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DESCRIPTION

[0001] This invention relates to a device such as an injection site or a gateway. The device Is
placed partly subcutaneously in relation to the patient for as long as e.g. three days and
replaces repeated Injections by syringes or Injection pens thereby reducing trauma to the
patients' skin while it at the same time keep the injection place free of infections. Such a device
IS disclosed in the WO2006015507.

[0002] Injection sites and gateways as such are already known. In previous documents the use
of a needle assembly comprising a gateway and a pen-type injector iIs disclosed and by such
an assembly it i1s possible to provide subcutaneous or intravenous injections using a blunt
tipped needle. It is not indicated in the documents how the gateway is inserted. It would not be
possible to use even a relatively short, sharp needle for injection In this gateway as the risk of
penetrating the side of the soft cannula with a hypodermic needle would be considerable, as
the steering or piloting of the needle when penetrating the septum i1s small and at the same
time the hard case housing Is very short.

[0003] Also other types of gateways are known, e.g. gateways comprising an elongated
housing having an internal passageway extending from one end of the housing to the opposite
end In the longitudinal sense. A cannula tube will be connected to the housing and extends
from the distal end of the passageway. The cannula tube I1s connected to the housing by
means of a bushing and immediately adjacent to the proximal end of the cannula i1s a self-
sealing silicon membrane. The membrane is In the form of a plug engaging the rear end of the
bushing. In this way there I1s only a minimum of dead space 1.e. Internal volume In the
passageway of the housing. This gateway has a rather long hard case housing which reduces
the risk of penetrating the cannula with a sharp needle, but the gateway Is also intended to be
Inserted manually in a very low angle. After insertion the gateway iIs placed almost parallel to
the patients’ skin and this parallel position can make it difficult for the patients themselves to
Inject medical substances through the gateway.

[0004] It iIs an aim of the present invention to provide a gateway which is easy for the patient to
place and to use for self-administration of drugs or other medicaments. Also it iIs an aim that
the gateway after placement onto the patients' skin is noticed as little as possible by the patient
when the patient i1s not actually injecting medication.

[0005] In US 2007/0129688 Is shown an insertion head for a medical or pharmaceutical uses
Including a housing with a side which can be positioned and fastened to the skin surface of a
patient and a penetrating device with a tip. The penetrating device can be carried by the
housing In a protected orientation in which the housing covers the tip and In a penetrating
orientation in which the tip protrudes In the Insertion angle. The penetrating orientation Is
angled relative to the protected orientation and the penetrating device including the access
part which it penetrates can be pivoted from one position to the other. This device Is intended
for use together with a connector (18) connecting the infusion part to an infusate supply line
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(19) and the flow path through the cannula and through the connecting structure (6) always
form a straight line. It would not be possible to use even a relatively short, sharp needle for
Injection In this device.

summary of the invention

[0006] The present invention relates to a device for supplying medication as further disclosed
In claim 1, comprising a base part having means for securing the base part to the skin of a
patient, a cannula unreleasably connected to the base part and a through-going opening
providing access of fluid to the cannula, where the through-going opening has an access
opening and provides fluid access to the cannula at an exit opening. The access opening and
at least a part of the through-going opening are located in a gate which gate is permanently
attached to the base part and is movably mounted in relation to the base part. This means that
the gate after the cannula has been inserted has at least one position in which position there Is
an angle a between a longitudinal central axis () of the gate and the longitudinal central axis

of the cannula and that the angle a is different from 0 £ n+180°, where n Is an integer., I.e. the
flow path through the gate and through the cannula does not always form a straight line.

[0007] Normally a € [90°, 170°] but it would be possible to pivot the gate in the direction of the
Inserted cannula which would cause a to be smaller than 90°, and then a € [10°, 90°[.
Preferably a € [30°, 150°].The gate thereby provides a mouthpiece or a hopper which can be
moved In relation to the base part after the base part has been fastened to the patient’'s skin
making 1t easier to inject medication i1.e. the gate provides a position for use of a pointed
needle. That the gate I1s permanently attached to the base part means that it cannot be
removed from the base part within ordinary use of the equipment, removing the gate from the
device would Involve violation of the equipment. The possibility of moving the trough-going
opening and thereby moving the access opening of the through-going opening provides the
user with the possibility of choosing the general position or angle from where the user wants to
Inject the medication to the patient. If the user 1s the patient himself it opens up for the
possibility that the device can be placed at a position on the patient's skin where access for
Injection is not normally easy.

