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CANNULA INSERTION DEVICE AND
RELATED METHODS

CROSS-REFERENCE TO RELATED
APPLICATION

[0001] This application claims priority to and the benefit of
German Patent Application Serial No. 10 2007 049 446.9,
filed Oct. 16, 2007, the disclosure of which is hereby incor-
porated by reference herein in its entirety.

FIELD OF THE INVENTION

[0002] This invention relates generally to systems and
methods for inserting a cannula into a patient and, more
specifically, to a device that automatically inserts a cannula,
as well as connects the cannula lumen to a channel within an
infusion device.

BACKGROUND

[0003] Inmany cases, it is necessary to insert a catheter or
cannula into the body, or a body part of, a patient. By means
of'the so-inserted cannula, it is then possible to infuse medici-
nally-required fluid or material. Another reason for the
employment of a cannula may be to aid in insertion of a
micro-dialysis probe into the body.

[0004] To insert a cannula into a patient, a rigid needle is
placed within the lumen of the cannula, and the needle and
cannula combination is forced into the skin of a patient. Once
the cannula combination is fully inserted, the needle is
retracted, leaving the cannula in place. When performed
manually, the penetration of the catheter-carrying needle into
the body, however, may be considered uncomfortable for a
patient, or may cause some other anxiety. Also, the subse-
quent manual withdrawal of the needle is often regarded by
some patients as painful.

[0005] Automatic cannula insertion devices have been
developed to address these issues. Typically, a cannula is
included in a stand-alone device called an insertion or injec-
tion set. In addition to the cannula and needle, the insertion set
often includes a housing to which the cannula is attached
during use. The housing may have an adhesive pad for adher-
ing the housing to the skin of the patient during use, as well as
an internal void or chamber that is penetrated by an inlet and
a septum. The needle passes through the septum, void, and
into the lumen of the cannula. After insertion, the needle is
withdrawn from the septum, which seals the void. Thereafter,
atube is connected to the inlet, thereby placing the lumen (via
the void) in fluidic communication with an infusion device,
intravenous (IV) drip bag, or other medical equipment. The
above-described insertion sets may be acceptable for some
patients, but the attached tube and medical device can be
obtrusive, which may be undesirable in some cases. It would
be desirable then, to incorporate the functionality of an inser-
tion set into an infusion device to minimize the attendant
tubing and complications involved in connecting the insertion
set to the infusion device.

SUMMARY OF THE INVENTION

[0006] The invention relates to an insertion device for a
cannula, wherein the cannula is carried on a needle, as well as
a cannula configuration that allows for automatic alignment
ofan inlet on the cannula with a channel in an infusion device,
without having to separately connect a tube thereto. In com-
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bination with a drive apparatus, the needle can be displaced
from a retracted position into an extended position, thus form-
ing a fluidic connection.

[0007] During an insertion procedure described herein, a
cannula is used in conjunction with a needle. The needle is
used to penetrate the body. Subsequently, the needle is with-
drawn from the body, allowing the cannula to remain in its
inserted position. Consequently, one advantage of the inven-
tion is to increase the comfort of a patient during the insertion
and withdrawal of a catheter or cannula. This benefit may be
achieved with a device for the insertion of a cannula of the
type described herein, wherein the needle, after reaching its
extended state, can be withdrawn quickly and automatically
by a retraction apparatus.

[0008] One embodiment of the invention allows the needle
to not only quickly penetrate the body tissue (i.e., blood
vessel, organ, or other body part) of a patient, but due to aid
from the retraction apparatus, the needle is quickly with-
drawn from the body tissue and simultaneously, the inserted
cannula remains within the body tissue. In this way, since the
needle is relatively quickly withdrawn from the body tissue, a
much more comfortable sensation is experienced than that
associated with a slower insertion and withdrawal. Further,
any sensation is transient. The retraction apparatus is acti-
vated, in any case, when the needle is already within the
patient’s tissue, that is to say, when the needle is in its
extended position. Thereby, it is possible for the operator to
insert the needle and its associated cannula to a sufficient
depth to reach a desired position within the body tissue.
[0009] In one embodiment, the driving element or needle
plunger is subject to the force of a spring. The spring can be
prestressed and restrained by an arresting apparatus from
which it is released to carry out its driving function. The
spring acts upon a drive mechanism, which includes at least
one first part (e.g., a plunger), which is in driving contact with
a free end of the spring and the drive mechanism includes one
separate second part (e.g., a support structure), indirectly
activated by the spring. Thus, the second part is made slid-
ingly displaceable in a first direction by means of the motion
of the first part and, conversely, separates itself therefrom
upon a movement of the first part in an opposite direction.
Such an arrangement reduces the weight, which contributes
to momentum during the retraction of the needle. Simulta-
neously, the needle, upon its movement from the retracted
position into the extended position, stabilizes the cannula
sufficiently when so projected, so that that the insertion pro-
cedure can be reliably carried out.

[0010] In certain embodiments, the needle, which is seated
in the second part, is releasably held. Accordingly, the needle
can disengage itself from the second part at the outset of a
retracting motion and can be withdrawn without obstruction.
In this way, the needle is not permanently affixed to the drive
mechanism, an advantage which can be usefully employed to
even move the needle more quickly, i.e., through more rapid
increments of retractive motion.

[0011] At the time that the needle is disconnected from the
second part, nothing more than the weight of the needle need
be placed in motion, an advantage which allows undimin-
ished acceleration. Since the movement of a needle within the
body tissue can be uncomfortable, it is helpful if the displace-
ment of the needle can be accelerated so that it can be
removed from the tissue in a minimal amount of time.
[0012] In one embodiment, the activation of the needle is
subjected to force by a separate retraction spring (compres-
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sion type) dedicated thereto, which acts in a direction from
the second part toward the first part. It is possible, then, that
this retraction spring serving the needle can be employed to
force the now-released needle away from the second partin a
direction that withdraws it from the penetrated body tissue.
The second part can include at least one holding element that
retains the needle therein, and permits the needle to be sub-
sequently retracted from an extended position. The concept of
“retraction” or “withdrawal,” as used herein, is used to
describe removal of the needle from the lumen of the cannula
after full insertion or extension of the cannula. The method of
construction of the holding element, that is, as to whether its
retaining characteristic is due to mechanical, magnetic, or
other induced forces, is of secondary importance for the pur-
pose of this description. During the interim within which the
needle has not yet reached its extended position, the holding
element acts to affix the needle within the second part. As
soon as the second part has reached its final and extended
position, the retention of the needle is no longer necessary.
Accordingly, at this time, the holding element releases the
needle, so that it departs from the second part and extricates
itself therefrom.

