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Description
1. Field of the Invention

[0001] The present invention relates to a needle as-
sembly having a needle cannula, a hub to which the nee-
dle cannula is mounted and a safety shield that can be
telescoped from a proximal position where the needle
cannula is exposed to a distal position where the needle
cannula is safely shielded.

2. Description of the Related Art

[0002] A typical needle assembly includes a needle
cannula having a proximal end, a pointed distal end and
a lumen extending between the ends. A thermoplastic
hub is mounted securely to the needle cannula at a lo-
cation spaced from the distal end. The hub is provided
with external threads or other surface configurations for
removably mounting the prior art needle cannula on an-
other structure. Some needle assemblies are used for
drawing a sample of blood or other body fluid from a
patient. The needle cannulas for these assemblies typi-
cally have pointed proximal and distal ends, and the nee-
dle hub is mounted to a location between the opposed
ends of the needle cannula.

[0003] A needle assembly that is used to draw a sam-
ple of blood or other bodily fluid typically is used with a
needle holder. The needle holder has a substantially tu-
bular sidewall with a widely opened proximal end and a
partly closed distal end. The hub of the prior art needle
assembly can be engaged releasably with the partly
closed distal end of the needle holder. Thus, the pointed
proximal end of the needle cannula projects into the nee-
dle holder, while the pointed distal end of the needle can-
nula projects distally beyond the needle holder.

[0004] The combination of a needle assembly and a
needle holder is used with an evacuated tube for drawing
a sample of blood or other bodily fluid from a patient. The
tube has a closed end, an open end, and a sidewall ex-
tending between the ends. The tube is evacuated, and
the open end is sealed by a septum that retains the vac-
uum within the tube. The evacuated tube is dimensioned
to be slid into the open proximal end of the needle holder.
Sufficient sliding of the evacuated tube into the needle
holder causes the proximal point of the needle cannula
to pierce the septum of the evacuated tube. Thus, the
needle cannula can be placed in communication with the
interior of the evacuated tube.

[0005] The combination of a needle assembly, a nee-
dle holder and an evacuated tube is employed by initially
urging the pointed distal end of the needle cannula into
a blood vessel of a patient. Once the targeted blood ves-
sel has been reached, the evacuated tube is urged into
the needle holder so that the proximal point of the needle
cannula pierces the septum on the tube. Low pressure
conditions within the evacuated tube generate a flow of
blood from the patient through the needle cannula and
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into the evacuated tube. The evacuated tube may be
removed from the needle holder after a sufficient quantity
of blood has been collected. One or more additional evac-
uated tubes may similarly be urged into the open end of
the needle holder for drawing one or more additional sam-
ples of blood to be analyzed.

[0006] The needle cannula is withdrawn from the pa-
tient after a sufficient volume of blood has been collected
for the required analytical procedures. The used needle
cannula then must be shielded properly to avoid an ac-
cidental stick that could transmit a disease from the pa-
tient to the medical practitioner.

[0007] Many types of devices are available for shield-
ing a used needle cannula. Some shields are hinged to
the needle hub, and can be rotated from a first position,
where the hinged shield is spaced from the needle can-
nula for use. After use, the hinged shield is rotated to a
second positionin shielding engagement around the nee-
dle cannula.

[0008] Other shields are telescoped over both the nee-
dle cannula and the needle hub. These shields initially
are retained in a proximal position where the shield cov-
ers the hub but exposes the needle cannula for use. After
use, the shield is telescoped distally to cover the needle
cannula.

[0009] Most shielded needle assemblies are effective
at performing their primary function of shielding a used
needle cannula. However, many medical practitioners
consider the available shieldable needle assemblies
cumbersome. In particular, the shield that is telescoped
over the needle hub typically will move relative to the
needle cannula. Consequently, medical practitioners will
grip the needle holder or other medical implement to
which the shieldable needle assembly is mounted. How-
ever, a gripable region on the needle holder typically is
relatively far from the distal end of the needle cannula
and leads to at least a perception of poor control of the
needle cannula. The perception of poor control increases
as the length of the needle cannula is increased. As a
result, needle assemblies with shields that telescope
over the needle hub necessarily impose a limit on the
length of the needle cannula that can be employed.
[0010] Additionally, in some cases, practitioners may
be rushing and forget to operate the safety shield. Other
situations arise where the patient moves suddenly or un-
expectedly. Thus the needle cannula may inadvertently
be pulled out of the vein and exposed with no time for
the phlebotomist to initiate safety shielding. These weak-
nesses are notaddressed adequately in prior art devices.

SUMMARY OF THE INVENTION

[0011] The present invention is directed to a needle
assembly with means for shielding the user or patient
end ofthe needle cannula. The needle assembly includes
a needle cannula having opposed proximal and distal
ends and a lumen extending between the ends. At least
the distal end of the needle cannula may be pointed.
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[0012] Theneedle assembly furtherincludesahub sur-
rounding portions of the needle cannula. The hub in-
cludes opposed proximal and distal ends that are dis-
posed between the proximal and distal ends of the needle
cannula. The hub may be mounted securely to the needle
cannula. Additionally, the proximal end of the hub may
be provided with external structure for releasable en-
gagement with a needle holder or with some other med-
ical implement.

[0013] Theneedleassembly furtherincludesahousing
that may be attached to the hub. The primary function of
the housing is to provide guidance for a shield telescoped
between the needle cannula and hub. The housing par-
tially encloses the shield and constrains shield motion in
a longitudinal direction, substantially co-axial with the
needle cannula. Additionally, the housing further in-
cludes external surface configurations to assist the user
in manipulating the device during venous punctures. The
housing may have external structure for releasable en-
gagement with a needle holder or with some other med-
ical implement.

[0014] The above-referenced shield of the needle as-
sembly surrounds the needle cannula and is telescoped
into the housing. The shield initially is retained in a prox-
imal position such that distal portions of the needle can-
nula are exposed for use. The shield can be moved from
the proximal position to a distal position where the shield
surrounds at least the pointed distal end of the needle
cannula. The shield preferably is dimensioned to cover
all of the needle cannula between the housing and the
distal end of the needle cannula. Additionally, the shield
preferably is constructed for locking engagement with
the housing when the shield is in its distal position. Thus,
the needle cannula cannot be re-exposed after shielding.
[0015] The needle assembly may further include bias-
ing means for urging the shield from the proximal position
to the distal position. The biasing means may comprise
a coil spring disposed within the housing and extending
between a portion of the hub and a portion of the shield.
The spring may be in a compressed condition when the
shield is in its proximal position. The spring then is oper-
ative to propel the shield to the distal position.

[0016] Actuating means are provided for releasing the
shield from the proximal position and enabling the biasing
means to propel the shield to the distal position. The ac-
tuating means may be actuated automatically and pas-
sively in response to an operational condition indicative
of use of the needle assembly. For example, the needle
assembly intended for use with an evacuated tube may
have an actuating means that is triggered by the move-
ment of the evacuated tube into communication with the
proximal end of the needle cannula. Alternatively, the
actuating means may comprise a latch that is accessible
at an external location such as on the hub or housing.
[0017] The needle assembly of the present invention
enables a medical practitioner to hold portions of the
housing that surround the shield during venipuncture.
Thus, the medical practitioner is able to grip a portion of
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the needle assembly relatively close to the distal end of
the needle cannula. Gripping may be facilitated by struc-
tural elements disposed externally on the housing. Thus,
for example, the housing may include at least one flat
dimensioned and disposed for convenient gripping. Al-
ternatively, the housing or hub may be provided with cor-
rugations, dimples, recesses, concave surfaces, rough-
ening or other structure that will facilitate manual gripping
by a medical practitioner.

DESCRIPTION OF THE DRAWINGS

[0018] FIG. 1 is a perspective view of the needle as-
sembly of the present invention.

[0019] FIG. 2is an exploded view of the device shown
in FIG. 1.

[0020] FIG. 3is a perspective view with the packaging
shield covering the needle cannula before use.

[0021] FIG. 4 is a perspective of FIG. 1 with the needle
shield covering the needle cannula after use.

[0022] FIG. 5 is an exploded view of the cannula and
hub sub-assembly as it fits within the housing and holder
sub-assembly.

[0023] FIG.6is apartially exploded view of the cannula
and hub sub-assembly aligned for assembly with the
housing.

[0024] FIG. 7 is a magnified view of the portion of FIG.
6 showing the proximal end of the housing with snap
retainers.

[0025] FIG. 8isanexploded perspective view of a nee-
dle assembly with detached holder of the present inven-
tion.

