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REIVINDICACIONES

1.- Un ensamble de aguja que comprende: una aguja que tiene un
extremo proximal de aguja, un extremo distal de aguja puntiaguda y una canula de
aguja que se extiende a través de la misma; un dispositivo de punta roma alargado que
por lo menos esta localizado parcialmente dentro de la canula de la aguja, el
dispositivo de punta roma alargado tiene un extremo proximal de elemento de punta
roma, un extremo distal de dispositivo de punta roma, un pasaje de flujo de sangre de
dispositivo de punta roma a través del mismo, mediante el cual la sangre puede fluir
desde un extremo distal de dispositivo de punta roma hacia el extremo proximal del
dispositivo de punta roma, y una abertura de salida de sangre del elemento de punta
roma a través del cual la sangre puede fluir fuera del pasaje de flujo de sangre del
elemento de punta roma; un elemento de sujecion de punta roma asegurado al
extremo proximal del elemento de punta roma alargado, el elemento de sujecién de
punta roma tiene una superficie que mira hacia la abertura de salida de sangre del
elemento de punta roma con una cavidad definida entre la superficie y la abertura de
salida de sangre del elemento de punta roma para que la sangre pueda fluir dentro de
la cavidad; un elemento movil que puede actuar para mover el elemento de sujecion de
punta roma con relacién a la aguja, el elemento de sujecién de punta roma con el
movimiento relativo a la aguja, provoca el movimiento del elemento de punta roma
alargado desde una posicion retraida en donde el extremo distal del elemento de punta
roma es retraido dentro de la canula de aguja para que el extremo distal de la aguja

puntiaguda pueda penetrar un cuerpo, a una posicion extendida en donde el extremo



distal del elemento de punta roma se extiende fuera de la canula de aguja para evitar
que el extremo distal de la aguja puntiaguda penetre el cuerpo; y una camara de
evaporacion que tiene un volumen interno que esta en comunicacion con la cavidad,
para que la sangre pueda fluir desde la cavidad hacia el volumen interno, la camara de
evaporacién por lo menos esta elaborada parcialmente de un material a través del cual
se puede apreciar la sangre cuando esta localizada en el volumen interno.

2.- Un ensamble de aguja de conformidad con la reivindicacién 1,
caracterizado ademas porque el elemento de sujecidn de punta roma incluye una
porcidn de soporte principal que define la superficie y por lo menos dos ganchos
extendidos desde la porcidn de soporte principal al elemento de punta roma alargado y
estan acoplados con el elemento de punta roma alargado por lo menos en dos
diferentes lados del mismo.

3.- El ensamble de aguja de conformidad con la reivindicaciéon 3, que
comprende por lo menos tres de dichos ganchos que se acoplan con el elemento de
punta roma alargado por lo menos en tres diferentes lados del mismo.

4.- El ensamble de aguja de conformidad con la reivindicacion 1,
caracterizado ademas porque el elemento de sujecién de punta roma tiene una
abertura que recibe al elemento de punta roma dentro de la cual se inserta el extremo
préximo del elemento de punta roma, un pasaje de salida de sangre que se forma en el
elemento de'sujecic')n de punta roma, a través del cual la sangre puede fluir desde la
cavidad hacia el elemento de sujecién de punta roma.

5.- El ensamble de aguja de conformidad con la reivindicacidon 1,

caracterizado ademas porque el elemento de sujecion de punta roma tiene una

=

cd

oA

ot



>l

- SY

abertura que recibe al elemento de punta roma dentro de la cual se inserta el extremo
proximal de elemento de punta roma, un pasaje de salida de sangre que se forma
entre 'una superficie lateral del elemento de punta roma alargado y una superficie
interna de la abertura que recibe al elemento de punta roma para que la sangre pueda
fluir desde la cavidad hacia el elemento de sujecion de punta roma.

6.- El ensamble de aguja de conformidad con la reivindicacion 1, que
ademas incluye una formacion de pinza que se ajusta en su posicién cuando el
dispositivo de punta roma alargado se mueve dentro de la posicion extendida para que
evite que el elemento de punta roma alargado se mueva de la posicién extendida hacia
la posicion retraida.

7.- El ensamble de aguja de conformidad con la reivindicacién 1, que
incluye un catéter localizado alrededor de la aguja, el catéter es insertable, junto con la
aguja dentro del cuerpo, en donde la aguja se puede retirar del cuerpo y fuera del
catéter aunque el catéter se mantenga dentro del cuerpo.

8.- El ensamble de aguja de conformidad con la reivindicacion 7, que
incluye una formacién de pinza que se ajusta en posicion cuando el dispositivo de
punta roma alargado se mueve a la posicién extendida para que se evite que el
elemento de punta roma alargado se mueva fuera de la posicién extendida hacia la
posicién retraida

9.- El ensamble de aguja de conformidad con la reivindicacion 1, que
incluye un sello alrededor del dispositivo de punta roma alargado y entre el dispositivo
de punta roma alargado y la camara de evaporacion para evitar sustancialmente la

fuga de sangre fuera de la camara de evaporacion.



10.- El ensamble de aguja de conformidad con la reivindicacién 9,
caracterizado ademas porque el sello de desliza sobre una superficie del dispositivo de
punta roma alargado cuando el dispositivo de punta roma alargado se mueve desde la
posicion retraida hacia la posicion extendida.

11.- El ensamble de aguja de conformidad con la reivindicacion 1, que
ademas comprende un elemento poroso que estd elaborado de un material que
permite que el aire pase a través de, pero que sustancialmente evite que pase la
sangre a traves de, el elemento poroso esta localizado y formado para que el aire sea
ventilado a través del mismo cuando la sangre fluya dentro del pasaje de flujo de
sangre del elemento de punta roma debido a la naturaleza porosa del mismo; pero se
evita sustancialmente que la sangre fluya a través del mismo.