[0013] In one embodiment, the holding element is located
in the exposed surface of an end of the second part, from
which the needle projects. From this end surface of the second
part, when in extended position, the tip of the needle comes
into contact with another surface. This so designated “other
surface” can well be a surface of the patient’s tissue, wherein
the cannula is in the process of being inserted. Otherwise, the
contacted surface can even be a lining of a device housing. In
any case, by means of an impact of the second part against a
target surface, the holding element is released, i.e., the reten-
tion of the needle therein is ended.

[0014] Inone embodiment, the first part possesses an acti-
vation element, which, at the completion of needle extension,
acts upon the needle holding element. In this case, the first
part is employed to relieve the holding element of the second
part from its retaining function. By means of the mechanical
structure of the holding element the needle is released when
the position of the holding element changes. If the principle of
construction of the holding element is electromagnetic in
character, then the activation means may open a switch,
which will interrupt a supply of current to the magnetic sys-
tem. In such a case, the magnet becomes deprived of its
power. Additionally, it is contemplated to displace a working
magnet thereby terminating its holding ability. Additional
methods for this removal of holding power are contemplated.
[0015] In an embodiment of the invention, the activation
means of the first part and also the holding element possess
complementary, coacting, inclined surfaces. Motion of the
activation means toward the holding element, which is carried
out in a direction parallel to the needle, can be diverted to a
motion not parallel, but rather angular therefrom. In this
alteration, the angular direction could even be at a right angle.
[0016] The needleis supported by the said retraction spring
to lie against the first part. This constructive support can be
used with or without a holding element. The retraction spring
assures that the needle can be secured by means of one or
more projections on the second part. This securement would
hold the needle in place during the movement of the drive
mechanism. When the needle and catheter begin to penetrate
into the body tissue, the needle itselfis subjected to a reaction
force, which, without an element for holding, finally causes
the needle to act contrary to the force of the retraction spring.
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Nevertheless, by means of an appropriate dimensioning of the
retraction spring, arrangement can be made such that the
needle-catheter combination penetrates sufficiently far into
the subject body tissue.

[0017] The first part may possess a second holding means
to which the needle becomes secured during a withdrawal
from the extended position. This holding means retains the
needle firmly within the first part, so that the needle retracts by
means of the reversing motion of the first part of the drive
mechanism.

[0018] In this arrangement, a second holding means con-
sists of a cavity in the first part. The needle, or if necessary, a
thickened section of the needle, is then simply retainingly
inserted into the first part and subsequently held there by a
force of friction. The necessary frictional forces can be
increased by an appropriate surfacing of the interior of the
cavity and/or increasing the size of the active exterior of the
needle.

[0019] The first part and the second part are located in a
housing. This housing possesses in the area remote from the
drive spring, an end face that blocks the travel of the second
part. If the second part makes contact with the end face of the
housing, or places itself very close thereto, it will be held in
position by the above described holding means. This prevents
the second part from following the first part as it withdraws.
[0020] A storage means for medicaments or a communi-
cating fluidic connection for the cannula is located in the
second part. In one embodiment, the second part is secured to
the cannula, so that after the withdrawal of the needle, the
cannula remains in its extended position in the tissue of the
patient. The medicament can then be infused through the
cannula into the body. An input or outtake branching can also
be joined to the cannula line. By means of the input or outtake
device, a medicament can be applied or blood or the like can
be withdrawn from the body.

[0021] The drive mechanism functions with the aid of an
inclined surface on which is formed a path for movement of
the needle, since the inclined surface moves in a direction
transverse (or angular) to that of the needle. This path, which
accommodates the perpendicular travel of the needle, ends in
a steplike termination. With such a termination as described,
the functional movement of the needle is thus decoupled from
its penetrative direction. The needle is forced by the inclined
surface and accordingly slides along this inclined surface,
being augmented by the intervention of the drive mechanism.
Because of the inclined surface, the needle is subjected to an
angular resultant force, which causes the needle to move.
Upon an activation of the drive mechanism, an additional
force may be applied to alter the direction of motion of the
needle.

[0022] The above “step” is formed by a recess in the
inclined surface. The needle, or an integral element thereof,
drops into the recess once it has reached its final, extended
position. This recess also blocks any additional movement of
the inclined surface. The inclined surface possesses a helical
configuration and moves in a rotatable body. This rotatable
body comprises, for example, a cylindrical shape, and can
form a part of the drive mechanism. When this body is rotated,
then an effective area of the inclined surface forms a slidingly
spiral path for the needle alone or for both the needle and the
drive mechanism together. As the needle moves from its with-
drawn position into its extended position it may move with the
drive mechanism. In this way, a relatively long length of the
sliding path on the helical inclined surface is achieved with
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minimum space and an excessive dimensioning of the inser-
tion mechanism is thereby avoided.

[0023] In one aspect, the invention relates to a cannula
insertion device including a housing defining an opening for
receiving therethrough a cannula and further defining a chan-
nel, and a cannula forming a lumen, the cannula adapted for
sliding movement within the housing from a retracted posi-
tion to an extended position, wherein when the cannula is in
the retracted position, the lumen is located remotely from the
channel and the channel is in fluidic communication with the
opening, and when the cannula is in the extended position, the
lumen is in fluidic communication with the channel. In an
embodiment of the above aspect, the cannula insertion device
further includes a base connected to the cannula, the base
defining an internal chamber in fluidic communication with
the lumen. In another embodiment, the base further defines a
chamber extension in fluidic communication with the internal
chamber. In yet another embodiment, when the cannula is in
the extended position, the chamber extension is aligned with
the channel. In still another embodiment, a wall of the base
defines the chamber extension.

