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attached to a needie hub (40) and s bent area (44) therebetween The dewvice further includes a twbuler catheter (28) having proximal

The assembly includes a needle tip protector (26) having a proximal end (49) and a distal end (50) disposed withn the catheter hub
(30) The distsl end of the protector covers the needle tip when the needle is removed from the catheter The protector has a proximal
opemng (72) at its proxumal end wherein the bent aren (44) 15 angled away from the proximal opening such that when the needle 15
removed from the cathsier the protector remains attached o the necdle
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SAFETY NEEDLE AND CATHETER ASSEMBLY

[

d of the on

The present mvention relates, i general, to mtravenous (IV) catheters and,
more particularly, to a safety IV catheter with a needle hp protector that will
automahcally cover the needle tip upon needle wathdrawal

An mtravenous (IV) catheter 13 an instrument that 18 used to introduce certan
flmds such as saline solution directly into the bloodstream of a pahent Typically, a
needle or other stylet 1s first introduced through the cannula portion of the catheter
and mto the sion of the patient at the desired location such as the back of the
patient’s hand or a vessel on the mnside of the arm  Once 1naertion 15 complete, the
needle 18 removed from the canmula portion of the catheter After removing the
needle, a flmd handhing device such as a synnge 13 attached to the Juer fitting located
at the proxymal end of the catheter hub Fluid then flows directly from the flud
handling device through the catheter mnto the bloodstream of the patient.

When the needle 18 removed from the canmula, the health care worker must
place the exposed needle tip at a nearby locabion winle simultanecusly addressing
the task required to accomphish the needle removal It 18 at this joncture that the
exposed needle tip creates a danger of an accidental needle stick occurnng which
leaves the health care worker vulnerable to the transmunssion of vanous, dangerous
blood-bome pathogens such as human immume virus (HIV) and hepatitis

The nsk of a contarminated needle stick 15 not just 1solated to the health care
worker mserting the intravenous catheter Careless disposal of used needles can put
other health care workers at nsk as well [Even others outside the health care
profession, for example those involved in the clean-up and final disposal of medical
waste, are at risk of an accidental needle stick from a carelessly discarded needle
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The danger to health cere workers and others outside the health care
profession from accidental needle sticks has yielded the development of catheters
with safety mechanisms m which the occurrence of such accidental needle sticks 1s
prevented An example of a catheter having a safety mechamsm 15 disclosed in US
Patent No Re 34,416 1ssued to Lemueux A safety catheter 18 descnibed which
includes en element that covers the needie tip upon removal of the needle from the
catheter The safety element includes a spht flange at its proximal end which 1s
expanded by the needle as the needle 13 inserted into an updermized hole at the center
of this flange. The safety element 1s thus held secure within the catheter hub by
mserting the needle through the undersized hole which forces the outside penmeter
of the spht flange agmnst the mnside wall of the catheter hub One of the drawbacks
to tlns design 13 the amount of fiichion force exerted against the needle by the spht
flange. A tight fit of the flange agamst the catheter wall causes great fnction agminst
the needle malang 1t dufficult to be withdrawn from the catheter by the clhimician. A
lose fit leaves the flange prone to releasing prematurely from the catheter as the
needle 15 withdrawn, creating the potential that the needle tip wall be left exposed

Another example of a catheter having & safety mechamsm 15 disclosed in US
Patent No 6,117,108 1ssued to Woehr ct al A safety IV catheter 13 described

mncluding a resihent needle guard which protects the needle trp upon removal of the
needle from the catheter tub The needle guard includes an erm that includes an
openung through which a needle passes causing axial movement of the arm. This
axial movement forces the arm 1nto a groove or behind a nb located on the mside of
the catheter hub, captunng the needle guard 1n the catheter hub A potential 185ue
with this demign develops when the needle guard 1s not properly seated into the
catheter hub If the distal end of the needle guard arm 13 not in alignment with the

groove i the catheter hub, exceasive forces are piaced on the needle causing a high
drag force as the climician removes the needle And, since the needle guard arm 1s

not properly seated 1n the groove, 1t may prematurely release from the catheter hub
upon the removal of the needle leaving the needle tip exposed

The prior art safety catheters all exhibit one or more drawbacks that heve
thus far [imited their usefulness and full acceptance by health-care workers What 15
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needed therefore 13 a safety IV catheter that functions rehably, 1s easy and
inexpensive to manufacture, and easy to use

Inv n

In accordance wath the present mventon there 15 provided a catheter
miroducer assembly The catheter troducer sssembly compnses a needle
assembly having a needle attached to a needle hub and a distal end extending
therefrom The needle includes a bent area disposed between its proximal and
distal ends The catheter mntroducer assembly further includes a catheter
assembly having a tubular catheter with a proximal end attached to a catheter
hub The needle 18 coaxially received within the catheter The catheter
introducer assembly further includes a needle tip protector disposed within the
catheter hub The needle tp protector 1s shdably disposed onto the needle,
whereby when the needie 15 proximally removed from the catheter the protector
remains attached to the needle.

Brief Description of the Drawings

The novel features of the invenhon are set forth with particulanty m the
sppended claams The mmvention itself, however, both as to orgamizaton and
methods of operation, together with further objects and advantages thereof, may best
be understood by reference to the following descniption, taken 1n conpunchon with
the accompanying drawings 1 which

Figure 1 13 a perspective view of the catheter and needle assembly of the
present mvention,

Figure 2 18 an exploded perspectrve view of the catheter assembly and needle
assembly including the needle tip protector of the present invention,

Figure 3 18 a perspective view of the needle tip protector of the present
invention,
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Figure 4 1s an elevahon view of Figure 3 taken along Ime 4 — 4 1llustrating
the hole positions in the rear flanges of the needle tip protector as manufactured,

Figure 5 15 8 section view of the catheter assembly and needle assembly taken
along line 5 - 5 of Frgure 1,

Figure 6 13 an enlarged pertial sechon view of Figure 5 illustrating the
relative position of the needle tip protector tab and catheter hub nb,

Figure 7 18 a section view of the catheter lmb with needle tip protector
installed taken along hine 7 — 7 of Figure 5,

Figure 8 15 & perspective view of the needle tip protector shown as installed
m the catheter hub wath the needle mserted therethrough,

Figure 9 15 a perspective view of the needle tip protector shown as removed
from the catheter hub and 11luatrating the needle tip covered by the protector;

Figure 10 13 a perspective view of an alternate embodument of the needle tip
protector‘of the present mnvention

Detafled Description of the Invegtion

As used herein, the term “proximal” refers to a location on the catheter and
needle assembly with needle tip protector closest to the chmeian using the device
and thus furthest from the patient on which the device 13 used Conversely, the term
“dustal” refers to a location farthest from the climician and closest to the patient

As 1llustrated 10 Figures 1 and 2, IV catheter assembly 20 comprnises catheter
assembly 22 and needle assembly 24 Needle assembly 24 further includes needle tip
protector 26 Catheter assembly 22 includes catheter 28 which 1s & tubular structure
having a proximal end 31 and distal end 29 Proximal end 31 of catheter 28 15
fixedly attached to catheter hub 30 Catheters are well known 1n the medical art and
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one of many switable mateneals, most of which are flexible thermoplastics, may be
selected for use mn catheter 28 Such matenisls may mnclude, for example,
polyurethane or floonnated ethylene propylene Catheter hub 30 15 a generally
tubular structure having an mternal cavity in find conmmumcation with the internal
lumen of catheter 28 Catheter hub 30 may be made from a suiteble, ngid medical
grade thermoplastic such as, for exemple, polypropylene or polycarbonate For
tllustration purposes catheter hub 30 18 shown translucent, though m actual use 1t
mey be translucent or opaque. At the proximal end of catheter hub 30 15 integrelly
attached Luer fithng 32, commonly known mn the medical art. Luer fitng 32
provides for secure, leakproof attachment of tubing, synnges, or any of many other
medical devices used to mfuse or withdraw flmids through the catheter assembly As
18 more clearly illustrated 1n Figures 5 and 6, rib 34 15 a raised annular ring integral
to and extending from internal sidewall 36 of catheter hub 30 Rib 34 is located
approximately mid way between the proximal end and distal end of ssdewall 36 Rib

34 plays an important role 1n secunng needle tip protector 26 1n catheter hub 30, as
will be described 1n more detml later

Refernng agan to Figures 1 and 2, needle assembly 24 compnses needle 38,
which 19 & tubular structure with a proximal end 39 and distal end 41, needle hub 40,
end needle tip protector 26 Needle tip protector 26 18 assembled shdably on needle
38 Needle 38 18 preferably made of stainless steel Proxiumal end 39 of needle 38 18
fixedly attached to needle hub 40 A bevel 42 15 located at the most distal end of
needle 38 creating a sharp prercing ttp Needle bend 44 15 located at the distal end of
needle 38 proximal to bevel 42 and 18 curve 1 needle 38 Needle bend 44 can be
created by bending method such as “rotary draw bending.” Rotary draw bending 18 8
process well known 1n the metal bending art and involves using a clamp die and a
bend die, which are moided to match the nommal diameter of needle 38, to rotate
needle 38 agamst a pressure dic A mandrel 13 1nserted 1nto needie 38 dunng the
procedure to oummize the stretchng that occurs along the outer radius of needle 38,
while a wiper die reduces wrinkling along the mner radius of needle 38 Bend 44 15
formed at an angle away from second flange hole 72 m needle tip protector 26 and 15
important in preventing the complete removal of needle tip protector 26 from needle
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38, as will be descnibed m more detal later In the prefesred embodiment the angle
of bend 44 15 45 to 90 degrees away from second flange hole 72

Needle hub 40 13 generally a tubular structure having an internal cavity mn
flud commumecation with the lumen 1 peedle 38 It 18 preferably made of a
translucent or transparent generally ngid thermoplashc matenal such as, for
example, polycarbonate At the most proximal end of the internal cavity i needle
hub 40 18 fixedly attached porous plug 46 A flashback chamber 48 15 created in the
cavity distal to porous plug 46 Porous plug 46 contans a plurality of microscopic
openings which are large enough to permut the passage of air and other gasses but
small enough to prevent the passage of blood Flashback chamber 48 fills with blood

upon successful eniry of the needle tip into the targeted vem, providing the chimcian
visual conformation of the correct placement of the needle

Refernng now to Figures 3 and 4, needle tip protector 26 has & proximal end
49 and distal end 50 and 1s preferably a umtary structure formed from & single piece
of thin, resihient metenal, preferably stamnless steel First flange 66 and second flange
68 are generally square and are integrally connected at nght angles to first outer wall
74 and second outer wall 76, respectively First outer wall 74 13 connected at a nght
angle to first tab flange 78 First tab flange 78 and second tab flange 80 are cach
formed at angles shghtly greater than 90 degrees to second outer wall 76 so that the
resulting dimension c 1s shightly larger than mside diameter d (see Figures 5 - 7)
across nb 34 1n catheter hub 30 In the preferred embodiment angles a and b are each
approximately 9425 degrees In the preferred embodiment dimension ¢ 18
approxmnately 005 - 009 inches larger than dimension d Furst flange hole 70 18
located 1n the center of first flange 66 and 13 over-mzed to shdably receive needle 38
Second flange hole 72 and skirt 82 are located in the center of second flange 68
Skart 82 1s integral to second flange hole 72 and 1s formed by extrudng matenal
from second flange hole 72 mn a direction dastal to second flange 68 This permuts for
a very close but shdably fit over the nominal diameter of needle 38 Skrt 82 also
fimchons to help mantmn alignment of needle 38 to the center axis of needle tip
protector 26 As would be understood by one skilled in the art, flange hole 72 would
be appropnately sized to the parhcular needle "gauge” size to which it 13 demigned to

Page 6 of 14
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recerve. First tab 86 and second tab 88 are connected at nght angles to first tab
flange 78 and second tsb flange 80, respectively, and protrude outward away from
the center axis of needle tip protector 26 First tab edge 90, located on the outer
portion of first tab 86, and second tab edge 92, located on the outer portion of second
tab 88, are each arcuate to approximately match the curve of ssdewall 36 mn catheter
hub 30