12.- El ensamble de aguja de conformidad con la reivindicacion 11,
caracterizado ademas porque la cdmara de evaporacion tiene una abertura de tapon y
el elemento poroso es un tapén poroso que cierra la abertura para que el aire sea
ventilado a través del mismo, cuando la camara de evaporacién se llene con sangre,
pero se evita sustancialmente que la sangre fluya a través de la misma, fuera de la

camara de evaporacion.
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A NEEDLE ASSEMBLY HAVING AN ELONGATE BLUNTING DEVICE

WHICH ALLOWS FOR VENTING OF AIR

BACKGROUND OF THE INVENTION

1). Field of the Invention

This invention relates to a needle assembly having a needle with a sharp
needle distal end, and an elongate blunting device which can be used to prevent

penetration trauma by the sharp needle distal end.

2). Discussion of Related Art

Needle assemblies are used for various medical purposes such as
withdrawing fluids from a body of a person, in particular blood from a vein or
an artery, providing fluids to a body of a person or for inserting an object such as
a catheter into a vein or an artery.

A needle assembly includes a needle having a sharp needle distal end.
The sharp needle distal end is used to pierce a body and is inserted into fluids in
the body. Body fluids may include viruses which can transfer diseases to

medical personnel. Once the needle is removed from the body, care should be

Patent Application 2 056301.P480
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taken that the sharp needle distal end does not penetrate into the body of any
medical personnel.

An elongate blunting device may be used for preventing penetration
trauma of such a sharp needle distal end. The eloﬁgate blunting device may be
located within a needle canula of the needle and be moveable by a shifting
member from a retracted position wherein a blunting device distal end of the
elongate blunting device is retracted into the needle canula, to an extended -
position wherein the blunting device distal end extends out of the needle canula,
thereby preventing the sharp needle distal end from penetrating the body of any
medical personnel.

A blood flow passage can be provided through the needle and a flash
chamber may be in communication with the blood flow passage so that blood
can flow from the blood flow passage into an internal volume of the flash
chamber. The flash chamber is typically made of a material through which blood
can be seen when located within the internal volume. Medical personnel can
then see when the sharp needle distal end pierces a vein or artery because blood
would then flow from the sharp needle distal end into the internal volume of the
flash chamber. In order for blood to flow from the sharp needle distal end into

the flash chamber it is required that air located within passages within the needle
assembly be vented out of these passages. The present invention primarily

concerns itself with venting of air from such passages.

Patent Application 3 056301.P480
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SUMMARY OF THE NTIO

The invention generally relates to a needle assembly of the kind having a
needle, an elongate blunting device, a shifting member, and a ﬂa;sh chamber.
The needle is of the kind that has a needle proximal end, a sharp needle distal
end and a needle canula extending therethrough. The elongate blunting device
is at least partially located within the needle canula. The elongate blunting
device is of the kind that has a blunting device proximal end, a blunting device
distal end, and a blunting device blood flow passage therethrough through
which blood can flow from the blunting device distal end to the blunting device
-proximal end. The shifting member can be actuated to move relative to the
needle and, upon movement relative to the needle, causes movement to the
elongate blunting device from a retracted position wherein the blunting device
distal end is retracted into the needle canula so that the sharp needle distal end
can penetrate the body, to an extended position wherein the blunting device
distal end extends out of the needle canula so as to prevent the sharp needle
distal end from penetrating the body. The flash chamber is of the kind that has
an internal volume which in communication with the blunting device blood flow
passage so that the blood can flow from the blunting device blood flow passage
into the internal volume. The flash chamber is at least partially made of a
material through which blood can be seen when located in the internal volume.

According to one aspect of the invention, an air venting passage is

Patent Application 4 056301.P480
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provided in the blunting device proximal end through which air can be vented
from the blunting device blood flow passage substantially in a direction in which
blood flows through the blunting device blood flow passage.

The air venting passage may, for example, be an air venting opening
having dimensions which allow air through but which substantially prevent
blood through. Alternatively, the air venting passage may be provided by a
porous member which allows air through but which substantially prevents blood
through.

According to another aspect of the invention an air venting passage is
provided through which air can be vented from the blunting device blood flow
passage. When blood flows into the blunting device blood flow passage, the air
venting passage substantially prevents the blood from flowing therethrough.

According to another aspect of the invention the elongate blunting device
may include an elongate blunting member and a blunt holding member. The
elongate blunting member is at least partially located within the needle canula
and has a blunting member proximal end, a blunting member distal end, and a
blunting member blood flow passage through which blood can flow from the
blunting member distal end to the blunting member proximal end. The elongate
blunting member has a blunting member blood exit opening through which the
blood can flow out of the blunting member blood flow passage. The blunt
holding member is secured to the prbximal end of the elongate blunting member

and has a surface facing the blunting member blood exit opening with a cavity.

Patent Application 5 056301.P480
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defined between the surface and the blunting member exit opening so that blood
can flow into the cavity. The internal volume of the flash chamber is-in

communication with the cavity so that blood can flow from the cavity into the

internal volume.

Patent Application 6 056301.P480
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BRIEF DESCRIPTION OF THE DRAWINGS

The invention is further described by way of examples with reference to
the accompanying drawings wherein like references indicate like components

and wherein:

Figure 1 is a sectioned side view of a needle assembly.according to one
embodiment of the invention, wherein an elongate blunting devicethereof is

located in a retracted position;

Figure 2 is a view similar to Figure 1 wherein the elongate blunting device

is in an extended position;

Figure 3 is a perspective view of the elongate blunting device of Figure 1

showing in more detail a blood exit passage;

Figure 4 is a perspective view of an elongate blunting device having a

passage forming member which is inserted into a slot of a blunt holding member;

Figure 5 is a perspective view of an elongate blimting device having a
porous plug which is inserted into a slot of a blunt holding member, the porous

plug serving as an air venting passage;

Patent Application 7 056301.P480
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Figure 6 is a perspective view of an elongate blunting device having a

porous plug inserted into a proximal end of a blunt holding member;

Figure 7 is a sectioned side view of a needle assembly according to an

alternative embodiment of the invention;

Figure 8 is a perspective view of an elongate blunting device which is

used in the needle assembly of Figure 7;

Figure 9 is a perspective view of an elongate blunting device including a
blunt holding member having claws which engage with an elongate blunting

member; and

Figure 10 is a perspective view of an elongate blunting device which
includes a blunt holding member having a blunt receiving opening into which an
elongate blunting member is inserted, the opening having grooves which define

exit passages through which blood can flow.