[0024] Inanother embodiment of the above aspect, the base
includes a resilient sheath, the sheath defining a port substan-
tially aligned with the chamber extension. In another embodi-
ment, when the cannula is in the extended position, the port is
aligned with the channel. In yet another embodiment, when
the cannula is in the extended position, the sheath seals the
opening. In still another embodiment, the cannula insertion
device further includes a plunger for driving the cannula from
the retracted position to the extended position. In another
embodiment, the cannula insertion device further includes a
needle disposed in the lumen when the cannula is in the
retracted position. In another embodiment, the needle is
adapted to be automatically withdrawn from the lumen when
the cannula is in the extended position. In another embodi-
ment, the needle is adapted to be automatically disconnected
from the plunger when the cannula is in the extended position.
[0025] In another aspect, the invention relates to a method
of inserting a cannula, the method including the steps of
providing a housing defining an opening for receiving there-
through a cannula and further defining a channel, providing a
cannula forming a lumen, the cannula adapted for sliding
movement within the housing from a retracted position to an
extended position, and extending the cannula from the
retracted position, in which the lumen is located remotely
from the channel and the channel is in fluidic communication
with the opening, to the extended position, in which the lumen
is in fluidic communication with the channel. In an embodi-
ment of the above aspect, the method further includes the step
of'piercing a skin of a patient with a needle and the cannula as
the cannula moves from the retracted position to the extended
position. In another embodiment, the method further includes
the step of withdrawing the needle from the lumen automati-
cally when the cannula is in the extended position. In yet
another embodiment, a plunger extends the cannula from the
retracted position to the extended position, the plunger in
contact with the needle. In still another embodiment, the
method includes the step of disconnecting the needle from the
plunger when the cannula is in the extended position. In
another embodiment, the method includes the step of sealing
the opening with the cannula when the cannula is in the
extended position.

BRIEF DESCRIPTION OF THE FIGURES

[0026] Other features and advantages of the present inven-
tion, as well as the invention itself, can be more fully under-
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stood from the following description of the various embodi-
ments, when read together with the accompanying drawings,
in which:

[0027] FIG. 1 is a schematic sectional side view of an
insertion device in a retracted position in accordance with one
embodiment of the invention;

[0028] FIG. 2 is a schematic sectional side view of the
insertion device of FIG. 1 in an intermediate position;
[0029] FIG. 3 is a schematic sectional side view of the
insertion device of FIG. 1 in a second intermediate position;
[0030] FIG. 4 is a schematic perspective view of a portion
of an insertion device in accordance with another embodi-
ment of the invention;

[0031] FIG. 5 is a schematic sectional side view of an
insertion device in accordance with another embodiment of
the invention;

[0032] FIG. 6 is a schematic side view of an insertion
device in a retracted position in accordance with another
embodiment of the invention;

[0033] FIG. 7 is a schematic side view of the insertion
device of FIG. 6 in a withdrawn position;

[0034] FIG. 8 is a schematic perspective view of an inser-
tion ramp in accordance with one embodiment of the inven-
tion;

[0035] FIG. 9 is a schematic side view of an insertion
device in a retracted position in accordance with another
embodiment of the invention;

[0036] FIG. 10 is a schematic side view of the insertion
device of FIG. 9 in an extended position;

[0037] FIG. 11 is a schematic side view of the insertion
device of FIG. 9 in a withdrawn position;

[0038] FIG. 12 is a schematic top sectional view of the
insertion device of FIG. 9;

[0039] FIG. 13 is a schematic top sectional view of the
insertion device of FIG. 11;

[0040] FIG. 14 is a schematic diagram of an exemplary
infusion device microcircuit;

[0041] FIG. 15A is a schematic perspective view of an
automatically-aligning cannula in accordance with one
embodiment of the present invention;

[0042] FIG. 15B is a schematic top view of the cannula of
FIG. 15A;

[0043] FIG. 16 is a schematic side sectional view of the
cannula of FIG. 15 A in a retracted position from an associated
housing;

[0044] FIG. 17 is a schematic side sectional view of the
cannula of FIG. 15A in an extended position;

[0045] FIG. 18 is a schematic side sectional view of the
cannula of FIG. 15A in the retracted position;

[0046] FIG. 19 is another schematic side sectional view of
the cannula of FIG. 15A in the extended position; and
[0047] FIGS. 20A-20C are schematic side sectional views
depicting a method of inserting an automatically-aligning
cannula in accordance with one embodiment of the invention.

DETAILED DESCRIPTION

[0048] FIG. 1 depicts an embodiment of an insertion device
for a catheter 1 having a housing 2, within which a needle 3 is
affixed by a needle holder 4. On the end remote from the
needle holder 4, the needle 3 carries a catheter or cannula 5. In
this document, the terms “catheter” and “cannula” are used
interchangeably and without limitation to described any tube-
like implement to deliver fluids to any body part of a patient.
In the attached figures, for the sake of clarity, the representa-

Page 19 of 25



US 2009/0099521 Al

tion of the catheter 5 is enlarged. In general, the diameter of
the catheter 5 is only slightly larger than the outside diameter
of the needle 3.

[0049] The needle 3, in a manner not shown, is so envel-
oped by a guide in the housing 2, that it can only move in a
direction parallel to its longitudinal axis L. The design allows
the needle 3 to be displaced into an extended position. In this
extended position of the needle 3, depicted in FIG. 2, the
catheter 5 is positioned at least partially outside the housing 2
and thus penetrating into body tissue 6. Designated here as
“body tissue” is to be understood, for example, the skin, vein,
or organ of a patient.

[0050] Inorderto movethe needle 3 inconjunction with the
catheter 5, a drive mechanism V is provided. Alternative drive
mechanisms are also described in FIGS. 6-13. The drive
mechanism V depicted in FIGS. 1-3 possesses a drive spring
16 which powers the drive mechanism V. Described in greater
detail, the drive spring 16 acts upon a first part or plunger 17,
which is positioned against a second part or support structure
18. This support structure 18 can be loosely affixed to the first
part or plunger 17 or, alternately, secured thereto by an addi-
tional spring (not shown), which would abut the housing 2. In
another embodiment, a holding means can be installed to
combine the first and second parts, respectively 17 and 18.
This holding means may be any type of chemical, mechani-
cal, electromagnetic, or other fastener. In any case, the two
parts 17 and 18 are made to move under the force of the drive
spring 16 in the direction of the tissue 6 of a patient, as
depicted by arrow 27a.

