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1- Un aparato que comprende un alojamiento que tiene un
extremo proximal y extremo distal, el alojamiento estando montado
deslizablemente sobre una flecha de aguja por abajo de una punta distal de
aguja, y una presilla que tiene un puente, un extremo proximal acoplado al
puente y un extremo distal acoplado al puente, la presilla estando dispuesta
dentro del alojamiento de tal manera que retiene una elasticidad que imparte
una fuerza de desviacién a los extremos de la presilla de tal manera que los
extramos sujetan la flacha de la aguja y cuando el alojamiento se hace
avanzar mas alla de la punta distal de la aguja, el extremo distal de la presilla
se libera para contener ia punta distal de la aguja dentro del alojamiento

2- E) apamato de confoormdad con la rewvindicacién 1,
caractenzado ademas porque la presilla es una pnmera presilla y el aparato
comprende ademas una segunda presilla que tiene un puente, un extremo
proximal acoplado al puente y un extremo distal acoplado al puente, la
segunda presilla estando dispuesta dentro del alojamiento de tal manera que
retene una elasticidad que imparte una fuerza de deswiacion a los extremos
de la presilla de tal manera que los extremos sujetan la flecha de la aguja y

cuando el extremo distal del alojamiento se hace avanzar mas alla de la punta

Woav -



distal de la aguja, el segundo extremo distal de la presilla se libera para
contener la punta dista! de la aguja dentro del alojamiento

3- El aparato de conformidad con la reivindicacién 2,
caractenzado ademas porque el extremo distal de la primera presilla y el
extremo distal de la segunda presilla se enganchan uno con el otro al iberarse
para contener la punta distal de la aguja dentro del alojamiento

4 - E! aparato de conformidad con la rewindicacidbn 2,
caractenzado ademas porque el pnmero y segundo extremos de presilla
terminan en lengletas que definen una circunferencia semicircular
configurada para rectbir la flecha de la aguja

5- El aparato de conformidad con la rewvindicacién 2,
caractenzado ademés porque la pnmera presila y la segunda presila
comprenden cada una un puente arqueado acoplado al extremo distal y al
extremo proximal

6- El aparato de conformidad con la rewindicacion 2,
caracterizado ademés porque los extremos proximales y los extremds distales
de la pnmera presilla y la segunda presilia estan engoznados al puente de tal
manera que el angulo formado por los goznes es menor de 90 grados cuando
el extremo proximal y el extremo distal de la presilla enganchan a la flecha de
la aguja

7- E| aparato de confoormidad con la rewvindicaciin 6,
caractenzado ademas porque los extremos proximales de la pnmera presilla y

la segunda presilla enganchan a la flecha de la aguja para obstruir el avance
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del alojamiento hacia la punta distal de la aguja cuando los extremos distales
de la pnmera presilla y la segunda presilla se liberan

8- El| aparato de conformidad con la rewindicacién 2,
caractenzado ademas porque la pnmera y segunda presillas estan hechas de
acero inoxidable

©- El aparato de conformidad con la rewindicaciéon 2,
caractenzado ademas porque el alojamiento define ademas una ventana para
ver la punta distal de la aguja cuando esta contenida dentro del alojamiento

10- El aparato de conformidad con la rewindicacion 2
caractenzado ademas porque el alojamiento tiene forma de bami

11- El aparato de conformidad con la rewindicacién 4,
caracterizado ademds porque las lenglietas definen una circunferencia
semicircular excéntrica que tiene lados de longitudes sustancialmente no

equivalentes
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NEEDLE SAFETY COVER
Fie b

This invention relates to the field of medical dewices and in particular to a needle
safety cover
Background

Blood borne diseases such as AIDS and Hepatitis present sigruficant risks to
medzcal personnel admirnustering vascular imechons The means by which a patent’s
vessel and skin are pierced to erther draw or mtroduce fluids can just as effectively
prerce the hands and arms of attending medical personnel. Gloves or surular protechve
garb may provide some protechon, but malang such items entirely resistant to needle
penetration oftentunes sacnifices the wearer's mobility and dextenity proportionate to
the degree of protection Therefore, protechve wear 15 not a total answer to the
problem.

