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(57) Abstract

The present mvention relates to an access deviee (15) which is provided as part of the packaging of a blunt tip cannula (20) or blunt
tip cannula/syringe combination. The access device (15) is preferably positioned within an elongate sheath which also protects the bluat tip
cannula {20) and which also includes an internal barrier (19) which separates the distal end of the blunt cannula (20) from the distal end
of the access device (15) and protects one of the access pin (19) or blunt tip cannula (20) from exposure of contamination while the other

is being vsed.




2
BLUNT TIP CANNULA WITH ACCESS PIN

Technical Field
The present invention relates generally to an access device for a blunt tip
5 cannula. More specifically, the present invention relates to a packaging
combination of a blunt tip cannula and access device which maximises the

convenience to the user.

Background Art
10 Medical containers such as medication vials are used to store bulk

quantities of medications in a sterile condition prior to use. Most often, these vials
allow access to théir contents through a septum made of a relatively thick,
elastomeric material. The thick septum is designed to be piercable by a sharp
needie to allow access to the vial contents and to reseal after the needle is
15 withdrawn. The thickness of the septum allows it to maintain ifs integrity even
after multiple uses.

Medical tubing, such as IV tubing, often includes injection sites to allow
: s medication or other fluid to be injected into the IV line, These injection sites often
HIP include an injection port which is also sealed with a relatively thick elastomeric

20  septum which is intended to be pierced by a sharp needle.
Due to the relative thickness and general manufacturing specifications of
N these elastomeric septa, they are very difficult to piece without a piercing element
which includes a sharp tip. It is nevertheless becoming increasingly common, due

to the problem with the potential spread of disease by accidental sticking with

25  sharp tip needles, for users to attempt piercing septa with cannulas having biunt
‘ tips thereon. However, a problem arises when the septa are not pre-pierced. The
blunt tip cannulas are not capable of puncturing through the septum material
without prior piercing thereof with a sharp needle. ‘

There has therefore existed in the art since the advent of the blunt tip

cannula, a need for a device that facilitates penetrating the septum of a vial or an




3
passes through the vial septum and is itself designed to allow a blunt tip cannula
to pass therethrough in a facile manner. Examples of this concept have taken
several different forms.
Another attempt to solve the problem of accessing a vial or injection port
5 septum with a blunt tip cannula has been to merely pre-pierce the septum to
provide a path through which the blunt tip cannula may pass. This has been done
by pre-piercing the vial or injection port septum with a sharp pin or needle just
prior to penetrating with the blunt tip cannula. However, these solutions have
been less than completely desirable. Vial adaptors require additional significant
10 time in setting up or changing over the vial for blunt cannula access. Also, septa
pre-pierced at the time of assembly are often difficult to identify visually. Pre-
piercing a septum with a sharp needle and syringe just prior to inserting a blunt tip
cannula therethrough has the dual draw back of requiring the use of a sharp
needie, which is what the blunt tip cannula is designed to avoid, and the added
15 expense of using two needle systems, a sharp tip needle and the blunt tip
cannula, to accomplish vial or injection port access.
Finally, another approach utilises a pointed adaptor provided at the tip of a
cannula for piercing the injection port septum. This may include a device
H comprising a blunt tip cannula with a pointed adaptor at the distal end thereof for
20 piercing the septum and subsequently permitting entry of the blunt tip cannula
therethrough. However, the pointed adaptor utifised in the device includes a
ot breakaway collar that leaves the pointed adaptor inside the vial after the septum
has been pierced which is undesirable. Therefore, there is a need in the art for
providing an access device for piercing the septum of a vial and providing it as

;::2:' 25 part of the packaging of a blunt tip cannula or blunt tip cannula/syringe

el combination which overcomes the drawbacks of the prior devices.
L The above discussion of documents, acts, malerials, devices, articles and
:::::; the like is included in this specification solely for the purpose of providing a

context for the present invention. 1t is not suggested or represented that any of
30 these matters formed part of the prior art base or were common general
knowledge in the fieid relevant to the present invention as it existed in Australia

before the priority date of each claim of this application.
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Disclosure of the Invention

it is an object of the present invention to provide an access device that
assists the placement of a biunt tip cannula into a septum,

