packaging of a hydrophilic
medical device and a hydration liquid for hydrating the hydrophilic medical device. In one
particular application, the packages of the present disclosure include a hydrophilically coated
urinary catheter and a hydration liquid that is loose within the package. The hydration liquid
may be initially loose within the package or may become loose within the package, e.g.,
released from a sachet by the end user. The packages disclosed herein may include
features/elements that assist in reducing the risk of liquid spillage when user opens the
package and removes that medical device from the package for use.

[0019] While the packages of the present disclosure may be described herein relative to
urinary catheters, the packages are not limited to such use and may be used with any suitable
medical device. For example, the packages may be used with endoscopes, drainage
catheters, vascular catheters, vaginal and fallopian tube devices, etc.

[0020] Figs. 1-4a and 4b-4d, illustrate top peel open packages wherein the packages are
initially opened along the top and then along the sides of the package. Figs. 1-3 illustrate a four
side sealed package that includes two sheets sealed together. This package may be opened
by peeling apart the two sheets at the top seal and then peeling along the side seals. Figs. 4b-
4c¢ illustrated a flow-wrap package made from a single sheet having a fin seal and two end
seals wherein the sides of the package a defined by fold lines. This package may be opened
by peeling of the top seal and then tearing along the side fold lines. Each of these packages
include a first opening-stop located in the first side of the package and a second opening-stop
located in the second side of the package. In a four side sealed package, the opening-stops
are located in the respective side seal zones. In a flow-wrap package, the opening-stops are
located adjacent to the respective side fold lines of the package. The first and second opening-
stops limiting opening of the first and second sides of the package.

[0021] Figs. 1-3 illustrate a medical device package 10a for containing a medical device 12a.
The package 10a includes a front sheet 14a and a back sheet 15a (Figs. 2 and 3). The front
sheet 14a includes an inner surface 16a facing the back sheet 15a, an outer surface 17a
facing the ambient atmosphere, a top edge 18a, bottom edge 19a and opposed first and
second side edges 20a and 21a. Referring to Figs. 2 and 3, the back sheet 15a includes an
inner surface 22a facing the front sheet 14a, an outer surface (not shown) facing the ambient
atmosphere, a top edge 23a, bottom edge (not shown) and opposed first and second side
edges 24a and 25a.

[0022] The front sheet 14a and back sheet 15a may be made from a liquid and gas
impermeable material. For example, the front and back sheets 14a and 15a may be made
from a polymer film and/or a metal film. In one embodiment, the material may be a
polymer/metal laminate, such as a polymer/aluminum laminate.
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[0023] The front sheet 14a and back sheet 15a may be sealed to each other to define a cavity
for holding the medical device 36a. In one embodiment, the front sheet 14a and back sheet
15a may be sealed to each other to form a gas tight cavity. In the illustrated embodiment, the
front sheet 14a and back sheet 15a are sealed to each other by a peripheral seal 26a. The
peripheral seal 26a may be a peelable seal that may be a heat seal, an adhesive seal or any
other suitable peelable seal that allows the front sheet 14a to be separated from the back
sheet 15a when the sheets are peeled apart during use. The peripheral seal 26a may include
a top seal zone 27a, bottom seal zone 28a, and opposed first and second side seal zones 29a
and 30a. The peripheral seal 26a is preferably a continuous seal. The first side seal zone 29a
of the peripheral seal 26a may extend along at least a portion of the first side edges 20a and
24a of the front and back sheets 14a and 15a, and the second side seal zone 30a of the
peripheral seal 26a may extend along the second side edges 21a and 25a of the front and
back sheets 14a and 15a. The first and second side seal zones 29a and 30a may be at or
spaced from the first and second side edges of the front and back sheets. The bottom seal
zone 28a of the peripheral seal 26a may be at or spaced from the bottom edges of the front
and back sheets 14a and 15a. The top seal zone 27a of the peripheral seal 26a may be
spaced inwardly from the top edges 18a and 23a of the front and back sheets 14a and 15a
such that the top edges 18a and 23a are free and not attached to each other. The top seal
zone 27a may be in a linear configuration or non-liner configuration. For example, the top seal
zone 27a may have a pointed shape, such as the chevron shape shown, or it may have a
rounded chevron shape. Furthermore, the top sheet 14a and/or the bottom sheet 15a may,
optionally, include a finger hole 33a to aid in grasping the sheets.

[0024] The package 10a also includes a first opening-stop, such as first peel-stop 31a, located
in the first side seal zone 29a of the peripheral seal 26a. The package 10a also includes a
second-opening-stop, such as second peel-stop 32a, located in the second side seal zone 30a
of the peripheral seal 26a. The first and second peel-stops 31a and 32a limit peeling of the first
and second side seal zones 29a and 30a of the peripheral seal 26a. In the invention, the first
and second peel-stops 31a and 32a may prevent further peeling of the first and second side
seal zones 29a and 30a of the peripheral seal. In another example, the first and second peel-
stops 31a and 32a may provide a tactile feel that alerts the user that the package has been
sufficiently opened so that the user knows to stop peeling.