Patent Application 8 056301.P480
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DESCRIPTION OF PREFERRED EMBODIMENTS

Figure 1 of the accompanying drawings illustrates a needle assembly 20
which includes a main body 22, a needle 24, a catheter component 26, and an
elongate blunting device 28.

The main body 22 includes a flash chamber 30, and an external ledge 32.
The flash chamber 30 is formed by first and second tubular portions 34 and 36
respectively. The first and second tubular portions 34 and 36 are in
communication with one another so as to define a continuous internal volume
38. The entire flash chamber 30 is made of a transparent or translucent plasﬁcs
material through which blood can be seen when located within the internal
volume 38. A proximal end of the first tubular portion 34 is open and a seal in
the form of an O-ring 40 is located in a mouth of a proximal end of the first
tubular portion 34. A proximal e1'1d of a second tubular portion 36 is open. A
plug 42 is inserted into and closes off the proximal end of the second tubular
portion 36. A core 44 of the plug 42 is made up of a porous material which can
allow air through that which substantially prevents blood through. The core 44
typically has pore sizes of about 50 micron.

The needle 24 has a need:le'proximal end 46 and a sharp needle distal end
48. The needle proximal end 46 is secured to a distal end of the first tubular
portion 46. A canula 50 is formed through the needle 24 and an opening is

formed in the distal end of the first tubular portion 34 so that the needle canula

Patent Application 9 056301.P480
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50 is in communication with the internal volume 38 in the first tubular portion
34.

The eiongate blunting device 28 includes an elongate blunting member 54
and a blunt holding member 56. The elongate blunting member 54 has a
blunting member proximal end 58 and a blunting member distal end 60. A
blunting member blood flow passage 62 is formed through the elongate blunting
member 54. The blunting member blood flow passage 62 has a blunting member
blood entry opening 64 at the blunting member distal end 60, and a blunting
member blood exit opening 66 at the blunting member proximal end 58.

The blunt holding member 56 has a blunt holding member distal end 68
and a blunt holding member proximal end 70. A blunt holding member blood
flow passage 72 is formed into the blunt holding member distal end 68. A
blunting member receiving opening 74 is also formed in the blunt holding
member distal end 68. The blunting member receiving opening 74 is slightly
larger in diameter and shorter than the blunt holding member blood flow
passage 72. The blunting member proximal end 58 is inserted into the blunting
member receiving opening 74. The blunting member proximal end 58 fits into
the blunting member receiving opening 74 with a friction fit or a transition fit.
The blunting member distal end 60 thereby forms a blunting device distal end 60
of the elongate blunting device 28, and the blunt holding member proximal end
70 forms a blunting device proximal end 70 of the elongate blunting device 28.

The blunting member blood flow passage 62 and the blunt holding member

Patent Application 10 056301.P480
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blood flow passage 72 jointly form a blunting device blood flow passage 80
through the elongate blunting device 28. |

An air venting passage in the form of an air venting opening 82 is formed
in the blunting device proximal end 70. The air venting opening 82 extends in a
direction in which the blunting device blood flow passage 80 extends. The
blunting device blood flow passage 80 has a center line, and the air venting
opening 84 has a center line which substantially coincides with the center line of
the blunting device blood flow passage 80. Théair venting opening 82 has a
cross-dimension, or a diameter, which is sufficient for air to be vented
therethrough, but is small enough so as to substantially prevent blood from
flowing therethrough. The diameter of the air venting opening 84 is typically
about 250 micron or less and typically has a length of about 2.5mm.

A blood exit passage 86 is formed in a side of the blunt holding member
56 and extends from the blunt holding member blood flow passage 72 out of the
blunt holding member 56.

_ The blunting member distal end 60 is inserted from the proximal end of
the first tubular portion 34 through the O-ring 40 and from there into the needle
canula 50. The O-ring 40 is located and seals on an outer surface of the blunt
holding member 56. The blunt holding member blood flow passage 72 is placed

in communication with the internal volume 38 via the blood exit passage 86.

Patent Application 11 056301.P480
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As shown in Figure 1, the elongate blunting device 28 is located in a
retracted position wherein the blunting member distal end 60 is retracted into the
ngedle canula 50.

A shifting member 84 is secured to the blunting device proximal end 70.
The shifting member 84 includes a first portion 87 extending away from the blunt
holding member 56, and a second portion 88 extending from the first portion 87
to the catheter component 26. The shifting member 84 has a clip formation 90.
The shifting member 84 is bent against spring action thereof towards the flash
chamber 30 and kept in such a position by the external ledge 34 with the clip
formation 90 located against the external ledge 32.

The catheter component 26 includes a catheter 92 and a luer 94. A
proximal end of the catheter 92 is secured to a distal end of the luer 94. The
catheter component 26 has a catheter passage 96 formed therethrough. The
needle 24 is inserted into the catheter passage 96 so that the catheter component
26 is located around the needle 24.

The luer 94 has a luer lock formation 98 which engages with a
complementary locking formation 100 on a distal end of the shifting member 94.
The catheter component 26 is thus connected via the shifting member 84 to the
elongate blunting device 28. Movement of the catheter cbmponent along the
needle 24 causes corresponding movement of the elongate blunting member 64

along the needle 24.