Referring again to Figure 3, first beam 96 extends distally from first outer
wall 74 and 13 angled towrrd and extends past the center axis of needle tip protector
26 At the distal end of first beam 96 18 integrally formed curved first ip 98 which
extends across and through the center axis of needle tip protector 26 Second bean
100 extends distally from second outer wall 76 and 1s angled toward and extends
past the center axis of needle tip protector 26 At the distal end of second beam 100
13 stop flange 102 whuch extends across and normal to the ceater axis of needle tip

protector 26 At the end of stop flange 102 opposste its connection to second beam
100 13 integrally formed curved second hp 104

Referning now to Figures 5-9, needle tip protector 26 1s assembled to needle
38 as follows,

The proximal end of needle 38 13 fixedly attached to the distal end of needle
hub 40, which contmns porous plug 46 fixedly attached to 1ts proximal end,

The distal end of needle 38 15 mserted through first flange hole 70 and then
through second flange hole 72 in needle tip protector 26, moving from proxumal to
dastal,

First beam 96 and second beam 100 are flexed, as a result of their resilient
properties, normal to the center axis of needle tip protector 26 50 that needle 38 wall
pass between first lrp 98 and second hip 104 (see Figure 8),

Needle bend 44 15 added to the dastal end of needle 38 just proximal to bevel
42 Bend 44 18 angled away from second flange hole 72 locally (see Figure 9) thus
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preventing the complete removal of needle tip protector 26 from the distal end of
needle 38

Now needle assembly 24, mcluding needle tip protector 26, 13 assembled mto
catheter assembly 22 as follows,

The dustal end of needle 38 13 posttioned mnto the proximal end of catheter
hub 30 and needle assembly 24 13 moved distally causing needle 38 to enter catheter
28,

As needle assembly 24 continues to move distally, needle tip protector 26
enters the opening 1n the proximal end of catheter hub 30,

Contimued distal movement of needle assembly 24 causes the distal edge of
needle hub 40 to push first tab 86 and second tab 88 on needle tip protector 26 mto
contact with rib 34 located on hub sdewall 36,

Continued distal movement forces first tab 86 and second tab 88, due 1o the

resilient properties of needle tip protector 26, past nb 34 and mn contact with sidewall
36, just dista to nb 34

Needle t1p protector 26 13 thus held distal to nb 34 mmde the cavity m
catheter hub 30 by the flexural forces of first tab 86 and second tab 88 since

dimension ¢ on needle tip protector 26 15 larger than dymension d across nb 34 inmde
catheter hub 30 (see Figure 6)

As 13 best 1[lustrated m Figure 7, the movement of first tab 86 and second tab
88 as needle tip protector 26 18 finally seated distal to rib 34 causes flexure 1n second

outer wall 76 and first tab flange 78 resulting 1n the approxmmate ahgnment of first
flange hole 70 and second flange hole 72

Now, 1n actual chimical use, the IV catheter assembly 20 of the present
mvention functions as follows,
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The distal end of needle 38, which extends just past the distal end of catheter
28 13 1nserted 1nto the patient’s vein,

The climcian observes blood in the flash chamber 1n needle hub 40,

The climcian grasps needle hub 40, and catheter assembly 22 alone 18 moved
castally into the vean,

The chimcian applies slight pressure to the msertion site to hold catheter
assemnbly 22 secure,

The climcian grasps the needle hub and begins withdrawal of needle
assembly 24 from catheter assembly 22 Dunng thrs process, needle tip protector 26
remana secure ingide catheter hub 30 until bend 44 on the distal end of needle 38
comes mto contact with second flange hole 72 Juat before bend 44 encounters
second flange hole 72, the biamng forces of first beam 96 and second beam 100
cause stop flange 102 and first Lp 98 to move normal to and across the center axis of
needle 38, blocking any further distal movement of needle 38 relative to needle tip
protector 26 After stop flange 102 and first lip 98 move normal to and across the
center axis of needle 38, first beam 96 and second beam 100 prevent axial
movement of needle 38 preventng needle 38 from being twisted enabling bend 44 to
be manipulated through second flange hole 72,

Since bend 44 15 angled away from second flange hole 72 and first beam 96
and second beam 100 prevent axial movement of needle 38 secunng bend 44 from
bemng manipulated through second flange hole 72, continued proximal movement of
needle 38 cames peedle tip protector 26 proximal as well, forcing first tab 86 and
second teb 88 on needle tip protector 26 aganst rib 34 First tab 86 and second teb
88 are forced to flex normal to and toward the center axis of needle tip protector 26,

permutting continued movement proximal, past rib 34,

Needle assembly 24 13 now removed entirely from catheter assembly 22, with
the needie tip covered by needle tip protector 26 of the present ;mvention.

Page 9 of 14
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Figure 10 shows an alternate embodiment of the present invention In ths
embodiment, needle 138, similar to needle 38, includes sleeve 199 Sleeve 199 can
be slidably or fixedly attached on needle 138 proximal to bend 144 such that sleeve
199 13 biased against aecond flange hole 172 when needle 138 13 removed from
catheter assembly 22 Sleeve 199 helps prevent needle tip protector 126 from being
completely removed from needle 138 by ensuring that bend 144 can not be
mampulated through second flange hole 172

‘While preferred embodiments of the present mnveation have been shown and
described herem, 1t will be obvious to those skilled 1n the art that such embodiments
are provided by way of example only Nuwmerous vanstons, changes, and
substitutions will now occur to those sialled 1 the art without departing from the
invention Accordingly, it 15 intended that the invention be lumted only by the spint
and scope of the sppended cimms In additon, it should be understood that every
structure described above has a function and such structure can be referred to as a
means for performing that function.
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WHAT IS CLAIMED IS,

1

A catheter mtroducer assembly, compnsing.

o) a needle assembly compnsing & needle having a diameter, a proximal end,
attached to a needle hub, a distal end extending therefrom, and a longitudinal
axig therebetween, smd needle further mncluding a bent area disposed between
said proximal and distal ends,

b) a catheter assembly compnsmng a tubular catheter having proximal end
attached to a catheter hub, and distal end, smd introducer needle bemng
coaxially recerved within said catheter;

¢) a needle tip protector disposed within said catheter hub, said needle tip
protector 15 shdably disposed onto said needle, whereby when said needle 13

proximally removed from smd catheter smd protector remains attached to
sa1d needle

The catheter introducer assembly of claim 1 wherein smd bent area on smd
needle 15 angled 45 — 90 degrees away from 1ts onginal direchon

The catheter introducer assembly of claim 1 wherein said needle diameter 18
constant between its dhstal and proximal ends

The catheter introducer assembly of clazm 1 wherem said needle further
compnses of a sleeve

The catheter introducer assembly of claun 5 wherein smd sieeve 13 attached

proxumal to smd bent area to help secure smd needie m said protector when saud
needle 15 removed from said catheter

A catheter introducer assemnbly, comprising
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a needle assembly compnsing a hollow needle having an outer diemeter, a
proximal end, attached to a needle hub, a distal end extending therefrom, and
a longitudinal axis therebetween, smd needle further including a bent area
disposed between smd proximal and distal ends such that a longitudinal axis
of said distal end of said needle 1s off set from a longtudinal axis of said
proximal end of said needle ,

a catheter sssembly compnsing a tubular catheter having proximal end
attached to a catheter hub, and distal end, smd introducer needle being
coaxially received within smd catheter;

a needle tip protector disposed within swd catheter hub, smd needle tip
protector 1s shidably disposed about said needie such that when saxd necdle 13
proximally removed from said catheter said bent area prevents said needle tip

protector from shding off smd needle so that said needle tip protector
remams attached to sard needle

The catheter introducer assembly of clam 6 wherein said bent area on said
needle 1s angled 45 — 90 degrees away from :ts onginal direction

The catheter introducer assembly of claim 6 wherein said needle further

compnses of a sleeve

The catheter mtroducer assembly of claam 8 wherein said sleeve 1s attached

proximal to said bent area to help secure said needle 1n said protector when said
needle 13 removed from said catheter

8)

10 A catheter introducer assembly, compnsing

& needle assembly compnsing a hollow needle having a proximal end,
attached to a needle hub, 2 distal end extending therefrom, and a longitudinal
axis therebetween and a constant outer diameter between said distal end
proximal end, sad needle further including a bent area disposed between said
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b)

A O

proximal and distal ends such that a longitudinel axis of smd dustal end of
smd needle 18 off set from a longitudinal axis of sad proximal end of smd
needle,

a catheter assembly compnsing a tubular catheter having proximal end
attached to a catheter hub, and distal end, said mntroducer needle bemng
coaxially recerved within smd catheter;

a needle tip protector disposed within smd catheter hub, said needle tip
protector 18 ghdably disposed about saxd needle such that when said needle 13
proximally removed from saxd catheter said bent area prevents said needle tip

protector from shding off said needle so that smd needle tip protector
remans attached to said needle.

11 The catheter mtroducer assembly of clam 10 wherein smd bent area on said

needle 13 angled 45 - 90 degrees away from its ongnal direction

12 The catheter introducer assembly of claum 10 wheremn smd needle further

compnses of a sleeve

13 The catheter introducer assembly of claim 12 wherein smd sleeve 15 attached

proximal to said bent area to help secure said needle 1n said protector when sad
needle 13 removed from said catheter
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ABSTRACT

A catheter and introducer needle assembly having an introducer needle
(38) with proximal and distal ends (39, 41) attached to & needle hub (40) end a bent
area (44) therebetween. The dewvice further includes a tubular catheter (28) having
proxmal and distal ends (31, 29) m winch the mtroducer needle (38) can be coaxially
recerved within the catheter (28) The device has a hollow catheter hub (30) having a
distal end attached to the proximal end of the catheter and 18 m flnd communicahon
therewith The assembly mncludes a needle tip protector (26) having a proximal end
(49) and a distal end (50) dieposed within the catheter bub (30) The distal end of the
protector covers the needle tip when the needle 18 removed from the catheter The
protector has s proxmmal opeming (72) st 1ts proximal end wherein the bent area (44) 18
angled away from the proxmmsl opening such that when the necdle 18 removed from
the catheter the protector remams attached to the needle
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MONTA.JE SEGURO DE AGUJA Y CATETER
Campo de l2 Invencién

La presents invencién se relaciona en general, con catéteres intravenosos
(IV) y, més particularmente, con un catéter [V seguro con un protector de punta de

aguja que automaticarnente cubnré la punta de la aguja luego de retiro de la aguja
Antecedentes de la Invencién