[0025] In use, the user opens the package 10a by grasping the front and back sheets 14a and
15a at or near the respective top edge 18a and 23a. The user may insert their finger through
the finger hole 33a, if one is present. The user then pulls the front and back sheets 14a and
15a apart to initiate separation of the sheets. As the user pulls sheets 14a and 15a apart, the
sheets peel apart at the top seal zone 27a of the peripheral seal 26a and then they peel apart
along side seal zones 29a and 30a. As the user continues to pull the sheets 14a and 15a
apart, the sheets peel apart along the side seal zones 29a and 30a until reaching the peel-
stops 31a and 32a. When the peel-stops 31a and 32a are reached, further peeling may be
prevented and/or the peel-stops may provide a tactile feel that alerts the user to stop peeling.
As shown in Fig. 3, at that point, a selected segment of the medical device is exposed and the
user may grasp the medical device and remove it from the package.
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[0026] The first and second opening or peel-stops may have a variety of different
configurations. For example, peel-stops 31a and 32a may be configured so that more force is
required to peel the peel-stop portions of the peripheral seal 26a than other portions of the
seal. In one example, the first and second peel-stops 31a and 32a may comprise widened seal
portions or seal portions of greater area than the adjacent portions, as shown in Figs. 1 and 2.
in the invention, the peel-stops 31a and 32a include opening interruption elements, such as
peel interrupt elements 34a and 35a. The peel interruption elements 34a and 35a the present
invention include cuts or perforations through the front sheet 14a and/or the back sheet 15a in
the peel-stops 31a and 32a. The cuts or perforations may be die-cuts or laser-cuts and they
may be any variety of shapes and sizes. For example, the peel interruption elements 34a and
35a may be generally J-shape, generally V-shape or generally hook-shape. Furthermore, the
peel-stops 31a and 32a may be positioned so that the package opens to expose a selected
portion of the medical device, such as the distal end of a catheter. In one embodiment, the
peel-stops are positioned closer to the top seal zone of the peripheral seal than the bottom
seal zone of the peripheral seal. In another embodiment, the peel-stops may be positioned
such that only the distal end 36a of the medical device is exposed when the package is
opened.

[0027] In the embodiments shown Figs. 1-3, the package 10a is illustrated as containing a
catheter as the medical device 12a. Also, the peel-stops 31a and 32a are positioned closer to
the top seal zone 27a of the peripheral seal 26a so that when the package 10a is opened, the
distal end 36a of the catheter is exposed. In another embodiment, the opening-stops or peel-
stops may be positioned so that the distal third or less of the catheter is exposed. In the
illustrated embodiment the catheter includes a gripping aid 36a' and the peel-stops may be
positioned so that only the portion of the catheter that includes the gripping aid 36' may be
exposed. The peel-stops 31a and 32a also include J-shaped peel interruption elements 34a
and 35a. When the user peels the front and back sheets 14a and 15a along side seal zones
29a and 30a, the front and back sheets 14a and 15a peel apart along the side seal zones 29a
and 30a until the peel-stops 31a and 32a are reached. When the peel-stops 31a and 32a are
reached, the peel interruption elements 34a and 35a tear in the J-shaped pattern preventing
further peeling along the side seal zones 29a and 30a, as shown in Fig. 3. Additionally, the
tearing of peel interruption elements 34a and 35a may provide the user with a tactile feel to let
the user know to stop peeling. If the user continues to peel the front and back sheets apart, the
peel interruption elements 34a and 35a may direct the force toward the center of the sheets
which will prevent further peeling or make the sheets harder to peel apart.

[0028] When the package 10a includes a liquid within the cavity, such as a hydration liquid, the
peel-stops may also define pockets, wells, or indents 37a within the cavity (Fig. 1). When the
package 10a is opened, the liquid may pool in the pockets 37a to prevent or reduce spillage.
For example, when the package 10a includes a catheter and hydration liquid for hydrating a
hydrophilic surface of the catheter, if the opened package is tilted, the liquid may pool or be
collected in pockets 37a and be prevented from spilling out of the package. Furthermore, the
front sheet 14a and/or the back sheet 15a may, optionally, include a channel 40a that extends
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length wise along the sheet. The channel 40a may be for collecting hydration liquid. When the
front and back sheets are made from a polymer/metal laminate, the channels may be formed
by pressing or stamping the sheets so as to have a desired shape, such as one or more
channels. The sheets may also be formed to have indents or wells.

[0029] Figs. 5 and 6 illustrate further embodiments of packages 250 and 250a which are four-
sided sealed, top side peel open packages similar to that shown in Fig 1. Packages 250 and
250a each include a front sheet and back sheet (not shown) that are sealed to each other by a
peripheral seal 252, 252a to define a cavity for containing a medical device, such as a catheter
with a hydrophilic surface, and hydration liquid. The peripheral seal includes a top seal zone
254, 254a, a bottom seal zone 256, 256a, a first side seal zone 258, 258a and a second side
seal zone 260, 260a. The top edges of the front and back sheets above the top seal zone 254,
254a are unsealed so that the user may pull the top of the front and back sheets apart to peel
open the top seal zone 254, 254a, thereby initiating opening of the package. Optionally, the
front and/or back sheets may include a finger hole 262, 262a to assist the user in grasping the
sheets.

[0030] The first side seal zone 258, 258a and second side seal zone 260, 260a may include a
plurality of opposed wide seal portions or projections 262, 262a that project into the cavity of
the package and opposed narrow seal portions 264, 264. The wide seal portions 262, 622a
may be peel-stops. The wide and narrow seal portions 262, 262a and 264, 264a define
pockets, wells, or indents 266, 266a in the side seal zones within the cavity. When the
packages 250 and 250a are opened, the liquid may pool in the pockets 266, 266a to prevent
or reduce spillage. For example, if the open package is tilted, the liquid may pool or be
collected in pockets 266, 266a and be prevented from spilling out of the package. In the
illustrated embodiment, the wide seal portions or projections 262, 262a may be at an angle to
the rest of the side seal zones. The projections 262, 262a also may define a V-shaped pocket
with the narrow seal portions 264, 264a. Furthermore, the projections 262, 262a may also
include peel interruptions elements, such as any of those described above. As illustrated in Fig.
6, the package may include more pockets by increasing the number of alternating wide and
narrow seal portions.

