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(57) Abrégée/Abstract:

Described Is a needle assembly system (1) comprising a needle assembly (4) including a needle (4.1) and a needle support (4.2),
and a cover (5) including a distal portion adapted to house at least a distal end of the needle (4.1) and a proximal portion adapted to

w . _
( l an a dl ' http:/opic.ge.ca + Ottawa/Gatineau K1A 0C9 - atp:/cipo.ge.ca o p1c
OPIC - CIPO 191




CA 2836626 A1 2012/12/06

en 2 8360 626
13) A1

(57) Abrege(suite)/Abstract(continued):

house the needle support (4.2). The proximal portion includes a first portion (5.1) and a second portion. The first portion (5.1) has a

first Inner diameter substantially equal to an outer diameter of the needle support (4.2) and the second portion has a second Inner
diameter greater than the diameter of the needle support (4.2).



wO 2012/163890 A1 I JH10H J LR AR AR A A A LA

International Bureau
(43) International Publication Date L_:j
6 December 2012 (06.12.2012) WIPO | PCT

CA 02836626 2013-11-19

(19) World Intellectual Property
Organization

(12) INTERNATIONAL APPLICATION PUBLISHED UNDER THE PATENT COOPERATION TREATY (PCT)

(10) International Publication Number

WO 2012/163890 Al

(1)

(21)

(22)

(25)

(26)
(30)

(71)

(72)
(75)

International Patent Classification:
A61IM 5/32 (2006.01) A6IM 5/34 (2006.01)

International Application Number:
PCT/EP2012/059987

International Filing Date:
29 May 2012 (29.05.2012)

Filing Language: English
Publication Language: English
Priority Data:

11168011.2 30 May 2011 (30.05.2011) EP

Applicant (for all designated States except US). SANOFI-
AVENTIS DEUTSCHLAND GMBH [DE/DE]; Briining-
stral3e 50, 65929 Frankfurt am Main (DE).

Inventors; and
Inventors/Applicants (for US only). JUGL, Michael
[IDE/DE]; c/o Sanofi-Aventis Deutschland GmbH, 65926

Frankfurt am Main (DE). TEUCHER, Axel [DE/DE]; c/o

(81)

(84)

Designated States (unless otherwise indicated, for every
kind of national protection available). AE, AG, AL, AM,
AO, AT, AU, AZ, BA, BB, BG, BH, BR, BW, BY, BZ,
CA, CH, CL, CN, CO, CR, CU, CZ, DE, DK, DM, DO,
DZ, EC, EE, EG, ES, FI, GB, GD, GE, GH, GM, GT, HN,
HR, HU, ID, IL, IN, IS, JP, KE, KG, KM, KN, KP, KR,
KZ, LA, LC, LK, LR, LS, LT, LU, LY, MA, MD, ME,
MG, MK, MN, MW, MX, MY, MZ, NA, NG, NI, NO, NZ,
OM, PE, PG, PH, PL, PT, QA, RO, RS, RU, RW, SC, SD,
SE, SG, SK, SL, SM, ST, SV, SY, TH, TJ, TM, TN, TR,
TT, TZ, UA, UG, US, UZ, VC, VN, ZA, ZM, ZW..

Designated States (unless otherwise indicated, for every
kind of regional protection available). ARIPO (BW, GH,
GM, KE, LR, LS, MW, MZ, NA, RW, SD, SL, SZ, TZ,
UG, ZM, ZW), Eurasian (AM, AZ, BY, KG, KZ, RU, TJ,
TM), European (AL, AT, BE, BG, CH, CY, CZ, DE, DK,
EE, ES, FI, FR, GB, GR, HR, HU, IE, IS, IT, LT, LU, LV,
MC, MK, MT, NL, NO, PL, PT, RO, RS, SE, SI, SK, SM,
TR), OAPI (BF, BJ, CF, CG, CI, CM, GA, GN, GQ, GW,
ML, MR, NE, SN, TD, TG).

Sanofi-Aventis Deutschland GmbH, 65926 Frankfurt am Declarations under Rule 4.17:

Main (DE).