Un catéter intravenoso (IV) es un instrumento que se utiliza para introducir
ciertos fluidos tales como solucién salina directamente a la comente sanguinea de
un paciente Tipicaments, una aguja u otro estilete es prnmero introducido a través
de la porcidn de cénula del catéter y hacia la piel del paciente en el stho deseado
tal como la parte postenor de la mano del paciente o una vasiya en el intenor del
brazo Una vez se completa la insercion, la aguja es remowvida de la porcion de
cénula del catéter Después de remover la aguja, un dispositivo de manejo de
fludo como una jennga es unido al ajuste luer localizado en el extremo préximo
del eje del catéter El fluido entonces fluye directamente desde el dispositivo del

manejo del fluido a través del catéter hacia ia comente sanguinea del paciente

Cuando [a aguja es removida de la cénula, el trabajador de cuidado de la
salud debe ubicar la punta de la aguja expuesta en un sitio cercano mientras
simultaneamente maneja |a tarea requenda para lograr la remocién de [a aguia Es
en esta unién que la punta de la aguya expuesta crea un peligro de un pinchazo

accidental de la aguja cuya ocurrencia deja al trabajador de cuidado de la salud



vulnerable a la transmisin de vanos patégenos peligrosos que llevan la sangre tal

como el virus de la Inmunodeficiencia humana (VIH) y el de la hepatitis

El nesgo de pincharse con una aguja contaminada no es solo aislado para
ol trabajador de cuidados de la salud que inseria el catéter intravenoso El
desechado cuidadoso de las agujas utilizadas puede poner a otros trabajadores de
cudado de la salud en nesgo también Adn ofros por fuera de la profesidn de
cuidado de la salud, por ejemplo aquellos involucrados en la impieza y desecho
final de desperdicios médicos, estdn en nesgo de un pinchazo accidental con una

aguja proveniente de una aguja descartada de manera descuidada

El peligre para los trabajadores de cuidado de la salud y otros por fuera de
la profesién de cudado de la salud de pinchazos accidentales con agua ha
producido el desarrollo de catéteres con mecanismos de segundad en los cuales
se previene la ocurrencia de tales pinchazos accidentales con aguja Un ejemplo
de un catéter que tene un mecanismo de segundad se descnbe en la Patente US
No Re 34,416 de Lemieux Se descnbe un catéter de sagundad el cual incluye un
elemento que cubre una punta de aguja luego de remocién de la aguja del catéter
El elemento de segundad incluye un reborde dvidido en su extremo préximo que
86 expande por la aguja en la medida en que la aguja se ingserta en un hueco de
tamafio infenor en el centro de este reborde El elemento de segundad se
mantiene asl seguro dentro del eje del catéter al insertar la aguja a través del
hueco de tarnafio infenor que forza el perimetro exterior del reborde diwvidido contra
la pared intenor del eje del catéter Uno de [os inconvenientes en este disefic es la
cantidad de fuerza de fncti6n ejercida contra la aguja por e reborde dwidido Un
ajuste fuerte del reborde contra la pared del catéter onginara gran friccién contra la

aguja haciéndole drficil ser retirada del catéter por el médico Un ajuste ligero deja



el reborde propenso a liberarse prematuramente del catéter en la medida en que

la aguja es retirada, creando el potencial de que la punta de ia aguja serd dejada

expuesta

Otro ejlemplo de un catéter que tene un mecanismo de segundad se
descnbe en la Patents US No 6,117,108 hecha por Woehr et al Un catéter de
segundad IV se descnbe el cual incluye una guarda de aguja eldstica que protege
la punta de la aguja luego de la remocién de la aguja del eje del catéter La guarda
de la aguja incluye un brazo que incluye una abertura a través de la cual la aguja
pasa onginando el movimiento axial del brazo Este movimiento axial forza el
brazo hacia la ranura o detrds de una costlla localizada al intenior del eje del
catéter, capturando |la guarda de aguja en el eje del catéter El tema potencial con
este disefio se desamolla cuando la guarda de aguja no estd adecuadamente
sentada en el eje del catéter Si el extremo distante del brazo de guarda de la
aguja no estd alineado con la ranura en el eje del catéter, es expuesta a una
fuerza excesiva sobre la aguja onginando una fuerza de arrastre alta en la medida
en que el médico remueve la aguja Y, en razén a que el brazo de guarda de aguja
no estd adecuadamente sentado en la ranura, éste puede prematuramente

liberarse del eje del catéter luego de la remocién de la aguja dejando la punta de
la aguja expuesta

Los catéteres de segundad de la técnica antenor exhiben todos uno o mas
Inconvenientes que han de esta manera imitado su utilidad y completa aceptacién
por los trabajadores de cuidado de la salud Por lo tanto lo que se requiere es un

catéter [V de segundad que funcione confiablemente sea f&cil y poco costoso de

elaborar, y facil de utilizar



Resumen de la Invencién

De acuerdo con la presente invencién se suministra un montaje introductor
de catéter El montaje imntroductor de catéter comprende un montaje de aguja que
tiene una aguja unida a un eje de aguja y un extremo distante que se extiende de
éste La aguja incluye un drea inciinada dispuesta entre sus extremos proximos y
distantes El montaje introductor del catéter incluye ademas un montaje de catéter
que tiene un catéter tubular con un extremo préximo unido al eje del catéter La
aguja es coaxiaimente recibida dentro del catéter El montaje introductor de catéter
incluye ademds un protector de punta de aguja dispuesto dentro del eje del
catéter El protector de la punta de la aguja esta deslizablemente dispuesto sobre

la aguja, por lo que cuando la aguja esta prbxima a ser removida del catéter el

protector permanece unido a ia aguja
Breve Descripcion de los Dibujos

Las caracteristicas novedosas de la mmvencidn se establecen con
particulandad en las reivindicaciones finales La invencibn en si misma, sin
embargo, tanto en su orgamizacién como métodos de operacidn, junto con sus
objetos y ventajas adicionales de ésta, pueden ser mejor entendidos con

referencia a la siguiente descnpcidn, tomada en conjunto con los dibujos que la

acompafian en los cuales

La figura 1 es una vista en perspectiva del montaje del catéter y agusa de la

presente invencién,



La figura 2 es una vista en perspectiva en explosién del montaje de catéter

y el montaje de aguja que incluye el protector de punta de aguja de la presente

invencion,

La figura 3 es una vista en perspectiva del protector de punta de aguja de la

presente invencién,

La figura 4 es una vista an elevacién de la figura 3 tomada a lo largo de la
linea 4-4 que Illustra las pogtiones del hueco en los rebordes postenores del

protector de punta de aguja segin se fabnco,

La figura 5 es una vista en seccidn del montaje de catéter y el montaje de

aguja tomado a lo largo de la linea 5-5 de la figura 1,

La figura 6 es una wista en seccidn parcial agrandada de la figura 5 que

liustra la posicién relativa de la lenglieta protector de la punta de aguja y de la
costila del eje del catéter;

La figura 7 es una visia de seccidn del eje del catéter con el protector de
punta de aguja instalado tomado a lo largo de la linea 7-7 de la figura 5,

La figura 8 es una vista en perspectiva del protector de punta de aguja

mostrado segun se instalé en el eje del catéter con la aguja insertada a su través,

La figura 9 es una vista en perspectiva de un protector de punta de aguja

mostrado removido del sje del catéter y que Ilustra la punta de aguja cubierta por

el protector,



La figura 10 es una vista en perspectiva de una modalidad alternativa del

protector de punta de aguja de la presente invencion

Descripcién Detaliada de la Invencién

Como se utiliza aqui, el término "préximo” se refiere a un sitio sobre el
montaje de catéter y aguja con el protector de punta de aguja mas cercano al
médico utizando el dispositivo en si mas lejano del paciente sobre el cual el
disposiivo es utlizado Por el contrano, el término “distante” se refiere a un siio

més alejado del médico y mas cercano al paciente

Como se iustra en las figuras 1 y 2, el ensamblaje de catéter IV 20
comprende un montaje de catéter 22 y un montaje de aguja 24 El montaje de
aguja 24 incluye ademas un protector de punta de aguja 26 El montaje de catéter
22 incluye un catéter 28 que es una estructura tubular que tiene un extremo
préximo 31 y un extremo distante 29 El extremo préximo 31 del catéter 28 se fija
unido al eje del catéter 30 Los catéter son bien conocidos en la técnica médica y
uno de los muchos matenales solubles, la mayorla de las cuales son
termopléstcos flexibles, se puede seleccionar para uso en el catéter 28 Tales
matenales pueden incluir, por ejemplo, poliuretano o ebleno propileno fluonnado
El eje del catéter 30 es una estructura generalmente tubular que tiene una cawndad
intema en comunicacién fluida con el lumen interno del catéter 28 El eje del
catéter 30 puede ser hecho de un termopléstico rigido grado médico adecuado tal
como, por ejemplo, polipropileno o policarbonato Con propésitos de ilustracién el
eje del catéter 30 se muestra traslicido, de tal forma que en su uso presente este

puede ser trasiucido u opaco En el extremo préximo del eje del catéter 30 esta



integraimente unido un acople Luer 32, comunmente conocido en la técnica
médica El acople Luer 32 suministra unha unibn segura, a prueba de chommeaduras
de tuberias, jenngas, y cualquiera de muchos otros dispositivos médicos utiizados
para infundir o retirar liquidos a través del montaje de catéter Como se ilustra més
claramente en las figuras 5 y 8, la costilla 34 es un anillo anular levantado integral
con y que se extiende desde |a pared lateral intema 36 del eje del catéter 30 La
costila 34 esta localizada aproximadamente a la mitad del camino dentro del
extremo préximo y el extremo distante en la pared lateral 36 La costila 34 juega
un papel importante en asegurar el protector de punta de aguja 26 en el eje de

catéter 30, como se descnbird con méas detalle méas tarde

En relacién de nuevo a las figuras 1 y 2, el montaje de aguja 24 comprende
la aguja 38, que es una estructura tubular con un extremo préximo 39 y un
extremo distante 41, el eje de aguja 40, y el protector de punta de aguja 26 El
protector de punta de aguja 28 es ensamblado deslzablemente sobre la aguja 38
La aguja 38 es hecha preferiblemente de acero inoxidable El extremo préximo 39
de la aguja 38 es adhendo fijamente al eje de la aguja 40 Un bisel 42 esta
localizado en el extremo més distante de la aguja 38 creando una punta perforante
aguda Un doblez de hoja 44 est4 localizado en el extremo distante de la aguja 38
proxima al bisel 42 y es curvo en la aguja 38 El doblez de aguja 44 se puede
crear mediante el método de doblado tal como “doblez de arrastre rotatono® El
doblez de arrastre rotatono es un proceso bien conocido en la técnica de doblez
de metal que involucra el uso de un troque! de abrazadera y un troquel de dobiez,
que son moldeados para casar con el didmetro nominal de la aguja 38, para rotar
la aguja 38 contra el troquel de presi6n Se inserta un mandni durante la aguja 38
durante el procedimiento para minimizar el tensionamiento que ocurre a lo largo

del radio extenor de la agua 38, aunque un troquel hmpiador reduce el



arrugamiento a lo largo del radio intenor de la aguja 38 El doblez 44 se forma en
un dngulo alejado del segundo hueco de reborde 72 en el protector de punta de
aguja 26 y es importante para prevenir la remocion completa del protector de
punta de aguya 26 de la aguja 38, como se descnbird con mas detalle mas tarde
En la modahdad prefenda el 4ngulo de doblez 44 es 45 a 80 grados alejado del

segundo hueco de reborde 72

E! eje de aguja 40 es generaimente una estructura tubular que tiene una
cavidad interna en comunicacién fluida con el lumen en la aguja 38 Esta es o
prefenblemente hecha de un matenal termoplastico traslucido o transparente
generaimente rigido tal como, por ejemplo, policarbonato En el extremo mds
préximo de la cavidad intema en el eje de la aguja 40 estd unido fijamente un
tarugo poroso 46 Una cadmara de retomo 48 es creada en la cavidad distante del
tarugo poroso 48 El tarugo poroso 48 contene una pluraidad de aberturas
microscopicas que soh suficientemente grandes para permitir el paso de are y
otros gases pero suficientemente pequefia para ewitar el paso de sangre La
camara de retomo 48 se llena con sangre luego de la entrada exitosa de la punta

de la aguja dentro de la vena objetivo, suministrdndole al médico conformacidn

visual de la ubicacion cormrecta de la aguja

Con relacion ahora a las figuras 3 y 4, el protector de punta de aguja 20
tiene un extremo préximo 49 y un extremo distante 50 y es prefenblemente una
estructura unitana formada de una pieza simple de acero de matenal deigado,
elastico, prefenblemente acero moxidable El pnmer reborde 86 y el segundo
reborde 88 son generalmente cuadrados y estdn integralmente conectados en
angulos rectos con la pnmer pared extenor 74 y la segunda pared extanor 76,