[0031] Turning to Fig. 4a, there is shown another embodiment of a package 41a having a
generally rectangular shape, which may be a square. Package 41a includes a front sheet and
a back sheet (not shown) that are sealed to each other by a peripheral seal 42a to define a
cavity for containing a medical device. The package may contain a catheter with a hydrophilic
surface and hydration liquid. The peripheral seal 42a is a five side seal that includes a top seal
zone 43a, upper seal zones 44a along two sides of the package and lower seal zones 45a
along the other two sides of the package. The top seal zone is spaced from one of the corners
46a of the package 41a such that a portion 47a, 47a' of each of the front and back sheets are
not attached to each other. The package 41a also includes peels-stops 48a which may be
located anywhere along the upper seal zones 44a. In the illustrated embodiment, the peel-
stops 48a are located between the upper seal zones 44a and the lower seal zones 45a. The
peel-stops 48a may, optionally, include peel interruption elements 49a, such as any of the peel
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interruption elements described above.

[0032] To open the package 41a, the corner portions 47a, 47a' of the front and back sheets
above the top seal zone 43a are peeled apart to unsealed the top seal zone 43a. The user
continues to pull the front and back sheets apart to peel open side seal zones 44a until the
peel-stops 48a are reached. The user then removes the medical device. In the embodiment,
the medical device may be a catheter or other device that is coiled or otherwise folded to fit in
the package.

[0033] Turning to Figs. 4b-4c, there is shown another embodiment of a medical device
package 10b. Package 10b is a flow-wrap package made from a single sheet of material.
Package 10b is formed by folding the single sheet at fold line 16b and fold line 18b. The sheet
is then sealed at or near the top edge 20b of the sheet by a top seal 22b. The sheet is sealed
at or near the bottom edge 24b by a bottom seal 25b. The side edges of the sheet are also
sealed at a fin seal 28b (Fig. 4b). The formed package 10a includes a front panel 12b (Fig. 4b)
and a rear panel 14b (Fig. 4c) defined between fold lines 16b and 18b. The fold lines 16b and
18b define the side edges of the package. The fold lines 16b and 18b may be cut above the
top seal 22b so as to define two flaps 30b and 32b. Flaps 30b and 32b may be grasped by the
user and pulled apart to peel open the top seal 22b and to tear the package along fold lines
16b and 18b.

[0034] The package 10b also may include a first opening-stop 34b and a second opening-stop
36b, wherein each opening-stop is located at or near a respective side edge 16b and 18b of
the package 10b. The opening-stops also may be at or adjacent to the top seal. The first and
second opening-stops 34b and 36b limit tearing of the package along the side edges of the
package defined by fold lines 16b and 36b. In one embodiment, the first opening-stop 34b and
second opening-stop 36b may prevent further tearing of the first and second side edges of the
package. In another embodiment, the first opening-stop 34b and second opening-stop 36b
may provide a tactile feel that alerts the user that the package has been sufficiently opened so
that the user knows to stop tearing the package. The first opening-stop 34b and second
opening-stop 36b may be any of those described above. For example, the first opening-stop
34b and second opening-stop 36b maybe a sealed portion wherein a portion of the front panel
12b and back panel 14b are sealed together. Optionally, the first opening-stop 34b and second
opening-stop 36b may include opening interruption elements 38b, such as J-shaped, generally
V-shaped or generally hook-shape cuts or perforations, as described above.

[0035] In use, the user opens the package 10b by grasping flaps 30b and 32b. The user may
insert their finger through the finger hole, if one is present. The user then pulls the flaps 30b
and 32b apart to separate top seal 22b. As the user continues to pulls flaps 30b and 32b apart,
the package tears along the side edges defined by fold lines 16b and 18b until reaching the
opening-stops 34b and 36b. When the opening-stops 34b and 36b are reached, further
opening may be prevented and/or the opening-stops may provide a tactile feel that alerts the
user to stop opening the package.
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[0036] Figs. 7-9c illustrate a medical device package 10 of the present disclosure. Package 10
may be a flow-wrap package, four-sided sealed package formed from front and back sheets,
or any other suitable package that is formed from a multilayered laminate film. When package
10 is a four-sided sealed package, it may be a cold-form package wherein one of the sheets is
pressed or stamped so as to have a desired shape, such as one or more channels, indents or
wells. In the illustrated embodiment, package 10 includes an elongated body 12 having a top
edge 14, a bottom edge 16 and opposed side edges 18 and 20. Package 10 includes a seal 22
at or near top edge 14 and a seal 24 at or near bottom edge 16. In the illustrated embodiment,
package 10 is substantially rectangular wherein the lengths of the opposed sides are greater
than the lengths of the top and bottom. In other embodiments, the lengths of the sides may be
the same as the lengths of the top and bottom.

[0037] When package 10 is a four-sided sealed package, the front sheet and back sheet (not
shown) forming the package may be sealed to each other about their peripheries to define an
inner cavity that holds the medical device and, optionally, a hydration liquid. For example,
package 10 may include a continuous four-sided peripheral seal that extends along the top
edge 14, side edges 18 and 20 and bottom edge 16. When package 10 is a flow-wrap
package, the body 12 of the package may be generally tubular and include the top seal 22,
bottom seal 24 and a fin seal (not shown) at the rear of the body 12. Furthermore, the side
edges 18 and 20 may be formed or defined by folds of the flow-wrap package.

[0038] The material from which package 10 is formed may be a multilayered flexible laminate
film(s). Such films may include a weldable inner layer and a protective middle or outer layer.
For example, the laminate films may include a polymeric inner layer, a metallic middle layer
and a polymeric outer layer. The multilayered laminate film may also include a directional tear
element that directs the film to tear in a desired direction. In one example, the directional tear
element may direct the laminate film to tear in a substantially linear manner. In one
embodiment, the directional tear element may be a controlled directional tear laminate film that
may include one or more layers of oriented polymer which controls the direction or the tearing
of the film. For example, the controlled directional tear film may direct the film to tear in a
substantially linear line. In another embodiment, the directional tear element may be a
directional tear tape that is superimposed over at least a portion of the film and directs the film
to tear in a desired direction.