(534) Title: NEEDLE ASSEMBLY COVER

of inventorship (Rule 4.17(iv))

[Continued on next page/

(57) Abstract: Described 1s a needle as-
sembly system (1) comprising a needle
assembly (4) including a needle (4.1) and
a needle support (4.2), and a cover (5) n-
cluding a distal portion adapted to house
at least a distal end of the needle (4.1)
and a proximal portion adapted to house
the needle support (4.2). The proximal
portion includes a first portion (5.1) and
a second portion. The first portion (5.1)
has a first inner diameter substantially
equal to an outer diameter of the needle
support (4.2) and the second portion has
a second 1mmer diameter greater than the
diameter of the needle support (4.2).
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Needle assembly cover

Description

Technical Field

The invention relates to a cover for a needle assembly, which Is used with an injection

device such as, for example, a pen injector or an auto-injector.

Background of the Invention

Patients suffering from diseases like diabetes have to frequently self-administer
injections. Injection devices like auto-injectors or pen injectors have been developed to
facilitate self-administering injections. Typically, such injection devices are re-usable

and refitted with sterile injection needle assemblies to minimize the risk of infections.

A conventional needle assembly is coupled to an injection device by a threaded
engagement. However, patients typically over-tighten the needle assembly when
coupling it to the injection device making removal of the needle assembly difficult.
Difficulties in removing the needle assembly can lead to needle-stick injuries and
iInfection. Thus, there Is a need for an improved means by which to couple and remove

the needle assembly to/from an injection device.

Summary of the Invention

It is an object of the present invention to provide a needle assembly cover for a needle

assembly which Is used with an injection device.

In an exemplary embodiment, a needle assembly system comprises a needle assembly
including a needle and a needle support, and a cover including a distal portion adapted
to house at least a distal end of the needle and a proximal portion adapted to house the

needle support. The proximal portion includes a first portion and a second portion. The
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first portion has a first inner diameter substantially equal to an outer diameter of the

needle support and the second portion has a second inner diameter greater than the

diameter of the needle support.

In an exemplary embodiment, a first inner surface of the first portion frictionally engages
the needle support. A second inner surface of the second portion does not frictionally
engage the needle assembly. The second inner surface includes at least one projection,
and an outer surface of the needle support includes at least one groove. Engagement
of the at least one projection with the at least one groove provides at least one of an

audible feedback and a tactile feedback.

In an exemplary embodiment, the cover includes at least one extension extending
proximally of the proximal portion. The at least one extension is adapted to abut an

Injection device.

In an exemplary embodiment, the proximal portion is elastically deformable.

Further scope of applicabllity of the present invention will become apparent from the
detailed description given hereinafter. However, it should be understood that the
detailed description and specific examples, while indicating preferred embodiments of
the invention, are given by way of illustration only, since various changes and
modifications within the spirit and scope of the invention will become apparent to those

skilled in the art from this detailed description.

Brief Description of the Drawings

The present invention will become more fully understood from the detailed description
given hereinbelow and the accompanying drawings which are given by way of

llustration only, and thus, are not limitive of the present invention, and wherein:

Figure 1 shows a sectional view of a section of a needle assembly cover

according to an exemplary embodiment of the present invention,
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Figure 2  shows a sectional view of a section of a needle assembly cover

according to an exemplary embodiment of the present invention, and

Figure 3  shows a sectional view of a section of a needle assembly cover

according to an exemplary embodiment of the present invention.

Corresponding parts are marked with the same reference symbols in all figures.

Detailed Description

As shown In Figure 1, a needle assembly system 1 comprises a needle assembly 4 and
a cover 5 for the needle assembly 4.The needle assembly 4 may be coupled to an
Injection device 2 such as, for example, a pen injector or an auto-injector. The injection

device 3 contains a medicament module 3, such as a cartridge or a pre-filled syringe.

The needle assembly 4 may include a needle support 4.2 and a needle 4.1. The needle
4.1 may Iinclude a proximal tip for piercing a septum on the medicament module 3 and a
distal end for piercing an injection site. The needle support 4.2 may be cylindrical and
have an inner threaded surface 4.4 adapted to mate with an outer threaded surface 2.2
on a distal end 2.1 of the injection device 2. The needle 4.1 may be disposed along a

longitudinal axis 6 of the needle assembly 4.