respectivamente La pnmer pared extenor 74 estad conectada con un angulo recto



con el pnmer reborde de lenglieta 78 E| pnmer reborde de lengleta 78 y el
segundo reborde de lengheta 80 estin cada uno formados con angulos
igeramente mayores de 80 grados y la segunda pared extenor 78 de tal forma que
la dmensién resultante ¢ es ligeramente mayor que el didametro intenor d (ver
figuras 5-7) a través de la costilla 34 en el eje del catéter 30 En los angulos de la
modaldad prefenda a y b son cada uno aproximadamente 84 25 grados En las
dmensiones de la modaldad prefenda se es aproxxmadamente 005- 009
pulgadas mayor que la dmension d El pnmer hueco de reborde 70 esté localizado
en el centro del pnmer reborde 686 estd sobre dimensionado para recibir
deslizablemente la aguja 38 El segundo hueco de reborde 72 y la falda 82 estin
localizados en el centro del segundo reborde 68 La falda 82 es Integral al
segundo hueco de reborde 72 y estd formada por matenal extruido del segundo
hueco de reborde 72 en una direccién distante al segundo reborde 68 Esto
permite un ajuste muy cermado pero deslizable sobre el didmetro nominal de la
aguja 38 La falda 82 tambén funciona para ayudar a mantener el alineamiento de
la aguja 38 con el eje central del protector de la punta de aguja 28 Como se
entenderd por un experto en la técnica, el hueco del reborde 72 seria
aproximadamente hecho con un tamafio del “calibre” de la aguja particular con el
cual este se disefio para recibir La pnmer lengtieta 86 y la segunda lengleta 88
estan conectadas en angulos rectos con el pnmer reborde de lenglieta 78 y el
segundo reborde de lengleta 80, respectivaments, y sobresalen hacia fuera del
eje central del protector de punta de aguja 26 EI pnmer borde de lengleta 80,
localizados en la porcién extenor de la pnmer lenglieta 86, y el segundo reborde
de lengOeta 92, localizados en la porcidn extenor de la segunda lengQeta 88, son

cada uno arqueados para coincidir aproxmadamente con la curva de la pared

lateral 36 en el eje del catéter 30
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En relacion de nuevo a la figura 3, el pnmer haz 86 se extende
distantemente de la pnmer pared exterior 74 y es angulado hacia y se exhende
pasando el eje central del protector de punta de aguja 268 El extremo distante del
pnmer haz 96 esta integralmente foormado el pnmer labio curvado 88 que se
extende a través del eje central del protector de punta de aguja 26 El segundo
haz 100 se extiende distantemente de la segunda pared de extenor 78 y es
angulado hacia y se extende pasando el eje central del protector de punta de
aguya 26 En el extremo distante del segundo haz 100 esta el reborde de borde
102 que se extiende a través y normal al eje central del protector de punta de
aguja 26 En el extremo del reborde de tope 102 puesto a su conexidn al segundo

haz 100 esta integraimente formado el segundo labio curvado 104

En relacién ahora a las figuras 5-9, el protecior de punta de aguja 28 es

ensamblado a la aguja 38 como sigue,
El extremo préximo de la aguja 38 como sigue

El extremo proximo de la aguja 38 estd unido fjamente al extremo distante

del eje de la aguja 40, que contiene un tarugo poroso 46 fiamente umido a su

extremo préximo,

El extremo distante de la aguja 38 se inserta a través del pnmer hueco de
reborde 70 y luego a través del segundo hueco de reborde 72 en el protector de

punta de aguja 28, moviéndose desde el punto préximo al distante,

El pnmer haz 98 y el segundo haz 100 son fijos, como resultado de sus

propiedades elasticas, normales al eje central del protector de punta de aguja 26
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de tal forma que la aguja 38 pasard entre el pnmer labio 98 y el segundo labio 104
(ver figura 8)

El doblez de la aguja 44 se agrega al extremo distante de la aguja 38 justo
préximo al bisel 42 El doblez 44 es angulado alejado del segundo hueco del
reborde 72 locaimente (ver figura 8) evitando asi la remocién completa del

protector de punta de aguja 26 del extremo distante de la aguja 38

Ahora el montaje de la aguja 24, incluyendo el protector de punta de aguja
26, se ensambla dentro del montaje de catéter 22 como sigue,

El extremo distante de la aguja 38 estd ubicado en su axtremo préximo del

sjo del catéter 30 del montaje se aguja 24 se mueve distantemente haciendo que
la aguja 38 entre al catéter 28,

En la medda que el montaje de aguja 24 continua mowviéndose
distantemente, el protector de punta de aguja 28 entra a la abertura del extremo
préximo del eje del catéter 30

El movimiento distants continuado del montaje de aguja 24 ongina que el
borde distante del eje de aguja 40 empuje pnmero la lengleta 88 y la segunda

lenglieta 88 sobre el protector de punta de aguja 26 en contacto con la costila 34
localizada sobre la pared lateral del eje 36,

El movimento distante continuado puede ser la pnmer lengleta 86 y la

segunda lengleta 88, debido a las propiedades elésticas del protector de punta de
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aguja 26, al pasar la costlla 34 y en contacto con la pared lateral 36, justo distante
a la costilia 34

El protector de punta de aguja 26 es ast mantenido distante en la costilla 34
dentro de la cavidad en el eje del catéter 30 por fuerzas de flexidn de la pnmer
lenglieta 86 y la segunda lenglieta 88 en razén a que la dimensidn ¢ sobre el

protector de punta de aguja 28 es mayor que la dimensidn d a través de la costilla
34 dentro del eje del catéter 30 (Ver figura 6)

Como se ilustra mejor en la figura 7, en el movimiento de {a pnmer lengleta
86 y Ia segunda lengleta 88 en la medida en que el protector de punta de aguja
26 es finalmente sentado distante a la costilla 34 ongina flexién en la segunda
pared extenor 76 y el pnmer reborde de lenglieta 78 dando como resuftado el

alineamiento aproximado del pnmer hueco de reborde 70 y el segundo hueco de

reborde 72

Ahora, en el uso clinico presente, el montaje de catéter IV 20 de la presente

invencién funciona como sigue,

El extremo distante de la aguja 38, que se extiende justo pasando el
extremo distante del catéter 28 se inserta dentro de la vena del paciente,

Los médicos observan la sangre en la cAmara de retomno en el eje de la

aguja 40,

E) médico agarra el eje de aguja 40, y el montaje de catéter 22 solo, es

mowvido distantemente hacia la vena,
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El médico aplica presidn ligera al stio de insercibn para mantener el

montaje de catéter 22 seguro,

El médico agarmra el eje de aguja para iniciar el rehro de montaje de aguja 24
del montaje de catéter 22 Durante este proceso, el protector de punta de aguja 26
permanece seguro dentro del eje del catéter 30 hasta que el doblez 44 sobre el eje
distante de la aguja 38 enfra en contacto con el segundo hueco de reborde 72
Justo antes de que el doblez 44 encuentre el segundo hueco de reborde 72, las
fuerzas de empuje de! pnmer haz 98 y el segundo haz 100 onginan que el reborde
de tope 102 y el pnmer labio 98 se muevan normales y a través del eje central de
la aguja 38, bloqueando cualquier movimento distante de la aguja 38 con relacién
al protector de punta de aguja 26 Después bloqueando cualquier movimiento
distante adicional de la aguja 38 con relacién al protector de punta de aguja 26
Después de que el reborde de tope 102 y el pnmer labio 98 se mueven normales y
a través del eje central de la aguja 38, el pnmer haz 96 y el segundo haz 100
evitan el movimiento axial de la aguja 38 evitando que la aguja 38 sea girada

posibitdndole al doblez 44 ser manipulado a través del segundo hueco de reborde
72,

En razén a que el doblez 44 es angulado alejado del segundo hueco de
reborde 72 y el prnmer haz 96 y el segundo haz 100 evitan el movimiento axial de
la aguja 38 asegurando que el doblez 44 sea manipulado a través del segundo
hueco de reborde 72, el movimiento préximo continuado de la aguja 38 lieva el
protector de punta de aguja 26 prdximo también, rozando la pnmer lengleta 88 y
la segunda lengleta 88 sobre el protector de punta de aguja 26 contra la costilla

34 La pnmer lengleta 86 y la segunda lengleta 88 son forzadas para flexionarse
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normales y hacia el eje central del protector de punta de aguja 26, permiiendo con

movimiento continuado préximo, pase la costilla 34,

El montaje de aguja 24 es ahora removido completamente del montaje de
catéter 22, con la punta de aguja cubierta por el protector de punta de aguja 26 de
ia presente invencidn

La figura 10 muestra una modalidad alternativa de la presente invencidn En
esta modalidad, la aguja 138, similar a la aguja 38, incluye el mango 199 El
mango 199 puede ser deslizablements filamente unido sobre la aguja 138 préxima
al doblez 144 de tal foma que el mango 198 es empujado contra el segundo
hueco de reborde 172 cuando la aguja 138 es removida del montaje de catéter 22
El mango 198 ayuda a evitar que el protector de punta de aguja 126 sea
completamente removido de la aguja 138 al asegurar que el doblez 144 no pueda
ser manipulado a través del segundo hueco de reborde 172

Aunque las modalidades prefendas de la presente invencién han sido
mostradas y descntas aqul, serd obwvio para aquellos expertos en la técnica que
tales modalidades sean suministradas por via solamente de ejemplo Numerosas
vanaciones, cambios y sustituciones ocumran ahora a aquellos expertos en Ia
técnica ein apartarse de fa invencién De acuerdo con esto, se pretende que la
invencién sea imitada solamente al espintu y alcance de las revindicaciones
finales Ademas, se debe entender que cada estructura descrta antenormente

tene una funcién y tal estructura puede ser referda como a medios para

desarmollar tal funcidn
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REIVINDICACIONES

1 Un montaje introductor de catéter, que comprende

a) un montaje de aguja que comprende una aguja que tiene un diametro, un
extremo préximo, unido a un eje de aguja, un extremo distante que se
extende desde este, un eje longtudinal entre ellos, dicha aguja

incluyendo ademas un drea de doblez dispuesta entre dichos extremos
préximo y distante,

b) un montaje de catéter que comprende un catéter tubular que tiene un
extremo préximo unido a un eje de catéter, y un extremo distante, dicha

aguja introductona siendo coaxiaimente recibida dentro de dicho catéter;

¢) El protector de punta de aguja dispuesto dentro de dicho eje de catéter,
dicho protector de punta de aguja estd deslizablemente dispuesto sobre
dicha aguja, por medio del cual cuando dicha aguja es préximamente
removida de dicho catéter dicho protector permanece unido a dicha

aguia

2 El montaje introductor de catéter de la reivindicaciébn 1 donde dicha area

de doblez sobre dicha aguja es angulada 45-80 grados distante de su

direccién onginal

3 El montaje introductor de catéter de la revindicacion 1 en donde el

didmetro de la aguja es constante entre sus extremos distante y

préximo
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El montaje introductor de catéter de la revindicacién 1 en donde dicha

aguja comprende ademas un mango

El montaje introductor de catéter de la remvindicacién 5§ en donde dicho
mango estd unido proximo a dicha érea de doblez para ayudar a

asegurar dicha aguja en dicho protector cuando dicha aguja es removida
de dicho catéter

Un montaje introductor de catéter, que comprende

a) Un montaje de aguja que comprende una aguja hueca que tiene un
didmetro extenor, un extremo préximo, unkio a un eje de aguja, un
extremo distante que se extende desde este, y un eje longrtudinal entre
ellos, dicha aguja incluye ademéas un érea de doblez dispuesta entre
dichos extremos prédximos distantes de tal forma que el eje longritudinal
de dicho extremo distante de dicha aguja estd descentrado el eje
longrtudinal de dicho extremo préximo de dicha aguja,

b) Un montaje de catéter que comprende un catéter tubular que tiene un
extremo pr&amo unido al eje del catéter, y un extremo distante, dicha

aguja introductona siendo coaxiaimente recibida dentro de dicho catéter;

c) un protector de punta de aguja dispuesto dentro de dicho eje de
catéter, dicho protector de punta de agua estd deslizablemente
dispuesto alrededor de dicha aguja de tal forma que cuando dicha aguja

es proximamente removida de dicho catéter dicha drea de doblez evita
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que dicho protector de punta de aguja sea deslizado por fuera de dicha

aguja de tal foma que dicho protector de punta de aguja permanezca

unido a dicha aguja

El montaje introductor de catéter de la revindicacidn 8 en donde dicha

4rea de doblez sobre dicha aguja es angulada 45-90 grados distante de

su direccidn ongmal

El montaje introductor de catéter de la revindicacién 6 en donde dicha

aguja comprende ademads un mango

El montaje introductor de catéter por la revindicacién 8 en donde dicho
mango estd unido proximo a dicha &rea de doblez para ayudar a

asegurar dicha aguja en dicho protector cuando dicha aguja se remueve

de dicho catéter

Un montaje introductor de catéter, que comprende

a) un montaje de aguja que comprende una aguja hueca que tiene un
extremo préximo, unido a un eje de aguja, un extremo distante que se
extende desde este, y un eje longtudinal entre ellos y un didmetro
extenor constante entre dicho extremo prdximo, dicha aguja incluye
ademés un drea de doblez dispuesta entre dicho extremo préximo
distante de tal forma que el eje longitudinal de dicho extremo distante de
dicha aguja estd descentrado del eje longitudinal de dicho extremo
p+préxamo de dicha aguja,
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b) un montaje de catéter que comprende un catéter tubular que tiene un
extremo préximo unido a un eje de catéter, y un extremo distante, dicha

aguja introductona siendo coaxiaimente recibida dentro de dicho catéter,

¢) un protector de punta de aguja dispuesto dentro de dicho eje de
catéter, dicho protector de punta de aguja estd deshzablemente
dispuesto alrededor de dicha aguja de tal forma que cuando dicha aguja
es préximamente removida de dicho catéter dicha area doblada evita
que dicho protector de punta de aguja se deshce por fuera de dicha
aguja de tal fooma que dicho protector de punta de aguja permanece

unido a dicha aguja

El montaje introductor de catéter de la reivindicacion 10 en donde dicha

éirea de doblez sobre dicha aguja es angulado 45-90 grados alejado de

su direccidén onginal

El montaje introductor del catéter de la revindicacion 10 en donde dicha

aguja comprende ademas un mango

Un montaje introductor de catéter de la remindicacién 12 en donde dicho
mango estd unido préximo a dicha area de doblez para ayudar en forma

segura dicha aguja en dicho protector cuando dicha aguja es removida
en dicho catéter