[0008] According to an embodiment the cannula or a fluid tight continuation of the cannula is
flexible. When the cannula or a part of the gate iIs flexible - depending on where the Imit
between the two parts Is defined - It I1s possible to move the gate after the cannula has been
Inserted into the patient.

[0009] According to an embodiment the cannula 1s constructed of a soft material and iIs

provided with a flexible joint close to the exit end of the gate. Such an embodiment is shown In
fig. 5.

[0010] According to an embodiment the through-going opening Is provided with means
protecting the cannula from the access of micro organisms. These means can be an ordinary
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septum as e.g. shown iIn figure 4 but any means not disturbing the functioning of the device will
be acceptable.

[0011] According to an embodiment the gate and the cannula are fixed in relation to each
other. This means that the gate 5 and the cannula do not move In relation to each other, if one
of them moves the other moves as well i.e. they performs as one unit and might be produced
as one unit.

[0012] According to an embodiment the through-going opening of the gate and the through-
going opening of the cannula are In direct continuation of each other 1.e. the two units are
joined to each other providing a fluid tight flow through the united parts.

[0013] According to an embodiment the through-going opening of the gate and the through-
going opening of the cannula have coincident axis (I5). In this embodiment the central axis 12

IS a straight line through both the gate 5 and the cannula 4.

[0014] According to an embodiment the access opening of the through-going opening of the
gate will in at least one position be positioned close to the patient's skin and in at least one
other position the access opening is pointing away from the patient's skin. When the access
opening © of the through-going opening can be placed close to the skin of the patient, this
means that the gate 5 iIs placed in a position Iin a plane at least approximately parallel to the
patient's skin. The device according to the invention is intended for fastening to the patient's
skin for a longer period e.g. up to three days and the device will normally be small and flat in
order for the patient not to be adversely affected by the device e.g. by the device being caught
In anything or just being visible. Therefore it Is an advantage that the movable gate 5 according
to the invention can be placed in a position close to the skin while not in active use, I.e. while
not being used for injecting medication through the access opening of the gate.

[0015] According to an embodiment the gate Is tubular and can pivot around an axis |4 which
axis |4 1s positioned In a direction perpendicular to the plane comprising the longitudinal axis I,

of the tubular gate. That the gate 1s tubular means that it has an inner opening with a certain
length through which opening fluid flows.

[0016] According to an embodiment the gate can move between an angle a1 and an angle a2
by pivoting the gate around the axis |1, where a1 2 0 and a2 < 90. According to one

embodiment of the device the tubular gate iIs pivotally mounted around an axis which iIs
stationary In relation to the base part 1. This construction Is simple and non-expensive to
produce as the two cooperating parts - the base part and the gate - can be moulded
Individually in e.g. a hard plastic. Actually the gate 5 can be positioned in an angle a1< 0 if the
axis |l 1s positioned adequately high and the opening 8 In the base part 1 allows for access

opening of the gate 5 to be positioned low enough. Normally the access opening 6 of the gate
will move along a straight line when employing this embodiment.
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[0017] According to an embodiment the axis |1 I1s positioned below the outer surface of the

base part in connection with the exit end of the gate. "In connection with" means that the axis is
placed within half the length of the gate closest to the exit end 7, or even within a third of the
length of the gate closest to the exit end 7 of the gate 5. When the axis |1 Is positioned below

the upper surface of the base part 1 the height of the device is reduced.

[0018] According to an embodiment either the gate or the base part is provided with rotational-
symmetrical protruding parts and the other part is provided with corresponding cavities or
openings positioned at the rotation axis | of the gate. According to this embodiment the gate 5

IS fastened to the base part by a hinge joint i.e. a joint which permits motion in only one plan.
The embodiment provides an unreleasable fastening of the gate 5 to the base part 1 but allows
the gate 5 to move In relation to the base part 1.

[0019] According to an embodiment the gate 1s unreleasably mounted in relation to the base
part. That the gate 5 1s unreleasably mounted in relation to the base part means that it is not
possible for the user or the patient to remove the gate from the base part 1 without violating
the device.

[0020] According to an embodiment the base part comprises an opening in which the cannula
can be placed In extension of the gate. In this embodiment the mounting pad 2 - as far as the
device Is provided with a mounting pad 2 - should of cause be provided with a corresponding
opening In order to allow the cannula 4 to pass into the opening of the base part 1.