[0026] FIG. 9 is an exploded perspective view of the
needle assembly in FIG. 8 with non-patient shield de-
tached.

[0027] FIG. 10 is an exploded perspective view of the
needle assembly in FIG. 8 with the packaging and non-
patient shields removed from the housing.

[0028] FIG. 11 Ais a front view of the housing of the
present invention.

[0029] FIG. 11 B is a sectional perspective view of the
housing cut along the line depicted in FIG. 11A.

[0030] FIG. 11 Cis a sectional perspective view of the
housing cut along the line depicted in FIG. 11A.

[0031] FIG. 12A s perspective view of the safety shield
of the present invention.

[0032] FIGS. 12B is a perspective view of the needle
shield of the present invention.

[0033] FIG. 12C is an elevation view of the needle
shield of the present invention with the deflectable mem-
ber in an unbiased position.

[0034] FIG. 12D is an elevation view of the needle
shield of the present invention similar to FIG. 12C, but
with the deflectable member in a deflected state.
[0035] FIG. 13 is an elevation view of the actuator of
the present invention.

[0036] FIG. 14 is a perspective view of the actuator of
the present invention.
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[0037] FIG. 15 is a perspective view of the hub of the
present invention.

[0038] FIG. 16 is an elevation view of the hub of FIG.
15.
[0039] FIG. 17 is an elevation view of the needle as-

sembly during use before shielding.

[0040] FIG. 18 is an elevation view of the needle as-
sembly after shielding.

[0041] FIG. 19A is a sectional view of the present in-
vention shown before actuator safety shield release.
[0042] FIG. 19B is a sectional view of the present in-
vention shown during actuator safety shield release.
[0043] FIG. 19C is a sectional view of the present in-
vention shown after actuator safety shield release but
prior to complete shielding.

[0044] FIG. 19D is a sectional view of the present in-
vention shown after actuator safety shield release and
after complete shielding.

[0045] FIG. 20A is a perspective sectional view of the
present invention shown before actuator safety shield
release.

[0046] FIG. 20B is a perspective sectional view of the
presentinvention shown during actuator safety shield re-
lease.

[0047] FIG. 20C is a perspective sectional view of the
present invention shown after actuator safety shield re-
lease but prior to complete shielding.

[0048] FIG. 20D is a perspective sectional view of the
present invention shown after actuator safety shield re-
lease and after complete shielding.

[0049] FIG. 21 is a perspective view of an alternate
needle assembly of the present invention prior to use and
with the packaging shield covering the needle cannula.
[0050] FIG. 22is an exploded perspective view similar
to FIG. 2, but showing the alternate embodiment of FIG.
21.

[0051] FIG. 23 is a cross-sectional view taken along
line 23-23 in FIG. 21.

[0052] FIG. 24 is a perspective view of the holder for
use with the embodiment of FIGS. 21-23.

[0053] FIG. 25 is a perspective view of the hub for use
with the embodiment of FIGS. 21-24.

[0054] FIG. 26 is a side elevational view of the actuator
of the embodiment of FIGS. 21-25.

[0055] FIG. 27 is a perspective view of the actuator of
FIG. 26.
[0056] FIG. 28 is a perspective view of an alternate

embodiment of the actuator that permits both manual ac-
tuation and tube actuation of the shield.

DETAILED DESCRIPTION

[0057] The needle assembly 10 of the present inven-
tion is shown in FIGS. 1-7 and 11-20. It will be noted that
the term "distal" as used herein refers to the end of the
needle assembly that punctures the patient’s skin while
"proximal" means the end of the needle assembly that
punctures an evacuated container. Needle assembly 10
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is mounted to a needle holder 12, as shown in FIGS. 1,
3,and 4. Needle holder 12 has a proximal end 14, a distal
end 16 and a tubular sidewall 18 extending between ends
14 and 16. Proximal end 14 of needle holder 12 is widely
open and is adapted to receive a blood collection tube
20 as shown in FIGS. 17, 19A-19D, and 20A-20D. How-
ever, proximal end 14 of holder 12 may have aremovable
seal or cap 15 for sterility. Proximal end 14 of holder 12
also has a radially aligned finger flange 17 to facilitate
manipulation of holder 12. Flange 17 is non-circular to
prevent holder 12 from rolling. Flange 17 preferably has
a linear edge to provide a clear indication of the top and
bottom sides. Distal end 16 of needle holder 12 includes
structure to which needle assembly 10 is mounted. In
particular, distal end 16 of needle holder 12 may be
formed with non-threaded mounting means, such that
needle holder 12 is substantially fixed to needle assembly
10 after assembly. The non-threaded mounting means
comprises a combination of external rings 81 and key-
ways to secure needle assembly 10 axially and circum-
ferentially. It is preferred that needle assembly 10 is
mounted to needle holder 12 by the manufacturer so that
the device is ready for fast and convenient use. Most
importantly, preassembled needle assemblies 10 and
needle holders 12 ensure that the proximal point of the
needle is enclosed within holder 12 before, during, and
after blood collection. Alternately, however, the distal end
of the needle holder may be formed with an internal array
of threads that are engagable by external threads on the
needle assembly.

[0058] Needle assembly 10 ideally is packaged in a
blister package having a thermoformed blister and top
web. The top web is comprised of a material that may be
permeable to gas such as ethylene oxide gas. Optionally,
the proximal end 14 of holder 12 can be covered with a
paper-like membrane that is thermally or adhesively
sealed onto the proximal end 14 of the holder. Examples
of materials used for a paper-like membrane are Tyvek
TM manufactured by DuPont and examples of materials
to be used for a thermoformed blister package include
glycol modified polyethylene terephthalate (PETG), pol-
yethylene terephthalate (PET), high-density polyethyl-
ene, polypropylene, polycarbonate, nylon, and K-resin.
In the configuration with a paper-like membrane covering
the open proximal end 14 of holder 12, a thermoformed
blister and top web would not be required, and the entire
assembly can be sterilized by ethylene oxide gas or co-
balt 60 irradiation.

[0059] Needle assembly 10 includes a needle cannula
22, a needle hub 24, a packaging shield 26, a safety
shield 28, a sleeve 39, a housing 80, an actuator 30, and
aspring 32. In otherembodiments, a portion of the needle
assembly (e.g., the housing) can be integral or unitary
with the needle holder to reduce assembly steps by the
manufacturer and the user.

[0060] Needle cannula 22 includes a pointed proximal
end 34, as shown in FIGS. 1, 5 and 6, a sharply beveled
distal end 36 and a lumen 38 extending therebetween.
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Proximal end 34 of needle cannula 22 is covered by an
elastomeric multiple sample sleeve 39 (shown in FIGS.
2,9 and 10) that can be pierced by pointed proximal end
34 of needle cannula 22.

[0061] Needle hub 24 is illustrated in greater detail in
FIGS. 15 and 16. Needle hub 24 includes a proximal end
40, a distal end 42, and a lumen 38 extending therebe-
tween. Housing attachment means is provided externally
of hub 24 to achieve fixed engagement between hub 24
and needle housing 80. The housing attachment means
may include ultrasonic welding, heat staking, solvent
bonding, mechanical latches with receiving latch detents,
adhesive bonding, friction fit joints, irreversible threads,
or any of the like. In the embodiment of FIGS. 5, 6, 7, 15
and 16 the housing attachment means are defined by
mechanical latches 86 that extend distally from needle
hub 24 for engagement in detents 88 on needle housing
80. Hub 24 is mounted securely to locations on needle
cannula 22 between proximal and distal ends 34 and 36
thereof and in a specified rotational orientation relative
to the bevel at distal end 36 of needle cannula 22. More
particularly an adhesive well is formed on needle hub 24
and receives adhesive to bond needle cannula 22 to hub
24. Alternately, needle hub 24 and needle housing 80
may be combined as one molded component. However
it is generally easier to manufacture needle hub 24 and
housing 80 as two components.