[0051] In the support structure 18, the needle 3 is retained,
in particular by means of two needle holding elements 19.
These holding elements 19 project outward from the patient
proximal end face 20 of the support structure 18. The two
holding elements 19 each include endwise, remote from the
end face 20, a hook 21, which is shown in FIGS. 1 and 2 as
located on the top of the needle holder 4. The needle holder 4
supports itself against the support structure 18 by means of a
retraction spring 22. However, this needle holder 4 can only
be displaced in the direction of the plunger 17 to such extent
that it is permitted by the needle holding elements 19.
[0052] Each of the hooks 21 on the needle holders 19 pos-
sesses on the end proximate to the plunger 17 an inclined
outer surface 23. The plunger 17 is equipped on the side
proximate to the support structure 18 with projections having
inclined surfaces 24, which are complementary to the above-
mentioned surfaces 23. When the parts 17 and 18 are suffi-
ciently displaced by the force of the drive spring 16, the
needle holding elements 19, projecting out of the end face 20
of the support structure 18, make contact with a base wall 25
of the housing 2. The holding elements 19 are detachably
connected to the support structure 18. Accordingly, as the
holding elements 19 make contact with the base wall 25,
spring 16 continues to drive support structure 18 toward the
base wall 25, causing the holding elements 19 to detach from
the support structure 18. The continued movement of the
support structure 18 in the direction of the base wall 25 forces
the needle holding elements 19 in the direction of the plunger
17, until the complementary inclined surfaces 23, 24 contact
one another. At this point, the holding elements 19 are dis-
placed outward and thus free the needle holder 4 from the
support structure 18. With this arrangement, the needle 3,
activated by the force of a retraction spring 22, is moved in the
direction of the plunger 17. At this point of operation, the
compressed retraction spring 22 initially displaces the needle
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3 with a relatively greater acceleration. Accordingly, the
needle 3 is forced backward out of the body tissue 6.

[0053] The first part includes a recess 26, into which the
needle holder 4 can retreat under the force of the retraction
spring 22. This recess 26 is, in this case, simply shown as a
cavity sized to match the needle holder 4. Other types of
recesses are also contemplated. In function, the recess 26
accepts the needle holder 4 with the thereto affixed needle 3
and, at the same time, firmly secures the needle 3, so that, after
the initial movement, the needle 3 can be retracted along with
plunger 17 out of its extended position. The needle holder 4
may be secured within the recess 26 by mechanical, chemical,
magnetic, friction, or other means. At the same time, the
needle 3 is relieved of the catheter 5, which remains in its
embedded position in the patient’s tissue 6. This displacement
of parts is shown by the arrow 275.

[0054] The support structure 18, in this state of the opera-
tion, remains in the position shown in FIG. 3. The support
structure 18 may be equipped with lateral lugs 28, which may
fit into clamps 29, when the support structure 18 is fully
extend and the catheter inserted into the patient tissue 6.
These lugs 28 and clamps 29 are depicted in FIG. 4. The
clamps 29 firmly secure to the lugs 28, so that the support
structure 18 lies fixedly on the base wall 25 of the housing 2.
In an alternative to the depicted lugs and clamps, matching
male and female ports may be located on the support structure
18 and base wall 25 to hold the support structure 18 in place
against the base wall 25. Additionally, lugs be used in
embodiments of the catheter insertion device that do not
utilize a support structure. For example, the automatically
aligning cannula depicted in FIG. 14 utilizes lugs for align-
ment, secured directly to the catheter base. This embodiment
is described in more detail below.

[0055] Additionally, means can be provided that exert a
clamping force between the support structure 18 and the
needle 3 or between the catheter 5 and the needle 3. Insuch a
case, during a displacement of the support structure 18, forces
would be transferred to the needle 3, which would be suffi-
cient to firmly align the needle 3 in place during its penetra-
tion into the body tissue 6. When the catheter 5 and the needle
3 attain their desired penetration, i.e., reach the extended
position, then the clamping of the holding means is relaxed
and the retaining friction attributable thereto against the
needle 3 is removed, so that the needle 3 is free to be with-
drawn in the manner described above.

[0056] The support structure 18 may possess a stand-alone
storage means for medicaments, whereby the medicaments
can be delivered through the catheter 5. Alternatively, the
cannula insertion device described herein may be integrated
with a medication delivery device having its own storage
means of medicament. In such an embodiment, the support
structure 18 can be provided with an opening 31, by means of
which an input of medicament supply or the like can be
effected. Such an opening would also permit the input or
removal of materials, for instance of blood or sera. Such an
embodiment is described in more detail with regard to FIGS.
14-20C.

[0057] FIG. 5 shows an alternative embodiment of the
needle retraction system depicted in FIGS. 1-3. In this
embodiment, needle holder 4 is provided with a lateral pro-
jection 36, which is acted upon by the retraction spring 22. A
release apparatus 37 prevents the retraction spring 22 from
retracting the needle 3 prior the needle 3 reaching the
extended position depicted in FIG. 5. Once the needle 3 is in
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the extended position, however, the release apparatus 37 frees
the retraction spring 22 and the needle 3 is withdrawn from
the body tissue 6 in the direction of arrow 38. In the with-
drawn position, the needle holder 4 would be secured within
the recess 26. As the plunger 17 retracts, the needle 3, retained
in the recess 26, is thereby fully withdrawn from the tissue 6.
[0058] The insertion device 101 for a cannula, shown in
FIGS. 6-8, includes a housing 102, in which the needle 103
coacts with needle holder 104 and cannula 105. Conveniently,
acombination of the needle 103 and the needle holder 104, for
example, could be constructed as a lancet. In this embodi-
ment, the needle holder 104 is shown as a one-piece object.
This could otherwise be made as a combination with the two
parts 17 and 18, in the manner presented and explained in
FIGS. 1-3. The needle holder 104 includes a contacting sur-
face 107 on the end remote from the needle 103.

[0059] A cylindrical insertion ramp body 108 is located
within the housing 102. The ramp body 108 is provided with
a pin 109, about which it can rotate within the housing 102.
Additionally, a cover 110 for the housing 102 has a position-
ing pin 111 which is designed to penetrate into a recess 112 in
the ramp body 108, so that the ramp body 108 can align itself
on both axial ends (pin 111 and pin 109 form an axis R around
which the ramp body rotates) to prevent dislocation or skew-
ing of the body 108. The housing cover 110 is preferably
adhesively affixed to the housing 102 or it may be welded
thereto; other methods of connection are contemplated.
[0060] The ramp body 108 includes an inclined, helically
disposed surface 114 which is provided with a path for move-
ment of an object thereon. For the sake of clarity, a separation
is depicted between the needle holder 104 and the ramp body
108. In reality, the needle holder 104 lies directly on, and in
complementary contact with, the helical surface 114 of the
ramp body 108.