[0021] According to an embodiment the fluid tight continuation of the cannula is constructed of
a soft material and forming a conduit connecting the gate with the cannula. This embodiment is

shown In fig. 10.

[0022] According to an embodiment the gate can be moved between two end positions, where
the gate In the first position Is placed along a plane parallel to the patients skin and the gate In
the second position Is positioned with the exit opening directly secured to the cannula and the
access opening pointing away from the plane parallel to the patients skin in a predefined angle
a. According to an embodiment the predefined angle a belongs to the interval 45 degrees < a <
90 degrees. According to an embodiment the predefined angle a is approximately 90 degrees.

[0023] According to an embodiment the base part i1s less than 0.010 m In height where 1t Is
highest and less than 0.030 m wide In the dimension where it I1s widest. According to an
embodiment the base part i1s less than 0.006 m In height where it i1s highest and less than
0.020 m wide In the dimension where It Is widest.

[0024] The invention also relates to a kit comprising both a device according to claim 1-9 and
an Injection device, wherein the access opening and the cannula of the base part are placed
such that an injection needle can be aligned with both. The position or positions where the
Injection needle 9 iIs aligned with the cannula 4 defines the positions before use, I.e. before
Insertion, where the pointy insertion needle 9 and the cannula 4 are either in a protected pre-
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Insertion position where the surroundings are protected from the insertion needle or In a
position where the user has prepared the device for insertion and has decided on an insertion
angle from which angle the cannula 4 of the device can be Injected subcutaneously into the
patient. The straight line formed by the injection needle and the cannula 4 In relation to the
lower or distal surface of the base part 1 defines the insertion angle for the user. According to
the present invention the device can be fitted at any angle, according to the device of claim 1
there are no restriction on the Iinsertion angle, it could be anywhere between 45 and 90
degrees.

[0025] According to an embodiment of the kit, the injection device can be placed in a protected
position where the insertion needle Is positioned inside the base part.

[0026] According to an embodiment of the kit the mounting pad is provided with an opening
through which opening the injection needle can pass. WWhen the mounting pad 2 is provided
with an opening 2a through which it is possible to pivot the Injection needle 9 aligned with the
cannula 4, it 1s possible to use the base part 1 as a protecting shield for the insertion needle 9
before use. The insertion needle 9 together with the cannula 4 and the gate 5 can be pivoted
from a position practically parallel to lower/proximal surface of the base part 1 where the
Insertion needle 9 and the cannula 4 are hidden inside the base part 1 to the insertion position
which could be e.g. 45 degrees In relation to the lower side of the base part 1 or any other
angle the user might prefer.

[0027] According to an embodiment of the kit the injection device can be placed in any angle <
90 degrees In relation to the lower/distal surface of the base part.

[0028] Further the kit can be delivered to the user in a packing under sterilised conditions.

[0029] Embodiments of the Invention will now be described with reference to the figures In
which:

Figure 1a, 1b and 1¢ shows one embodiment from three different views: fig. 1a shows the
device seen from above; fig. 1b shows the device seen from the side having the gate in an
upright position, and fig. 1¢c shows a cut through the device at the line c-c shown In fig. 1a.

Figure 2 shows the same embodiment as fig. 1a-1c where the gate is in a position parallel to
the patient's skin.

Figures 3 shows an embodiment of the device where the gate has the form of a truncated
cone.

Figure 4 shows a cut through the same embodiment as shown In fig. 3.
Figure 5 shows an embodiment of a flexible cannula which can be used in the device.

Figure shows a third embodiment of a device according to the invention in a position where the
gate I1s parallel to the patients skin.
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Figure 7 shows a device according to the invention in a position where it i1s ready for injection
of the cannula in an angle smaller than 90 degrees.

Figure 8a and 8b show an embodiment where the axis, around which the gate iIs rotatably
mounted, Is positioned below the upper surface of the base part.

Figure 9 shows another embodiment where an insertion needle is positioned Inside the
cannula when the gate i1s In a first position intended for pre-use and in a second position
Intended for insertion of the device.

Figure 10 shows an embodiment of a device according to the invention where the gate Is
mounted to the base part via a flexible extension of the cannula.

Figure 11 shows an embodiment of the device seen from below without the adhesive pad and
the release liner in a before-use position.

Figure 12 shows the same embodiment seen from the side In a ready-to-insert position.