[0039] Package 10 may also include a tear initiator or tear initiation element 26 associated with
a front wall 25 of the body 12. In the illustrated embodiment, the tear initiator 26 includes a tear
initiation line 27, such as a slit or perforation in the package material. The tear initiation line 27
may form a tear initiation flap or tongue 28 in the laminate film. The tear initiator tab 28 may be
located spaced from the top seal 14 and is preferably positioned between opposed sided
edges 18 and 20. In the illustrated embodiment, the tear initiator tab 28 is centered between
the opposed side edges, but it may also be closer to one side edge or the other. The tear
initiator 26 also includes a gripping portion 30 that the users grips and pulls to initiate tearing of
the package material to form an opening in the package. In the illustrated embodiment, the
gripping portion is shown as a pull tab 30 that has an adhesive portion 32 which is attached to
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the body 12 of the package 10 and an unattached portion, such a free end 34. The adhesive
portion 32 is adhered to the package and overlies the tear initiation flap 28. In the illustrated
embodiment, the free portion 34 includes a generally rounded shape and defines a finger hole
36 therethrough. In other embodiments, the free portion 34 may be any other suitable shape
and may or may not include a finger hole. In use, the user may grasp and pull the free portion
34 of the pull tab 30 to initiate tearing of the package material to form an opening in the front
wall 25 of the body 12.

[0040] Referring to Figs. 8 and 9A, to open package 10, the user grasps the free end 34 of the
pull tab 30 and pulls. As the pull tab 30 is pulled, the adhesive portion 32 of the pull tab 30
remains adhered to the tear initiation flap 28, but releases from the package material
surrounding the flap 28. As the user continues to pull the pull tab 30, the tear initiation flap 28
initiates longitudinal tearing of the front wall 25 of the body 12 of the package 10, thereby
forming a longitudinal opening 38 that is parallel or substantially parallel to the one or both of
the side edges 18 and 20 and extends from the initial location of the tear initiation flap 28
toward the bottom edge 16 of the body 12 of the package 10. In one embodiment, the package
includes a directional tear element that directs the package material to form a substantially
linear tear. The user may pull the pull tab 30 until a desired sized opening 38 is created in the
front wall 25 of the package. Additionally, the bottom seal 24 may serve as a stop that stops
the tearing of the material of the package.

[0041] Once the desired opening 38 is formed, the user may reach into the package through
opening 38 to remove the catheter. As shown in Figs. 9B and 9C, the inner cavity of the
package defines a space for containing fluid 40 within the package 10 and the narrow,
longitudinal opening 38 reduces the risk of accidental spilling of the fluid 40 from the package
10. Additionally, opposed side pocket-like areas 42 and 44 are defined between the opening 38
and the front wall 25 and back wall 48 of package 10 wherein the fluid 40 may flow and collect
in such pocket areas 42 and 44 when the package is turned to one side or the other, as
illustrated in Fig. 9C. The ability for the fluid 40 to pool in the pocket areas 42 and 44 also
assist in reducing accidental spillage of the fluid when the package 10 is turned to one side or
the other.

[0042] Figs. 10-12 illustrate another embodiment of a package 50 in accordance with the
present disclosure. In this embodiment, the package 50 is configured to tear circumferentially
to create an opening for removing the medical product. In the illustrated embodiment, package
50 includes an elongated body 52 having a top 54 and a seal 56 at or near 54. The package
50 also includes a bottom 58 and a seal 60 at or near the bottom 58.

[0043] Similar to the previous embodiment, the material from which the package 50 may be
made may be a multilayered laminate film. Furthermore, package 50 may include a directional
tear element, such as a controlled directional tear film, scoring of the laminate film (e.g., laser
scoring) or a tear tape. Package 50 may also include a tear initiator or tear initiation element
62. In the illustrated embodiment, the tear initiator 62 includes tear initiation line 63, such as a
slit or perforation in the package material. The tear initiation line 63 may form the illustrated



DK/EP 3634561 T3

tear initiation flap or tongue 64. The tear initiation flap 64 may be located at any location along
the body 52 of package 50, depending on the desired application. In the illustrated
embodiment, the tear initiation flap 64 is adjacent to and spaced from the top seal 56.
However, in other embodiments it may be adjacent to and spaced from the bottom seal 60 or
in the middle of body 52 of package 50. The tear initiator 62 also includes a gripping portion 66
that the users grips and pulls to initiate tearing of the package material to form an opening in
package 50. In the illustrated embodiment, the gripping portion includes a pull tab 68 that has
an adhesive portion 70 which is attached to the front wall 65 of the body 52 of the package 50
and an unattached portion, such a free end or portion 72. The adhesive portion 70 is adhered
to the package 50 and overlies the tear initiation flap 64. In the illustrated embodiment, the free
portion 72 includes a generally rounded shape and defines a finger hole 74 therethrough. In
other embodiments, the free portion 72 may be any other suitable shape and may or may not
have a finger hole. In use, the user may grasp and pull the free portion 72 to initiate tearing of
the package material to form an opening.

[0044] Referring to Figs. 11 and 12, to open package 50, the user may hold the package in an
upright position and then grasp the free end 72 of the pull tab 68 and pull. As the user pulls the
pull tab 68, the adhesive portion 70 remains adhered to the tear initiation flap 64, but releases
from the package material surrounding the flap 64. As the user continues to pull on pull tab 68,
the tear initiator flap 64 initiates a circumferential tear in the body 52 of the package 50 that
forms opening 76 that extends at least partially circumferentially about package 50. The user
may pull the pull tab 68 until a desired sized opening is created within package 50. With
package 50 in the upright position, any fluid within package 50 may pool towards the bottom 58
of the package to prevent spillage. Once the desired opening 76 is formed, the user may reach
into the package 50 through the opening 76 to remove the medical device, such as a catheter,
from the package.