[0061] As the ramp body 108 rotates about its axis R, the
needle holder 104 slides along the surface 114, forcing the
needle 103 and cannula 105 downward (as depicted in FIGS.
6-7) such that the penetrative needle tip 115 exits the housing
102. As the tip 115 penetrates the tissue 106, the catheter 105
is inserted into the tissue 106.

[0062] The degree of force in the drive mechanism for the
rotation of the ramp body 108 is furnished by a drive spring
116, which is designed to produce a torsion force about the
axis R. Consequently, this drive spring 116 is provided with
an end (not shown) abutting the housing 102 and having the
other end affixed to the ramp body 108. A releasable arresting
element (not shown) retains the ramp body 108 against the
force of the prestressed drive spring 116. After the release of
the arresting holding element, the ramp body 108 rotates in
reference to the needle holder 104 by the force of the drive
spring 116. This rotation displaces the needle holder 104 and
therewith the needle 103 in the direction of body tissue 106.
[0063] The needle holder 104 is supported by means of a
retraction spring 117, which abuts against the housing 102 at
a section 118 thereof. This housing section 118 is proximate
the cannula 105, when the needle 103 is placed in the retracted
position as shown in FIG. 6. The retraction spring 117 also
assures that the needle holder 104 is in contact with the
inclined, helical surface 114 and that such contact is main-
tained. Upon rotation of the cylindrical body 108, the retrac-
tion spring 117 is additionally stressed. This spring is
designed in an open spiral manner, which may surround the
needle 103 lying between the section 118 of the housing and
the needle holder 104. This retraction spring 117 can also act
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upon another location on the needle holder 104, especially on
the first part 17 as seen in the FIGS. 1-3.

[0064] During the rotation of the ramp body 108, the con-
tacting surface 107 of the needle holder 104 lies on a prede-
termined, circularly running path on the inclined surface 114.
At the end of this circular running path, the ramp body 108
drops off as a recess 119, which is so dimensioned that the
needle holder 104 can fit therein, as depicted in FIG. 7.
Accordingly, it is only possible for the ramp body 108 to
rotate until the needle holder 104 secures itself within the
recess 119.

[0065] The needle 103, with the cannula 105, is now
inserted into the body tissue 106 by the force of the driving
spring 116. The lift of the needle holder 104, which is created
by the inclined surface 114, is sufficient to serve for this
purpose. As soon as the ramp body 108 has sufficiently
rotated so as to align the recess 119 with the needle holder
114, no further movement of the needle 103 into an extended
position may occur. Instead, a retraction motion now occurs,
powered by the force of the retraction spring 117. Since the
needle holder 104 drops off the inclined surface 114 into the
recess 119, the retraction movement is instantaneous. Simul-
taneously, the ramp body 108 ceases its rotation, due to the
fact that the needle holder 104 is now seated in the said recess
119, as depicted in FIG. 7.

[0066] As soon as the needle 103 has set the cannula 105
within the body tissue 106 and has been withdrawn, the hous-
ing 102 can be lifted away from the body tissue 106. In the
presently described embodiment, an infusion apparatus 120
containing the housing 102 is depicted. When the housing
102, as mentioned above, is lifted away from the infusion
apparatus base 120q, then the cannula 105 is freely acces-
sible. The cannula 105 may then be connected to an infusion
channel (not shown). FIG. 8 shows the ramp body 108 with
the recess 119 in the inclined surface 114 as well as the
positioning pin 109.

[0067] Another embodiment of a device for insertion and
retraction of the needle is shown in the FIGS. 9-13. The
insertion device 201 includes a housing 202, in which a
needle 203 is located along with a needle holder 204 and a
catheter 205. The needle holder 204 is secured in its position
in the housing 202 by a holding means 206. The holding
means 206 has a projection 207 which, when inserted into a
recess 208 on the needle holder 204, prevents activation of the
device 201. The holding means 206 is movable in the direc-
tion shown by arrow 209, which allows the needle holder 204
to be released. The needle holder 204 can, in turn, incorporate
both parts 17 and 18, as depicted in FIGS. 1-3. The holding
apparatus 206 can then successfully act upon the plunger 18.

[0068] A drive mechanism 210 has a lever 211, which can
pivot about a pin 212. The lever 211 has further a rod 213,
which enters into a cavity 214 in the needle holder 204. As
depicted, the lever 211 is subjected to clockwise rotation
(compare FIGS. 9 and 10) by the force of a driving spring 215.
This driving spring 215 has one termination as a first leg 216
that abuts the housing 202 and also includes a second leg 217
that acts upon the lever 211. A retraction spring 218 is placed
about an axial pin 219. This retraction spring 218 has a first
leg 220 that abuts a housing secured projection 221 and also
includes a second leg 222 that acts upon a pin 223 that projects
from the needle holder 204. The retraction spring 218 exerts
alesser force upon the needle holder 204 than does the driving
spring 215.
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[0069] The position of the driving spring 215 is controlled
by a guide member 224, which is formed by the surface of a
housing projection 225. The projection 225 has a limited
longitudinal dimension which runs parallel to the needle 203.
To insert the cannula 205 into body tissue 226, the infusion
device 120 first is placed against the body tissue 226. The
holding means 206 is moved in the direction of the arrow 209,
so that the projection 207 is brought out of contact with the
recess 208 in the needle holder 204.

[0070] Thereafter, the needle holder 204 is displaced in a
direction toward the body tissue 226 by means of the force of
the driving spring 215. Guides 227 may direct the movement
of'the needle 203 in a straight line toward the body tissue 226.
As the driving spring 215 forces the needle holder 204 into the
extended position, the driving spring 215 slides along the
projection 225. In accord with the FIGS. 9-11, the driving
spring 215, lies between the projection 225 and the needle
holder 204, as seen perpendicular to the plane of the drawing,
thus being behind the needle holder 204, as depicted in FIGS.
12 and 13.

[0071] FIG. 10 depicts the needle 203, with its attached
cannula 205, in an extended position, so that the cannula 205
is shown as inserted into the body tissue 226. The force
necessary for this action is derived from the driving spring
215 which has been prestressed. During its movement from
the retracted position (FIG. 9) to the extended position (FIG.
10) the movement of the driving spring 215 is regulated by the
guide 224. When the needle reaches the extended position,
the driving spring 215 drops away from the guide 224 and the
projection 225, so that it then exerts no force against the
needle holder 204. This is shown in FIGS. 12 and 13.