Figure 13 shows a cut-through view of the same embodiment as shown In fig. 12 and 13 in the
same position as In fig. 12.

Figure 14 shows a device according to the invention which is to be placed with a manual
Inserter.

Figure 15 shows an integrated adaptor for a medication pen provided with a needle.

Figure 16a-c show an integrated adaptor for a needleless medication pen.

[0030] Fig. 1a, 1b and 1c show a device according to the invention seen respectively from
above, from the side and from a cut through the line indicated In fig. la. The device comprises
a base part 1 with a smooth distal surface, which distal surface is the surface turned away from
the patient after the device has been inserted. A mounting pad 2 having an adhesive surface Is
placed at the proximal side of the base part 1, 1.e. the side of the device turned toward the
patient during use. The mounting pad 2 is covered with a release liner 3 which release liner 3
protects the adhesive surface of the mounting pad 2 before insertion of the device. The base
part 1 has a through-going opening in which a cannula 4 is located; the cannula 4 extends
from the proximal side of the base part 1. At the distal end the cannula 4 1s embedded In a
gate 5 having an access opening 6 and an exit opening 7, In fig. 1a, 1b and 1c the gate 5 Is In
a second position where the access opening 6 of the gate 5 is pointing away from the plane
parallel to the patients skin in an angle of 90 degrees. The gate 5 is normally provided with a
not shown restriction such as a septum which prevents access of micro organisms. A septum
limits access to the through going opening of the gate 5 as an opening created in the septum
by a needle will close after removal of the needle due to the characteristics for the material
chosen for the septum . It Is necessary to use a relatively hard needle to penetrate the septum,
but the needle does not need to be pointy. Relatively hard means that the needle has to be
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harder than the material of the septum, the needle need not be made of steel;, it could be
made of e.g. hard plastic. In EP 1191964 it is described how to produce such a needle.

[0031] The base part 1 Is provided with a cavity 8 which In this embodiment reaches from the
center of the base part 1 to the periphery and is wide enough to receive the gate 5. The gate 5
can be placed inside the cavity 8 after the not shown insertion needle has been removed from
the cannula 4, if it Is possible to bend the cannula 4. The gate 5 is In this embodiment fastened
to the base part 1 with a hinge joint and when the gate 5 is moved, the gate 5 is rotated around
an axis |1 placed below the upper surface of the base part 1. The gate 5 can be pivoted from

the upright second position to this first position along a plane parallel to the patient's skin. In
order for the gate 5 of this embodiment to get from the second to the first position it Is
necessary for the cannula 4 to be able to flex in an angle of approximately 90 degrees. VWhen
the gate 5 iIs brought to this position after insertion of the device the risk of the gate catching
anything while attached to the patient is greatly reduced compared to the situation where the
gate 5 1s In an upright position. If the end of the gate 5 comprising the access opening 6 was
approximately at level of the outer surface of the base part 1, it would not matter whether the
gate 5 remained In the upright position or was returned to the position close to the patient's
skin.

[0032] The gate 5 can also be joined to the base part 1 with a ball joint, it will then be possible
to move the gate in more than one plane.

[0033] Fig. 3 and 4 show another embodiment of a device according to the invention. In fig. 3
this embodiment of the device Is shown In a position where the gate 5 Is coaxial with the
cannula 4 and this position is the position in which the device would be placed subcutaneously
If the user desires an insertion angle of 90 degrees. The outer surface of the gate 5 of this
embodiment is shaped as a truncated cone. Fig. 4 shows a cut through the same embodiment
as shown In fig. 3 In the same position. From this view it iIs possible to see that a septum 30 Is
placed at the access end 6 of the trough going opening of the gate 5 and the distal end of the
cannula 4 1s embedded In relation to the exit opening of the gate 5. A fluid tight connection is
provided between the gate 5 and the cannula 4.