[0062] Needle housing 80 is illustrated in greater detail
in FIGS, 11A-11C. Needle housing 80 includes a proxi-
mal end 82, a distal end 84 and a tubular wall 44 extend-
ing between ends 82 and 84. As shown in FIGS. 11A-
11C, tubular wall 44 is of generally circular or elliptical
cross-section. Alternately, tubular wall 44 may have a
non-circular cross-section or rectangular cross-section.
The specific cross-sectional shape is not critical, and
shapes other than those shown herein are contemplated.
Housing 80 preferably is formed from a transparent or
translucent material to permit user observation of safety
shield 28. Thus, the medical practitioner can observe
movement of safety shield 28, as explained below, to
provide a visual indication that proper shielding is taking
place. Additionally, proximal end 82 of housing 80 may
have one of many optional means for attachment to a
needle holder 12, such as a threaded connection, inter-
ference fit, adhesive bonding, solvent bonding, ultrasonic
welding, heat staking, snap fit, or any other means. More
specifically, the housing may have external threads and
may be mounted to internal threads of the distal end of
the needle holder. Alternately, housing 80 has non-
threaded mounting means to engage holder 12 in an in-
terlocking manner. External rings 81 are illustrated in
FIGS. 5-7 and define one preferred non-threaded mount-
ing means that provide sufficient frictional or interlocking
forces to resist housing 80 from unintentionally releasing
from holder 12 during puncturing of septum 21 by prox-
imal end 34 of needle cannula 22. In the illustrated em-
bodiment, hub 24 is mounted indirectly to the holder 12
through needle housing 80. Housing 80 preferably is non-
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rotatably mounted to holder 12 to ensure that the bevel
at distal end of needle cannula 22 faces up relative to
the bottom edge of flange 17 of holder 12. Distal end 84
of needle housing 80 is characterized by diametrically
opposed V-shaped notches as shownin FIG. 11B. Notch-
es 85 cooperate with corresponding structure on pack-
aging shield 26.

[0063] Housing 80 has a length such that distal end 84
of housing 80 is spaced proximally from distal end 36 of
needle cannula 22 sufficiently to enable convenient use
of needle cannula 22. Portions of tubular wall 44 from
distal end 84 toward proximal end 82 of hub 24 are
spaced outwardly from needle cannula 22 for permitting
telescoped movement of safety shield 28 between nee-
dle cannula 22 and housing 80, as explained further be-
low. Additionally, as shown in FIGS. 1, 3, and 4, tubular
sidewall 44 of housing 80 is provided with external sur-
face configurations or grips 46 to facilitate digital manip-
ulation. Surface configurations or grips 46 include elon-
gate recesses or flats having small bumps thereon. How-
ever, other surface configurations may be employed,
such as a plurality of ridges or grooves, or concave de-
tents shaped to conform to a user’s fingers. Grips 46
preferably are orthogonal to the bottom edge of finger
flange 17 of holder 12.

[0064] Housing 80 has internal features to restrict
movement of safety shield 28 relative to housing 80. Tu-
bular wall 44 of housing 80 is formed with a first proximal
facing stop surface 48. As shown in FIG. 11B, housing
80 further includes an axially extending latch channel 52
formed on an upper interior surface of tubular wall 44.
Latch channel 52 extends from the first proximal facing
stop surface 48 shown in FIG. 11C to a location substan-
tially adjacent distal end 84 of housing 80 as shown in
FIG. 11B. A distal detent 47 is located near the distal end
of tubular wall 44 of housing 80, as shown, and is at the
distal end of latch channel 52. Distal detent 47 has a
distally facing stop surface 54. Distal detent 47 and dis-
tally facing stop surface 54 are dimensioned to receive
a latch 68 on safety shield 28, as explained below. Tu-
bular wall 44 furtherincludes a stop channel 50 extending
distally and ending with a second proximally facing stop
surface 58 near distal end 82 of housing 80 as shown in
FIG. 11C.

[0065] Distal end 36 of needle cannula 22 is used to
pierce the patient’s skin and must be kept very sharp.
Thus a packaging shield 26, as shown in FIGS. 1-3 and
8-10, is used to enclose the distal end 36 of needle can-
nula 22. The packaging shield 26 preferably is formed
with two opposing relatively flat walls 19 to facilitate easy
handling by the phlebotomist who is likely to be wearing
gloves that may even be wet with alcohol prep solution.
In the embodiment shown, the open end of the packaging
shield 26 fits partially over the distal end 84 of housing
80. The packaging shield 26 and housing 80 are dimen-
sioned so that there is an interference fit that desirably
provides a sterile barrier between the packaging shield
26 and housing 80 in those embodiments that do not
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employ blister packaging. In those embodiments, the in-
terference fit between packaging shield 26 and housing
80 they make separation of packaging shield 26 difficult.
Accordingly, for those embodiments, packaging shield
26 is provided with a pair of diametrically opposed ribs
(not shown) on the interior surface. The ribs terminate at
a V-shaped point or an arcuate end facing toward the
open end of packaging shield 26. The ends of the ribs
are disposed, dimensioned and configured to mate with
the V-shaped notches 85 at distal end 84 of housing 80.
The engagement of the ends of the rib with V-shaped
notches 85 develops ramping forces in response to twist-
ing of packaging shield 26. Thus, the rotational move-
ment applied to packaging shield 26 generates a corre-
sponding axial movement of packaging shield 26 relative
to housing 80, and hence facilitates separation of packing
shield 26. Additionally, a tamper-evidence indicator may
be placed between the packaging shield 26 and the hous-
ing 80 to provide indication of prior usage.

[0066] Safety shield 28, as shown in FIGS. 12A-12D,
includes a proximal end 60, a distal end 62 and a sub-
stantially tubular sidewall 64 extending between the
ends. Tubular sidewall 64 of safety shield 28 preferably
is imprinted with indicia at a location aligned with the bev-
el-up side of needle cannula 22. This is the portion of
tubular sidewall 64 that will be the most visible to the
medical practitioner. The existence of indicia on this por-
tion of tubular sidewall provides a physical indication to
the medical practitioner that shielding is taking place. The
indicia should be in a form that will provide evidence of
movement. For example, a plurality of intermittent mark-
ings or a marking that changes its dimensions along its
length would be most beneficial. Safety shield 28 initially
is retained releasably in a proximal position with at least
a major portion of safety shield 28 disposed in the space
between needle cannula 22 and tubular wall 44 of hous-
ing 80. In this proximal position, proximal end 60 of safety
shield 28 is substantially adjacent first proximally facing
stop surface 48 of housing 80. Additionally, as shown in
FIG. 1, distal end 62 of safety shield 28 is flush with or
projects only slightly from distal end 84 of housing 80
when safety shield 28 is in its proximal position. Safety
shield 28 can be released from its proximal position and
is movable to a distal position that is shown in FIGS. 4,
18, 19D and 20D. When moved into its distal position,
safety shield 28 completely covers portions of needle
cannula 22 between needle hub 24 and distal end 36 of
needle cannula 22.

[0067] As shown in FIGS. 12B-12D, safety shield 28
has a hinged deflectable member 66 that is cantilevered
toward proximal end 60. Deflectable member 66 is de-
flectable outwardly or in a transverse direction. A latch
68 is formed on deflectable member 66 near proximal
end 60 of safety shield 28 and enters latch channel 52
when deflectable member 66 is deflected outwardly.
Hinged deflectable member 66 further includes a cam
surface 70 at the extreme proximal end thereof. Cam
surface 70 is aligned at an acute angle to a radial plane
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passing through needle assembly 10. Axially aligned dis-
tally directed forces on cam surface 70 will generate a
transverse deflection of deflectable member 66 so that
latch 68 enters into latch channel 52. Latch 68 further
includes a distal facing locking face 72, and a proximally
facing locking face 73. Both locking faces 72 and 73 are
aligned substantially perpendicular to the axis of needle
assembly 10. FIG. 12C shows deflectable member 66 in
its non-deflected state and FIG. 12D shows deflectable
member 66 in its deflected state. Distal movement of ac-
tuator 30 moves deflectable member 66 from the position
shown in FIG. 12C in direction 69 depicted in FIG. 12C
to the position shown in FIG. 12D until latch 68 is no
longer resisted by first proximally facing stop surface 48
of housing 80 and therefore is free to move distally with
respect to the needle cannula 22 under spring energy
supplied by spring 32.

[0068] Safety shield 28 further includes a stop 74 dis-
posed substantially diametrically opposite latch 66. Stop
74 is in a plane passing through the axis of needle as-
sembly 10 and includes a locking surface 76 facing in
the distal direction as shown in FIG. 12A. Stop 74 pre-
vents spring 32 from pushing safety shield 28 past hous-
ing 80.

[0069] Hub 24 is connected to the proximal end 82 of
housing 80. Hub 24 further includes an actuator channel
56 extending substantially parallel to housing 80 as
shown in FIGS. 15 and 16. Actuator 30, as shown in
FIGS. 13 and 14, is disposed slidably in actuator channel
56 of hub 24. Actuator 30 includes a proximal end 78
substantially adjacent to needle cannula 22 that will lie
within needle holder 12. Actuator 30 also includes a distal
end 79 that will lie substantially adjacent cam surface 70
of latch 68. Distal end 80 of actuator 30 is angularly
aligned to mate with cam surface 70 of latch 68, such
that distal movement of actuator 30 will generate trans-
verse deflection of deflectable member 66.