¢y



19

RESUMEN

Un montaje de catéter y de aguja introductona que tiene una aguja
introductona (38) con extremos préxumos y distantes (39,41) unida a un eje de
aguja (40) y un érea de doblez (44) entre ellas El disposiivo incluye ademés un
catéter tubular (28) que tiene extremos préximos y distantes (31, 28) en el cual la
aguja introductona (38) puede ser coaxialmente recibida dentro del catéter (28) El
dispositivo tiene un eje de catéter hueco (30) que tiene un extremo distante unido
al extremo prédximo del catéter y estd en comunicacion fluida con este El montaje
incluye un protector de punta de aguja (28) que tiene un extremo préximo (49) y un
extremo distante (50) dispuesto dentro del eje del catéter (30) El extremo distante
del protector cubre la punta de la aguja cuando la aguja es removida del catéter El
protector tiene una abertura proxima (72) en su extremo préximo en donde el drea
de doblez (44) es anguiada alejada de la abertura préxima de tal forma que

cuando la aguja es removida del catéter el protector permanece unido a la aguja



PATENT COOPERATION TREATY \Pb

it o
J--‘ oy

i
From the INTERNATIONAL S8EARCHING AUTHORITY
e w021 PCT
To
£ MOTIFIGATION OF TRANSMITTAL OF
WOOD, HERRON & EVANS, L L B 00D h-nf Ot B B O R RGRT AND
Attn Grossman, Kurt L THE WRITTEN OPINION OF THE INTERNATIONAL

2700 Carew Tower SEARCHING AUTHORITY OR THE DECLARATION

Cincannati, Ohio 45202
UNITED STATES OF AMERICA

FORMEN DLPT LRI~ (PCT P 44.1)

DATt_I_L‘l[_ oY Dae of maliing
(dayimonthyear) 1 6/07/2004
Appicants or agant's fle reference
MDXVA-21WO FOR FURTHER ACTION Sse paregraphs 1 and 4 below
Inemational applcation No. Imemational filng date
PCT/US2004/006017 (dayfmonthivear) 57 /02/2004
Applicant
MEDEX, INC

1 Tha appiicant s hereby noliiad that the Intemational search and the written opinion of the intemational Ssarching
E] MMMMMI’IWIHIMMHF v

Flling of smandments and staisment under Article 19:
The appiicant is entitied, If he so wishes 10 amend the claims of the Intemational Appication (sse Pule 48)
When? The time imitfor such anandments is normaly 2 months from the dats of transmitiai of the
imaenational Bsarch howevar for more deiala, eee the notes on the accompanying shest.

Where? Directly 0 the  Intemational Bureau of WIPO, 34 chemin des Colombeiiaa
1211 Ganeva 20 Switrwriand Fascimile No  (41-22) 740.14.35
For more detaliad instructiona, 88e ths notas on the accompanying sheet.

2 D Tha appiicant is heraby notifled that no ntemaiional ssarch repart wil be established and that the deciaration under
Articie 17(2)a) %o that sffect and the writtsn opinion of the intemational Gearching Authority are fenemitied herewith

3 [[] with regard 1o the protest against payment of (an) additions! fes{s) under Fuls 40.2 the spplicant Is nottfied that:

[ ne mrmmmmmmmnubulmmmwmm
qphuﬂomnnhnmmmmammmmummbmm

D no decision has bssn made yet on the protest; the applicant wil bs notifiad as soon s a decision is made

4 Reminders
Shorily after the axpiration of 18 montha from the ty dais the Intsmational applcation Iupulﬂldby
intamational Bureay if the applicant wishes 1o or posatpons plblﬂlhn 2 nolice of withdrawal of the intemational
application or of the priority claim muet reach the intemational Busau a8 providad in Rules 804in.1 and B0bis3, mapectivaly
before thi completion of the technical preparations for inlemational publicafion

The applicant may submit commants on an infonmal baals on the writtan opinion of the Inlemational mwwbh
Inemational Bureau  The Inlemational Bureau will sand a copy of such comments to all OfMoss unisss an
hlnnlbmlpnlﬂwyunmlmﬂmnponhumnuhbhaoﬁlﬂ Thase commenia woukl also be mads avallabie t
the public but not before the expiration of 30 months frem the pricrily date

Within 18 months from the priarity date but only in respact of some designaied Ofices, a demnand for intemational preiminary

sxamination must be flad If the spplicant wighas 10 postpone the entry into the national phage unll 30 months from the priority
da® (in some Officea even Iater) otherwise the appiicant must, within 20 montha from the priorty dats pavform the prescribad
acts for entry inio the national phase before those designaied Offices.

lnmdmmm the tms limit of 30 months (or iater) will apply even if no demand s Sied within 18

mumnmmnm1mummmupmmmomuwom soe the PCT Agglicant’s
Guide Volume il National Chapters and tha WIPQ Intamet sie

Narns and maling address of the inlemaiional Ssarching Authority | Authorized officer
= European Patent Office P.B. 5818 Petentiaan 2
HV Vera Eberhardt

NL-2280 HV Riswiik
Tel (+31-70) 340-2040 Tx 31 851 eponi
Fax. {(+31-70) 340-3018

Form PCTAGA/220 (January 2004) {Sse notes on accompanying shoet)




NOTES TO FORM PCTASA/220

These Noles are infendad 1o give the basis insbuslions scrmaming the liing of amendmenis under srtisls 19 The
Noles are bassd on the requiemenis of the Paient Cooperaimn Trealy, the Regulsiions snd the Adminisirstive imsbudtions
uncler that Trealy in cass of disorepancy belamen these Noles and thase requiremants, the (alier e appliashis For mome
detalied informalion ses aisc the PCT Apploants Gusdle, a publisalion of WIFO

int thees Noles Artiole” "Rula® ancd "Satlion” reler io iheprovisions of he PCT, the PCT Regulsiions and the PCT
Adminkirstive instruclions respestively

INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19

has, afier having recslved the inlenalionsl ssweh repert, ane opporhundly to amend the claims of the
and drewings) may be smanded dusing the inlemational preliminery examination there s

puwrposas of provisional prolealion
Futharmore, | should be amphasized that provesional protestion is svallabls In soms Stales only

What parts of the interrationsl applicaion may be amended?
Urder Artisin 19, only the claims may ba amencied.

the inlemational , The daims sino be amended (or further uncier Article 34 before
T i o i o o B o
Avilcle 3¢ before the intemaiional Exemining Authoriy

inio the national =l of the internalional be amended under Artisls 28
.u'nnm n ;‘I‘l-. parin applioation may u

Whan? Within 2 monthe fram tha deie of irsnemital of the snismational search eport or 18 monihe from the pnorlly
duis, whishever ime Emit sxpires laler & shoulkd be noted, however, thet the snendmanie will be considered
m&-nnﬂdmhllqnmwhmarmﬁhqiﬂndh

time imi bnt before the compistion of the ischniosl preparelions for intemational publiostion

(Pule 48 1).

Where not to e the smendmnenis ?

The amancimenis may only be s with the inlemnational Bureau and not with the recsiving Ofias or the
internaiional Sesrching Authorlly (Fule 46.3)

Whare a demnand lor inlemsiional preliiminary azsmination has beenAs lled, see balow

How? Elher by cancaling ons or more eniire claima, by adding one er more new alsims or by ssnending the et of
one or more of the daims as Sed.

A replacemant shest musi be sulwnitierd for aash shest of the claims winsh, an ssatunt of an amendiment ar
amandmenis, difiars from the shest originally Sed

All the clsims sppesring an a repiacament shest rusl be numbered in Arable numerals. Whare a alaim
aancalied, no renunbering of the clher claline ks required. in all cases where daims are rerumbered, they must
be renumbersd conssautively (Adminisiraiive insinstions, Sealion 205(b3).

The snendments must e rmade in the nguage in which the inlermationsl applicetion s i be publishad.

Wint decumants must/mey scoompany the amendments ?
Latier (Segtion 208(b)).
The smandmanis must be submilied with a letier

The lstter wil not be published with the inlwmnalsensl applastion and the amended daima. B sheuld nat be
confusad with the “Statsmant under Asticle 18(1)” (ses below under "Stalement under Arleis 19(1)").

The laiter must be i Englicsh or Frenah, ai the chaioe of the Howaver, I the lnagumge of the
Hmh-?“hﬁﬂhhﬁm'mlﬂhm

Noles to Form PCTAGA220 (firet shest) (Janumy 1964)

BNBDOCID: <XKB__JBARONCENPS |_»




NOTES TO FORM PCT/ISA/220 (continued) ‘ﬂ/‘

Jntter muat indicats the differenses bebween the clsims as fled and the olsime as amandad. & muat, in

(&) theolaim wm new,
{v) the olaim repiscea ons or mare claims 2= filed,
(v) the caim s the result of the division of a clsim as Biad.

The following sxmpies Busirels the smnner in which amendmenta st be explained in the

1 [Whare ariginally thare were 48 claims and sller smendment of some clasme there are 51
Clame 110 20 31,32 34, 36, 37 io 4B replased by smensisd clsivs bearing the sams numbere,
claime 30 33 and 36 unchangad, new sjsime 49 fo 51 adcied

originally there were 15 daims and after amendment of sl slaims thers are 11)
1 1o 15 replased by smandied elaima 1 ta 11 *

[Whare originally lhere wara 14 elsima and the amendments consist in canceliing some alalms and in axdding
%ﬁm1b’0-ﬂ14mm1h13ﬂ._ﬂmis. 18 and 17 added. or
“Claima 7 to 13 canoslied; new alaime 15, 16 and 17 akied, & other alsims unchanged.

4 1 m-::':ntmnn'f; 1ﬂluio--|u;d-h-1a.uuuunpluuy-u
olaim 14, olaim 17 subdivided into smended elsimm 15, 16 and 17, new claim 20 and 21 added.”

o

o

“Siatament under article 15(1)" (Fule 40.4)

The anendmanis may be accompanied by a sistement sxplainng the amendmenis and indiosling ey impast
Mww-r_hmmﬂhwmnMWMbmm

The sislemnent will be publishad with the inlsmational applicsiion and the amencded clelms.
R onat be In the language in which the inlernaliensl appplicaiion Is io be pulifished,
E must be briel, nol exoseding 500 words if In English or if ranslsied Inlo English

R should not be conhaed with and soss not repieoe the laler indesling the diferences balwesn the claime
an fled and = amended. & must be fled en & soparale shest arsl must be identiied ss such by & haading,
prwierably by usng ihe worch “Bislament under Article 18(1).”