[0072] FIG. 12 depicts a top view of the insertion device
201 in the retracted position. The rod 213 is located within the
recess 214 of the needle holder 204, and therefore, in contact
with the needle holder 204. Accordingly, the driving spring
215 is held actively against the guide 224 of the projection
225.

[0073] FIG. 13 depicts the insertion device 201 in the with-
drawn position. Here, the rod 213 has lost engagement with
the recess 214, due to the termination of the projection 225,
and corresponding loss of engagement between the guide 224
and the driving spring 215. The operative connective relation-
ship between the needle holder 204 and the drive unit 210
(FIG. 11) has been interrupted. This occurs at the time the
needle 203 is in the extended position. Once the operational
relationship between the driving unit 210 and the needle
holder 204 has been interrupted, the retraction spring 218 is
able to act upon the needle holder 204. As shown in FIG. 11,
this causes the needle 203 to be returned to the withdrawn
position. The retraction spring 218 has the ability to receive a
small, prestressing force. However, its prestressing is gener-
ally due to the movement of the needle holder 204. The force
of the retraction spring 218 may be effectively smaller than
that of the driving spring 215.

[0074] In another embodiment, it is possible to permit a
spring (not shown) to act transversely to the direction of
driving movement of the insertion device 201, delivering
force to lever 211 and/or to the driving spring 215. In this
case, when the projection 225 terminates, the lever 211 and/or
the driving spring 215 can be moved transverse to the direc-
tion of movement of the needle 203. It is further possible that
an additional guide may be provided, which would be placed
on that end of the lever 211, which is opposite the projection
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225 and which would move the lever 211 and/or the driving
spring 215 out of the position of FIG. 12 and into the position
shown in FIG. 13.

[0075] FIG. 14 is a schematic diagram of an exemplary
infusion device microcircuit 250. The various cannula inser-
tion devices described above may be utilized with the
depicted microcircuit, or similar microcircuits, to establish a
fluidic connection between the microcircuit 250 and a patient.
Other infusion devices having microcircuits are described in
U.S. Published Patent Application No. 2005/0165384, pub-
lished Jul. 28, 2005, the disclose of which is hereby incorpo-
rated by reference herein in its entirety. The microcircuit 250
includes a reservoir 252 that is, in this case, comprised of an
elastomer bladder. A fill port 254 is used to introduce insulin
to the microcircuit 250. In this microcircuit 250, introducing
insulin via the fill port 254 fills both the reservoir 252 and a
variable-volume bolus reservoir 256. Check valves 258 pre-
vent backflow of insulin in a number of locations.

[0076] During use, insulin is forced from the reservoir 252
by the elastomer bladder, through a filter 260, and into two
parallel flowpaths, a basal flowpath 262, and a bolus flowpath
264. The basal flowpath 262 delivers a constant dose of insu-
lin to a user; the bolus flowpath 264 delivers a bolus dose of
insulin to the user as needed or desired by the user. The basal
flowpath 262 includes a pressure sensor 266 or other flow
sensor in communication with the flowpath 262. To deliver a
bolus via the bolus flowpath 264, the user presses a button 268
that drives a single stroke (delivering a single dose) of'a bolus
displacement chamber 270 and opens two valves 272. The
valves 272 are in series for safety purposes. Flow restrictors
274 dictate the fluid flow through the flowpaths 262, 264. The
parallel flowpaths 262,264 join at a common channel 276 just
before an internal chamber or a cannula void 278. The can-
nula void 278 is formed in a cannula base 280, which allows
a point of connection to a cannula 282. The cannula 282
extends below the skin 284 of a user, thus delivering the
insulin subcutaneously. In the following figures, embodi-
ments of cannulas are described that may be used in conjunc-
tion with the insertion devices described herein to automati-
cally form fluidic connections within devices having
microfluidic circuits.

[0077] FIG. 15A is a schematic perspective view of an
automatically-aligning cannula 300, that includes two major
components: a cannula base 302 and a cannula 304 secured
thereto. The cannula base 302 includes one or more lugs 306
that project outward from the base 302. In the depicted
embodiment, two lugs 306 are located flush with atop surface
308 of the base 302, although other locations are contem-
plated depending on the configurations of a housing well
(described below). A resilient sheath 310 surrounds the base
302 and serves at least two purposes. First, it helps form a
friction fit between the aligning cannula 300 and a housing
well, when the cannula is in the extended position. Second, it
helps form a seal at the interface between a chamber exten-
sion 312 (that communicates with a chamber within the base
302) and a channel located within a device housing (described
below). A port 314 in the sheath 310 aligns with the chamber
extension 312. The top surface 308 of the base 302 defines a
void 316 for passage therethrough of the insertion needle. A
self-sealing septum seals the void 316 to prevent leakage of
fluid from the internal chamber once the insertion needle is
removed.

[0078] Other configurations of sheaths are also contem-
plated. Alternative sheaths may entirely encase the catheter
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base, or may cover a discrete area of the base, generally
surrounding the chamber extension that penetrates the wall of
the base. In an alternative embodiment of the catheter base,
the base itself may be entirely constructed of resilient mate-
rial. In such a case, a more rigid top (e.g., in the form of a
laminate construction) and lugs may be desirable to ensure
that the insertion mechanism can properly exert a driving
force against the base.

[0079] FIG. 15B is a schematic top view of the automati-
cally-aligning cannula assembly of FIG. 15A. In the extended
position, the cannula base 302 of the automatically-aligning
cannula 300 is secured within a housing well 330, due to
compression of the resilient sheath 310 surrounding the base
302. In this figure, the internal chamber 334 is depicted below
the septum 336 that seals the void 316. The housing well 330
may be either integral with or otherwise secured to a housing
332 itself. The depicted embodiment shows an insertion
device integral with a medical delivery device (e.g., an infu-
sion device). Other embodiments and applications are con-
templated. The housing well 330 defines one or more vertical
slots 338, sized and configured to receive the one or more lugs
306 extending from the cannula base 302. The slots 338 are
located to ensure alignment of the chamber extension 312
with the channel 340 when the cannula 300 is in the extended
position. The channel 340 may be formed within a housing
wall or riser 342 or may be a discrete tube secured to the
housing 332.