[0070] As shown in FIGS. 13 and 14, actuator 30 has
an integrated anti-reset feature or latch 29 that interfaces
with hub 24 upon activation of the device. Once a tube
20 is inserted and interfaces with the proximal end 78 of
actuator 30, latch 29 will interface with the hub channel
56 thus deforming latch 29 temporarily inward thereby
permitting latch 29 to advance into latch recess 23. Once
latch 29 is within latch recess 23, latch 29 will return re-
siliently towards an undeflected position so that actuator
30 is prevented from moving back to a proximal position
that would allow safety shield 28 to be completely reset
to its original position.

[0071] A spring 32 surrounds portions of needle can-
nula 22 that are surrounded by safety shield 28. Thus
spring 32 is compressed to retain stored energy when
safety shield 28 is in the proximal position within tubular
wall 44 of housing 80. Spring 32 then will propel safety
shield 28 distally after activation. The proximal end 31 of
spring 32 remains in fixed relation to the holder 12, hub
24, and housing 80 while the distal end 33 of spring 32
moves relative to the holder 12, hub 24, and housing 80.
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[0072] The force applied by spring 32 to safety shield
28 is essential to proper operation of needle assembly
10. In particular, spring 32 must exert sufficient force to
ensure that safety shield 28 will be propelled sufficiently
toward distal end 32 of needle cannula 22 to complete
its essential shielding function. However spring 32 should
not exert enough force to push needle cannula 22 out of
the patient. Additionally, forces exerted by safety shields
28 on the skin of the patient should not be so large as to
cause a patient to react and move suddenly away from
the shield. A spring force of 0.02-0.20 pounds, and pref-
erably about 0.09 pounds has been found to meet the
objectives of ensuring complete shielding without exces-
sive force against the skin of the patient. Additionally, a
fine lubricating spray may be applied to the sliding parts
of safety shield 22, hub 24 and/or housing 80 to ensure
complete and efficient movement of safety shield 28 with
a low spring force.

[0073] Needle assembly 10 is used by attaching prox-
imal end of hub 24 and housing 80 into needle holder 12
such that proximal end 23 of needle cannula 22 and prox-
imal end 78 of actuator 30 lie within needle holder 12.
Packaging shield 26 then is removed from housing 80 to
expose pointed distal end 36 of needle cannula 22. The
medical practitioner then manually engages housing 80
at grips 46 and guides distal end 32 of needle cannula
22 into a targeted vein of a patient. Activation of shield
28 is achieved automatically and passively by insertion
of blood collection tube 20 into proximal end 14 of needle
holder 12. Sufficient insertion of blood collection tube 12
will cause proximal end 34 of needle cannula 22 to pierce
through the elastomeric septum 21 that extends across
the open end of blood collection tube 20, as shown in
FIGS. 19A-19D. Distalmovement of blood collection tube
20 into needle holder 12 also will cause blood collection
tube 20 to engage proximal end 78 of actuator 30, thereby
causing actuator 30 to slide distally through actuator
channel 56 of hub 24. This distal movement of actuator
30 will cause distal end 79 of actuator 30 to engage cam
surface 70 of hinged deflectable member 66 of safety
shield 28 with sufficient force to pivot deflectable member
66 transversely about hinge 67 sufficiently to disengage
locking face 72 of latch 66 from first proximally facing
stop surface 48 of housing 80.

[0074] Disengagement of latch 68 from first proximally
facing stop surface 48 into latch channel 52 causes safety
shield 28 to be propelled distally under the action of spring
32. Latch 68 will be guided in latch channel 52 as safety
shield 28 is moved toward distal end 84 of housing 80.
Sufficient distal movement of safety shield 28 will cause
latch 68 to engage in distal detent 47 of housing 80. While
in distal detent 47, latch 68 interferes with distal facing
stop surface 54 and prevents safety shield 28 from being
unshielded. Additionally, stop 74 on safety shield 28 rides
along stop channel 50 until stop 74 engages second prox-
imally facing stop surface 58 thereby preventing safety
shield 28 movement in the distal direction after needle
point 36 has been shielded. As a result of stop 74 and
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latch 68, safety shield 28 is prevented from moving either
distally or proximally from this locked position as shown
in FIGS. 18, 19D, and 20D.

[0075] The above-described needle assembly is com-
pletely passive in that shielding is achieved without any
required user activation other than the normal insertion
of a fluid collection tube into the open proximal end 14
of holder 12. There may be instances, however, where
a user may want direct control over the initiation of shield-
ing orwhere a user may want dual control where shielding
can be actuated by insertion of a fluid collection tube
and/or by direct digital activation by the user. These op-
tions can be achieved without a complete redesign of the
above-described needle assembly. In particular, an al-
ternate needle assembly is identified generally by the
numeral 10a in FIGS. 12-26. Assembly 10a include a
needle cannula 22, a hub 24, a packing shield 26 and a
housing 80, all of which are substantially identical to cor-
responding parts of the first embodiment described and
illustrated above. However, assembly 10a includes a
holder 12a that is slightly different from holder 12 de-
scribed and illustrated above. In particular, as shown
most clearly in FIGS. 22 and 23, holder 12a includes a
tubular sidewall 18a that has a proximal end 14a, a distal
end 16a, and a tubular sidewall 18a. A notch 17a extends
into tubular sidewall 18a at distal end 16a. Additionally,
notch 17a is disposed on a portion of sidewall 18a that
will align with the bevel-up side of needle cannula 22.
Notch 17a is partly surrounded by an elongate flat or
recess 19a in tubular sidewall 18a to minimize the pro-
jection of an actuator, as explained herein and to provide
a visible indication of a region to be accessed by a user
for carrying out a manual actuation of the shielding.
[0076] Needle assembly 10a further includes an actu-
ator 30a that differs from actuator 30 described and illus-
trated above. In particular, actuator 30a includes an ac-
tuating beam 31a with a distal end 79a that is structurally
and functionally virtually identical to distal end 79 of ac-
tuator 30 described above and illustrated in FIGS. 13 and
14. Additionally, actuating beam 31a includes an anti-
reset latch 29a that is structurally and functionally sub-
stantially identical to latch 29 of actuator 30. Actuator 30
further includes a mounting collar 77a that is disposed
and configured to mount slidably over proximal portions
of hub 24. Additionally, mounting collar 77a is dimen-
sioned for slidable disposition within holder 12a. Actuator
30a further includes an arm 90a that projects distally from
collar 77a. Arm 90a is dimensioned for slidable insertion
in notch 17a of holder 12a, and terminates atan actuating
button 92a.

[0077] Needle assembly 10a is assembled substan-
tially as needle assembly 10, described and illustrated
above. However, collar 77a of actuator 30a is slidably
disposed over and around proximal portions of hub 24a.
The subassembly of needle cannula 22, hub 24, packing
shield 26, holder 80 and actuator 30a can be mounted
in holder 12a substantially as described above. However,
arm 90a will project slidably through notch 17a such that
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actuating button 92a is slidably disposed on the outer
circumferential surface of holder 80a.

[0078] Needle assembly 10a is used substantially in
the conventional manner as explained above. However,
safety shield 28 is actuated by digital pressure exerted
by a thumb or forefinger of the user on actuator button
92a. In particular, the user urges actuator button distally
along outer surface of holder 80 a sufficient distance for
distal end 79a of actuator 30a to actuate safety shield 28
as explained above.

[0079] In certain instances, a user may want to have
the ability to shield the needle cannula independently of
the passive actuation described above with respect to
the first embodiment. For example, a user may have
some reason to terminate a specimen collection proce-
dure prior to insertion of an evacuated tube into the hold-
er. This objective can be achieved by alternate actuator
30b. Actuator 30b is effectively a hybrid of actuator 30
and actuator 30a. Specifically, actuator 30b, as shown
in FIG. 28, is identical to actuator 30a in all respects, but
further includes a proximal end 78b that is identical to
proximal end 78 of actuator 30. Thus, actuator 30b per-
mits shielding to be completed either by insertion of an
evacuated tube into holder or by digital pressure on ac-
tuator button 92b.

[0080] The internal disposition of safety shield 28 with-
in the housing in any of these embodiments provides
several significant advantages. In particular, a medical
practitioner employing needle assembly 10 can hold nee-
dle assembly 10 much closer to distal end 32 of needle
cannula 22. This distal location for gripping needle as-
sembly 10 provides better balance and feel for the med-
ical practitioner and facilitates alignment and aiming of
needle assembly 10.