According to one aspect of this invention there is provided an apparatus for
piercing an elastomeric membrane, comprising:

an access device comprising a sharp solid tip to penetrate the elastomeric
membrane and then to be retracted intact, and thereby provide a passage
through the etastomeric membrane formed; _

a cannula comprising a blunt tip, wherein said blunt tip is insertable into a
passage through the elastomeric membrane formed by said access device; and

a packaging device for maintaining said cannula and said access device in
association with each other prior to use.

According to another aspect of the invention there is provided a process
for transferring a fluid across an elastomeric membrang, said process comprising
the steps of:

{a) first penetrating the elastomeric membrane with an access device
comprising a sharp tip and withdrawing the access device intact, thereby
providing a passage through the elastomeric membrane;

(b)  nextinserting into the passage the blunt tip of a cannula comprising a blunt
tip, and substantially sealing the bassage with the cannula; and

(c)  then causing the fluid to flow through the cannula, whereby the fluid is
transferred across the elastomeric membrane; wherein the cannula and the
access device are associated with each other by a packaging device prior to use.

According to further still another aspect of this invention there is provided
in combination, a blunt tip cannula and an access device comprising:

a blunt tip cannula,

an access device for pre-piercing a septum,

a packaging device for protecting said blunt tip cannula and said access
device when said blunt tip cannula and said access device are assembled

therewith for storage,
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wherein at least one of said access device and said blunt tip cannula can
be removed from said packaging device independently of the ather of said access
device and blunt tip cannula.
In a presently preferred embodiment, given by way of example and not
5 necessarily by way of limitation, a blunt tip cannula and access device according
to the principles of the present invention may include a syringe-mounted blunt tip
cannula which is protected by an elongate hollow sheath into which the distal end
of the cannula is inserted for protection prior to use. The sheath extends beyond
the distal end of the blunt tip cannula and also receives the sharp distal tip of an
10  access pin. The access pin includes a finger grip or handle section which extends
from the distal end of the sheath when the sharp tip thereof is positioned therein,
and facilitates easy removal of the pin from the sheath for use. The hollow section
., of the sheath is preferably bifurcated by an internal barrier which prevents fluid
communication between the blunt tip cannula and the access pin and thus
15  protects the cannula and the access pin from contamination when cne or the
et other is removed from the sheath for use.
Pt A similar combination of blunt tip cannula, access device and sheath may
o be employed without a syringe, by providing a protective cap over the proximal

Al H end of the sheath fo completely enclose the blunt tip cannula, so that
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the combination may be packaged and shipped separately from
the syringe.

In a preferred embodiment of the invention, the access
pin and blunt tip cannula are positioned within the sheath
so that each is oriented along a single longitudinal axis,
with the distal end of the cannula being directed toward the
distal end of the access pin, with the two being separated
from one another by the sheath's internal barrier. This
orientation simplifies use of the device by allowing the
user to grasp one end of the sheath and the blunt tip
cannula with one hand and the opposite end of the sheath and
the access pin with the other hand and immediately withdraw
either the blunt tip cannula or the access pin as desired
from the sheath with one easy movement, and without being
subjected to the possibility of an accidental stick.

The above and other cbjects and advantages of the
present invention, including alternative embodiments
thereof, will become apparent from the following more
detailed description, when taken in conjunction with the
accompanying drawings in which like elements are identified
with like numerals throughout.