In use the sharp needle distal end 48 is used to pierce a body such as a

Patent Application 12 056301.P480
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vein or an artery of a person. The needle 24 and the catheter 92 are then inserted

into the body together. The blunting device blood flow passage 80 and the

internal volume 38 are initially filled with air. Blood flows into the needle canula

50 of the sharp needle distal end 48 when the sharp needle distal end 48 pierces a
vein or an artery. The blood flows from the needle canula 50 through the
blunting member blood entry opening 64 into the blunting member blood flow
passage 62. The blood creates a pressure on the air located in the blunting device
blood flow passage 80. The air enters the air venting opening 82 in the same
direction that the blood flows into the blunting member blood flow passage 62.
The air then flows through the air venting opening 82 and leaves the air venting
opening 82 in the same direction as the direction in which the air enters the air
venting opening 82. The air is so efficiently vented to atmosphere. The blood
continues to flow into the blunting device blood flow passage 80 from the
blunting member distal end 60 to the blunt holding member proximal end 70
until all the air located within the blunting device blood flow passage 80 is
vented through the air venting opening 82 and the entire blunting device blood
flow passage 80 is filled with blood.

Because of the dimensions of the air venting opening 82, the blood within
the venting device blood flow passage 80 is prevented from flowing through the
air venting opening 82. The blood flows from the blunting device blood flow
passage 80 through the blood exit passage 86 into the internal volume 38. A

Jeaktight interface between the blunt holding member 56 and the O-ring 40

Patent Application 13 056301.P480
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prevents blood from leaking past the blunt holding member 56. The blood
creates a pressure on the air located within the internal volume 38. The air is
vented through the core 44 of the plug 42 due to the porous nature of the core 34.
The blood continues to flow through the internal volume 38 until all the air is |
vented through the core 44 and the entire internal volume 38 is filled with blood.
The blood is, however, prevented from flowing through the core 44 of the plug

42. Because of the transparent or translucent material of the flash chamber 30, a

~<person can then see the blood located within the internal volume 38, thus

allowing the person to determine when the sharp needle distal end 48 pierces a
vein or artery.

Once the catheter 92 is located in a required position, the needle 24 is
pulled out of the catheter component 26 as shown in Figure 2. The O-ring 40
slides on a surface of the blunt holding member 56 thus allowing for movement
of the elongate blunting device 28 relative to the flash chamber 30. Because of a
connection between the catheter component 26 and the elongate blunting device
28, the elonéate blunting member 54 remains in a substantially stationery
locatiofa relative to the catheter 92 when the needle 24 is partially removed from
the body and partially out of the catheter 92. The elongate blunting member 44
thereby moves relative to the needle 24 from the retracted position to an
extended position wherein the blunting member distal end 60 extends out of the
needle canula 50. The shifting member 84 is thus actuated by the catheterb

component 26 to move relative to the needle 24 and, upon movement relative to
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the needle 24, causes movement of the elongate blunting member 54 from the
retracted position to the extended position.

While the needle 24 is moved out of the catheter 92, the clip formation 90
slides along the external ledge 32. The clip formation 90 ultimately snaps into |
position behind a complementary formation 102 and the external ledge 32 due to
spring action of the shifting member 84. The locking formation 100 moves away

from the luer lock formation 98 thus disconnecting the catheter component 26

" from the shifting member 84. The needle 24 and the elongate member are then

10

15

20

together removed out of the catheter component 26 while the catheter 92 remains
within the body.

After the needle 24 and the elongate blunting member 54 are moved out
of the catheter component 26, the blunting member distal end 60 prevents the
sharp needle distal end 48 from penetrating another body. The elongate blunting
member 54 is prevented from moving out of the extended position because of the
clip formation 90 which engages with the formation 102 on the external ledge 32.
The needle assembly 20 can then be safely dispensed of with a substantially
reduced likelihood that the sharp needle distal end 48 would cause penetration
trauma

Figure 3 illustrates a portion of the eléngate blunting device 28 and the
shifting member 84. The air venting opening 82 is a micro hole which may be
injection molded at the time when the blunt holding member 56 and the shifting

member 84 are molded. Alternatively, the air venting opening 82 may be a micro

Patent Application 15 056301.P430



v

L]

i En 01

s ar—

T Efy i

-

10

15

20

hole which is lazer drilled after the blunt holding member 56 and the shifting
member 84 are molded.

Figure 4 illustrates a portion of an elongate blunting device 28A according
to an alternative embodiment of the invention. The elongate blunting device 28A
includes a blunt holding member 56A and an elongate blunting member 54A as
in the embodiment hereinbefore described. A slot 112 is formed in the side of the
blunt holding member 56A. The elongate blunting device 28A further includes a
passage forming member 114. The passage forming member 114 has an air
venting opening 84A therethrough. The air venting opening 84A is a micro hole
which may be lazer drilled or injection molded in the passage forming member
114.

The passage forming member 114 is inserted into the slot 112 with a
friction fit or a transition fit. The passage forming member 114 is thereby
secured to the blunt holding member 56A in a position wherein a blood
channeling cavity 116 is defined by surfaces of the slot 112in the blunt holding
member 56A and by a surface of the passage forming member 114. Blood flows
from the elongate blunting member 54A into the blood channeling cavity 116 and
from the blood channeling cavity into the internal volume (reference numeral 38
in Figure 1) of the flash chamber (reference numeral 40 in Figure 1).

An advantage of the elongate blunting device 28A of Figure 4 is that it can

be easily to manufactured by separately manufacturing the blunt holding

Patent Application 16 056301.P480
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member 56A and the passage forming member 114, and manufacturing the air
venting opening 82A under more controlled conditions.