[0081] Alternately to the embodiments described
above, the needle assembly canbe made in adetachable
holder or hard pack assembly 100 configuration using all
the components of the needle assembly described above
with the addition of a non-patient needle shield 90 for
enclosing proximal end 34 of needle cannula 22 shown
in FIGS. 8-10. Non-patient needle shield 90 is reversibly
detachable to one or both of needle housing 80 and hub
24. The user removes non-patient needle shield 90 from
hardpack assembly 100 and attaches holder 12 to the
proximal end of housing 80 prior to use. Once holder 12
is attached to housing 80, the user can remove packaging
shield 26 and use the needle device in a similar manner
to the needle assembly embodiment described herein.
[0082] It will be apparent that other variations can be
made to the present invention without departing from the
scope of the invention as defined by the appended
claims. In alternate embodiments, the actuator can de-
flect a latch radial inwardly or in some other direction to
effect disengagement from the housing. In addition, the
actuator and the latch may be configured to generate
rotation of the shield relative to the housing for disengag-
ing a latch on the shield from a detent on the housing.
Still further, other configurations for the exterior of the
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housing may be provided for convenient and secure dig-
ital manipulation, such as the exterior of the shield may
include an array of ribs, grooves or dimples instead of or
in addition to the flats shown in the illustrated embodi-
ments.

[0083] As a summary, a shieldable needle assembly
(10) preferably comprises:

a needle cannula (22) having a proximal end (34)
and a distal end (36);
a hub (24) mounted to said needle cannula (22) at
a location spaced from said distal end (36) of said
needle cannula (22):

a substantially tubular housing (80) projecting
distally from said hub (24) toward said distal end
(36) of said needle cannula (22), said tubular
housing (80) being spaced outwardly from said
needle cannula (22);

a safety shield (28) telescoped over said needle
cannula (22), said safety shield (28) having op-
posite proximal and distal ends (60, 62) and be-
ing releasably retained in a proximal position
where said distal end (62) of said safety shield
(28) is spaced from said distal end (36) of said
needle cannula (22), said safety shield (28) be-
ing movable from said proximal position to a dis-
tal position where said safety shield (28) sur-
rounds said distal end (36) of said needle can-
nula (22); and

a spring (32) for propelling said safety shield (28)
from said proximal position to said distal posi-
tion, wherein

said safety shield (28) is slidably disposed be-
tween said needle cannula (22) and said sub-
stantially tubular housing (80), said distal end
(62) of said safety shield (28) being substantially
flush with or projecting only slightly from said
substantially tubular housing (80) when said
safety shield (28) is in said proximal position and
wherein said safety shield (28) substantially cov-
ers said needle cannula (22) distally of said sub-
stantially tubular housing (80) when said safety
shield (28) is in said distal position.

[0084] Preferably, one of said housing (80) and said
safety shield (28) includes a latch (68), and wherein the
other of said housing (80) and said safety shield (28)
includes a proximally facing stop surface (48) for releas-
ably engaging the latch (68) and for releasably holding
said safety shield (28) in said proximal position.

[0085] Further preferably, the needle assembly (10)
further comprises an actuator (30, 30a, 30b) slidably
mounted to said hub (24), said actuator (30, 30a, 30b)
having a first portion (78, 92a, 78b, 92b) extending from
said hub (24) and a second portion (79, 79a, 79b) sub-
stantially aligned with said latch (68), said actuator (30,
30a, 30b) being movable distally relative to said hub (24)
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and said safety shield (28), the second portion (79, 79a,
79b) of said actuator (30, 30a, 30b) being configured for
disengaging said latch (68) from said stop surface (48)
in response to said movement of said actuator (30, 30a,
30b) and enabling said spring (32) to propel said safety
shield (28) to said distal position.

[0086] Preferably said actuator (30a, 30b) includes a
portion (92a, 92b) disposed externally of said housing
(80) for permitting manual actuation.

[0087] Further preferably, said housing (80) has a
proximal end (82) with means for mounting onto a de-
tachable holder (12, 12a) useful for receiving collection
containers (20), said holder (12, 12a) comprising a distal
end (16, 16a), an open proximal end (14, 14a), and a
sidewall (18, 18a) extending therebetween.

[0088] Preferably, said second end (78) of said actu-
ator (30) is movable in the distal direction by insertion of
a collection container (20) into the proximal end (14) of
said holder (12).

[0089] Further preferably said first portion (92b) of said
actuator (30b) includes an actuator button (92b) disposed
externally of said holder (12a) and a proximal end (78b)
extending into said holder (12a), movement of said ac-
tuator (30b) being generated by either insertion of a col-
lection container (20) into said proximal end (14a) of said
holder (12a) or manual movement of said actuator button
(92b).

[0090] Preferably the needle assembly further com-
prises a latch channel (32) formed on the interior surface
of the tubular wall (44) and extending from the stop sur-
face (48) to a location substantially adjacent the distal
end (84) of the housing (80), the latch (68) being formed
on the safety shield (28) and being guided in said latch
channel (52) as said safety shield (28) is moved towards
said distal end (84) of said housing (80), said actuator
(30) having a distal end (79) configured for engaging said
latch (68) and deflecting said latch (68) away from said
proximally facing stop surface (48) and into said latch
channel (52), such that said spring (32) propels said safe-
ty shield (28) from said proximal position to said distal
position (64).

[0091] Further preferably, said housing (80) includes
a latch recess (47), said latch (68) being on said safety
shield (28) and being engageable with said latch recess
(47) of said housing (80) when said safety shield (28) is
in said distal position for preventing a return proximal
movement of said safety shield (28) from said distal po-
sition.

[0092] Preferably, the safety shield (28) is substantially
tubular and is spaced radially outwardly from said needle
cannula (22), said spring (32) being a coil spring sur-
rounding said needle cannula (22) and engaged with said
tubular safety shield (28).

[0093] Further preferably said coil spring (32) exerts a
spring force of 0.088 N to 0.88 N (0.020-.020 pounds)
between said safety shield (28) and one of said hub (24)
or said housing (80) while said safety shield is in the
proximal position.
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[0094] Preferably, said safety shield (28) includes in-
dicia for providing visual indications of movement of said
shield (28) relative to said housing.

[0095] Furtherpreferably, said distalend of said needle
cannula (22) is beveled to a point, said indicia on said
shield (22) being aligned with said bevel.

[0096] Preferably, a method of making a blood collec-
tion assembly (10) comprises the steps of:

(a) providing the components of;

(i) a hub (24);

(ii) a needle cannula (22) comprising a proximal
end (34), a distal end (36), and a lumen (38)
extending therebetween, said cannula (22) is
mounted to said hub (24);

(iii) a housing (80) engageable to said hub (24)
and extending distally from said hub (24), said
housing (80) comprising a safety shield guiding
means (52);

(iv) a safety shield (28) longitudinally moveable
with respect to said housing (80) by said safety
shield guiding means (52) from a proximal po-
sition to a distal position;

(v) a compression spring (32) between one of
said hub (24) or said housing (80) and said safe-
ty shield (28), said spring (32) having a spring
constant, a free length and compressed length;

(b) identifying a first friction force between a typical
patient’s skin and said needle cannula(22);

(c) identifying a second friction force between said
blood collection assembly (10) and a patient’s skin;
(d) assembling said components wherein said shield
(28) has a proximal position, an intermediate posi-
tion, and a fully extended distal position in relation
to said housing (80);

(e) providing a spring constant and spring length
combination suitable for said spring (32) to exert a
force on said safety shield (28) that is in equilibrium
with said first and second friction forces while said
distal end (36) of said cannula (22) is percutaneously
inserted into a patient’s skin and said safety shield
is in said intermediate position.