BRIEF DESCRIPTION OF DRAWINGS )

Figure 1 is a side view of a packaged blunt tip cannula
and access pin of a preferred embodiment of the present
invention;

Figure 2 is a cut-away view of the packaged blunt tip
cannula and access pin of a preferred embediment of the
present invention;:

Figure 3 is a partial cross-gectional view of a blunt

tip cannula and access pin positioned in a sheath formed in
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accordance with a preferred embodiment of the present
invention;

Figure 4 is a side view of an access pin formed in
accordance with the present invention;

5 - Figure 5 is a side view of the access pin of Pigure 4
rotated 90° along its longitudinal axis;

Figures 6-9 are cross-sectional views of alternative
embediments of the packaging combination of the blunt tip
cannula, access pin and protective sheath in accordance with

10 the present invention;

Figure 10 shows a cross-secticnal view of an
alternative embodiment of the access pin which includes a
shearing cap thereon;

Figure 11 shows a cross-sectional view of the access

15 pin of Figure 10 removed from the shearing cap;

Figure 12 shows a side view of a pair of access pins
joined as a doublet just priocr to completion of the final
manufacturing step to form two separate access pins;

Figure 13 shows a side view of the doublet access pins

20 of Figure 12 after the final manufacturing step has been
completed;

Figure 14 shows a cut-away view of an alternative
embodiment of the blunt tip cannula and access pin packaged
with the distal tip of the access pin inserted in a small

25 bore in the plunger rod of a syringe;

Figure 15 is a partial cross-sectional view of an
alternative embodiment of the blunt tip cannula and access
Pin packaged with the distal tip of the access pin
positioned within the bore of the blunt tip cannula;

30 Figure 16 is a partial cross-sectional view of an

alternative embodiment of the blunt tip cannula and access
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pin packaged with the distal tip of the access pin isolated
from the blunt tip cannula in a separate sheath;

Figure 17 is a partial cross-sectional view of an
alternative embodiment of the blunt tip cannula and access
pin packaged with the access pin formed as part of a cap
positioned on the blunt cannula sheath; and

Figure 18 is a cross-sectional view of the access pin
separated from the blunt tip cannula/syringe combination

inside the same shipping package.

MODES (8) FOR CARRYING OUT THE INVENTION
As shown in the exemplary drawings for the purpose of
illustration, an embodiment of a package for a blunt tip
cannula and access pin made in accordance with the
principles of the present invention, referred to generally
by the reference numeral 10, is provided for simple and

rapid pre-piercing of a septum such as commonly used on a

medication vial or an IV injection port (mot shown), prior

to insertion of a blunt tip cannula 20 therethrough to
obtain or inject fluid.

More specifically, as shown in Figures 1 and 2, a
package 10 is shown which ig designed to completely contain
a sterile syringe 18 and blunt tip cannula 20, and to retairn
an access pin 15 protected against contamination and
accidental sticking. The syringe 18 comprises a hollow
barrel 57 and a plunger 38. The plunger 35 includes a
plunger tip 58 and a plunger rod 40 connected to the tip 58.
The plunger tip 58 iz slidably positioned within the barrel
57 in sealing contact with the inside surface of the barrel
57. The red 40 extends out of the barrel 57 and facilitates

movement of the tip 58 by manipulation of the rod 40 outside
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the barrel 57. The rod 40 includes a flange 41 for
convenient pushing or pulling of the rod 40 by the fingers
of a user.

The package 10 includes a sleeve 11 which is open at
its distal end to allow protrusion therethrough of the
sheath 12, and open at its proximal end to allow removal of
the syringe/sheath assembly. The package 106 finally includes
a cap 13 which closes the proximal opening of the sleeve 11
and which is preferably affixed to the sleseve 11 by tamper-
evident means such as a heat stake 14 as is well known in
the art. The access pin 15 is positioned in the distal end
of the sheath 12 such that the handle 16 thereof protrudes
from the sheath’s distal end. The access pin 15 is also
preferably held in position within the sheath 12 by means of
a heat stake 17. The blunt tip ranmila 20 [see figures 3 and
15) has a tip extension 44 that forms a cannula bore 43
along the longitudinal axis of cannula 20 with an attachment
portion or hub 45 at the proximal end thereof adapted for
securing the blunt cannula 20 to the distal end of syringe
18.