[0034] Fig. 5 shows an embodiment of a cannula 4 provided with a flexible joint. The flexible
joint I1s provided by constructing the cannula 4 of different materials having varying flexibility.
The cannula 4 shown In fig. 5 Is divided Into five different areas, a1-ad5. The area a1l has the
form of a truncated cone and is normally embedded In the base part 1; the truncated cone can
be made either of a rigid or of a soft and flexible material as the small dimension assures that
whichever material is chosen, the cannula 4 can not be pulled out of the base part 1. The
second area a2 i1s made of a relatively rigid material which is not able to bend under conditions
represented during normal use. The third area a3 i1s made of a soft and flexible material which
material will be easily bend under normal use-conditions. The fourth area a4 is also made of a
relatively rigid material as described for the third area a3. The fifth area ad is the part of the
cannula 4 which is inserted subcutaneously into the patient, this material could be either a soft
and flexible material or it could be a rigid material such as steel.
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[0035] Fig. ©6 shows a third embodiment where the gate 5 I1s constructed of a tubular part
having constant diameter over the whole length. The gate 5 i1s shown In a position where it
would be placed either after insertion of the cannula 4 or before insertion of the cannula 4. In
the first case the cannula 4 i1s inserted subcutaneously into the patient's skin and bend (not
shown) In an angle corresponding to the insertion angle in order to maintain the fluid tight

connection with the gate 5. In the second case the cannula 4 would be placed coaxially In
extension of the exit end 7 of the gate 5 inside the base part 1.

[0036] FIg. 7 shows an embodiment of the device seen from below. From this position it Is
possible to see the opening 2a through which the cannula 4 can pass when shifting from one
position to another. In fig. 7 the gate 5 and the cannula 4 are positioned coaxially in an angle of
approximately 45 degrees In relation to the plane coinciding with the proximal surface of the
base part 1. A manual insertion device Is connected to the device providing a kit. The insertion
needle 9 of the insertion device Is placed along the common axis of the gate 5 and cannula 4
and extends beyond the end of the cannula 4. Before insertion the insertion needle 9 would be
placed inside the base part 1 when the user intends to insert the cannula 4, he will pivot the
Insertion needle 9 into the wanted angle and then insert the insertion needle 9 together with
the cannula 4 subcutaneously. After insertion the user will remove the insertion needle 9, and If

the cannula 4 1s of a soft or at least bendable type he can push the gate 5 into a position
parallel to the patient's skin.

[0037] Fig. 8a and 8b show an embodiment of the mounting of the gate 5 in the base part 1.

[0038] Fig. 8a shows the fastening of the gate 5 from the side perpendicular to the axis I

around which the gate 5 pivot. Fig. 8b shows the fastening of the gate 5 from the side along
the axis |4 around which the gate 5 pivot. In this embodiment the gate 5 Is connected

unreleasably 1.e. permanently to the base part 1 with a hinge joint. The hinge joint Is
constructed of two protruding parts 10 protruding from opposite sides of the tubular gate 5.
The protruding parts fit into corresponding openings 11 in the base part 1 and make it possible
for the gate 5 to pivot from an upright position (shown In figs. 8a and 8b) to a position parallel
to the proximal surface of the base part 1. For this embodiment the upright position where the
angle B between the longitudinal axis of the gate 5 and the longitudinal axis I, of the cannula is

0° or 180°, can be both a position for inserting the cannula and a position where it is possible
to supply medication to the patient via the mounting gate 5. The protruding parts 10 define the
axis |4 around which the gate 5 moves.

[0039] In fig. 8b the position of the bend cannula 4 is indicated with dotted lines, this position of
the cannula 4 i1s achieved when the gate 5 is brought into the position parallel to the patient's
skin. In this position the angle a between the longitudinal axis of the gate 5 and the longitudinal
axis |, of the cannula i1s approximately 90°, and in this position the mounting gate might be

hidden and it i1s not possible or at least not easy to supply medication to the patient via the
mounting gate 5.
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[0040] Fig. 9 shows an embodiment of the device together with an insertion device 20 In a
view along the axis around which the gate 5 can pivot. In fig. 10 the gate 5 Is shown In two
positions, an upright position where the gate 5 and the cannula 4 are coaxially positioned in an
angle of approximately 60 degrees in relation to the proximal surface of the base part 1, and a
low position where the gate 5 and the cannula 4 are also coaxially positioned now in an angle
of approximately O degrees In relation to the proximal surface of the base part 1 In both
positions the angle B i1s 0° or 180°. The gate 5 and the cannula 4 will be In the low position
before insertion of the cannula 4 and the simultaneously placement of the base part 1 on the
skin of the patient, and they will be In the upright position at the moment where the user
Intends to Insert the insertion needle 9 and the cannula 4 which is firmly connected to the
Insertion needle 9. After insertion of the cannula 4 the gate can be brought to the position close
to the patients skin and the angle a between the longitudinal axis of the gate 5 and the
longitudinal axis | of the cannula could then be approximately 120°,