[0045] Figs. 13-15 illustrate another embodiment of a medical device package in accordance
with the present disclosure. Package 80 includes an elongated body 82 having a top portion
84, a bottom portion 86 and opposed sides 88 and 90. Package 80 may be made from front
and back sheets that are sealed to each other to define an inner cavity that holds the medical
device and, optionally, a fluid. In the illustrated embodiment, package 80 includes a continuous
four-sided seal 92 that includes a longitudinal side segment 94 that extends along the side 88,
a bottom transverse segment 96 that extends along the bottom portion 86, a longitudinal side
segment 98 that extends along the side 90 and a top transverse segment 100 that extends
across the package at a location spaced from the top edges 101 of the front and back sheets.
In the illustrated embodiment, the longitudinal segments 94 and 98, which extend along the
sides 88 and 90 of the package 80, also extend upwardly past the top transverse segment
100.

[0046] Package 80 also includes a tear initiator or tear initiation element 102. Tear initiator 102
may be a pull tab 104 formed in the front wall 105 of the package 80. The pull tab may be
formed by or cut from a top portion 107 of the front sheet. For example, the pull tab 104 may
be formed by a kiss cut that cuts the top sheet to form the pull tab 104 without cutting the rear
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sheet 109. In the illustrated embodiment, the pull tab 104 may be formed by a kiss cut in the
top sheet between the segments 98 and 94 of the seal 92 and above the top transverse
segment 100 of the seal 92. The pull tab 104 includes a stem 106 and a free portion 108. The
stem 106 is attached to the body 82 of the package 80 at the top seal segment 100. The stem
106 preferably has a width that is shorter than the top transverse seal segment 100. In the
illustrated embodiment, the stem 106 is attached at the center of the top transverse seal
segment 100. However, the stem 106 be attached at other portions of the top transverse seal
segment 100. The free portion 108 of the pull tab 104 is not attached to the rear sheet 109
such that the user may grasp and separated it from the rear sheet 109. In the illustrated
embodiment, the free portion 108 includes a generally rounded shape and defines a finger
hole 110 therethrough. In other embodiments, the free portion 108 may be any other suitable
shape and may or may not have a finger hole. In use, the user may grasp and pull the free
portion 108 to initiate tearing of the package material to form an opening.

[0047] Referring to Figs. 14 and 15, to open the package, the user grasps the free portion 108
of the pull tab 104 and pulls. As the pull tab 104 is pulled, the stem 106 initiates tearing of a
narrow portion 112 of the package material through the top transverse seal segment 100. The
narrow portion 112 is a portion that is aligned with and attached to stem portion 106. The
portions of the packaging material 114 and 115 (Fig. 15) located in the transverse seal
segment 100 and on either side of the narrow portion 112 remain sealed/attached to the rear
sheet. As the user continues to pull the pull tab 104, the package material continues to tear in
a substantially linear manner toward the bottom 86 of the package 80 to form a longitudinal
opening 116 that is parallel or substantially parallel to the one or both of the sides 88 and 90.
The user may pull the pull tab 104 until a desired sized opening is created within the package.
Additionally, the bottom transverse seal segment 96 may serve as a stop to stop the tearing of
the material of the package.

[0048] Once the desired opening 116 is formed, the user may reach into the package through
the opening to remove the catheter. Similar to that shown in Figs. 9B and 9C, the inner cavity
of the package 80 defines a space for containing fluid within the package and the narrow
opening 116 reduces the risk of accidental spilling of the fluid from the package. Additionally,
opposed side pocket-like areas are defined between the opening 116 and the front and back of
the package wherein the fluid may flow and collect to assist in reducing the risk of spillage.

[0049] Fig. 16 illustrates another embodiment of a package 120 in accordance with the
present disclosure. Package 120 may be a flow-wrap package, four-sided sealed package
formed from front and back sheets, or any other suitable package that is formed from a
multilayered laminate film. When package 120 is a four-sided sealed package, it may be a
cold-form package wherein one of the sheets is pressed or stamped so as to have a desired
shape, such as one or more channels, indents or wells.

[0050] The front wall 128 of the package 120 may include a slit 122 defining a flap opening
124. In one embodiment, the slit 122 may be a perforated line. A sheet 126 is attached to the
front wall 128 of the package 120. The sheet 126 has an adhesive portion 130 that is attached
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to the front wall 128 of the package 120 and overlies the flap opening 124 and the slit 122. The
sheet 126 also includes a free end 132 that is not adhered to the front 128 of the package 120.
The free end 132 forms a gripping portion for peeling open the flap opening 124 the package
120. The package 120 also includes an internal rim 134 that projects from the inner surface
133 of the front wall 128 of the package120 and extends at least partially along the periphery
of slit 122 or edge of the front wall 128 that defines the opening in front wall 128 of the
package 120 when the package is opened.

[0051] The rim 134 may be a separate component of the package 120 that is attached to the
inner surface 133 of the front wall 128. For illustrative purposes, Fig. 16 shows the rim 134
outside of the package and being associated with an adhesive sheet 136. The arrows in Fig.
16 indicate where the adhesive sheet 136 and the rim 134 are attached to the inner surface
133 of the front wall of the package 120. In the illustrated embodiment the rim 134 is attached
to an adhesive sheet 136 that extends outwardly from the rim 134. During the manufacturing of
the package 120, the adhesive sheet 136 having the rim 134 attached thereto is adhered to
the inner surface 133 of the front wall 128 of the package with the rim 134 aligned with the
periphery of the slit 122 or edge of the front wall 128 that defines the opening. In another
embodiment, rim 134 could be heat sealed to the inner surface 133 of the front wall 128, with
or without the use of sheet 136.