When it is desired to remove the syringe 18 from the
package 10, the heat stake 14 is broken and cap 13 is
removed from the sleeve 11. The entire sheath 12, access pin
15, blunt tip cannula 20 (see Figure 3}, and syringe 18 may
then be withdrawn from the sleeve 11. Once removed from the
sleeve 11, the user, as desired, either breaks the heat
stake 17 and removes the access pin 15 from the sheath 12 to
bre-pierce the septum of a vial or an IV accesz port, or
alternatively withdraws the blunt tip canmula 20 (see Figure

3) from the proximal end of the sheath 12 for immediate use.
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As shown in Figure 3, the blunt tip cannula 20 and the
access pin 15 with a sharp distal tip 27 are mounted in the
sheath 12 for use. The sheath 12 is generally hollow, and is
preferably bifurcated into two separate hollow sections 21
and 22 by an internal barrier 19. The hollow sections 21 and
22 of the sheath 12 are specifically designed to receive the
blunt tip cannula 20 and access pin 15 respectively,
primarily in a friction fit relationship. The sheath 12 may
also include a flange 23 which has a diameter slightly
larger than the distal opening of the slesve 11 in order to
prevent the sheath 12 from passing completely therethrough
when assembled with the sleeve 11. Also, if desired, the
sheath 12 may include an internal rib 24 which can cooperate
with an annular protruding rib 25 on the access pin 15 to
cause the pin 15 to be seated in the hollew section 22 in a
snap-fit manner.

Referring to Figures 4 and 5, the access pin 15
preferably includes an elongate pin 26 having a sharpened,
or otherwise pointed distal tip 27. The proximal end of the
pin 26 is removably embedded in the handle 16 which includes
a hub pertion 28 and finger gripping portion 29. The finger
gripping portion 29 includes an enlarged flange element 30
which abuts against the distal end of the sheath 12 when thé
pin 15 is properly positioned therein prior to use. The hub
28 is preferably sized to egual the diameter of the hollow
section 22 of the sheath 12 to improve its friction fit
therewith when assembled. If desired, the handle 16 may be’
formed into a relatively flat configuration and include
gripping ridges 31 to improve the user's ability to securely

grip the handle 16 with the fingers and the thumb.
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Figures 6-9 show alternative embodiments of the
combination of the access pin 15, blunt tip cannula 20 and
sheath 12 in their assembled/packaged configuration. Each of
these alternative embodiments includes the general concept
of packaging the sharp access pin 15 in such a way as to
prevent accidental sticks, while at the same time allowing
independent use of either the access pin 15 or the blunt tip
cannula 20 while leaving the other protected by the sheath
12, without exposure to non-sterile conditions. Further,
each includes the general concept of positioning the access
pin 15 and blunt tip cannula 20 aleng a single longitudinal
axis which allows the user to separate one or the other from
the sheath 12 in a single, safe, two-handed withdrawing
motion which substantially avoids the possibility of an
accidental stick or an unwanted contamination.

Referring specifically to Figure 6, the access pin 15
has been modified to include a partial sheathing member 32
which covers the blunt tip cannula 20. The)distal tip 27 of
the access pin 15 is then covered with the modified sheath
33.

Referring specifically to Figure 7, the access pin 15
has been modified in a manner similar to that described
above with respect to Figure 6, except that the modified
sheathing member 33 extends to cover the access pin 15
entirely and also the blunt tip cannula 20.

Referring specifically to Figure 8, the access pin 15
has been further modified to include a secondary partial
sheathing member 24 which extends beyond the distal tip 27
of the pin 15. The modified sheath member 32 then merely
covers the open end of the secondary partial sheathing

member 34. This secondary partial sheathing member 34 can be
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sized to fit over the neck of a medication vial and/cr the
end of an IV access port, to allow the tip 27 of the pin 15
te pierce the septum.