[0080] FIG. 16 is a schematic side section view of the
automatically-aligning cannula 300 in a retracted position
360 above the housing well 330. FIG. 18 shows the same
configuration, in a section oriented orthogonal to the section
depicted in FIG. 16. In FIG. 16, internal chamber 334 is in
fluidic communication with the exterior of the base 302 (via
the chamber extension 312 and port 314). In turn, a lumen 362
formed within the cannula 304 forms a fluidic path from the
chamber 334, out of the device and into a patient, when the
cannula 304 is in the extended position (FIGS. 17 and 19).
The housing well 330 is formed by an annular wall 364 that,
as described above, forms therein a number of slots 338 for
mating with the lugs 306. In the depicted embodiment, the
housing well 330 is not formed integrally with the housing
332, but as described above, may be so formed in other
embodiments. The annular wall 364 defines a tapered frusto-
conical opening 366 sized to receive the cannula base 302.
This opening 366 is in direct fluidic communication with the
environment 368 outside ofthe device housing 332. When the
housing 332 is attached to the skin of a patient, the opening
366 will abut the skin. As depicted in FIG. 16, when in the
retracted position 360, the channel 340 is in direct fluidic
communication with the opening 366 and, consequently, the
outside environment 368.

[0081] FIG. 17 is a schematic side section view of the
automatically-aligning cannula 300 in an extended position
400 within the opening 336 of the housing well 330. FIG. 19
shows the same configuration, in a section oriented orthogo-
nal to the section depicted in FIG. 17. Notably, in the extended
position 400, the resilient sheath 310 firmly secures the can-
nula base 302 within the tapered opening 336 formed within
the housing well 330, thus sealing the opening 336. Addition-
ally, the tapered shape of the base 302 and the location of the
resilient sheath 310 help ensure alignment of the chamber
extension 312 and the channel 340. The embodiment depicted
in FIG. 17 depicts the chamber extension 312 and the channel
340 as being approximately the same diameter. This is not
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required; in fact, it may be advantageous to size the chamber
extension 312 larger than the channel 340 to help ensure that
those two conduits will be in fluidic communication when the
cannula base 302 is in the extended position 400.

[0082] In the extended position 400, the cannula 304
extends into a patient 402. While this application refers gen-
erally to insertion of the cannula 304 into the skin of a patient
for the delivery of insulin, other uses are also contemplated.
For example, the insertion device could be used to insert a
cannula or catheter into a blood vessel or directly into a body
organ. The automatically-aligning feature of the insertion
device described herein immediately forms a fluidic connec-
tion, by aligning openings in mating surfaces, and serves the
same advantages in any number of applications.

[0083] FIGS. 20A-20C depict steps associated with one
embodiment of inserting a automatically-aligning cannula
502. The figures depict the insertion device 500 in the
retracted (FIG. 20A), extended (FIG. 20B), and needle with-
drawn (FIG. 20C) positions. In the retracted position (FIG.
20A), automatically-aligning cannula 502 is aligned along an
insertion device axis L with housing well 504. Automatically-
aligning cannula 502 includes a base 506, a cannula 508, and
aneedle 510. The needle 510 penetrates a self-sealing septum
512 and passes through first an internal chamber 514 in the
base, then through a lumen 516 formed by the cannula 502.
The needle end 510a may terminate at or below the bottom of
the cannula 508. As mentioned above, the outer diameter of
the needle 510 and the inner diameter of the cannula 508 (i.e.,
the size of the lumen 516) are typically a close sliding fit.
Additionally, the base 506 defines a chamber extension 518
through an outer wall 520 of the base 506. The chamber
extension 518 defines an chamber extension axis A, depicted
here as being orthogonal to the insertion device axis L. Other
orientations of the chamber extension axis Ay are contem-
plated, including those perpendicular to or parallel with the
outer wall 520.

[0084] The outer wall 520 is, in certain embodiments,
tapered at an angle a relative to a centerline of the cannula 502
and the colinear insertion device axis L. Angle a is also
substantially the same as corresponding angle o' of walls 522
in the housing well 504. In general, angles a and o' aid in
seating the automatically-aligning cannula 502 within the
housing well 504. Channel 524 is located within the wall 522
and defines a channel axis A . that may be orthogonal to axis
L, or orthogonal to the inner edge 526 of wall 522, or other-
wise oriented.

[0085] To use the insertion device 500, a medical device
528 (for example, an insulin infusion device) containing the
insertion device 500 is first placed against the skin 530 of a
patient, such that an opening 532 defined at least in part by the
housing well 504 is proximate the skin 530. In this orienta-
tion, chamber extension 518 is in fluidic communication with
the interior of the device 528, as is the lumen 516 and channel
524 (since the opening 532 is located proximate the interior of
the device 528, these elements are also in fluidic communi-
cation with the opening 524). In the retracted position, both
the chamber extension 518 and the lumen 516 are located
remotely from the channel 524, or, more specifically, they are
not in fluidic communication with the channel 524. In the
retracted position, the chamber extension 518, lumen 516,
and channel 524 are in fluidic communication only with the
interior of the device 528. However, neither the chamber
extension 518 nor lumen 516 are in fluidic communication
with the channel 524. Fluidic communication is not possible
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between the channel 524 and lumen 516 (via the chamber
extension 518 and internal chamber 514) until the cannula
base 506 is in the extended position. To reach this position, a
force F, is applied to either or both of the needle 510 and
cannula base 506 to drive both into the housing well 504.

[0086] The extended position of the insertion device 500 is
depicted in FIG. 20B. In this position, cannula 508 and needle
end 510 both penetrate the skin 530 of the patient. Addition-
ally, when in the extended position, channel axis A, and
chamber extension axis A are aligned along a common axis
A. While FIG. 20B depicts actual alignment of axes A and
A, alignment of axes is not required. In other embodiments,
for example, where one or both of the axis are not orthogonal
to the device axis L (see FIGS. 16-17, for example), intersec-
tion or close proximity of the axes sufficient to ensure fluidic
communication from the channel 524 to the skin 530 of the
patient is acceptable. In other embodiments, sufficient over-
lapping of areas of the channels would be sufficient to ensure
fluidic communication. Although depicted schematically in
the figures with significant clearance to facilitate depiction,
needle 510 is a close sliding fit within the lumen 516 of the
cannula 508. Accordingly, to allow unrestricted fluidic com-
munication from the channel 524 to the patient, needle 510 is
removed from the cannula 508. To do so, a force F,,is applied
to the needle 510 to withdraw it from the cannula 508. The
various embodiments of the insertion devices described here-
inabove may be used to perform this function. The friction fit
between the cannula base 502 and the housing well 504
retains the cannula base 502 in place and seals the fluidic
communication path.