In order to adequately protect medical personnel from inadvertent puncture and
wounding, catheter systems have been developed to cover and shield the distal needle
pomt after its withdrawal from the patient. These systems have taken a number of
embodiments and have various degrees of elaboration. One such mecharusm includes a
cyhndncal sheath of plashic which telescopes out from the flash chamber to surround
the needle shaft, including the distal tp  Such mechanusm increases costs of
manufacture substantially and may malfunction, especirlly m a flud filled esvironment
where it may stck or ship The need for locking parts under these arcumstances also
wncreases nsk of falure  Other types of needle caps require moving parts, such as a
spring activation, to close off the needle in the cap after 1ts wathdrawal These
sometimes combme movmg parts with specially tooled needles having two or more
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separate widths so that the larger circumference and diameter exther tnps the spring
and/or blocks the needle’s removal from the cap

Given that the needle protector, however configured, will be contaminated upon
each use, cost-benefit requirements dictate that a desirable shielding system be
disposable along with the needle Furthermare, the system must be quick and easy to
use as to present as httle imposihon as possible to the admumstration and function of
the catheter Moving paris which may malfunction or stick such as springs and sumilar
biasing mechanisms, as well as telescoping sheaths requirmg deployment from the flash
chamber, are less desirable 1n thus regard and can dnve up the manufactunng cost for a
disposable urut. Lathung the needle arcumference to alter the arcumference over
parhicular segments requires precise toolmg and hence substantially added cost. What
16 desurable 15 a low cost, eamly manufactured needle cover

056301 P483 2 CTIW/Ih
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SUMMARY

An apparatus 18 disclosed comprising a housing having a proxamal end and a
dastal end, the housing shdably mounted on a needle shaft below a needle distal tip, the
chip having a bndge, a proamal end coupled to the bridge and a distal end coupled to
the bndge. The clip 18 disposed withun the housing such that it retauns a resilience
1mparting a biasing force to the clip ends such that the ends grip the needle shaft
When the housing 18 advanced beyond the needle distal tip, the clip distal end releases
to contan the needle distal tp within the housmng

Other features and advantages of the invenhon will be apparent from the

;go accompanying drawmgs and from the detaled description that follows below
\
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EF D ON OF DRAWIN )

The invention 15 1llustrated by way of example and not by way of hmitation in
the figures of the accompanying drawings in which hke references indicate sumilar
elements and 1 whach.

Figure 1 shows a perspectrve view of an embodiment of the invention as fit over
a needle shaft

Figure 2 shows a cutaway side view of one embodiment of the mvention as fit
over a needle shaft.

Figure 3 shows a cutiway mde view of one embodmment of the mventon as
deployed over the distal tip of the needle

Figure 4 shows a perspective cutaway view of one embodiment of the mvention
deployed over the distal tp

Figure 5 shows a perspectuve view of a chip of one embodiment of the mvention.

Figure 6 shows a top view of a flat metal piece prior to 118 bending to form a clip
of one embodument of the mventon.

05630L P48 4 CTIW/hh
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DET N

Figure 1 shows one embodiment of the invention where needje cover 10 1s
mounted upon a needle shaft 15 In this enbodiment, housing 20 for needle cover 101s
barrel shaped Needle cover 10 1s slidably mounted on needle shaft 15 and prior to its
deployment, 18 located back from the needle distal tip (not pictured) such that the shaft
extends through housing 20 of the needle cover 10 For ease of shding, needle shaft 15
may be lubnicated or coated