Referring specifically to Figure ¢, the sheath 12
operates again in a manner very similar to the preferred
embodiment shown in Figure 3, except that the access pin 15
does not include a hub which friction fits with the internal
wall of the hollow section 22, but instead includes an
exterior extension 35 which fits over the exterior surface
of the sheath 12. The embodiments of both Figures 8 and 9
include the added feature of protecting the distal tip 27 of
the access pin 15 from accidental sticks even when the pin
26 is removed from the sheathing system.

Figure 10 shows another alternative embodiment of the
present invention which includes a shearing cap 36 which is
formed as part of the access pin 15. In this embodiment, the
sheath 12 need not have a separate internal barrier 19,
since the shearing cap 36 serves the same function. The
shearing cap 36 can be formed as part of the handle 16 such
that it must be broken away from the handle 16 when the
access pin 15 is removed from the sheath 12 for use. As
shown in Figure 11, removal of the access pin 15 leaves the
shearing cap 36 in place within the sheath 12.

Also in reference to the alternative embodiment shown
in Figures 10 and 11, the hub 28 of the handle 15 may be
modified to include a groove 37 which operates in
conjunction with an internal rib 24 of the sheath 12 to hold
the access pin 15 in place within the sheath 12. When he
access pin 15 is rvemoved from the sheath 12, the enlarged
internal rib 24 constricts the opening in the sheath 12 to a

diameter sufficiently small that the hub 28 of the access
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pin 15 cannot be reinserted, thus operating as a non-
resheathability feature as well as a tamper-evident
indication. If desired, other tamper-evident features may be
added such as a shrink wrap polymeric film which can be
wrapped around a portion of the sheath 12 and the access pin
15 and which is subseguently partially destroyed upon
removal of the access pin 15 from the sheath 12.

As shown in Figure 12, a preferred method of
manufacturing access pin 15 is to form a double-length piece
of pin 26 and to mold a handle 16 on each end thereot. Then,
as shown in Figure 13, the double length pin 26 is clipped
at its center with an angled cut to form two finished access
pins 15.

When used to pre-pierce a septum, the present invention
as shown in Figure 1 is held by the user with both hands so
that the fingers of one hand are holding the handle 16 of
the access pin 15 and the other hand is holding the

remainder of the device. The access pin 15 is then pulled
away from the sheath 12 and the remainder of the device is
set aside. The user then pierces the septum of a vial or IV
access port (not shown) with the access pin 15 and
immediately discards the access pin 15 into an appropriate
“sharps” container. Thereafter, the user removes the cap 137
and sleeve 11 from the syringe 18, and withdraws the blunt
tip cannula 20 frem the sheath 12. The blunt tip is then
inserted through the pre-pierced geptum into the wvial or IV
line and fluid is withdrawn or injected as desired.

Alternatively, if a septum has already been pre-
pierced, either through previous use, or other pre-piercing
methods, the user may leave the access pin 15 safely engaged

within the sheath 12 and instead immediately remove the
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syringe 18 and blunt tip cannula 20 from the sleeve 11 and
sheath 12 respectively, and insert the blunt tip cannula
into the vial for removal of fluid. In either method of use,
the access pin 15 or blunt tip cannula 20 remain protected
at all times prior to use.

Referring to figure 14, in an alternmative embodiment
the access pin 15 is removably embedded or otherwise
inserted inside a plunger rod bore 39 formed at the proximal
end of plunger 38 for securely attaching access pin 15
thereto. An enlarged cap 42 is provided for secure
attachment, for example friction or snap f£it engagement,
around the proximal end of sleeve 11 in such a manner that
the sterility of the accese pin 15 and the rest of package
10 are maintained.