[0097] Further preferably, a shieldable needle assem-
bly (10) comprises:

a needle cannula (22) having a proximal end (34)
and a distal end (36);
a hub (24) mounted to said needle cannula (22) at
a location spaced from said distal end (36) of said
needle cannula (22):

a substantially tubular housing (80) projecting
distally from said hub (24) toward said distal end
(36) of said needle cannula (22), said tubular
housing (80) being spaced outwardly from said
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needle cannula (22);

a safety shield (28) telescoped over said needle
cannula (22), said safety shield (28) having op-
posite proximal and distal ends (60, 62) and be-
ing releasably retained in a proximal position
(FIG. 1) where said proximal end (62) of said
safety shield (28) is spaced from said distal end
(36) of said needle cannula (22), said safety
shield (28) being movable from said proximal
position (FIG. 1) to a distal position (FIG. 4)
where said safety shield (28) surrounds said dis-
tal end (36) of said needle cannula (22);
aspring (32) for propelling said safety shield (28)
from said proximal position (FIG. 1) to said distal
position (FIG.4);

wherein one of said housing (80) and said safety shield
(28) includes a latch (68), and wherein the other of said
housing (80) and said safety shield (28) includes a prox-
imally facing stop surface (48) for releasably engaging
the latch (68) and for releasably holding said safety shield
(28) in said proximal position (FIG.1); and

an actuator (30, 30a, 30b) slidably mounted to said hub
(24), said actuator (30, 30a, 30b) having a first portion
(78, 92a, 78b, 92b) extending from said hub (24) and a
second portion (79, 79a, 79b) substantially aligned with
said latch (68), said actuator (30, 30a, 30b) being mov-
able distally relative to said hub (24) and said safety
shield (28), the second portion (79, 79a, 79b) of said ac-
tuator (30, 30a, 30b) being configured for disengaging
said latch (68) from said stop surface (48) in response
to said movement of said actuator (30, 30a, 30b) and
enabling said spring (32) to propel said safety shield (28)
to said distal position (FIG. 4).

[0098] Preferably, said actuator (30a, 30b) includes a
portion (92a, 92b) disposed externally of said housing
(80) for permitting manual actuation.

[0099] Further preferably, said second end (78) of said
actuator (30) is movable in the distal direction by insertion
of a collection container (20) into the proximal end (14)
of a holder (12, 12a).

[0100] Preferably, said first portion (92b) of said actu-
ator (30b) includes an actuator button (92b) disposed
externally of said holder (12a) and a proximal end (78b)
extending into said holder (12a), movement of said ac-
tuator (30b) being generated by either insertion of a col-
lection container (20) into said proximal end (14a) of said
holder (12a) or manual movement of said actuator button
(92b).

[0101] Further preferably, the needle assembly further
comprises a latch channel (32) formed on the interior
surface of the tubular wall (44) and extending from the
stop surface (48) to a location substantially adjacent the
distal end (84) of the housing (80), the latch (68) being
formed on the safety shield (28) and being guided in said
latch channel (52) as said safety shield (28) is moved
towards said distal end (84) of said housing (80), said
actuator (30) having a distal end (79) configured for en-
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gaging said latch (68) and deflecting said latch (68) away
from said proximally facing stop surface (48) and into
said latch channel (52), such that said spring (32) propels
said safety shield (28) from said proximal position (FIG.
1) to said distal position (64).

[0102] Preferably, said housing (80) includes a latch
recess (47), said latch (68) being on said safety shield
(28) and being engageable with said latch recess (47) of
said housing (80) when said safety shield (28) is in said
distal position (FIG. 4) for preventing a return proximal
movement of said safety shield (28) from said distal po-
sition (FIG. 4).

Claims
1. A shieldable needle assembly (10) comprising:

a needle cannula (22) having a proximal end
(34) and a distal end (36);
a hub (24) mounted to said needle cannula (22)
at a location spaced from said distal end (36) of
said needle cannula (22):

a substantially tubular housing (80) project-
ing distally from said hub (24) toward said
distal end (36) of said needle cannula (22),
said tubular housing (80) being spaced out-
wardly from said needle cannula (22) and
being spaced proximally from distal end
(36) of said needle cannula (22), wherein
said substantially tubular housing (80) is
formed from a transparent or translucent
material;

a safety shield (28) telescoped over said
needle cannula (22), said safety shield (28)
having opposite proximal and distal ends
(60, 62) and being releasably retained in a
proximal position (FIG. 1) where said prox-
imal end (62) of said safety shield (28) is
spaced from said distal end (36) of said nee-
dle cannula (22), said safety shield (28) be-
ing movable from said proximal position
(FIG. 1) to a distal position (FIG. 4) where
said safety shield (28) surrounds said distal
end (36) of said needle cannula (22);
aspring (32) for propelling said safety shield
(28) from said proximal position (FIG. 1) to
said distal position (FIG.4);

characterized in that

said safety shield (28) is disposed between
said needle cannula (22) and said substan-
tially tubular housing (80), said distal end
(62) of said safety shield (28) being sub-
stantially flush with or projecting only slightly
from said substantially tubular housing (80)
when said safety shield (28) is in said prox-
imal position, wherein
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said safety shield (28) includes indicia for
providing visual indications of movement of
said shield (28) relative to said housing (80),
and wherein

said indicia comprises a plurality of intermit-
tent markings or a marking that changes its
dimensions along its length, and wherein
said needle cannula (22) has a bevel and
where said indicia is at a location aligned
with the bevel-up side of needle cannula
(22).

The needle assembly of Claim 1, wherein one of said
housing (80) and said safety shield (28) includes a
latch (68), and wherein the other of said housing (80)
and said safety shield (28) includes a proximally fac-
ing stop surface (48) for releasably engaging the
latch (68) and for releasably holding said safety
shield (28) in said proximal position (FIG.1).

The needle assembly of Claim 1 or 2, further com-
prising an actuator (30, 30a, 30b) slidably mounted
to said hub (24), said actuator (30, 30a, 30b) having
afirst portion (78, 92a, 78b, 92b) extending from said
hub (24) and a second portion (79, 79a, 79b) sub-
stantially aligned with said latch (68), said actuator
(30, 30a, 30b) being movable distally relative to said
hub (24) and said safety shield (28), the second por-
tion (79, 79a, 79b) of said actuator (30, 30a, 30b)
being configured for disengaging said latch (68) from
said stop surface (48) in response to said movement
of said actuator (30, 30a, 30b) and enabling said
spring (32) to propel said safety shield (28) to said
distal position (FIG. 4)

The needle assembly of Claim 3, wherein said actu-
ator (30a, 30b) includes a portion (92a, 92b) dis-
posed externally of said housing (80) for permitting
manual actuation.

The needle assembly of Claim 3 or 4, wherein said
second end (78) of said actuator (30) is movable in
the distal direction by insertion of a collection con-
tainer (20) into the proximal end (14) of a holder (12,
12a).

The needle assembly of Claim 5, wherein said first
portion (92b) of said actuator (30b) includes an ac-
tuator button (92b) disposed externally of said holder
(12a) and a proximal end (78b) extending into said
holder (12a), movement of said actuator (30b) being
generated by either insertion of a collection container
(20) into said proximal end (14a) of said holder (12a)
or manual movement of said actuator button (92b).

The needle assembly of Claim 5 or 6, further com-
prising a latch channel (32) formed on the interior
surface of the tubular wall (44) and extending from
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the stop surface (48) to a location substantially ad-
jacent the distal end (84) of the housing (80), the
latch (68) being formed on the safety shield (28) and
being guided in said latch channel (52) as said safety
shield (28) is moved towards said distal end (84) of
said housing (80), said actuator (30) having a distal
end (79) configured for engaging said latch (68) and
deflecting said latch (68) away from said proximally
facing stop surface (48) and into said latch channel
(52), such that said spring (32) propels said safety
shield (28) from said proximal position (FIG. 1) to
said distal position (64).

The needle assembly of any of Claims 2to 7, wherein
said housing (80) includes a latch recess (47), said
latch (68) being on said safety shield (28) and being
engageable with said latch recess (47) of said hous-
ing (80) when said safety shield (28) is in said distal
position (FIG. 4) for preventing a return proximal
movement of said safety shield (28) from said distal
position (FIG. 4).

The needle assembly of any of Claims 1 to 8, wherein
said distal end of said needle cannula (22) is beveled
to a point, said indicia on said shield (22) being
aligned with said bevel.

The needle assembly of any of Claims 1 to 9,wherein
said proximal end of said needle assembly compris-
es means for receiving collection containers.

The needle assembly of any of Claims 1to 10, where-
ininsertion of a collection container into the proximal
end of said needle assembly causes the release of
said safety shield.

The needle assembly of any of Claims 1to 11, where-
in said housing (80) has portions for gripping of said
housing (80that surround the safety shield (28) dur-
ing venipuncture.

The needle assembly of Claim 12, wherein gripping
is facilitated by structural elements disposed exter-
nally on the housing.

The needle assembly of any of Claims 1to 13, where-
in said housing is provided with corrugations, dim-
ples, recesses, concave surfaces, roughening or
other structure that will facilitate manual gripping by
a medical practitioner.

Patentanspriiche

1.