With reference to Figure 2, needle shaft 15 and dustal tip 22 are :llustrated with
one embodiment of the invention mounted thereon. In thus embodiment, the mvention
mcludes housing 20 defiung openings 24, 26 at the procamal and distal ends,
respectively, to acoommodate needle shaft 15 extendmg therethrough. The openings
have drameters shghtly larger than needle shaft 15 outer diameter so that the housing
20 shides along needle shaft 15 and contacts substanhally the entire needle shaft 15 outer
arcumference Inside housmg 20 are clips 11, 12. In one embodiment, chips 11, 12 each
having bridge 13 and two legs 16, 17 coupled to bridge 13 at opposite ends. In one
embodiment, bridge 13 may be arched with the apex of the arch approachmg or
engaging honizontal walls 30 of housing 20 Clips 11, 12 are loaded into housing 20
under a compressive force which biases legs 16, 17 toward needle shaft 15 In one
embodiment, housmg 20 18 made of a polymer and chips 11 and 12 are loaded as
housmg 20 18 mjection molded Chips 11, 12 may be made of resilient matenal so as to
umpart & memory upon bending or contorting chips 11, 12 into housing 15 when loaded
As such, housmg 15 and clips 11, 12 can be of 2 complementary size to accommodate
buased clips 11, 12 and fit them within the housimng.

Chip legs 16, 17 terminate m tabs 25 which define a semiarcular arcumference to
fit around needle shaft 15 This allows for a more close fit of tabs 25 to the needle shaft

056301.P483 5 CTJW/Ih
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15 increasing their grip thereon. In one embodiment, tab ends (not pictured) are not
equuvalent lengths, rather one 15 shorter than the other The resulting arc, of the defined
arcumference therefore 15 eccentric  Such configuration allows for a greater ability to
gnp needle shaft 15 when legs 16, 17 are contorted to engage needle shaft 15 at an angle
to bndge 13 less then 90 degrees, providing for greater constrictive force, impartmg
greater potentia] energy to the bias resihence than engaging needle shaft 15 at a 90
degree angle where legs 16, 17 are directed toward needle shaft 15 The angular
engagement of legs 16, 17 of the opposing tabs at the proxamal end of housmg 20 also
provide greater restrictive force opposing advancement of housing 20 toward distal end
22 of needle shaft 15, thus obstructing removal of housing 20 over dustal tip 22 when
legs 16 have deployed over distal tip 22

Figure 3 shows the result of shding housing 20 over distal tip 22 of the needle
shaft 15 As tabs 25 of front legs 16 of chips 13 are biased agamat the needle shaft,
advancang the cover 10 over distal tip 22 and past the pont of contact wath tabs 25 of
front legs 16, causes legs 16 to release with remihient force to fit over distal tip 222 In
another embodiment, the two opposing legs 16 and tab ends 25 may meet and rest on
each other- exther ehminahing or so consincting the area between tabs 25 to a size
smaller than the needle outer diameter, mcluding the outer diameter at the distal tip 22,
so0 that remnserhion through front opening 24 1s blocked

As the front legs 16 deploy, by resihient force, over distal tip 15 to block its
remmsertion through opening 24, rear legs 17, gaven thear obtuse angles to needle shaft
15, mnhubit further frontal movement of housing 20 toward distal tip 22 thus preventing

removal of the housing 20 over distal tip 22 and obstructing shding housing 20 too far
forward on needle shaft 15, thus falling off distal tip 22.

056301 P483 6 CIJW/Ih
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Figure 4 shows an embodiment of the mnvention, where housing 20 1s barrel
shaped having a cylindncal configuration. Transparent windows 35 on opposing sdes
of the housing allow the user to view nside to determine if distal point 22 1s contamed
therein, and thus blocked from rexnsertion through opening 24. In one embodiment,
windows 35 are located at a pont equuvalent to the distance distal pomnt 22 would
occupy upon deployment of clip legs 16. Inability to view distal tip 22 could then
mdicate clip legs 16 had not deployed and distal tip 22 could still re-emerge from distal
openung 24 of the housmg.