As shown in figure 15, in another alternative
arrangement, the distal tip 27 of the access pin 15 is
positioned inside the distal end of bore 43 of the blunt tip
cannula 20. As described above, the access pin 15 is secured
to the distal end of sheath 12 in a friction fit
reiationship thereto, while a sheath cap 46 is engaged over
the flange 23 for enclosing the proximal end of access pin
15 and maintaining the sterility of the blunt tip camnula 20
and access pin 15 inside sheath 12. )

Figure 16 shows another alternative arrangement of the
blunt tip cannula 20, access pin 15 and a modified
protective sheath 51 with barrier 19 forming two hollow
sections 21 and 22, respectively. Ag noted in the embodiment
illustrated in figure 3, barrier 19 provides a sterile seal
that separates the blunt tip cannula 20 from the access pin
15, so that either the cannula 20 cr the access pin 15 may

be removed from package 1C without compromising the




10

15

20

25

30

" WO 98126819 PCT/US97/23279

14

sterility of the other. In this arrangement access pin 15 is
attached to a second sheath portion 56 of a secondary sheath
member 47 in a friction fit engagement thereto, whereby
sheath member 47 includes an enlarged rib 24 which is
adapted to cooperate with the annular protruding rib 25
formed around the hub portion 28 of pin 15. This friction
fit engagement between the access pin 15 and the secondary
sheath member 47 maintains the sterility of the access pin
15 inside hollow portion 22. As further illustrated in
figure 16, secondary sheath member 47 further includes a
first sheath portion 50 that is adapted to engage a modified
sheath 51 in a friction fit engagement thereto so that
sterility of the blunt tip cannula 20 is maintained. A
flange 48 is provided arcund the middle portion of modified
sheath 51 for engaging first sheath portion 50. In an
alternative embodiment to that shown in figure 16, barrier
15 may be removed and the access pin 15 spaced apart from
-blunt tip cannula 20.

Another alternative arrangement of the blunt tip
cannula 20, access pin 15 and a medified protective sheath
53 is shown in figure 17. In this arrangement, accegg pin 15
has a modified handle 52 which serves to enclose access pin
15 and for which is adapted for attachment to the proximal
end of modified sheath 53. Sheath 53 has been modified to
include an annular flange 54 which abuts the modified handle
52 when handle 52 is attached in a friction fit engagement
to the proximal end of sheath 53. With the access pin 15
engaged to the proximal end of sheath 53, the distal tip 27
of pin 15 is positioned inside a hollow interior portion 55
of the blunt tip cannula 20. In this configuration, the

handle 52 of the access pin 15 provides a means for
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encapsulating the access pin 15 and blunt tip cannula 15
inside package 10 in a sterile environment. A heat stake 56
may also be provided as a tamper-evident indication for
package 19. '

As shown in Figure 18, a sterile package 9 may be
utilized instead of the hardpack sterile package 10 shown in
Figures 1-17. Although Figure 18 shows a softpack package 9
for a syringe 18 and blunt cannula/gyringe combination 18
and 20 (see Figures 1,2, and 14) and associated access pin
15, a sgimilar packaging arrangement could also be uged for a
blunt cannula 20 and associated access pin 15 without a
syringe 18 (see figures 3, 6-9, 15-17). The access pin 15 is
packaged separately from, but associated with, the blunt tip
cannula 20 preattached to the syringe 18 in the same sterile
package 8. The blunt cannula/syringe combination 18 and 20
and access pin 15 are gandwiched between a treated paper or

Tyvek® backing 60 and a film 62, such as a Mylar®

polyethylene laminate. The backing 60 and film 62 are sealed

along sealing line 64 with heat or adhesive around the
periphery of the package 2 outside the articles contained
therein to form a sterile barrier around the articles
therein. As shown in Figure 18, the blunt cannula/syringe
combination 18 and 20 may be isclated from the accezg pin 15
with a seal line 65 extending from one end of the package to
the other at the peripheral seal line.64 between the
cannula/syringe combination 18 and 20 and the access pin 15
in order tc maintain the sterile conditions of both devices.
Alternatively, the seal line 66 could be omitted to position
the access pin 15 and cannula 20 in the same sealed sterile
package. Alternatively, the syringe 18, cannula 20 and

access pin 15 could be loosely enclosed in a common sterile
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package 9 in association with one another, or separate
sterile packages 9 connected tegether could be employed,
Other packaging systems may be employed to package medical
devices in sterile enclosures, including, without
limitation, thermoformed plastic trays with Tyvek®
polyethylene laminate covering a tray adapted to contain the
cannula 20, syringe 18 and access pin 15 in association with
one another in accordance with the principles of the present
invention.