R muy el contein avy commanis on the inlernaiional search report or the relsvanss of elations
cortained in that report. to oltslions, relovent ©© s given alaim, contsined in the inlemalional seareh
report may be made only In conneclion with an amendment of that alaim

Conseguencs if a dessand for internationsl preliminary sscupineiion has alressly been tled

¥ sl the time of Bing any amendments under Artinle 18, a demand for international pretiminery sxaminalion
has siready been sulsnilind, the applioant must prelerably st the sems tims of fling the smendmenis with the
inlemalional Bureau, sisc Fe a copy of such amendmaenis with the intemational Preliminary Examening
Authorily (see Rule 82.2(s), first senienos).

Canseyuence with regand to transislion of the internstional appiioation for entry into the national phase

Tha applicants altention ia drasm to the fast that, whare upon Inlo Lthe national phase, a translslien of the
clahvs s smendsd under Arlicls 19 may have i be Lsmished to the designatedilscted Oiions, instead of, or
in ackiiion io, the frenaletion of the slasine a lled

For huther detalis on the requiremants of sach designaiadiissisd Offics, see Vohans | of e PCT Applieants

Naotes to Farm PCTAGAR2D (sscond siwel) (lanuary 1994)

BNB0OCID: <X8,___ ISASQONCENPY,_|_>



PATENT COOPERATION TREATY Mg\

PCT

INTERNATIONAL SEARCH REPORT
(PCT Articie 18 and Rules 43 and 44)

[ Alicant's or agent’s file reference FOR FURTHER o0 Form PCTABAZ20
MDXVA-21W0 ACTION as well as where applicable item S below
intemational appiication No. Intamational flng dele (dewmontivyaar) (Earfest) Priority Daie (cay/monthyear)
PCT/US2004 /006017 27/02/2004 08/04/2003
Appicant

MEDEX, INC

This international Seamch Raport has bean prapansd by this imematicnal Ssarching Authority and s transmitied to the applicant
according 10 Article 18 A copy |s being transmiited 1o the intermnational Bureau

This inemational Search Reporiconslsteofatalof ___ 4  siweta
[X] itisaisc accompanied by & copy of each prior art dacument clted In this report.

1 Baals of the report

a. 'Wiih regard to the language, the intemational aearch was cartied out on the basis of the Inlemational application in the
tangusge In which it was fled unisas otherwise Indicated undar this Rem .

D The International search was carried out on the basls of a transiation of the intemational application tunished o
this Authority (Rule 23 1(b))

b [[] wihregard to any nucisotide sndior amino soid sequence diecksed in the inlsmational spplication s0e Box No |
2 [[] Certain ciakma were found unsearchable (See Box )
3. [ unity otinvention is lecking (see Box Iil)

4 Wit regard 10 the title,
[X] e textis approved as submitied by the appiicant
[T]  tw texthas bsen estmbiished by this Autharfty 1o read as folows

5 WIth regard 1o the abstract,
[X] the taxtis approved as submitied by the applicant.

D the taxt has been estabished mmnubmb) byhllmmlyulnmunhhm.lv The appicant
may within one month from the daie of maliing of this imemational search report, submit commanis 1o this Authority

6 With repards to the drewings,
a. the figure of te drewings i be published whth the sbswacts FigueNo. _ 2
[[] aseuggesied by the appiicant.
[[] asesleciad by this Authortty bacause B applicant falled 1 suggest a figure
[X] asseiactad by this Autharty becauss this figure betisr charactarizes the iventian
b [[] none of the figures s ib be published with the abatract

Form PCTASA/210 (first shest) (January 2004)



INTERNATIONAL SEARCH REPORT

Internatisnal Appllosiion Ne
PCT/US2004/006017

2%

1PC T AGINZE/00 AB1NM25/06

A61M5/162  AG61M5/00

‘ According 10 Imamational Patant Classificallon (IPC) or lo both national ciasallication and PC

B. FIELDS SEARCHED

IPC 7 AGIM

Minimum decumaniation ssarched (classification syslem followsd by ciamsification symbois)

Documanistion asarched other than minimum documentation (o the axient that such dacuments am includad in tha fairl searched

EPO-Internal

?mmh-mmumh International pearch (name of dein bams and, whem pmclicsl, sserch isnTs uad)

C DOCUMENTS CONBIDERED TO BE RELEVANT

page 4, 1ine 14 -page 6,

9 June 1992 (1992-06-09)
the whole document

28 November 2002 (2002-11

27 October 1994 (1994-10-27)

paragraph ‘0047', figures 15,17

Category= | Chalion of documen, with indication  where approprixie, of the relevanl psnsagas Relavant 1o calm No.
X NO 99/08742 A (BRAUN MELSUNGEN AG) 1,3
25 February 1999 (1999-02-25)
A page 8, 1ine 11 -page 22, 1ine 19, figures 6,10
A W0 94/23778 A (LEIJD NICKLAS) 1,6,10

1ine 15, figures

A US 5 120 321 A (EISNER JOSEPH ET AL) 1,6,10

A US 2002/177818 A1 (VAILLANCOURT VINCENT L) 1,6,10

-28)

-/

m Fisthar documents are istsd in the continuation of box C.

E Patent tamiy membare are Ssted in ennex.

* Spacial calogories of cited docurmanis

A documant
wgumﬂdﬂ- an which is not

E -_gglmhlum“u‘rlh inlarnational

O ich 1 Chas 1o miiatien e pubcalion date Of mckae
clsilion or oiver wpaciad reason (s speciied)

"O" docurmant relanting to an oral disciosure ums, srhibition or
other maam

| o %’-ﬂ"“’&”“m Ming cate but

T lmbar docurnant publishad afiar the inlsmational dule
or priority date and nol in conflict with the
clied 0 the principle or theory undevlying the

& cocumant member of the sams patent family

Date of the actual complation of the inlernational asarch

7 July 2004

Duie of maling of tha inlgmational ssarch repornt

16/07/2004

Nams and maling address of tha ISA
Euwrpesn Paiani Office, P B. 5810 Palartiaan 2
NL - 2280 HV Riswiik
Tak (+31-70) 340-2040, Tx 31 851 apo i,
Fat (+31-70) M0-2018

Authorized officer

Vinttinen, H

Farm PCTASA/R 10 (aseanal shest) (Jsrusry 2004)

page 1 of 2

- | a4 L T e - - e



INTERNATIONAL SEARCH REPORT

22 March 1977 (1977-03-22)
the whole document

International Application No
PCT/US2004/006017
C{Centinustion) DOCUMENTS CONSIDERED TO BE RELEVANT
Calegory | Cimlion of documeni with indication whers approprisis of he relsvent pmssages Ralsvan 1o cieim No
A EP 1 112 754 A (ETHICON INC) 1,6,10
4 July 2001 (2001-07-04)
abstract, figures 1-3
A EP O 747 086 A (JOHNSON & JOHNSON MEDICAL) 1,6,10
11 December 1996 (1996-12-11)
the whole document
A US 6 402 734 Bl (WEISS JEFFREY N) 2,7,11
11 June 2002 (2002-06-11)
the whole document
A US 4 013 080 A (FRONING EDWARD C) 2,7,11

Fam PFCTABA210 (pontinustion of ascond shasl) (anuary S004)

page 2 of 2




INTERNATIONAL SEARCH REPORT —
Information en petart famfly members PCT/US2004/006017
Patant document Publication Patent tamily Publication
clied in ssarch report dafte member(s) date
WO 9908742 A 25-02-1999 US 6117108 A 12-09-2000
AU 730088 B2 22-03-2001
AU 9532398 A 08-03-1999
BR 9812128 A 18-07-2000
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WO 9908742 Al 25-02-1999
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JP 2001514943 T 18-09-2001
JP 3486188 B2 13-01-2004
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us 6287278 Bl 11-09-2001
US 2003195471 Al 16-10-2003
us 6616630 Bl 09-09-2003
ZA 9807377 A 17-02-1999
WO 9423778 A 27-10-1994 SE 503972 C2 07-10-1996
AU 6547794 A 08-11-1994
EP 0774985 Al 28-05-1997
SE 9301291 A 21-10-1994
40 9423778 Al 27-10-1994
us 5624401 A 29-04-1997
US 5120321 A 09-06-1992  NONE
US 2002177818 Al  28-11-2002  NONE
EP 1112754 A 04-07-2001 US 6210373 Bl 03-04-2001
AU 771613 B2 01-04-2004
AU 7257600 A 05-07-2001
BR 0006320 A 31-07-2001
CA 2329502 Al 30-06-2001
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™ 522027 B 01-03-2003
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JP 9108347 A 28-04-1997
™ 390205 Y 11-05-2000
ZA 9604768 A 08-12-1997
US 6402734 Bl  11-06-2002 US 2003057347 Al 27-03-2003
US 4013080 A 22-03-1977 US 3941127 A 02-03-1976
us 3964480 A 22-06-1976
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PATENT COOPERATION TREATY

From the
INTERNATIONAL SEARCHING AUTHORITY

"o PCT

WRITTEN OPINION OF THE
see form PCTASAR220 INTERNATIONAL SEARCHING AUTHORITY
(PCT Rule 43bis 1)

Date of maliing

(dapsnonthiresr) see form PCTASA210 (sacond shest)
Applicant's or agant's fie reference FOR FURTHER ACTION
see form PCTASA220 See pamgraph 2 beiow
intemational appilcation No Intsrnational fling date (dainanthieas) Priority date fcapfmanthmar)
PCTAIS2004006017 27 02 2004 08 04 2003

imemational Patent Classification {IPC) or both netional classification and IPC
AG1M2500 A61M2506 ABIMS5/M162, ABIMSD0

Appicant
MEDEX, INC

1 This opinion contains incicatona relating to the following items

K BoxNo |  Basis of the opinion

B BoxNo !l  Priory

O BoxNo I Non-establishment of opinion with regard to novelty Inveninve step and indusirial applicablity
O BoxNe IV Lack of unity of invention

B BoxNe V  Reasoned statement under Rule 43bis 1(a){l) with regard to novelty Inventive step or Industrial
applicablity chations and explanations supporting such statement

[ BoxNe VI Certain documents cled
B BoxNo Vil Ceriain defects in the intemational appiication
B Box No VIII Certain cbsarvations on the International application

2 FURTHER ACTION

# a demand for International prellminary examination s mads, this opinion will usually be considered to be &
written opinion of the Imtemational Preliminary Examining {"IPEA") However, thia does not apply where
the applicart choases an Authority other than this one to be the IPEA and the chosen IPEA has nolifed the
intemational Bureau under Rule 88 1bis{b) that written opinions of this Intemnational Searching Authority

will not ba ao conalderad

if thie opinion ls as provided above, considered to ba a written opinion of the IPEA the applicant Is invied to
submit to the IPEA a written reply together where appropnete with amendmentis, before the expimtion of three
months from the date of maliing of Form PCTASAZ220 or before the expiration of 22 months from the prdority date
whichever axpires later

For further options see Form PCTASA220

For further detalls, see notas to Form PCTASAZ220

Name and malling address of the ISA Authorized Officer /__\
j 560588 My e Vantmen, H { ﬁ\
Tel +49 802309 0Tx 523656 epmud ‘\,\ /I

Fax +49 992390 4405 Telaphone No +40 88 230-7442 -

Form PCTASARYY (Cover Sheet) (January 2004)
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WRITTEN OPINION OF THE Intematonal apphicaton No
INTERNATIONAL SEARCHING AUTHORITY PCTAIS2004006017

Box No.| Basis of the opinion

1 With regard to the lenguage, ths opinion has been aestablished on the basis of the intemational applicaton n
the language n which it was fieid, uniess otherwise indicated under this item

O Ths opinion has been established on the bass of a translaton from the ongmal language into the following
language , which Is the language of a tranalation furnished for the purposes of intemational search

(under Rules 12.3 and 23 1(b))

2 Wit regard to any nucleotide andbor amino acld sequence disciosed in the intemational appiication and
necessary 10 the claimed invenson this opinion has been astabbshed on the basis of

a type of matenal
O asequence listng
O table(s) related to the sequence hstng
b format of matenal
O in written format
0 in computer readable form
¢ tme of fingfumishing
O contaned in the internatonal apphicaton as filed
O filed together with the intemabonal applicahon in computer readable form