The housing 15 made from matenals and m manners known 1n the art for catheter
accessones such as polyurethane and other polymer matenals It may be iyection
molded i accordance with the practice of the art. Metal reinforang may be used to
provide further support and strength withun the polymer mix or the mjection molding
process

Figure 5 shows a metal cip 11 Chip 11 1s bent at two ends to form legs 16 and
17, according to methods known 1n the art. In one embodiment bridge 13 18 arched to
provide greater biasing force to legs 16 and 17 Another embodiment allows the bridge
13 to remain substantally horizontal 1n relation to shaft 15 whule legs 16, 17 are bent to
form an angle to bnidge 13 of less than 90 degrees and the biasing force imparted is
analogous to a hunging foree at the point of connection between bnidge 13 and legs 16,
17 whuch 1mpels legs 16, 17 to return to a straight or substantially nerpendicular
orientation wath respect fo bndge 13  Heat treatment of legs 16, 17 may be used to
provide the biasing memory and hinge resthence Chp legs 16, 17 culmunate m taba 25
whuch define a semucircular circumferenhal surface for gnppmng needle shaft 15 In one
embodiment, tabs 25 on each clip 11,12 define a semuaircular arcumference with sides
not equrvalent in length, and thus define an eccentric semicircle. Where chips 11, 12

056301 P4&3 7 CTIW/Ih



engage needle shaft 15 using lunged legs 16, 17, thus meeting needle shaft 15 to create a
hinge angle less than 90 degrees, the irregular tab lengths serve to keep the surface area
gnpping needle shaft 15 relatively constant and ensure a complete fit, with the longer
tab side length directing the tabs along the circumference of the needle shaft 15 to the
center of the tabs at the sencircle apex thus providing sufficient suppaort to avaid
slippage

Figure 6 illustrates chip 11 m a flat view before bending, illustrating tabs 25 and
the senucircular space 40 they define to recerve the needle shaft Bending of legs 16, 17
where tabs 25 are located may be done by heat treatment to impart biasmg memory
and, m one embodiment, to arch bridge 13 In one embodiment, the bending can also
be accomplished by a foreshde machune. Clips may be pressed or stamped from sheets
The clips may be made of any suitable metal alloy known in the art. In one
embodiment, these are stamless steel

In the preceding detmled descniption, the nvention 18 described wath reference to
speafic enbodiments thereof It will, however, be evident that vanious modifications
and changes may be made thereto without departing from the broader sprit and scope
of the invention as set forth in the claims The speafication and drawmgs are,
accordingly, to be regarded in an illustrative rather than a restrictive sense.

056301 Pas3 ) CIJW/Ih
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What 15 claimed is.

1 An apparatus compnsing:

a housmng having a proamal end and a distal end, the housing shidably mounted
on a needle shaft below a needle distal tip, and

a chp having a bnidge, a prooamal end coupled to the bnidge and a distal end
coupled to the bndge, the chip disposed withm the housing such that it retamns a
resilience impartmng a biasmg force to the clip ends such that the ends grip the needle
shaft and when the housing 18 advanced beyond the needle distal tip, the chp distal end
releases to contam the needle distal trp withm the housing

2 The apparatus of claim 1, wherein the chp 15 a first clip and the apparatus
further compnses:

a second chip having a bridge, a proxamal end coupled to the bridge and a distal
end coupled to the bridge, the second chip disposed withun the housmg such that it
retamns a resihence 1mpartng a biasmg force to the cip ends such that the ends grip the
needle shaft and when the housing distal end 1s advanced beyond the needle distal tip,
the second clip distal end releases to contamn the needle distal tip wathun the housing

3 The apparatus of claim 2, wherein the distal end of the first clip and the
cistal end of the second clip engage each other upon their release to contam the needle
distal bp wathun the housing.