Abschirmbare Nadelanordnung (10) umfassend:

eine Nadelkandile (22) mit einem proximalen En-
de (34) und einem distalen Ende (36);
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einen Ansatz (24), welcher an der Nadelkanlle
(22) an einem Ort, der sich in einem Abstand
von dem distalen Ende (36) der Nadelkanlle
(22) befindet, befestigt ist;

ein im Wesentlichen rohrférmiges Gehause
(80), das distal von dem Ansatz (24) in Richtung
des distalen Endes (36) der Nadelkaniile (22)
herausragt, wobei das rohrférmige Gehause
(80) nach AuRen von der Nadelkanile (22) in
einem Abstand angeordnetistund proximal vom
distalen Ende (36) der Nadelkanile (22) in ei-
nem Abstand angeordnet ist, wobei das im We-
sentlichen rohrférmige Gehause (80) aus einem
transparenten oder transluzenten Material ge-
bildet ist;

eine Sicherheitsabschirmung (28), die iber die
Nadelkandle (22) geschoben wird, wobei die Si-
cherheitsabschirmung (28) gegeniiberliegende
proximale und distale Enden (60, 62) aufweist,
und freisetzbar in einer proximalen Position ge-
halten wird (Fig. 1), in der das proximale Ende
(62) der Sicherheitsabschirmung (28) vom dis-
talen Ende (36) der Nadelkandile (22) in einem
Abstand angeordnet ist, wobei die Sicherheits-
abschirmung (28) von der proximalen Position
(Fig. 1)in eine distale Position (Fig. 4) beweglich
ist, bei der die Sicherheitsabschirmung (28) das
distale Ende (36) der Nadelkandile (22) umgibt;
eine Feder (32) zum Vorwartstreiben der Sicher-
heitsabschirmung (28) aus der proximalen Po-
sition (Fig. 1) in die distale Position (Fig. 4);
dadurch gekennzeichnet, dass

die Sicherheitsabschirmung (28) zwischen der
Nadelkanile (22) und dem im Wesentlichen
rohrférmigen Gehduse (80) angeordnet ist, wo-
bei das distale Ende (62) der Sicherheitsab-
schirmung (28) im Wesentlichen blindig mit dem
im Wesentlichen rohrférmigen Gehause (80)
abschlief3t, oder nur leicht tiber dieses hinaus-
ragt, wenn sich die Sicherheitsabschirmung (28)
in der proximalen Position befindet, wobei

die Sicherheitsabschirmung (28) Zeichen um-
fasst, welche visuelle Indikationen der Bewe-
gung der Abschirmung (28) in Bezug auf das
Gehause (80) geben, und wobei

die Zeichen mehrere intermittierende Markie-
rungen oder eine Markierung, die ihre Dimensi-
onen entlang ihrer Lange verandert, umfas-
sen/umfasst, und wobei

die Nadelkaniile (22) eine Abschragung auf-
weist, und wobei sich die Zeichen an einem Ort
befinden, der auf die Seite ausgerichtet ist, die
zu sehen ist, wenn die schrage Seite der Nadel-
kanile (22) nach oben zeigt.

2. Nadelanordnung nach Anspruch 1, wobei eines aus

dem Geh&use (80) und der Sicherheitsabschirmung
(28) einen Riegel (68) umfasst, und wobei das an-

10

15

20

25

30

35

40

45

50

55

12

dere aus dem Gehduse (80) und der Sicherheitsab-
schirmung (28) eine proximal zeigende Stoppober-
flache (48) umfasst, um den Riegel (68) freisetzbar
in Eingriff zu nehmen, und, um die Sicherheitsab-
schirmung (28) freisetzbar in proximaler Position
(Fig. 1) zu halten.

Nadelanordnung nach Anspruch 1 oder 2, ferner um-
fassend einen Aktuator (30, 30a, 30b), der ver-
schiebbar an dem Ansatz (24) befestigt ist, wobei
der Aktuator (30, 30a, 30b) einen ersten Abschnitt
aufweist (78, 92a, 78b, 92b), der sich von dem An-
satz (24) erstreckt, sowie einen zweiten Abschnitt
(79, 79a, 79b), der im Wesentlichen an dem Riegel
(68) ausgerichtet ist, wobei der Aktuator (30, 30a,
30b) distal in Bezug auf den Ansatz (24) und die
Sicherheitsabschirmung (28) beweglich ist, wobei
der zweite Abschnitt (79, 79a, 79b) des Aktuators
(30, 30a, 30b) derart konfiguriert ist, dass der Riegel
(68) in Antwort auf die Bewegung des Aktuators (30,
30a, 30b) von der Stoppoberflache (48) entriegelt
wird und es der Feder (32) ermdglicht wird, dass sie
die Sicherheitsabschirmung (28) in die distale Posi-
tion (Fig. 4) vorantreibt.

Nadelanordnung nach Anspruch 3, wobei der Aktu-
ator (30a, 30b) einen Abschnitt (92a, 92b) umfasst,
der auBerhalb des Gehaduses (80) angeordnet ist,
damit eine manuelle Betatigung méglich ist.

Nadelanordnung nach Anspruch 3 oder 4, wobei das
zweite Ende (78) des Aktuators (30) in distaler Rich-
tung beweglich ist,indem ein Aufnahmebehalter (20)
in das proximale Ende (14) eines Halters (12, 12a)
eingefihrt wird.

Nadelanordnung nach Anspruch 5, wobei der erste
Abschnitt (92b) des Aktuators (30b) einen Aktuator-
knopf (92b) umfasst, der auRerhalb des Halters
(12a) angeordnetist, und wobei ein proximales Ende
(78b) in den Halter (12a) hineinragt, wobei die Be-
wegung des Aktuators (30b) entweder durch das
Einflhren eines Aufnahmebehalters (20) in das pro-
ximale Ende (14a) des Halters (12a), oder durch ma-
nuelle Bewegung des Aktuatorknopfes (92b) er-
zeugt wird.

Nadelanordnung nach Anspruch 5 oder 6, ferner um-
fassend einen Riegelkanal (32), der auf der inneren
Oberflache der rohrférmigen Wand (44) gebildet ist,
und sich von der Stoppoberflache (48) zu einem Ort,
der im Wesentlichen neben dem distalen Ende (84)
des Gehauses (80) liegt, erstreckt, wobei der Riegel
(68) auf der Sicherheitsabschirmung (28) gebildet
ist und in dem Riegelkanal (52) geflihrt wird, wenn
die Sicherheitsabschirmung (28) zu dem distalen
Ende (84) des Gehauses (80) bewegt wird, wobei
der Aktuator (30) ein distales Ende (79) aufweist,
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das derart konfiguriert ist, dass der Riegel (68) in
Eingriff kommt und der Riegel (68) von der proximal
zeigenden Stoppoberflache (48) weg undinden Rie-
gelkanal (52) abgelenkt wird, derart, dass die Feder
(32) die Sicherheitsabschirmung (28) von der proxi-
malen Position (Fig. 1) in die distale Position (64)
vorantreibt.

Nadelanordnung nach einem der Anspriiche 2 bis
7, wobei das Gehause (80) eine Riegelvertiefung
(47) umfasst, wobei sich der Riegel (68) auf der Si-
cherheitsabschirmung (28) befindet und mit der Rie-
gelvertiefung (47) des Gehauses (80) in Eingriffkom-
men kann, wenn sich die Sicherheitsabschirmung
(28) in der distalen Position (Fig. 4) befindet, um eine
proximale Rickkehrbewegung der Sicherheitsab-
schirmung (28) von der distalen Position (Fig. 4) zu
verhindern.

Nadelanordnung nach einem der Anspriiche 1 bis
8, wobei das distale Ende der Nadelkaniile (22) zu
einem Punkt hin abgeschragt ist, wobei die Zeichen
aufder Abschirmung (22) an der Schrage ausgerich-
tet sind.

Nadelanordnung nach einem der Anspriiche 1 bis
9, wobei das proximale Ende der Nadelanordnung
Mittel zur Aufnahme von Aufnahmebehaltern um-
fasst.

Nadelanordnung nach einem der Anspriiche 1 bis
10, wobei das Einfiihren eines Aufnahmebehélters
in das proximale Ende der Nadelanordnung die Frei-
setzung der Sicherheitsabschirmung verursacht.

Nadelanordnung nach einem der Anspriiche 1 bis
11, wobei das Gehause (80) Abschnitte aufweist,
welche die Sicherheitsabschirmung (28) umgeben,
zum Greifen des Gehduses (80) wahrend einer
Blutabnahme.

Nadelanordnung nach Anspruch 12, wobei das Er-
greifen durch strukturelle Elemente, die extern auf
dem Gehause angeordnet sind, vereinfacht wird.