0O tumnished subsequently to this Autharity for the purposes of search
3 O In additon, in the case that mora than one version ar copy of a sequence bsting andibr table relatng thereto
has been filed or fumished, the required statements that the informabon in the subssquent or addihonal
oopleamdenhcalzmatlnmeapplutbnuﬂedortbesmtmbayondmoapplutbnasﬂbdas
, were fumished

4 Addibonal comments

Form PCTAPEA/ 237 (January 20D4)
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WRITTEN OPINION OF THE imemational application No
INTERNATIONAL SEARCHING AUTHORITY PCTAS2004/006017

Box No. I Priority
1 B The following document has not been fumished
& copy of the earlier application whosa pnority has been claimed (Rule 434s.1 and 88 7(a))
O translaton of the earher application whose prionty has been claimed (Rule 43bis.1 and 66 7(b))

Consequently it has not been posabie to consider the validity of the pnority claim This opinion has
nevertheless been established on the assumption that the relevant date is the claimed priority date

2 [0 Ths opinion has been established as ¥ no pnority had been claimed due to the fact that the priority cleim
has been found invabd (Rulee 43bis.1 and 84 1) Thus for the purposes of this opimon, the intemabonal
fiing date mdicated above ke consdered to be the relevant date

3 Additional observabons, if necessary

Box No.V Ressoned statement under Rule 43bis.1(a)l) with regard to novelty, inventive step or

Indusirisl neglle-bll!!. chiations and ﬂhnlllom supporting such ststemant

1 Statement
Novelly (N) Yes Claims 113
No Claims
Inventive step (I1S) Yo Claims 4-13
No Clams 1-3
Industnal apphicability (1A) Yes Clams 113

No Claims

2 Cltations and explanatons
aoe separate sheot

Box No. Vil Certain defects In the Intemational application
The following defects in the form or contents of the internabonal applicabon have been noted
860 separsie shoot

Box No Vill Certain obhservations on the intemational application

The following obseervations on the clarity of the claims, descnpbon, and drawings or on the question whether the
claims are fully supported by the description are made

see separsie sheet

Form PCTAPEA/ 237 (January 2004)
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WRITTEN OPINION OF THE Internatonal application No
INTERNATIONAL SEARCHING
AUTHORITY (SEPARATE SHEET) PCT/US04/06017

1 Conceming itam V

11 WO-A-99/08742 (D1) discloses a catheter introducer assembly compnsing a needie
assembly (12, 16), a catheter assembly (24, 26) and a needle tp protector (40) within
the catheter hub (26) When the needle is removed from the catheter, the needle tip
protector (40) remains attached to the needle at its distal end by means of a slot (60)
or a buige (61) Thus, the subject-matter of claum 1 differs from the disclosure of D1
by that the needle has a bent area Just having a bent area does not appear to solve
a specific technical problem and needlie with a bent area are well known in the field
of medicine Consequently, having a bent needle is considered to come wathin the
scope of the customary practice followed by persons slulled in the art, especially as
the advantages thus achieved can be readily contemplated in advance Thus, the
subject-matter of claims 1 and 2 does not meet the requirement of Articie 33(3) PCT
Also the subject-matter of claim 3 does not meet the requirement of Article 33(3)
PCT, because it 1s known from D1

12 The subject-matters of clams 6 and 10 are considered to differ from the disclosure
of D1 by that (1) the needle has a bent area and that (i) the bent area of the needle
prevents the needle tip protector from shding off said needie None of the cited
documents discloses a needle having a bent area in combination with a needle tip
protector cooperating with the bent area as defined in clams 6 and 10 Thus, the
skilled person 1s not considered to arrive at the subject-matters of saud claims in an
obvious manner Consequently, the subject-matters of claims 6 and 10 as well as
their dependent clayims 7-9 and 11-13 appear to meet the requirements of Article
33(2) and (3) PCT

14 Furthermore, the technical features of claims 4 and 5 do not appear to be denvable
in an obvious manner from any of the cted documents Thus, said claims appear to

meet the requirements of Arhcle 33(2) and (3) PCT

13 The industnal applicability (Article 33(4) PCT) of a device according to the claims 1-
13 18 self-evident

Form PCT/Separaie Sheet/237 (Sheet 1) (EPO-Janusry 2004)
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WRITTEN OPINION OF THE Intemational applicabon No
INTERNATIONAL SEARCHING
AUTHORITY (SEPARATE SHEET) PCT/US04/06017

2  Conceming ltem Vi

The closest pnior art (D1) has not been identified as required by Rule 5(a){n) PCT
Furthermore, the independent claims are not in the two-part form as required by Rule
6 3(b) PCT In addrtion, the claims do not include reference signs in parentheses as
required by Ruie 6 2(b) PCT

3 Conceming item Viil

For the entrance into the European Phase, the applicant s reminded about Articie 84
and Rule 29(2) EPC which do not allow a pluraity of independent claims in the same

category

Form PCT/Geparnis Eheet/237 (Shest 2) (EPO-January 2004)
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WO 2004/083861

From the INTERNATIONAL BUREAU

PCTAIS2004/006017

PCT R
NOTIFICATION CONCERNING -0 ) e
TRANSMITTAL OF COPY OF INTERNATIONAL _ GROSSMAN, Kurt, L
APPLICATION AS PUBLISHED OR REPUBLISHED. | ~Yood Henon & Evans LLP
2700 Carew Tower
Cincinnatl, OH 45202
ETATS-UNIS D’AMERIQUE L Al C
Dato of muling (day/manvycar) [1-9-04
04 November 2004 (04 11 2004)
Applcani s or egent'’s file reference
MDXVA-21WO IMPORTANT NOTICE
Imernational eppheation No International filing date (dav/monthvyear) Priority data {

PCTAUS2004/006017

27 February 2004 (27 02 2004)

dayimonth/year)
08 Apnl 2003 (08 04 2003)

Applicanl

MEDEX INC et al

|

No WO 2004093961

No WO

The Internabonal Bureau transmats herewith the following documents.

copy of the iniernational apphcaion as published by the Iniemational Bureau on 04 November 2004 (04,11 2004} under

D copy of inlemational apphcation as republished by the Intemational Buresn on nnder

For an explanaiion as to the reason for this repubhicabion of Lhe miernatonal spphcation, raference 1w made 10 INID codes (13), (48)
or (88) (ar the case may be) an the fromt page of the atiached document.

The International Barean of WIFO
34 chennn des Colombetios
1211 Generva 20, Swilzeriand

Facgimile No +41 22 740 14 35

Authorized ;ﬂTq
Simin Bahariou

Pacmmile No.+4122 33871 30

Form PCT/IB/311 (January 2004)
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PCT p—— FOr rece1ving Office use only
International Application No.
REQUEST
International Filing Date
The undersigned requests that the present
mnternahional application be processed
BoxNo.1 TITLE OF INVENTION
SAFETY NEEDLE AND CATHETER ASSEMBLY
BoxNe I  APPLICANT D Thus person 18 also nventor
Name and address (Family nsms followad by givan zame; for o lsgal Sl afficial desigmetian. | Telephone No
oy gty e vt o o e sy -’E—q&-ﬂn“uﬁ s 1260-802-4400
MEDEX, ING 780 an‘a "a"
N Ly o
y mia Tel Ni
United States of America cleprnter .
Apphcant's registraton No. with the Oﬂlcﬂ
State (that is country) of nationahty State (that is country) of resdence.
us us
This person licant Il demgrated | all demgnated States t the United States the Stateg mdicated
ih'lflupmp&.lpgf‘ D;m ﬂnUmledsmuofM Dqunl::rluu_llly thupplenmulB:::
BoxNo Il FURTHER APPLICANT(S) AND/OR (FURTHER) INVENTOR(S)
Name and address (Family aame follewsd ky given name; for & isgel Joll qfficial deslynation.
Th
.':ﬂ.‘““&ﬁ.‘ﬂ:‘“‘:"‘“#.’g::”ﬁz:"“"'“ Eiﬂlnnllr .
McGURK, Joseph P | SppIcEEonY
S0 Vs Pt v (] vt evener
Unktad Statsa of America D inventor only (If this check box
'] not fill in below )
Applicant's registration No wath the Office
State (that Is country) of nationality” State (that Is country) of residence
us us
This person 1 applicant 1] dengnated ull demgnated States except  [S¢] the United States the States mdcated
for the purposes of* D §uu= D the Umited States of of Amenca only the Supplnme;l Bo‘:

[[] Purther applicants and/or (further) mventors are indicated an & contmuation sheet.

Box No 1V AGENT OR COMMON REPRESENTATIVE, OR ADDRESS FOR CORRESFONDENCE

The person dentfied below 15 hereby/has been nted to act on behalf of [N¢ common
the applhicant(s) before the Inmmom’umonuu a5 agent D representative

Name and address  (Family name followed by givan neme for « kigal eully full officlal dexignasion Telephone No
The oddress must include postel code and nams of country.)

GROSSMAN Kurt L 513-241-2324
R rt

WOOD HERRON & EVANS,LLP Facsimile No
2700 Carew Tower 513-241-8234
ﬁr:m"g&&h I:f 1'5'2.:.“92“ Telepninter No

Agent's registration No with the Office

Address for correspondence Mark this check box where no t or common representative 15/has been appomted and
the space above 15 used nstead to indicate a special address to which correspondence should be gent.

Form PCT/RO/101 (first sheet) (J 2004
L::ISur 2004 Fusmpcms)cg nuary 3004 See Notes to the request form
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SheetNo 2
Supplemeital Box  If the Supplemental Baox 15 not used, thus sheet should not be included in the request
] in the Bozws, except Barar Nes VI 1o (V) Continustion of Bax IV
fﬁﬂ?&ﬂm%hsh MJ'% of
insnfficient io furnish
“Continuation of Bax No. 'mmnm-brﬂ-m John D Poffenberger Bruce Titel David J Josaphic,
and furnish the information in the same manner as required  Donaid F Fret David 8 Swallard J Robert Chambers
according to the capiions of the Box in which the space was  Gregory J Lunn KurtL Grossman ClementH Luken
{nngficiens, in particular Jr Thomas J Burger Gregory F Ahrens Wayna L
ach cae, ot “Comiruinin o Box N I fudicete ot o Dokt Brbiomen Thomes W,
cuse, ax Stinabruner
osch additional the some information
gwmmmfn ncmwm&ubﬂm: fynn Jossph R Jordan G Richard Eby David E.
hmmhhrmgmmnm)q Pritchard J Dwight Polfenberger Jr Baverly A. Lyman
residance if no Siate of revidence is indicaled below PhD Xisil L Davidson P Andrew Biatt, PhD David
E Jeflaries Willam R. Allan PhD Douglas A. Scholer
in Bax No. il or in the sub-baxes of Box No. IIT the
g Em*&ﬁ-%uahi:dmm David W Dorton John P Davis
Mhlﬂdmw&mmzlnmﬂ'w
mm.%'tzmw” m#l'":rﬁ :la:mmdmmgn\gmd l-hmn:Evnru
%) involvad and, next o (eack) suck name, the U,';'.dmzmc;'mm' natl Ohio 48202,
Do o, i e, B
or
umdpmbqﬁmv
(i) i in Bax No. II or in any of the sub-baxes of Box No. Il the
M%A-uh. in such case, wrils iom
m or "Continuation of Bax No. III" or
of Boxss No. I and No. III* (as ithe case may
be) indicate the name of the inventor(s) and, next to (each)
oy a‘:‘w ot 0 for the sz_
or
\which thés named peraon is invenior an
{iv) {f in addition 1o the ageni(s) Indicated in Bax No. IV there

v

information as reguired in Box No. IV
i Box No. VI therw are more tham three eariler
whase iz clalmed in such care, wrile

of America, &1 a cotinustion or an
sariier lication In such a caze, write " Statex of
Americe” or "US" and the indication “censinpztien™ er

"continuation-in-part” and the sumber and the dais of
the parent application (Rulsx 4 11{a){lv) and 49 bis 1(d))

Form PCT/RO/101 (supplemental sheet) (January 2004)
PCTREQ

r 2004 Form

See Notes ta the request form
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Sheet No 3

Box No.V DESIGNATIONS

The of ths constitutes nnder Rule 4.9(2), the tion of all Con Stutes baimd by the PCT on the
Mmﬁlmz ﬁlmgﬂmfwﬂu grant of every hnd‘&?(m). t::-:v':l.nblemd, whnmrsnbh. for the grant of both regonal
national patents.