Figure 5 illustrates an elongate blunting device 28B according to another
embodiment of the invention. The elongate blunting device 28B also includes a
blunt holding member 26B and an elongate blunting device 54B. As with the
embodiment of Figure 4, the blunt holding member 26B has a slot 112A. The
elongate blunting device 28B further includes a porous plug 120. The porous
plug 120 is inserted into the slot 112 witha friction fit or a transition fit. The.
porous plug 120 is thereby secured to the blunt holding member 56B so that a
blood channeling cavity 116A is defined by surfaces of the slot 112 and a surface
of the porous plug 120.

Blood flows from the elongate blunting member 54B into the blood
channeling cavity 116A. The porous plug 120 is made of a porous material
which allows air through but substantially prevents blood through. The poro&s
plug 120 typically has pore sizes of about 50 microna length of about 2.5mm and
a width of about Imm. Air can thus be vented through the porous plug 120 to
atmosphere. The porous plug 120 thereby defines an air venting passage
through which the air is vented, but substantially prevents the blood from flow
pass through. The blood flows from the blood channeling cavity 116A to an

internal volume of a flash chamber.

Figure 6 illustrates an elongate blunting device 28C according to yeta

further embodiment of the invention. The elongate blunting device 28C, as in the
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embodiment hereinbefore described, includes a blunt holding member 56C and
an elongate blunting member 54C secured thereto. A slot 124 is formed in the
side of the blunt holding member 56C. The slot 124 is “blind” in the sense that
the slot is formed only in a distal er;d of the blunt holding member 56C.

A blunt opening 126 is formed into a proximal end of the blunt holding

member 56C. The blunt opening 126 extends into the blunt holding member 56C

substantially in a direction opposite to the direction in which blood flows
through the elongate blunting member 54C. A porous plug 128 is inserted into
the plug opening 126 in a direction opposite to the direction in which the blood
flows through the elongate blunting member 54C. An air connection opening
130 interconnects the slot 124 and the blunt opening 126. A blood channeling
opening is defined within the confines of a distal surface of the porous plug 128,
a surface of the opening 130, and surfaces of the slot 132. Air is vented through
the blood channeling cavity 132, and then through the porous plug 128 due to
the porous nature thereof. The blood is however prevented from passing
through the porous plug 128. The blood flows from the blood channeling cavity -
132 to an internal volume of a flash chamber.

As shown in Figure 6, an O-ring 144 may be located in a stationary
position around the blunt holding member 56C. The O-ring 144 is slideably
engaged and seals with a flash chamber. Movement of the elongate blunting
device 128 relative to a needle causes sliding movement of the O-ring 144 against

a surface of a flash chamber. The embodiments hereinbefore described may

Patent Application 18 056301.P480
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utilize a similar O-ring 144 instead of an O-ring such as the O-ring 40 in Figure 1
which slides on the blunt holding member 56.

Figure 7 illustrates a needle assembly 220 according to an alternative
embodiment of the invention. As with the needle assembly 20 of Figure 2, the
needle assembly 220 includes a main body 222, a needle 224, a catheter
component 226, an elongate blunting device 228, an external ledge 232, and a
shifting member 284. The elongate blunting device 228 includes an elongate
blunting member 254, and a blunt holding member 256. A blunt holding
member blood flow passage 272 is formed in the blunt holding member 256. A
proximal end of the elongate blunting member 254 is inserted into the blunt
holding member blood flow passage 272. No air venting passage is provided
such as the air venting opening 82 in the embodiment of Figure 1. Instead, the
blunt holding member 256 has an internal surface 274 facing a blunting member
blood exit opening 266 of a blunting member blood flow passage 262 in the
elongate blunting member 254. A cavity 290 is defined between the surface 274
and a proximal end of the elongate blunting member 254. Air is vented through
an exit passage 286 in a side of the blunt holding member 256 to an internal
volume 238 in a flash chamber 230 and through a core 244 of a plug 242. The
embodiment of Figure 7 is the same as the embodiment of Figure 1 in all other

respects.

Patent Application 19 056301.P480



—

B E S i 0

T

E.

- e m

B S i

10

15

20

Figure 8 illustrates the elongate blunting device 228 of Figure 7 in more-
detail. It can be seen that the exit opening 286 is entirely deﬁned and
circumscribed by the blunt holding member 256.

Figure 9 illustrates an elongate blunting device 300 according to a further
embodiment of the invention. The elongate blunting device 300 includes a blunt
holding member 302 and an elongate blunting member 304.

The blunt holding member 302 includes a proximal main support portion
306 and three claws 308 extending fromir the main support portion 306. The main
support portion 306 has a surface located between the claws 308. A proximal end
of the elongate blunting member 304 is inserted between the claws 308. The
claws 308 engage with the elongate blunting member 304 on three different sides
thereof.

A cavity 312 is defined between the surface 310 and the proximal end of
the elongate blunting member 304. Blood flows from the elongate blunting
member 304 into the cavity 312. Three exit openings are defined between

respective pairs of the claws 308 so the blood can flow from the cavity 312
through the exit openings out of the elongate blunting device 300.

Figure 10 illustrates a further embodiment of an elongate blunting device
330 according to the invention. The elongate blunting device 330 includes a
blunt holding member 332 and an elongate blunting member 334. A blunt

receiving opening 336 is formed into a distal end of the blunt holding member

Patent Application 20 056301.P480
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332. The blunt holding member 332 has a surface 338 in a base of the blunt
holding opening 336.

A proximal end of the elongate blunting member 334 is inserted into the
blunt receiving opening 336. A cavity 340 is defined between the proximal end
of the elongate blunting member 334 and the surface 338. Blood can flow into
the cavity 340.

Three grooves 342 are formed on a surface of the blunt receiving opening
336 facing a side of the elongate blunting member 334. Each groove 342 allows
for a respective blood exit passage 344 to be defined between a side surface of the
elongate blunting member 334 and an inner surface of the blunt holding member
332. Blood can flow from the cavity 340 through each blood exit passage 344 out
of the elongate blunting device 330.