[0052] In use, the free end 132 of the sheet 126 is grasped and the sheet 126 is peeled from
the surface of the front wall 128, opening the opening flap 124 so that an opening is formed in
the front wall 128 of the package 120. With the package 120 opened, the user may remove the
medical device from the package 120 through the opening in the front wall 128. The rim 134
includes features that may assist in reducing accidental fluid spillage. For example, the rim 134
may act as a barrier that prevents fluid from escaping out of the opening of the package 120.
Additionally, bending or flexing of the package material in the area of the opening may lead to
accidental spillage. The rim 134 may provide strength or stiffness to this area of the package
material so that the package material does not bend. The rim 134 also may contact the rear
wall of the package so that the opening is spaced from the rear wall, which also may assist in
preventing accidental spillage.

[0053] Fig. 17 illustrates another embodiment of a package 140 in accordance with the
present disclosure. Package 140 includes a tray 142 and a sheet 144 that are sealed together
at sides 146 and 148 and at top 150 and bottom 152. The tray 142 may be a multilayered
laminate film including metal and polymer layers and that has been cold-formed to define a
cavity 143 for holding a medical device. In another embodiment, the tray 142 may be a plastic
tray. The sheet 144 may be a multilayered laminate film including metal and polymer layers.
The sheet 144 may include a pull tab 154 for opening the package 140 by peeling the sheet
144 from the tray 142.

[0054] The tray 142 includes one or more projections 156 extending upward within the cavity
143 in the top portion 158 of the tray 142. The projections 156 may be formed by cold-forming
a laminate film to include such projections. When the package 120 is opened, the projections
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156 interrupt or impede the flow of fluid within the cavity, which assists in reducing the risk of
accidental spillage.

[0055] Figs. 18 and 19 illustrate another embodiment of a package 160 in accordance with the
present disclosure. Similar to package 150, package 160 includes a tray 162 and a sheet 164
that are sealed together along at sides 166 and 168 and at the top 170 and bottom 172. In this
embodiment, the tray 162 includes one or more wells 174 for holding the fluid when the
package 160 is place on the bottom surface 175 of the tray 162. The wells 174 may be formed
by cold-forming of a laminate film. The wells 174 contain the fluid which aids in in reducing the
risk of accidental spillage. Additionally, during manufacturing, the wells 174 may hold the fluid
during packaging of the medical product. This may provide increase efficiency during
manufacturing because the fluid is contained within the wells 174 and is not sloshing around
during the forming of the packaged product.

[0056] Figs. 20 and 21 illustrate another embodiment of a package 180 that includes a flexible
body or pouch 182 that defines a cavity for containing a medical device and fluid. The package
180 also includes a spout or fitment 183. In the illustrated embodiment, the spout 183 includes
a tube or ring 184 that defines a passageway 185 in communication with the cavity. The tube
184 includes a portion 187 that extends into the cavity such that a pocket-like space(s) 188 are
defined between portion 187 of the tube 184 and the flexible body 182. The pocket-like
space(s) 188 assist in preventing spillage in that the portion 187 of tube 184 prevents liquid
from leaving the package and the liquid may gather in the pocket-like space(s) 188.

[0057] The flexible body 182 may be made from any of the multilayered flexible materials
disclosed herein. The flexible body may be attached to the tube 184 by for example, adhesive
or welding. Associated with the tube 184 is a removable cap 186 that covers the opening. The
cap 186 may be connected to the tube 184 by threads, hinged, snap fit or the like. The fitment
183 could have different geometries for different device embodiments. For example, the
fitment 183 may extend up out of the pouch wherein it may support a funnel of a catheter. In
another embodiment, a urinary collection bag (not shown) may be wrapped around the fitment
183.

[0058] Fig. 21 shows a catheter 190 stored within the package 180 wherein the drainage end
192 of the catheter 190 projects from the tube 184. The user may remove the catheter 190 by
grasping the drainage end 192. In one embodiment, the catheter 190 may include a retracted
non-touch sleeve (not-shown) that is held in a collapsed state by the tube 184 wherein the
sleeve covers the catheter shaft as the catheter 190 is removed from the package 180. In
another embodiment the catheter may include a catheter gripper that may be positioned about
the catheter shaft and sits on the outer portion 194 of the tube 184.

[0059] Figs. 22 and 23 illustrate another embodiment of a package 200 in accordance with the
present disclosure. The package 200 includes a top seal 202, a bottom seal 204 and a
longitudinal fin seal 206 that extends the length of the package. A pull tab 208 is attached to
the fin seal 206. In on embodiment the pull tab 208 is attached to the fin seal 206 adjacent to a
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tear starter line 210 that extends from the free edge of the fin seal 206 inward to facilitate the
beginning of an opening tear. As shown in Fig. 23, when a user pulls the pull tab 208, the fin
seal 206 tears along the starter line 210. As the user continues to tear the pull tab 208, the fin
seal 206 tears from the package 200, thereby forming an opening 212 in the package.

[0060] Figs. 24and 25 illustrate another embodiment of a package 220. The package 220 may
be a four-sided sealed package that has a front sheet and back sheet (not shown) that are
sealed to each other by a peripheral seal 222 to form a cavity for containing a catheter and
hydration liquid. In another embodiment, the package could be a single sheet that is folder
over wherein the fold line defines one side of the package. The other three sides where the
edges of the sheet meet are sealed together to form the top, bottom and other side seal. In
another embodiment, the package could be a flow-wrap package. Turning back to Figs. 24 and
25, the peripheral seal includes a top seal section 224, a bottom seal section 226, a first side
seal section 228 and a second side seal section 230. The top seal section 224 may include a
tear initiation line 234 that extends from the top edge 235 of the package through the top seal
section 224 and a pull tab 236 for initiating tearing of the package along line 234. Optionally,
the top seal section 224 may also include finger holes 238 and 240 that the user may grasp
during opening of the package 220. The second side seal section 230 may include alternating
wide seal portions or projections 242 that project into the cavity of the package and narrow
seal portions 244. The wide and narrow seal portions 242 and 244 define pockets, wells, or
indents 246 in the side seal section 230 within the cavity and pockets 249a, 249b at the top
and bottom, respectively, of the cavity. The pocket 249a is defined by a wide seal portion 242
of the second side seal section 230, the top seal section 224 and the first side seal section
228. The pocket 249b is defined by a wide seal portion 242 of the second side seal section
230, the bottom seal section 226 and the first side seal section 228. When the package 220 is
opened, the liquid may pool in the pockets 246, 249a, 249b to prevent or reduce spillage. For
example, if the open package is tilted, the liquid may pool or be collected in pockets 246, 2493,
249b and be prevented from spilling out of the package. While the illustrated embodiment
includes two pockets, the package may include more or less pockets by increasing the number
of alternating wide and narrow seal sections.