The different configurations of sheath 12 shown in
figures 1-3, 6-% and 14-18 may be collectively referred to
as a “packaging device”, while the different packages 9 and
10 may bhe referred to as a “packaging system”. Further,
access pin 15 way be referred to as an “access device” and
packages 9 and 10 may be referred to as a ‘packaging
device”.

The complete disclogures of all references cited in
this specification are hereby incorporated by reference.
Also incorporated by reference is the full disclosure of the
following unpublished document: U.S. Provisional Application
60/032,716 entitled “Blunt Tip Cannula With Access Pin”. In
the event of an otherwise irreconcilable conflict, however,
the present specification shall control .

it will be apparent from the foregoing that, while
particular embodiments of the invention have been
illustrated and described, various modifications can be made
thereto without departing from the spirit and scope of the
invention. Accordingly, it is not intended that the

invention be limited, except as by the appended claims.
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Throughout the description and claims of this specification, the word
“‘comprise” and variations of the word, such as “comprising” and “comprises”, is

not intended to exclude other additives, components, integers or steps.
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THE CLAIMS DEFINING THE INVENTION ARE AS FOLLOWS:

1. An apparatus for piercing an elastomeric membrane, comprising:

an access device comprising a sharp solid tip to penetrate the elastomeric
membrane and then to be retracted intact and thereby provide a passage
through the elastomeric membrane formed;

a cannula comprising a blunt tip, wherein said blunt tip is insertable into a
passage through the elastomeric membrane formed by said access device; and

a packaging device for maintaining said cannula and said access device in

association with each other prior to use.

2. The apparatus according to claim 1, wherein said packaging device
includes & syringe having a distal end attached to said cannula, and a proximal

end that includes a plunger.

3. The apparatus according to claim 1, wherein said packaging device is a

sheath, said sheath enclosing said cannula.

4, A process for transferring a fluid across an elastomeric membrane, said
process comprising the steps of:

(a) first penetrating the elastomeric membrane with an access device
comprising a sharp tip and withdrawing the access device intact, thereby
providing a passage through the elastomeric membrane;

(b}  next inserting into the passage the blunt tip of a cannula comprising & blunt
tip, and substantially sealing the passage with the cannula; and.

(c)  then causing the fluid to flow through the cannuia, whereby the fluid is
transferred across the elastomeric membrane; wherein the cannula and the

access device are associated with each other by a packaging device prior to use.

5. In combination, a blunt tip cannula and an access device comprising:
a blunt tip cannula,

an access device for pre-piercing a septum,
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a packaging device for protecting said blunt tip cannula and said access
device when said blunt tip cannula and said access device are assembled
therewith for storage,
wherein at least one of said access device and said blunt tip cannula can
5  be removed from said packaging device independently of the other of said access

device and blunt tip cannula.

8. The combination of claim 5 wherein said packaging device further includes

a barrier that segregates the access device frem the blunt tip cannula.

10
7. The combination of claim 6 wherein said barrier is positioned between said
blunt tip cannula and said access device when said blunt tip cannula and said
access device are assembled to said packaging device.
:::::_ 15 8. The combination according to claim 7 wherein said access device includes
a pin having a sharp distal end and said blunt tip cannula includes a distal end,
o wherein, assembly of said blunt tip cannula and said access device with
said packaging device positions said barrier between said distal end of said blunt
20 tip cannula and said distal end of said pin of said access device.
9. The combination of claim 8 wherein said blunt tip cannula and said access
device are oriented along a single longitudinal axis when assembled to said
;o packaging device.
25

DATED: 24 May, 2001

PHILLIPS ORMONDE & FITZPATRICK

Attorneys for:

Board of Supervisors of Louisiana State University

30  and Agricultural and Mechanical College, Sherwood Services AG
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