4 The apparatus of claxm 2, wherein the first and second clip ends termnate
in tabs which define a semicireular circumference configured to recerve the needle shaft.

056301.P4s3 9 CIIW/lh
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5 The apparatus of clam 2, wherein the first chip and the second chip each
further comprise an arched bnidge coupled to the distal end and the proximal end

6.  The apparatus of claxm 2, wheremn the first clip and second clrp proxamal
ends and distal ends are hunged to the bridge such that the angle formed by the hinges
18 less than nmnety degrees when the clip prosamal end and distal end engage the needle
shaft.

7 The apparatus of clarm 6, wherein the proxamal ends of the first clip and
second clip engage the needle shaft so as to obstruct advancement of the housmg
toward the needle distal hp when the distal ends of the first clip and second cixp release.

B The apparatus of clarm 2, wherein the first and second clips are fashioned
from stamnless steel

9 The apparatus of clamm 2 wherein the housing further defines a wmdow
for viewing the needle distal ip when contained withun the housing

10  The apparatus of claim 2, wheremn the housing 15 barrel shaped

11  The apparatus of claumn 4, wherem the tabs define an eccentnic semucircular
arcumference having sides of substanhally mequivalent lengths.

056301 P43 19 CTIW/lh
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An apparatus was disclosed comprising a housing having a proxamal end and a
dastal end, the housing shdably mounted on a needle shaft below a needle distal tip, the
clip having a bndge, a proxamal end coupled to the bndge and a distal end coupled to
the bnidge The clip 18 disposed wittun the housing such that it retains a resihence
mmparting a biasing force to the chp ends such that the ends gnp the needle shaft
When the housing 15 advanced beyond the needle distal tip, the cip distal end releases
to contain the needle distal ip withun the housing

056301.P483 1 CTIW/1h



Attomey’s Docket No.  QSG30LP4R3
DECLARATION AND POWER OF ATTORNEY FOR PATENT APPLICATION

As a below named 1nventor, 1 hereby declare that:
My romidenco, post office address and cltzenstup are as stated befow, next to my name.

I believe ] am the ongmnal, first, and sols inventor (if only one name 13 listed below) or any angnal, first, and
Jomnt nventor (if piural names are listed below) of the subject matter which 15 clanmed and for which o patent s
sought cm the invention eatrtied

NEEDLE SAFETY COVER

the spectficahion of winch % s attached hevetn.
was filed on aa
UmdehﬂApplmlmNnmbu
or PCT International Apphcation Number
and was amended on

(f spplicubin)

I hereby state that I have reviewed and understand the contents of the above-dentified specification, inchuding
the claim(s), as amended by any amendment refesred to shove. I do not know and do not belicve that the
dnmdmmm:thWunndmh UmhdSllu&ffu‘Anmbnh: mmuontlnwfﬁnr
patentied or m any pnnted publ:cahon 10 any country my mnvention Of more one
year prior to this apphestion, that the same was not m public use or on sale in the Umied States of America
more than one year pnor to this apphcanon, and that the mvention has not been patented or made the subject of
an inventor’s ceruficate 1ssued before the dats of tins appheation 1n any country foreign to the United States of
America on an eppheation filed by me or my legal representatives or assigns more than twelve months (for a
utility petent apphcatzon) or ax months (for a demign patent apphcaton) prior to thus spplscation.

I acknowledge the dnty to disclose all information known to me to be matenal to patentabality as defined m Title
37 Code of Federal Regulanons, Section 1.56.