[0061] The package 220 may include a directional tear element 248, such as a controlled
directional tear film, scoring of the laminate film (e.g., laser scoring) or a tear tape, which
extends through the wide seal portions 242 but is inside of the narrow seal portions 244. As
shown in Fig. 25, the user may open the package 220 by pulling the pull tab 236 to initiate
tearing along tear initiation line 234. As the user continues to pull on pull tab 236, the tear
initiation line 234 leads the tearing of the package 220 to the directional tear element 248. The
package 220 tears along direction tear element 248 to form an opening in the package for
removing the catheter. Preferably, the catheter package is opened such that one or more
pockets 246, 249a, 249b remain in the cavity of the package to collect liquid and thereby
reduce the risk of spillage.

[0062] Figs. 26 and 27 illustrate an alternative embodiment of a package 221 which is a four-
sided sealed package that has similar features to that of package 220. Package 221 includes a
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peripheral seal 223 that includes a top seal section 225, a bottom seal section 227, a first side
seal section 229 and a second side seal section 231. The top seal section 225 may include a
tear initiation line 233 and a pull tab 235 for initiating tearing of the package along line 233.
The second side seal section 231 may include alternating wide seal portions or projections 237
that project into the cavity of the package and a narrow seal portion 239. A pocket or well 241a
is defined in the cavity by a wide seal portion 237, the top seal section 225 and the first side
seal section 229. A pocket or well 241b is defined in the cavity by a wide seal portion 237, the
bottom seal section 227 and the first side seal section 229. When the package 221 is opened,
the liquid may pool in the pockets 241a and 241b to prevent or reduce spillage. For example, if
the open package is tilted, the liquid may pool or be collected in pockets 241a and 241b and
be prevented from spilling out of the package.

[0063] As shown in Fig. 27, the user may open the package 221 by pulling the pull tab 235 to
initiate tearing along tear initiation line 233. As the user continues to pull on the pull tab 235,
the tear initiation line 233 leads to tearing of the package adjacent to second side seal 231 to
form an opening in the package for removing the catheter. When the package is opened, if the
package is tilted, the fluid may pool or collect in pockets 241a and 241b thereby reducing the
risk of spillage.

[0064] The packages disclosed herein may also employ a dual hydration mechanism wherein
the package may include a first compartment containing a hydrophilic catheter, and a second
compartment containing a vapor donating medium. The compartment containing the catheter
may include a hydrophilic catheter that has been pre-hydrated or pre-activated with a hydration
medium prior to packaging, or the compartment may include a hydrophilic catheter and loose
hydration liquid that contacts the hydrophilic surface of the catheter to hydrate or activate the
hydrophilic surface while the catheter is within the package. The compartment containing a
vapor donating medium may be at least partially made of a liquid impermeable, vapor
permeable material that allows vapor donated from the vapor donating medium to permeate
through the liquid impermeable, vapor permeable material to create a vapor atmosphere in the
package. The compartment containing the vapor donating medium may be formed by
attaching a liquid impermeable, vapor permeable material to a wall or sheet of the package or
by inserting a vapor donating medium containing sachet made of liquid impermeable, vapor
permeable material into the package. In a package wherein the liquid impermeable, vapor
permeable material is attach to the wall of the packaging, the material may be attached so that
multiple compartments are formed between the material and the wall. For example, the
material may be attached to the wall so as to form two compartments for containing the vapor
donating medium. After packaging, the packages may be sterilized by radiation, such as e-
beam or gamma radiation.

[0065] Referring back to Fig. 1, a liquid impermeable, vapor permeable material or barrier (not
shown) may be attached to inner surface 22a of back sheet 15a to define a compartment for
the vapor donating medium. The material may be attached by heat sealing or any other
suitable manner of attachment. During assembly of the medical device assembly 10a, a vapor
donating medium, such as pure water, may be placed in the compartment defined between the
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inner surface 22a and the liquid impermeable, vapor permeable material. The hydrophilic
catheter and a loose hydration liquid may be placed in the cavity or other compartment and the
package may be sealed. In the package, the loose hydration liquid contacts the hydrophilic
catheter to activate the hydrophilic material of the catheter and the vapor donating medium
donates a vapor that permeates through the liquid impermeable, vapor permeable material to
create a vapor atmosphere in the package. The vapor atmosphere assists in maintaining the
hydrophilic catheter in a hydrated state during storage and distribution of the package.

[0066] Figs. 28-30 illustrate another embodiment of a catheter package wherein dual hydration
may be employed. The catheter package 300 includes a body 302 and a cap 304. The body
302 defines a cavity for containing a hydrophilic catheter 306 (Fig. 30). As shown in Fig. 30,
the cap 304 may be opened to remove the catheter from the package 300. Referring to Figs.
29 and 30, the package 300 includes a liner 308 that can be positioned within the body 302.
The liner includes openings 310 that are covered with a liquid impermeable, vapor permeable
material.