[0041] Fig. 10 shows a fourth embodiment which i1s provided with a fluid tight continuation 4a
of the cannula 4. The fluid tight connection 4a consist of an elongated tubing made of a soft
and bendable material, the tubing connects the gate 5 with the cannula 4, the cannula 4 and
the connection 4a are joined fluid tight together inside, I1.e. behind the outer surfaces of the
base part 1. This embodiment makes it possible to design the base part 1 as a very thin unit
which will cause the patient very little discomfort as it is kept close to the patient's skin. The
device according to this embodiment can further be provided with guiding means for the
elongated tubing 4a i.e. the tubing can be coiled at least partly around the device. The device
can also be provided with means such as an adhesive or a magnet for fastening of the gate 5
e.g. to the base part 1 or to the mounting pad 2.

[0042] Fig. 11 shows a fifth embodiment of the device combined with a manual insertion device
20 In a position used before insertion of the cannula 4. The insertion needle 9, the cannula 4
and the gate 5 are coaxially positioned along a plane parallel to the proximal surface of the
base part 1. The cannula 4 which is closely adjoined to the insertion needle 9 Is positioned In
the hollow inside of the base part 1. This view shows the protruding parts 10 around which the
gate 5 Is pivoted together with the openings 11 In the base part 1. When the kit i1s prepared for
Insertion of the device, the gate 5 is lifted to an upright position in an angle preferred by the
user. Then the kit iIs pushed toward the patient's skin in conformity with the chosen insertion
angle. After insertion the insertion device including the insertion needle 9 Is removed and it will
now be possible to return the gate 5 to the position where it lies parallel with the patient's skin.

[0043] Fig. 12 shows the embodiment of fig. 12 in an upright position ready for insertion of the
device.

[0044] Fig. 13 shows the same embodiment as fig. 12 and 13 in a cut-through view where the
gate Is In the position the same position as shown iIn fig. 12, 1.e. the gate 5 lies approximately

parallel to the patient's skin.

[0045] Fig. 14 shows a cut-through view of a device provided with a mounting pad 2 together
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with a manual insertion device 20. This view shows the axis |1 around which the gate 5 pivot
and it also shows the axis I which i1s the common centre of the gate 5, the cannula 4 and the

Insertion device 20. In this embodiment the axis |5 Is coinciding with the insertion needle 9.

[0046] The Insertion device 20 used In fig. 14 i1s a manual insertion device, and a manual
Insertion device basically just comprises a handle 20 and an insertion needle 9. The insertion Is
executed with a manual insertion device the user forces the insertion needle 9 through the skin
of the patient and after insertion the insertion device I1s removed and the cannula 4 is left
subcutaneously.

[0047] The Insertion can also be executed with an automatic insertion device of the type
llustrated in WO03/026728. When using an automatic device the user first places the insertion
device against the skin of the patient and the user then activates the insertion device, after
Insertion the insertion device 1s removed together with the Iinsertion needle. An automatic
Insertion device will normally assure that the base part 1 Is inserted in a predefined angle and
depth using a predefined force.

[0048] Fig. 15 shows an integrated adaptor which can be used together with a medication pen,
e.g. a pen for delivering insulin. The adaptor has a receiving part 40 which in this embodiment
IS Intended for receiving the outlet end of a medication pen provided with a needle. The needle
from the medication pen will upon insertion of the head of the medication pen into the adaptor
be placed In the needle space 44. A part of the needle space 44 can be provided with a
septum or a similar plastic material in order to reduce the dead space In the needle space 44.
Also such a plastic material could be used to keep the medication pen attached to the adaptor
as the plastic material could be chosen such that it would squeeze firmly around the insertion
needle of the medication pen. The adaptor also has a protecting shield 41 which prevent the
Insertion needle 42 from getting in contact with the surroundings. The insertion needle 42 is
unreleasably fastened to the adaptor.

[0049] Figs. 16a-c also show an Integrated adaptor which can be used together with a
medication pen. Fig. 16a shows a side view of the device, fig. 16b shows a cut-through view
along the line A-A and fig. 16¢c shows a spatial view from above. This adaptor can be used
together with medication pens without an insertion needle. The adaptor has - similar to the
embodiment of fig. 15 - a receiving part 40, a protective shield 41 and an insertion needle 42
which can be either blunt or sharp, this depend on whether the pen/adaptor combination Is
used to inject medication e.g. to a device having a soft septum or subcutaneously.