While certain exemplary embodiments have been described and shown in
the accompanying drawings, it is to be understood that such embodiments are
merely illustrative and not restrictive of the current invention, and that this

invention is not restricted to the specific constructions and arrangements shown
and described, since modifications may occur to those ordinarily skilled in the

art.
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CLAIMS
What is claimed:
L A needle assembly comprising:

a needle having a needle proximal end, a sharp needle distal end, and a
needle canula extending therethrough;

an elongate blunting device which is at least partially located within the
needle canula, tﬁe elongate blunting device having a blunting member proximal
end, a blunting device distal end, a blunting device blood flow passage
therethrough through which blood can flow from the a blunting device distal
end to the blunting device proximal end, and a blunting member blood exit
opening through which the blood can flow out of the blunting member blood
flow passage;

a blunt holding member secured to the proximal end of the elongate
blunting member, the blunt holding member having a surface facing the blunting
member blood exit opening with a cavity defined between the surface and the
blunting member blood exit opening so that the blood can flow into the cavity;

a shifting member which can be actuated to move the blunt holding
member relative to the needle, the blunt holding member upon movement
relative to the needle, causing movement of the elongate blunting member from
a retracted position wherein the blunting member distal end is retracted into the

needle canula so that the sharp needle distal end can penetrate a body, to an

Patent Application 22 056301.P480
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extended position wherein the blunting member distal end extends out of the
needle canula so as to prevent the sharp needle distal end from penetrating the
body; and

a flash chamber having an internal volume which is in communication
with the cavity so that the blood can flow from the cavity into the internal
volume, the flash chamber being at least partially made of a material through

which the blood can be seen when located in the internal volume.

2. A needle assembly according to claim 1 wherein the blunt holding
member includes a main support portion defining the surface and at least two
claws extended from the main support portion to the elongate blunting member
and are engaged with the elongate blunting member on at least two different

sides thereof.

3.  Aneedle assembly according to claim 3 comprising at least three of said
claws engaging with the elongate blunting member on at least three different

sides thereof.

4. A needle assembly according to claim 1 wherein the blunt holding
member has a blunting member receiving opening into which the blunting
member proximate end is inserted, a blood exit passage being formed in the

blunt holding member, through which the blood can flow from the cavity out of

Patent Application : 23 056301.P480
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the blunt holding member.

5. A needle assembly according to claim 1 wherein the blunt holding member
has a blunting member receiving opening into which the blunting member
proximal end is inserted, a blood exit passage being formed between a side
surface of the elongate blunting member and an inner surface of the blunting
member receiving opening so that blood can flow from the cavity out of the

blunt holding member. ™

6. A needle assembly according to claim 1 which includes a clip formation
which snaps into position when the elongate blunting device is moved into the
extended position so that the elongate blunting member is prevented from

moving out of the extended position towards the retracted position.

7. A needle assembly according to claim 1 which includes a catheter located
around the needle, the catheter being insertable, together with the needle into the
body, wherein the needle can be removed from the body and out of the catheter

while the catheter remains within the body.

8. A needle assembly according to claim 7 which includes a clip formation
which snaps into position when the elongate blunting device is moved into the

extended position so that the elongate blunting member is prevented from
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moving out of the extended position towards the retracted position.

9. A needle assembly according to claim 1 which includes a seal around the
elongate blunting device and between the elongate blunting device and the flash

chamber so as to substantially prevent leakage of blood out of the flash chamber.

10. A needle assembly according to claim 9 wherein the seal slides on a
surface of the elongate blunting device\»lhen the elongate blunting device moves

from the retracted position to the extended position.

11. A needle assembly according to claim 1 further comprising a porous
member which is made of a material which allows air through but substantially
prevents blood through, the porous member being located and formed so that air
is vented therethrough when blood flows into the blunting member blood flow

passage due to the porous nature thereof, but blood is substantially prevented

from flowing therethrough.
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12. A needle assembly according to claim 11 wherein the flash chamber has a
plug aperture and the porous member is a porous plug which closes off the
opening so that air is vented therethrough when the flash chamber fills with

blood, but blood is substantially prevented from flowing therethrough out of the

flash chamber,
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.
o
50
Fgn

\
(PR
¥, T

3%



it

10

15

20

ABSTRACT QF THE DISCLOSURE

The invention generally relates to a needle assembly of the kind having a
needle, an elongate blunting device, a shifting member, and a flash chamber.
The needle is of the kind that has a needle proximal end, a sharp needle distal
end and a needle canula extending therethrough. The elongate blunting device
is at least partially located within the needle canula. The elongate blunting
device is of the kind that has a blunting device proximal end, a blunting device
distal end, and a blunting device blood flow passage therethrough through
which blood can flow from the blunting device distal end to the blunting device
proximal end. The shifting member can be actuated to move relative to the
needle and, upon movement relative to the needle, causes movement to the
elongate blunting device from a retracted position wherein the blunting device
distal end is retracted into the needle canula so that the sharp needle distal end
can penetrate the body, to an extended position wherein the blunting device
distal end extends out of the needle canula so as to prevent the sharp needle
distal end from penetrating the body. The flash chamber is of the kind that has
an internal volume which in communication with the blunting device blood flow
passage so that the blood can flow from the blunting device blood flow passage
into the internal volume. The flash chamber is at least partially made of a

material through which blood can be seen when located in the internal volume.
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VENTING OF AIR
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Charles T. J. Weigell, Reg. No. 43,398; Kirk D. Williams, Reg. No. 42,229; James M. Wu, Reg. No.
P45,241; Steven D. Yates, Reg. No. 42,242; Ben J. Yorks, Reg. No. 33,609; and Norman Zafman, Reg.
No. 26,250; my patent attorneys, and Andrew C. Chen, Reg. No. 43,544; Justin M. Dillon, Reg. No.
42,486, Paramita Ghosh, Reg. No. 42,806; and Sang Hui Kim, Reg. No. 40,450; my patent agents, of
BLAKELY, SOKOLOFF, TAYLOR & ZAFMAN LLP, with offices located at 12400 Wilshire Boulevard, 7th
Floor, Los Angeles, California 90025, telephone (310) 207-3800, and James R. Thein, Reg. No. 31,710,

my patent attomey.