T heroby claum foreign prronty benefits undor Titls 35, United States Code, Section 119(a)«(d), of any farelgn
apphcation(s) for patent or mventor's certificats listed below and have also identified below any foreign
application for patent or inventor’s certificate having a filhng date before that of the apphcation on whuch pronity
s

Enor Formgn Application(s).
APPLICATION COUNTRY (OR DATE OF FILING PRIORITY CLAIMED
NUMBER INDICATEIFPCT) | (dey, month, yesr)
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I hercby clmm the benefit under Title 35, United States Code, Section 120 of any Unned Stetes appheatron(s)
listed below and, insofar as the subject matter of each of the clarms of thus application 1 not disclosed i the
preor Umted States m the manoer provided by the first paragraph of Titls 35, United Stetes Code,
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defined 1n Title 37, Cods of Federal Regulations, Section 1.56 which became avalshls between the fibng date of
the pnor spphication and the national or PCT international fibng date of this appheahon:

APPLICATION STATUS (ISSUBD,
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Reg 37 764, Farzad B. Amun, Reg No 42,261, Amy M. . No. 42265 Aloysns T C
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Jordan Michaal Becker Reg. No 39,602, Bradley J Berezuak, Reg. No. 33,474, Michael A, Bernadicou,
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Reg No. 37,542, Tarck N Fahmi, Reg No. 41,402, James Y Go, Reg. No. 40621, Jamnes A Henry, Re
No. 41 064, Willmore F Halbrow III, Reg. No. 41,845, 1 Sue Holloway, No. 37,850; George
Hoover I, Rag No. 32,992, BEnc S H No. 30,139 Dug H. Jobaneen, No, 36,172, William
W Kudd, Reg. No. 31 772 Bca W Rog. No 42,775, Michasl )} Malle, Reg. No. 35,591 Panl AL
Mondonsa, Reg. No 42,879; Darren J Milhken, Reg. No. 42,004, Thinh V Nguyen, Reg. No. 42,034,
Deanis A Nicholls, Rog No. 42,036 Kimberley G Nobles, Reg. No. 38,255, Lisa A. Nomns Reg No
P44,976, Damel E. Ovanszan, Reg. No. 41,236; Babak
No. 44,313, James H. Salter Reg No. 35,668, Wilham W Schaal, Reg. No. 39,018, James C. Scheller
Reg. No. 31 195 J §. South, Reg. No 39,377 Mans McCormack Sobnno, Reg No. 31,639 Sln%z
W Sckoloff Reg. No, 25 128 Judlﬂ:A.s?l.lleg.NoJDJﬂ.V'mP Tassinan, Reg. No. 42,1
Edwn K. Taylor No. 25,129 George G C
No. 42,191 Lester J Vincent, Reg. No 31,460, John Patnick Ward, No. 40,216, Charles T J
Wezgell, No. 43398, KukD Williams Reg. No. 42,229, James M. Wu, Reg. No. P45,241, Steven D
Yates, Reg No 42,242 BenJ] Yorks, No. 33,609, aud Norman Zafman, Reg. No. 26,250; my

, and Justin ML Dilon, Reg. No. 42,486, Edwin A. Sloans, Reg. No. 34,728, and John P Travis,

Reg.ﬁo 43,203, my t agents, with offices located at 12400 Wilshire Boulevard, 7th Floor, Los
Angeles, Cahiforma telephona (310) 207-3800, with full power of substitution and revocation, to
prosecute this apphcation and to transact all busmess 1 the Patent and Trademark Offics connected hexewath,

1 herebry deciare that all statoments made herean of ary owa knowiedge sre troe end thet afl stetements made on
information and behef are believed to be trus, snd further that these sintements were miade with the knowledge
that willful false siatements and the like so made are punmshable by fine or imprisonment, or both, under
Section 1001 of Title 18 of the United States Code and that such willfnl false statenents may jeoparchzo the
vahdity of the application or any patent issued thereon.

Full Name of Sole/First Jpven farmly Butch Alimon
Inventor’s Signature Dute /Z- ZQ-W
Resulence Paradise, Texas Ctheenslup USA

(City Swts) {Ceuntry}

P O Address 983 County Road 3673

Paradise Texas 76073-4509 US.A
Dockat No. 036301 P483 Pg 2
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