Nadelanordnung nach einem der Anspriiche 1 bis
13, wobei das Gehduse mit Furchen, Vertiefungen,
Mulden, konkaven Oberflachen, einer Aufrauhung
oder einer anderen Struktur zur Verfligung gestellt
ist, die das manuelle Ergreifen durch einen Arzt ver-
einfacht.

Revendications

1.

Assemblage d’aiguille pouvant étre protégé (10)
comprenant :
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une canule d’aiguille (22) comportant une extré-
mité proximale (34) et d’'une extrémité distale
(36) ;

un moyeu (24) monté sur ladite canule d’aiguille
(22) a un emplacement écarté de ladite extré-
mité distale (36) de ladite canule d’aiguille (22) ;
une enceinte sensiblement tubulaire (80) en
saillie distale depuis ledit moyeu (24) vers ladite
extrémité distale (36) de ladite canule d’aiguille
(22), ladite enceinte tubulaire (80) étant écartée
vers |'extérieur de ladite canule d’aiguille (22) et
étant écartée dans le sens proximal de I'extré-
mité distale (36) de ladite canule d’aiguille (22),
ladite enceinte sensiblement tubulaire (80) étant
constituée d'un matériau transparent ou
translucide ;

un écran de sécurité (28) poussé au-dessus de
ladite canule d’aiguille (22), ledit écran de sécu-
rité (28) ayant des extrémités proximale et dis-
tale opposées (60, 62) et étant retenu de ma-
niere réversible dans une position proximale
(Fig. 1) ou ladite extrémité proximale (62) dudit
écran de sécurité (28) est écartée de ladite ex-
tremité distale (36) de ladite canule d’aiguille
(22), ledit écran de sécurité (28) étant mobile
depuis ladite position proximale (Fig. 1) vers une
position distale (Fig. 4) ou ledit écran de sécurité
(28) entoure ladite extrémité distale (36) de la-
dite canule d’aiguille (22) ;

un ressort (32) pour propulser ledit écran de sé-
curité (28) depuis ladite position proximale (Fig.
1) vers ladite position distale (Fig. 4) ;
caractérisé en ce que

ledit écran de sécurité (28) est disposé entre
ladite canule d’aiguille (22) et ladite enceinte
sensiblement tubulaire (80), ladite extrémité dis-
tale (36) dudit écran de sécurité (28) étant sen-
siblement alignée avec ou seulement en légére
saillie depuis ladite enceinte sensiblement tubu-
laire (80) lorsque ledit écran de sécurité (28) est
dans ladite position proximale,

ledit écran de sécurité (28) comprend un indica-
teur pour donner des indications visuelles de
mouvement dudit écran (28) par rapport a ladite
enceinte (80) et

leditindicateur comprenantune pluralité de mar-
quages intermittents ou un marquage qui chan-
ge sa dimensions sur sa longueur et

ladite canule d’aiguille (22) ayant un biseau, ledit
indicateur étant a un emplacement aligné avec
la face du biseau de la canule d’aiguille (22).

Assemblage d’aiguille selon la revendication 1, dans
lequel un élément sur ladite enceinte (80) et ledit
écran de sécurité (28) comprend un cliquet (68) et
I'autre élément sur ladite enceinte (80) et ledit écran
de sécurité (28) comprend une surface d’arrét (48)
faisant face au sens proximal et permettant d’y en-
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gager le cliquet (68) et de retenir de maniére réver-
sible ledit écran de sécurité (28) dans ladite position
proximale (Fig. 1).

Assemblage d’aiguille selon la revendication 1 ou 2,
comprenant en outre un actionneur (30, 30a, 30b)
monté en coulissement sur ledit moyeu (24), ledit
actionneur (30, 30a, 30b) comportant une premiére
partie (78, 92a, 78b, 92b) s’étendant depuis ledit
moyeu (24) et une seconde partie (79, 79a, 79b)
sensiblement alignée avec ledit cliquet (68), ledit ac-
tionneur (30, 30a, 30b) étant mobile dans le sens
distal par rapport a ledit moyeu (24) et audit écran
de sécurité (28), la seconde partie (79, 79a, 79b)
dudit actionneur (30, 30a, 30b) étant congue pour
désengager ledit cliquet (68) de ladite surface d’arrét
(48) en réponse audit mouvement dudit actionneur
(30, 30a, 30b) et permettre audit ressort (32) de pro-
pulser ledit écran de sécurité (28) dans ladite posi-
tion distale (Fig. 4).

Assemblage d’aiguille selon larevendication 3, dans
lequelleditactionneur (30a, 30b) comprend une par-
tie (92a, 92b) disposée a I'extérieur de ladite encein-
te (80) pour permettre un actionnement manuel.

Assemblage d’aiguille selon la revendication 3 ou 4,
dans lequel ladite seconde extrémité (78) dudit ac-
tionneur (30) est mobile dans le sens distal par in-
sertion d’un récipient collecteur (20) dans I'extrémité
proximale (14) d’'un support (12, 12a).

Assemblage d’aiguille selon larevendication 5, dans
lequel ladite premiere partie (92b) dudit actionneur
(30b) comprend un bouton d’actionnement (92b) dis-
posé a I'extérieur dudit support (12a) et une extré-
mité proximale (78b) s’étendant dans ledit support
(12a), le mouvement dudit actionneur (30b) étant gé-
néré soit par insertion d’un récipient collecteur (20)
dans ladite extrémité proximale (14a) dudit support
(12a), soit par un mouvement manuel dudit bouton
d’actionnement (92b).

Assemblage d’aiguille selon la revendication 5 ou 6,
comprenant en outre un canal a cliquet (32) formé
sur la surface intérieure de la paroi tubulaire (44) et
s’étendant depuis la surface d’arrét (48) jusqu’a un
emplacement sensiblement adjacent a I'extrémité
distale (84) de I'enceinte (80), le cliquet (68) étant
formé sur'écran de sécurité (28) et étant guidé dans
ledit canal a cliquet (52) lorsque ledit écran de sé-
curité (28) est déplacé vers ladite extrémité distale
(84) de ladite enceinte (80), ledit actionneur (30)
ayant une extrémité distale (79) congue pour y en-
gager ledit cliquet (68) et dévier ledit cliquet (68) de
ladite surface d’arrét (48) faisant face au sens proxi-
mal et dans ledit canal a cliquet (52) de maniére a
ce que ledit ressort (32) propulse ledit écran de sé-

10

15

20

25

30

35

40

45

50

55

14

EP 2 145 640 B1

10.

1.

12.

13.

14.

26

curité (28) depuis ladite position proximale (Fig. 1)
vers ladite position distale (64).

Assemblage d’aiguille selon I'une quelconque des
revendications 2 a 7, dans lequel ladite enceinte (80)
comprend un renfoncement pour cliquet (47), ledit
cliquet (68) se trouvant sur ledit écran de sécurité
(28) et pouvant s’engager dans ledit renfoncement
pour cliquet (47) de ladite enceinte (80) lorsque ledit
écran de sécurité (28) est dans ladite position distale
(Fig. 4) pour empécher un mouvement proximal de
retour dudit écran de sécurité (28) depuis ladite po-
sition distale (Fig. 4).

Assemblage d’aiguille selon 'une quelconque des
revendications 1 a 8, dans lequel ladite extrémité
distale de ladite canule d’aiguille (22) est biseautée
a un point, ledit indicateur situé sur ledit écran (22)
étant aligné avec ledit biseau.

Assemblage d’aiguille selon I'une quelconque des
revendications 1 a 9, dans lequel ladite extrémité
proximale dudit assemblage d’aiguille comprend un
moyen de réception de récipients collecteurs.

Assemblage d’aiguille selon I'une quelconque des
revendications 1 a 10, dans lequel l'insertion d’un
récipient collecteur dans I'extrémité proximale dudit
assemblage d’aiguille entraine le déblocage dudit
écran de sécurité.

Assemblage d’aiguille selon I'une quelconque des
revendications 1 a 11, dans lequel ladite enceinte
(80) comporte des parties permettant de saisir ladite
enceinte (80) et entourant I'écran de sécurité (28)
pendant la ponction veineuse.

Assemblage d’aiguille selon la revendication 12,
dans lequel la saisie est facilitée par des éléments
structurels disposés a I'extérieur de I'enceinte.

Assemblage d’aiguille selon I'une quelconque des
revendications 1 a 13, dans lequel ladite enceinte
est pourvue d’'ondulations, d’alvéoles, de renfonce-
ments, de surfaces concaves, d’aspérités ou
d’autres structures aptes a faciliter la saisie manuelle
par un praticien médical.
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