Rev. 09/09/99 (D1) - - ' -4- : : -,
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APPENDIX B
Title 37, Code of Federal Regulations, Section 1.56
o Disclose | ation Material to Patentabili

(a) A patent by its very nature is affected with a public interest. The public intetest is best served;
and the most effective patent examination occurs when, at the time an application is being examined, the
Office is aware of and evaluates the teachings of all information material to patentability. Each individual
associated with the filing and prosecution of a patent application has a duty of candor and good faith in
dealing with ths Office, which includes a duty to disclose to the Office all information known to that individual
to be material to patentability as defined in this section. The duty to disclosure information exists with respect
to each pending claim until the claim is cancelled or withdrawn from consideration, or the application becomes
abandoned. Information material to the patentability of a claim that is cancelled or withdrawn from
consideration need not be submitted if the information is not material to the patentability of any cfaim
remaining under consideration in the application. There is no duty to submit information which is not material
to the patentability of any existing claim. The duty to disciosure all information known to be material to
patentability is deemed to be satisfied if all information known to be material to patentability of any ¢claim
issued in a patent was cited by the Office or submitted to the Office in the manner prescribed by §§1.97(b)-(d)

~~and 1.98. However, no patent will be granted on an application in connection with which fraud on the Oftice

was practiced or attempted or the duty of disclosure was violated through bad faith or intentional misconduct.
The Office encourages applicants to carefully examine:

(1) Prlor art cited in search reports of a forelgn patent office in a counterpart application, and

@) The closest information over which individuals associated with the filing or prosecution of a
patent application believe any pending claim patentably defines, to make sure that any material information
contained therein is disclosed to the Office.

(b) Under this section, information is material to patentability when it is not cumulative to
information already of record or being made or record in the application, and

(4] It establishes, by itself or in combination with other information, a prima facie case of
unpatentability of a claim; or )

(2) It refutes, or is inconsistent with, a position the applicant takes in:

(i) Opposing an argument of unpatentability relied on by the Office, or

(ii) Asserting an argument of patentability.
A prima facie case of unpatentability is established when the information compels a conclusion that a claim is
unpatentable under the preponderance of evidence, burden-of-proof standard, giving each term in the claim
its broadest reasonable construction consistent with the specification, and before any consideration is given to
evidence which may be submitted in an attempt to establish a contrary conclusion of patentabllity.

(c) Individuals associated with the filing or prosecution of a patent application within the
meaning of this section are:

(1) Each inventor named in the application;
) Each attomey or agent who prepares or prosecutes the application; and

{3) Every other person who is substantively involved in the preparation or prosecution of the
application and who is associated with the inventor, with the assignee or with anyone to whom there is an
obligation to assign the application.

(d) Individuals other than the attomey, agent or Inventor may comply with this section by
disclosing information to the attomey, agent, or inventor.

Rev. 09/09/99 (D1) - -5-
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Attorney's Docket No.  056301.P480 Patent

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application of:
Solomon et al. Examiner: Not Yet Assigned
Application No.: Not Yet Assigned Art Group: Not Yet Assigned

iled: i *Express Mail® majling label num Ebéﬁglgéé'bus
Filed: Herewith Date of Deposit: \P(Y\R’e)(’/f NG

| hereby certify that | am causing this paper or fee to be

For: A NEEDLE ASSEMBLY HAVING deposited with the United States Postal Service *Express Mail Post
AN ELONGATE BLUNTING Office to Addressee* service on the daie indicated above and
DEVICE WHICH ALLOWS FOR that this paper or fee has been addressed to the Assistant

VENTING OF AIR Qo‘xgr;ng\atexf vuly'gon D.C. 29231

P

Assistant Commissioner for Patents

{Signature of person B%WW rl . lﬁqo)

(Date signed)

Washington, D.C. 20231

LETTER REGARDING LIMITED RECOGNITION UNDER 37 CFR § 10.9(b)

The undersigned has been granted limited recognition under 37 CFR § 10.9(b) to
prosecute patent applications in which the applicants are clients of the Blakely, Sokoloff,
Taylor & Zafman LLP law firm, and wherein a registered practitioner who is a member
of the Blakely, Sokoloff, Taylor & Zafman LLP law firm is the attorney or agent of
record. In this regard, please see the attached copy of the original document in which
this limited recognition is granted. In particular, please note that:

(a)

(b)

()

(d)

s .:' \'é;‘}} -

The undersigned is an employee of the Blakely, Sokoloff, Taylor &
Zafman LLP law firm;

The above applicant is a client of the Blakely, Sokoloff, Taylor &
Zafman LLP law firm;

A registered practitioner who is a member of the Blakely, Sokoloff,
Taylor & Zafman LLP law firm is an attorney or agent of record in the
above application;

The undersigned continues to lawfully reside in the United States
on a H-1B visa; and
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(e)  The undersigned has been appointed as an associate attorney in the
above application.

Accordingly, the undersigned meets all requirements for limited recognition
under § 10.9(b), and is thus permitted to prosecute the above patent application.