Bowever,
[0 DEGormany is not designated for any kand of nshonal protection
D KR Rapublic of Korea 13 not desiguated for eny kund of national protechon
[J RU Rumnan Federation Is net designated for any lond of national protection
check-baxes above be used to axclude (irrevocably) the designations concerned in order to avoid the the
e s tha atiowal 1o o an easiier natigead e o amed e skt Moier s B T
{0 tha consegquances of such law provisions in these and cariain other Stater )
Box No VI FRIORITY CLAIM

The pnionity of the followmg earlier application(s) s hareby clarmed

Fllllnl date Number Where earher applicstion 15
of earler spplication of carher application national spphcation | regonal spplicstion * | internationa)
(ddjlﬂlamlﬁr) country or Member ml:l' Office ’ mvln;lgllﬁ:um
nem (1)

08 APRIL 2003 80/481 172 us

{08 04.2003)

item (2)
tem (3)

[ Further pnonty clums are indicated 1 the Supplementsl Box

hﬂrﬁ:(mfroﬁu‘;smumdmmm}:‘ddmbmelmnfogBm:fe;:ﬁedeopyof;nﬂuﬂm
jcation(a . was Office which for the purposes inlernational 1ol
Epthuulm yﬂmﬁdw

CJ all rtems Bd nem(1) O tem@) 0 sem@) ] other, see Supplemental Box

e ey T o e ot oo o ik S o s ok el 1oty &

Box No. VII INTERNATIONAL SEARCHING AUTHORITY

Cholce of International Searching Authorl wo Iniernational Searchung Authoris compelend 1
urrymth!mm!:ndmuh. M&.rhﬁ%“mﬁ’mmmum o are g

ISA/ FEP

%umgmw?dumﬂrmbiﬂmumﬁuuﬂ {if an eariler search has begn carrisd aut by or requasted

Date (daymonth/year) Number Country (ar regional Office)

Box No VIII DECLARATIONS

The following declarations are contmined m Boxes Nos VIII (1) to (v) (mark the applicable Number of
Mbmgabwandhdmmmrwmmmomecofdwbﬂw declarations
[0 BoxNe VilI() Declarstion as to the rdentity of the mventor
0 BoxNe VIII(n) Declaranon as to the spphcant’s entitlement as at the mternational
filing date, to apply for end be granted a patent
[0 BoxNo VIE(w)  Declaration as to the apphicant's entitiement, a3 at the intemational
filing date, to claum the priority of the earlier application
[ BoxNo VII(v) Declaration of inventorship (only for the purposes of the designation
of the United States of America)
] BoxNo VII{v) Declarahon ag to non-preyudicial disclosures or exceptions to lack of novelty
Form PCT/RO/101 (second sheet) (January 2004) See Notes 10 the request form
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SheetNo 4
Box No.IX CHECK LIST; LANGUAGE OF FILING
This mternational application containg This internshions! application 15 accarapanied by the following Number
() m paper fore, the followg sumber of | ) CRAmtLue oy Coble Clach Soces below and indlcaie 1 of 1tems
raquﬁt(mclldms 1 B fee calculahon sheet
declaration sheets 4 2 [0 ongnal scparate power of attorney
wﬁé"ﬂ ﬂdm 3 [J ongmal general power of attorney
ﬁ-l':llalrllmd ) 10 4 O :g_yofgnaﬂmofﬂunmmnmnbeif
clums 3
abstract 1 5 [0 statement explmnmg lack of mgnature
drawngs 8 6 O w?dmmﬂl)ﬁmﬁdmﬂnm.w"
—_— item(s
Sub-tstal number of shests 20 7 O trmslstion of mternstional spplication mto
i -y )
g
ar bod, a mmm:mm;dmudmmmnor
_%;m.whmhmdm 9 [J sequence listmg m readable form
ml — | ﬂd@:bmdufirthepmpnlﬂg of international search under
e form zee (c) N ")D%uurmly(unm-mofmm.mmm
Total aumber of sheets (Y] m] whare check-box (b}(l} or (c)(1) is marked in left column)
additional mel the
N
gf)E gll‘:‘r:m:m (0] oreoplummﬂllhrtehl:vgm Iutm.gl m&:ﬁ:ﬁf cotum
10 [J tables m computer resdable form related to sequence hsting
o (:)n%“:ﬁn’;%rmw;ﬁnofﬁmmmm
() 1 sequence hsting Section 802(b-guater) anly (and ot as part of the mternational

(1) O tmbles related thereto apphcahion)

Apaemmedans,, | “DSRrEEE S MG TR

copi
on which are contained the §RY o L, Purposes of niem search

O sequence listin 1 together with relevant statement as to the identity of the copy
a :‘I;Iu mlmt:m D oreoplu“;'lﬂlrfhe tbles mentioned m left eolun%:o
‘m’ﬂl) aﬂg}onu in right column)
Figure of the drawings which Lauguage of flling of the
should accompany the abatract: 3 mmmoullpph!-mn English
Bax No. X SIGNATURE OF APPLICANT, AGENT OR
Nuxt to ssch signature, ndiccis the asms of the person signing cud the MWHHMJ—M&!IHM-

Dte of actual rhe For receiving Office use only
1 receipt of purported Drawt
mternationsl lppllcl::lon 2 mge

D recerved

3 mdﬁoflﬂuﬂ receipt due to Ill:‘:'“tmttlle
received papers or drawings compl
purported mtumntlonal‘:rpplmnd'n' n8

4 Date of tmely receipt of the required D not recerved
comections under Article 11(2)

mg Authon

International Search of aearch
5 {if two or more are competent) r'{S.A/ 6 D e —. oPy delayed

untr] search fee 15 pard

For International Bureay use only

Date of recempt of the record
by the Imemational Bureau e

Form PCT/RO/101 (last sheet) (January 2004) See Notes to the request forin
LegulStar 2004 Form PCTREQ £



This sheet is not part of and does not count as a sheet of the international application

PCT pr———————Por recerving Office use only
FEE CALCULATION SHEET
Annex to the Raquest Intzmational Applicshon No.
Applicant! t's
ﬁﬂ"mm MDXVA-21WO Date stamp of the receiving Office
Applicant
MEDEX, INC
CALCULATION OF FPRESCRIBED FEES
1 TRANSMITTAL FEB L 300.00[T]
2 SEARCH FEE | 1,818.00[s]
Internahonal search to be camed out by ___EP_
Wo or more competen! to carry owt
international sexrch, indicate the the Authority which is chosen 1o
carry out the intarnational ) name of
3 INTERNATIONAL FILING FEE
Where item (b) and/or (c) of Box No IX apply exter Sub-total number of aheets 28
Where 1tem (b) end (c) of Box No, [X do not apply, enter Total namber of sheets J —
[i1) firat 30 sheets l 1,028,001}
0 x 11,00 -| 0 0o[:2]
E number of sheets m fee per sheet
excess of 30
Elddmmal if sequence histmg and/or wmbles related
- 3:1: rEb le form under Section 801(a)1),
or mthl:fmnln on paper, under Sechon 801(a)(11))
400 x -‘ @
fee per sheet
Add amounts entered at 11, 12 and 13 and enter total at I l 1mm

‘('I bu{"m reductrion of 73% lln
Jiling fea, mltkcqpplmtb(ordlapplmaujw

4 FEE FOR PRIORITY DOCUMENT (if applicable) L __2w[?F]
5 TOTAL FBES PAYABLE TOTAL 317.00
Add emountz entered at T, S, [ and P, and enter total 1n the TOTAL box
MODE OF PAYMENT
authonzat clurg: coupons
ﬂdepontm?ug(lu low) [ posal money order ] cash O
B cheque O bk dmft O revenue stamps O other (specyfy)
AUTHORIZATION TO CHARGE (OR CREDIT) DEPOSIT ACCOUNT
(This mode of payment may not be available al all receiving Offices) Recerving Office us
Deposit Aceount No 43300

Authorization to charge the tota] fees mdicated above.
D 27 FEBRUARY 2004

-7 mndﬁbgmayhmﬂmly!f&emmm argngam Date
acoounts of (he recer q’!ﬂ m on
d@ﬁﬂmcyormdﬂ:iy“wmw'gmmﬂemrmmda& ve, Name > L _GROSSMAN
Zl 22’22

[0 Authonzation to charge the fee for pnonty document Signamre 4 A

i i, ~—

Form PCT/RQ/] 01 {Annex) (Janusry 2004) See Notes 1o the fee calculation shee
LegalSrar 2004 Form PCTREQ
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REQUISITOS NECESARIOS PARA PRESENTACION Y AGILIZACION DEL

TRAMITE
USUARIO  RADICADOR
PATENTE DE INVENCION MODELO DE UTILIDAD () {)
- Indicacién de que se solicita la concesién de una patente {) (f
- Datos de identficacién del solicitante o de la persona que se presentalasoheitnd. { ) {
Desenpelon de la Invencén {) { )V~
Dibujos de ser estos pertmentes () {7}
Comprobante de Pago de {as tasas establecidas
COMPLETA ( INCOMPLETA { ) {)
DISENO INDUSTRIAL [ )
- Indicaclén de que se solictta el registro de Disefio Industrial { ) ()
- Datos de identificacion del solicitante o de la persona que presenta (Y {)
- lasolcitud
- Representacion grafica o fotografica del Diseito Industnal o mueetra del
Material que Incorpora el disefio () ()
Comprobante de pago de las {asas estabiecidas { ) ()
COMPLETA { ) INCOMPLETA ( ) ( )

ESQUEMA DETRAZADO  ( )

« Indicacién de que solicita el reglstro de un Esquema de trazado (
- Datos de Identificacion del solcitante o de la persona que presenta
La soiicitud {
Representacion grafica del esquema de trazado (
Comprobante de pago de las tasas establecidas {

COMPLETA { INCOMPLETA () ()
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REFERENCIA Radicacién No 5 102634
Solicitud internacional UB2004/006017
Fecha inicio fase nacional 08/11/2005

Trémite 11
Evento 378
uacidn r
:;::cio No ! ?8 1"421

Como resultado del examen de forma, realizado con fundamento en el articulo 38 de
la Declpifm 486 de la Comisifén de la Comunidad Andina, articulo 27 del Tratado de
Cooperacin en Materia de Patentes (PCT), regla 51 bis del Reglamento y Circular
Onica de la Buperintendencia de Industria y Comercio, se le comumica que

1 La traduccién de 1los capitulos descriptivo y reivindicatorio, deberfin eastar
acompafiadas de los respectivos dibujos

2 La solicitud no contieme la copla del documento en que consta la cesifn del
derecho a la patente del inventor al solicitante o a su causante (Art 26-k)
Dacleién 486

3 La solicitud no contiene el poder debidamente otorgado, con el lleno de losg
requisitos exigidos por los articulos 63 y subsiguientes del C6digo de
Procedimiento Civil Adicionalmente, deberi presemtar el documento que acredita la
existencia y representacifm legal de la sociedad solicitante, cuando ésta fuere
perscona juridica

En cumplimiento de lo dispuesto por el articulo 39 de la Decisifn 486, se le
requiere para que dentro del término de dos meses sigulientes a la fecha de
notificacién del presente oficlo, complete los requisitos anteriormente emunclados
En caso de no dar cumplimiento al presente requerimiento, la solicitud se
congiderari abandonada y perderf su prelacidn

Notifiquese el prepeiite Wficio conforme a lo dispuesto el numeral 5 2, literal
guinto del titulo primero de la Circular Unica No 10 de 2001

ALIX CARMEN CESPEDES DE VERGEL
Jefe de Aa divieién de Nuevas Creaclones

El ganterior requerimiento fue notificado por fijacién en 1l1lista de
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