[0087] The withdrawn position of the insertion device 500
is depicted in FIG. 20C. In this position, the needle 510 has
been withdrawn from the cannula base 502, while the base
502 itself remains in place within the housing well 504. Upon
withdrawal, the self-sealing septum 512 closes behind the
needle 510 to ensure a fluid tight seal. Once the needle 510 is
withdrawn, there is fluidic communication from the device
528 to the patient, via the channel 524, chamber extension
518, internal chamber 514, and the lumen 516. In an alterna-
tive embodiment, the needle is withdrawn completely from
the patient, but need not be withdrawn completely from the
cannula base. Since the needle is closely fit within the lumen
of the cannula, the flow of insulin may still be prevented by
the position of the needle. In that regard, a hollow needle
having an opening defined in the sidewall thereof may allow
for the passage of insulin into the hollow needle. The insulin
then passes through the cannula lumen and into the patient.
[0088] The embodiments of the automatically-aligning
cannula system depicted in FIGS. 14-20C have distinct
advantages over known cannula insertion systems that utilize
a hollow needle or tube to form a fluidic connection between
a fluid flow passage and a lumen of a cannula. In such sys-
tems, the hollow needle penetrates a septum that seals the
fluid flow passage prior to use (in this case, the fluid flow
passage is always isolated from the interior of the device by
the septum). In contrast, the disclosed automatically-aligning
cannula system does not require a needle and septum to create
a fluid seal. In that regard, the disclosed invention presents a
more elegant solution that reduces manufacturing costs and
ensures proper operation. The surface-to-surface sealing con-
figuration of the present invention reduces manufacturing
costs by eliminating the need for an additional needle, sep-
tum, or complex injection molded parts to incorporate those
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elements. Additionally, assembly costs are similarly reduced,
as the needle and septum need not be incorporated into the
device.

[0089] Instead of using a septum and a penetrating needle
to ensure a fluidic connection, the disclosed cannula system
aligns two curved surfaces, namely, the curved inner wall of
the housing well and the outer surface of the frustoconical
cannula base. The resilient sheath helps to seal any imperfec-
tions formed during the manufacturing process, thus improv-
ing the friction fit of the cannula base within the housing well.
Additionally, the sheath aids in sealing the fluidic connection
between the chamber extension and the channel, thus prevent-
ing leakage of fluid. By eliminating the needle and septum,
both the chamber extension and the channel are in fluidic
communication (i.e., not isolated) from the interior of the
device when the cannula base is in the retracted position. In
the extended position, the chamber extension and channel are
placed in fluidic communication by alignment, while the
connection is sealed by the sheath.

[0090] The various components utilized in the device
described herein may be metal, glass, and/or any type of
polymer suitable for sterilization and useful for delivering
insulin or other medicaments subcutaneously. Polyurethane,
polypropylene, PVC, PVDC, EVA, and others, are contem-
plated for use. More specifically, medical-grade plastics may
be utilized for the cannula itself, as well as other components
that contact or otherwise penetrate the body of the patient.
Needles and springs made from medical-grade stainless steel
are also desirable, to prevent failure associated with use.
[0091] While there have been described herein what are to
be considered exemplary and preferred embodiments of the
present invention, other modifications of the invention will
become apparent to those skilled in the art from the teachings
herein. The particular methods of manufacture and geom-
etries disclosed herein are exemplary in nature and are not to
be considered limiting. It is therefore desired to be secured in
the appended claims all such modifications as fall within the
spirit and scope of the invention. Accordingly, what is desired
to be secured by Letters Patent is the invention as defined and
differentiated in the following claims, and all equivalents.

What is claimed is:

1. A cannula insertion device comprising:

ahousing defining an opening for receiving therethrough a

cannula and further defining a channel; and

a cannula forming a lumen, the cannula adapted for sliding

movement within the housing from a retracted position

to an extended position, wherein:

when the cannula is in the retracted position, the lumen
is located remotely from the channel and the channel
is in fluidic communication with the opening; and

when the cannula is in the extended position, the lumen
is in fluidic communication with the channel.

2. The cannula insertion device of claim 1 further compris-
ing a base connected to the cannula, the base defining an
internal chamber in fluidic communication with the lumen.

3. The cannulainsertion device of claim 2, wherein the base
further defines a chamber extension in fluidic communication
with the internal chamber.

4. The cannula insertion device of claim 3, wherein when
the cannula is in the extended position, the chamber extension
is aligned with the channel.

5. The cannula insertion device of claim 3, wherein a wall
of the base defines the chamber extension.
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6. The cannula insertion device of claim 5, wherein the base
includes a resilient sheath, the sheath defining a port substan-
tially aligned with the chamber extension.

7. The cannula insertion device of claim 6, wherein when
the cannula is in the extended position, the port is aligned with
the channel.

8. The cannula insertion device of claim 6, wherein when
the cannula is in the extended position, the sheath seals the
opening.

9. The cannula insertion device of claim 1, further com-
prising a plunger for driving the cannula from the retracted
position to the extended position.

10. The cannula insertion device of claim 9, further com-
prising a needle disposed in the lumen when the cannula is in
the retracted position.

11. The cannula insertion device of claim 10, wherein the
needle is adapted to be automatically withdrawn from the
lumen when the cannula is in the extended position.

12. The cannula insertion device of claim 1, wherein the
needle is adapted to be automatically disconnected from the
plunger when the cannula is in the extended position.

13. A method of inserting a cannula, the method compris-
ing the steps of:

providing a housing defining an opening for receiving

therethrough a cannula and further defining a channel;
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providing a cannula forming a lumen, the cannula adapted
for sliding movement within the housing from a
retracted position to an extended position; and

extending the cannula from the retracted position, in which
the lumen is located remotely from the channel and the
channel is in fluidic communication with the opening, to
the extended position, in which the lumen is in fluidic
communication with the channel.

14. The method of claim 13, further comprising the step of
piercing a skin of a patient with a needle and the cannula as the
cannula moves from the retracted position to the extended
position.

15. The method of claim 14, further comprising the step of
withdrawing the needle from the lumen automatically when
the cannula is in the extended position.

16. The method of claim 14, wherein a plunger extends the
cannula from the retracted position to the extended position,
the plunger in contact with the needle.

17. The method of claim 16, further comprising the step of
disconnecting the needle from the plunger when the cannula
is in the extended position.

18. The method of claim 13, further comprising the step of
sealing the opening with the cannula when the cannula is in
the extended position.
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