Respectfully submitted,
BLAKELY, SOKOLOFF, TAYLOR & ZAFMAN, LLP

oo 1 Yov/s

Stephen M. De Klerk

12400 Wilshire Boulevard Under 37 CFR § 10.9(b) -
Seventh Floor ~
Los Angeles, CA 90025-1026

(408) 720-8598
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BEFORE THE OFFICE OF ENROLLMENT AND DISCIPLINE
UNITED STATES PATENT AND TRADEMARK OFFICE

LIMITED RECOGNITION UNDER 37 CFR § 10.9(b) -

Stephen M. De Klerk is hereby given limited recognition under 37 CFR § 10.9(b), as an employee
of the Blakely, Sokoloff, Taylor & Zafman, LLP, law firm, to prepare and prosecute patent
applications and to represent patent applicants wherein the applicants are clieats of the Blakely,
Sokoloff, Taylor & Zafman, LLP, law firm, and wherein a registered practitioner who is a member
of the Blakely, Sokoloff, Taylor & Zafman, LLP, law firm, is the attorney of record. This limited
recognition shall expire on the date appearing below, or when whichever of the following events
first occurs prior to the date appearing below: (i) Stephen M. De Klerk ceases to lawfully reside
in the United States, (ii) Stephen M. De Klerk’s employment with the Blakely, Sokoloff, Taylor
& Zafman, LLP, law firm ceases or is terminated, or (jii) Stephen M. De Klerk's ceases to remain
or reside in the United States on an H-1B visa. .

This document constitutes proof of such recognition. The original of this document is on file in
the Office of Enrollment and Discipline of the U.S. Patent and Trademark Office. _

o LG

Karen L. Bovard, Director
Office of Enrollment and Discipline

Expires: June 15, 2000




_ * Zold RS
06 29 og. zg, 89 @2 95 / O,
ool OO EEEEEE-S«|sS—"s
.rﬂ////////////fﬂ//”//a//////// SANNAUNRNAN OANNNANY NO
29 b5 P ”
09~ 28
9
9% 7
¥2
+ ‘ 9 / -
8 02 $6 % 99 & b
¥ of
14
of } ¢
22 N
. 02
1914
2 20, 08, §2 85 89 OF, %8
T M
0§ 2 | 128
g ¥ % 2 .
8‘ * e * 09 B ¥
o
b2
/ og

2
LA
B
L
t
1]
1y

[

f=2
i
i3
iy
4]
¥}

¥
HE

5%



. LUXBURY-FT. WAYNE TEL:213-136-223¢ Tou2e 17 ie 15:Sf NVIVEAE g

\ ’

L oA



LUADUR L =C 1 ,

-

.
- .

T3 & g S 3

=T ED

W]

Y

wr NG

[ < A R R

-

el
. <
AN I M




i







a5 19i4

822

¥52 29 82

952 4 12

vee

&&\

* wne e

D TR T

L

902 &7 o

[
ove

=

1ng
K
&
g



el

LU
XB

UR

Y-
‘ FT
. WA
YNE
fEL
s
ccle
w—d
90~
242
[0}
oe

. \O"\




16

&y
.




Ce

s

iy




£
Industria y Comercio

2do. EXAMEN DE FORMA PATENTE DE INVENCION \0?

Radicacién no 00-91710

Concepto Técnico no 284
Clasificacion Internacional de Patentes; A61M 25/00

Practicado el examen de acuerdo a lc establecido en el Art. 38 de la Decision 486 se
determind que esta solicitud de Patente de Invencién:

Sl :?40 [ 1 Contiene un resumen de la invencion (Art.26-e).
SI| NO[ ] Contiene el titulo 0 nombre de la invencién (Art.27-d).
SI NO[ ] Contiene la descripcién de la invencién (Art.26-b).

SI| NO[ ] NO ES APLICABLE [ ] Contiene los dibujos necesarios para
comprender la invencién (Art.26-d)

SI| NO[ ] Contiene una o mas reivindjcaciones. (Art.26-c).

SI[ ] NO[] NO ES APLICABLE [#] Han sido desarrollados los productos ylo
procedimientos a partir de recursos genéticos o de sus productos

derivados de los que cualquiera de los Paises Miembros es pais de
origen. (Art. 26- h).

SI[ ] NO[] NOES APLICABLE [¢] Los productos y/o procedimientos han sido
- obtenidos o desarrollados a partir de los conocimientos tradicionales
de las comunidades indigenas, afroamericanas, o lccales de los
paises miembros, de acuerdo a lo establecido en la Decisién 391 y
us modificaciones y reglamentaciones vigentes.(Art.26-i).

SIfT ] NOI La invencion se refiere a un producto relativo a un material bioldgico.
: (Art.26-J).

SI[“] NO[ ] NO ES APLICABLE [ | La prioridad coincide con la materia
reivindicada.

SI[“] NO[ ] CUMPLELOS REQUISITOS TECNICOS

OBSERVACIONES Y OTROS: SI[ ] NO [ ] ver hoja(s) anexa(s)

EXAMINADOR TECNICO
202051

Bogota D. C., enero 31 de 2003
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Industria y Comercio
SUPERINTENDENCLIA

Folio m

2020

Bogota DC

Doctor(a)

JIMENA ESCOBAR URIBE

Apoderado(a)

REFERENCIA: Radicacién No. 00-91710
Tramite 002
Evento 001
Actuacion 416
Oficio No. 279
Folios 001

Teniendo en cuenta que la solicitud de privilegio de patente que se tramita bajo el
expediente indicado en la referencia, retine los requisitos de forma establecidos en los
articulos 26 y 27 de la Decisi6n 486 de la Comision de la Comunidad Andina, y en las
demas disposiciones vigentes sobre la materia, se envia el extracto de la solicitud a la
Oficina de Comunicaciones para efecto de su publicacién en la Gaceta de Propiedad
Industrial, conforme lo establece el articulo 40 de la misma Decisién.

Cumplase

Dado en Bogot4 DC, 11 FEB

ALIX CARMENZA CESPEDES DE VERGEL
Jefe de la Divjgién de Nuevas Creaciones

202051