[0067] Referring to Fig. 30, during assembly of the package 300, the liner 308 is placed within
the body 302. A compartment 312 for containing a vapor donating medium is defined between
the liner 308 and an inner surface 314 of the body 302. Additionally, the inner cavity of the liner
308 defines a compartment 316 for containing the hydrophilic catheter 306. During assembly
of the package 300, a vapor donating medium, such as pure water, may be placed in the
compartment defined between the inner surface 314 of the body 302 and the liner 308. The
hydrophilic catheter and a loose hydration liquid may be placed in the other compartment 314
and the cap 304 may be secured to close the package 300. In the package 300, the loose
hydration liquid contacts the hydrophilic catheter 306 to activate the hydrophilic material of the
catheter and the vapor donating medium donates a vapor that permeates through the liquid
impermeable, vapor permeable material covering openings 310 in the liner 308 to create a
vapor atmosphere in the package. The vapor atmosphere assists in maintaining the hydrophilic
catheter in a hydrated state during storage and distribution of the package.

[0068] It should be understood that various changes and modifications to the presently
preferred embodiments described herein will be apparent to those skilled in the art. Such

changes and modification can be made without departing from the scope of the invention
disclosed herein.
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Patentkrav

1. Emballage (10a) beregnet til at indeholde en medicinsk indretning, hvilken
emballage omfatter:

et forreste ark (14a) og et bagerste ark (15a), hvor hvert af det forreste ark og det
bagerste ark (14a, 15a) indbefatter en inderflade (16a, 22a), der vender mod det
andet ark, en yderflade (17a), der vender mod den omgivende atmosfeere, en
overkant (18a, 23a), en underkant (18a,) og modstillede ferste og sekundeere
sidekanter (20a, 21a, 24a, 25a), hvor det forreste ark (14a) og det bagerste ark (15a)
er forseglet til hinanden med en afrivelig perifer forsegling (26a), saledes at der er
defineret et hulrum beregnet til at indeholde en medicinsk indretning (36a) mellem
det forreste ark (14a) og det bagerste ark (15a), hvor den perifere forsegling (26a)
har en @vre forseglingszone (27a), en nedre forseglingszone (28a) og modstillede
forste og sekundeere sideforseglingszoner (29a, 30a), hvor den ferste
sideforseglingszone (29a) af den perifere forsegling 26a) streekker sig langs mindst
en del af de farste sidekanter (20a, 24a) af det forreste og det bagerste ark (14a,
15a), og den anden sideforseglingszone (30a) af den perifere forsegling (26a)
streekker sig langs de sekundeere sidekanter (21a, 25a) af det forreste og det
bagerste ark (14a, 15a), hvor det forreste og det bagerste ark (14a, 15a) er
konfigureret til at skille sig fra hinanden med henblik pa at dbne emballagen (10a)
ved mindst delvist at rive arkene (14a, 15a) fra hinanden langs de modstillede ferste
og sekundeere sideforseglingszoner (29a, 30a) af den perifere forsegling (26a); og

et farste afrivningsstop (31a), der er lokaliseret i den ferste sideforseglingszone
(29a) af den perifere forsegling (26a), og et andet afrivningsstop (32a), der er
lokaliseret i den anden sideforseglingszone (30a) af den perifere forsegling (26a),
hvor det fagrste og det andet afrivningsstop (31a, 32a) begreenser afrivningen af den
farste og den anden sideforseglingszone (29a, 30a) af den perifere forsegling (26a),
hvor det ferste og det andet afrivningsstop (29a, 30a) indbefatter
afrivningsafbrydelseselementer (34a, 35a), der omfatter snit gennem det forreste ark

og/eller det bagerste ark (14a, 15a).

2. Emballage ifelge krav 1, hvor det ferste og det andet afrivningsstop (29a, 30a)
omfatter forseglingszonedele, der kreever mere kraft at rive fra hinanden end andre

dele af forseglingszonen.
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3. Emballage ifelge et hvilket som helst af kravene 1 og 2, hvor det farste og det

andet afrivningsstop (29a, 30a) omfatter udvidede forseglingszonedele.

4. Emballage ifelge krav 1, hvor snittene omfatter udstansninger eller lasersnit.

5. Emballage ifelge et hvilkket som helst af kravene 1 og 4, hvor snittene generelt er

J-formet.

6. Emballage ifelge et hvilkket som helst af kravene 1 og 4, hvor snittene generelt er

V-formet.

7. Emballage ifelge et hvilkket som helst af kravene 1 og 4, hvor snittene generelt er

krogformet.

8. Emballage ifelge et hvilket som helst af kravene 1-7, hvor afrivningsstoppene
(29a, 30a) er positioneret saledes, at emballagen abner sig med henblik pa at

eksponere en udvalgt del af den medicinske indretning.

9. Emballage ifelge et hvilket som helst af kravene 1-8, hvor afrivningsstoppene
(29a, 30a) er positioneret teettere pa den @vre forseglingszone (27a) af den perifere
forsegling (26a) end den nedre forseglingszone (28a) af den perifere forsegling
(26a).

10. Emballage ifelge et hvilket som helst af kravene 1-9, hvor den @vre
forseglingszone (27a) af den perifere forsegling (26a) er anbragt med afstand fra det
forreste og det bagerste arks (14a, 15a) overkanter, saledes at arkenes (14a, 15a)

overdele er ikke forseglet til hinanden.

11. Emballage ifelge et hvilket som helst af kravene 1-10, hvor afrivningsstoppene

(29a, 30a) definerer lommer inden i emballagen, beregnet til at indeholde en vaeske.

12. Emballage ifalge et hvilket som helst af kravene 1-11, der yderligere indbefatter

en flerhed af afrivningsstop.
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13. Emballage ifglge et hvilket som helst af kravene 1-12, hvor den medicinske

indretning omfatter et urinkateter.
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