[0050] This embodiment of the adaptor is further provided with a needle 43 pointing into the
receiving part 40 and this needle 43 would penetrate a protective layer covering the outlet from
the medication pen. This protective layer prevents access of micro organisms to the
medication reservoir inside the medication pen. Further this embodiment is provided with a
screw thread 45 which is an alternative way of keeping the adaptor in the correct position In
relation to the medication pen. Normally the integrated adaptor will be delivered together with
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the medication pen In a sterile packing to the user, the user will then have more than one
possibility when choosing how to inject the medication.
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PATENTKRAV

1. Indretning til tilfersel af leegemiddel, omfattende en basisdel (1) med organer (2) til at
sikre basisdelen (1) til huden pa en patient, en kanyle (4), som er uaftageligt forbundet
med basisdelen (1) og | det mindste delvis straekker sig fra den proximale side af basis-
delen (1) og en gennemgaende abning, som tilvejebringer adgangen for fluidet til kany-
len (4), hvor den gennemgaende abning har en adgangsabning (6) og en udgangs-
abning (7), hvilken adgangsabning (6) og i det mindste en del af den gennemgaende
abning er placerede i en port (5), som er permanent fastgjort til basisdelen (1) og som
er vipbar | forhold til basisdelen (1), kendetegnet ved, at porten (5), efter at kanylen (4)
er blevet indsat og indsaetningsnalen er blevet fiernet, har i det mindste én position, i
hvilken position der er en vinkel a imellem en langsgaende central akse (l2) for porten

(5) og den langsgaende centrale aksel for kanylen (4), og at vinklen a er forskellig fra 0°
og/eller 180°.

2. Indretning iIfelge krav 1, kendetegnet ved, at kanylen (4) eller en fluidteet fortsaettelse

af kanylen (4) er fleksibel.

3. Indretning ifelge krav 2, kendetegnet ved, at kanylen (4) er konstrueret af et bladt

materiale og er forsynet med et fleksibelt led taet pa udgangsenden (7) for porten (5).

4. Indretning ifelge krav 1 til 3, kendetegnet ved, at den gennemgaende abning er

forsynet med organer (30), som beskytter kanylen (4) mod adgang for mikroorganismer.

5. Indretning ifelge ethvert af kravene 1 til 4, kendetegnet ved, at den gennemgaende
abning i porten (5) og den gennemgaende abning i kanylen (4) har sammenfaldende

akser (12).

©. Indretning ifalge krav 1, kendetegnet ved, at porten (5) er rarformet og at porten (5)
kan vippe omkring en akse (I1), hvilken akse (11) er placeret i en retning vinkelret pa det

plan, som omfatter den langsgaende akse (l.) for porten (5).

/. Indretning ifelge ethvert af kravene 1 til 6, kendetegnet ved, at aksen (l1) er placeret
under den udvendige overflade af basisdelen (1) 1| forbindelse med udgangsenden (/)

for porten (9).
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3. Indretning ifalge krav 7, kendetegnet ved, at enten porten (5) eller basisdelen (1) er
forsynet med rotations-symmetriske fremspringende dele (10), og den anden del er
forsynet med tilsvarende hulrum eller abninger (11) placerede ved rotationsaksen (I+)

for porten (9).

9. Indretning iIfelge kravene 6-8, kendetegnet ved, at porten (5) er uaftageligt monteret
| forhold til basisdelen (1).

10. Saet omfattende en indretning ifelge kravene 1-9 og en injektionsindretning (20),
hvor adgangsabningen (6) og kanylen (4) i basisdelen (1) er placerede saledes, at

injektionsnalen (9) kan oprettes med begge.

11. Seet ifelge krav 10, kendetegnet ved, at injektionsindretningen (20) kan placeres i

en beskyttet position, hvor indsaetningsnalen (9) er placeret indvendigt i basisdelen (1).

12. Seet ifelge krav 11, kendetegnet ved, at monteringspuden (2) er forsynet med en

abning (2a), igennem hvilken abning-injektionsnalen (9) kan passere.

13. Seaet ifelge kravene 10-12, kendetegnet ved, at injektionsindretningen (20) kan

placeres i en vilkarlig vinkel < 90° i forhold til den nedre/distale overflade af basisdelen

(1).

14. Seet ifelge kravene 10-13, kendetegnet ved, at saettes leveres til brugeren i en

pakning under steriliserede betingelser.
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