In an exemplary embodiment, the cover 5 for the needle assembly 4 includes a distal
portion, a middle portion and a proximal portion. The distal portion may be cylindrical
and adapted to house the distal end of the needle 4.1. The distal portion of the cover 5
may have a closed distal end to prevent exposure of the distal end of the needle 4.1.
The middle portion of the cover 5 may have a frusto-conical shape, increasing in
diameter from distal to proximal ends. A proximal end of the middle portion may include
a stop face 5.2 formed an inner surface thereof. The stop face 5.2 may include or more
projections or annular surface which project into an interior of the cover 5. The stop
face 5.2 may abut a distal face 4.5 of the needle support 4.2 to prevent the needle

support 4.2 from moving distally within the cover 5 past the stop face 5.2
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In an exemplary embodiment, the proximal portion of the cover 5 may be cylindrical,
having a substantially constant outer diameter along its length. The proximal portion
may have a first portion 5.1 with a first inner diameter which is substantially equal to an
outer diameter of the needle support 4.2. Thus, the first portion 5.1 of the proximal
portion of the cover 5 may frictionally engage the needle support 4.2. The proximal
portion may have a second portion with a second inner diameter which Is greater than
the outer diameter of the needle support 4.2. Thus, the cover 5 may rotate relative to
the needle support 4 when the needle support 4.2 is in the cover 5 but does not engage

the first portion 5.1.

As shown In Figure 1, the needle assembly 4 is in a first position (e.g., a distal position)
within the cover 5 when the needle assembly 4 first engages the injection device 2.
When the needle assembly 4 first engages the injection device 2, one or more
extensions extending proximally from a proximal end 2.6 of the cover 5 may abut a
shoulder 2.3 on the injection device 2. Thus, In this exemplary embodiment, the cover 5
may not move axially when the needle assembly 4 Is being engaged to (or disengaged
from) the injection device 2. In other exemplary embodiments, the cover 5 may move

axially until the proximal end of the cover 5 abuts the shoulder 2.3.

In the first position, the distal face 4.5 of the needle support 4.2 abuts the stop face 5.2
of the middle portion of the cover 5. When the needle support 4.2 engages the distal
end 2.1 of the injection device 2, the cover 5 may be rotated relative to the injection
device 2, and due to the frictional engagement between the first portion 5.1 of the
proximal portion of the cover 5 and the needle support 4.2, the needle support 4.2 may
be temporarily, positionally fixed relative to the cover 5. As the inner threaded surface
4.4 of the needle support 4.2 engages the outer threaded surface 2.2 of the injection
device 2, the needle support 4.2 may be axially advanced in a proximal direction toward

the injection device 2.

Figure 2 shows an exemplary embodiment of the needle assembly 4 in a second
position (e.g., proximal position) within the cover 5 after one or more rotations of the
cover S relative to the injection device 2. In the second position, the needle support 4.2
has disengaged from the first portion 5.1 of the proximal portion of the cover 5 and is In

the second portion. Because the second portion has the second diameter greater than
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the outer diameter of the needle support 4.2, further rotation of the cover 5 may not
result in rotation of the needle assembly 4. Thus, in the second position, the needle
assembly 4 has properly engaged the injection device 2 (e.g., a distal face 2.4 of the
Injection device 2 abuts a distal end of the needle support 4.2 and a proximal end 4.7 of
the needle assembly 4 abuts the shoulder 2.3), but the radial separation between the
cover 5 and the needle support 4.2 prevents over-tightening of the needle assembly 4 to

the injection device 2.

In an exemplary embodiment, at least a portion of an outer surface 4.3 of the needle
support 4.2 may have a plurality of grooves formed therein, and the inner surface of the
second portion of the proximal portion of the cover 5 may have one or more projections
formed thereon. When the needle assembly 4 is in the second position within the cover
5, further rotation of the cover 5 may cause the one or more projections to intermittently
abut the plurality of grooves, thereby providing an audible (“clicking”) feedback and/or a
tactile feedback. The audible and/or tactile feedbacks may indicate to the patient that
the needle assembly 4 has been properly secured to the injection device 2 and further

rotation of the cover 5 is neither necessary nor desirable.

To remove a used needle assembly 4 from the injection device 2, the cover 5 may be
placed on the needle assembly 4. Because the needle assembly 4 is in the second
position and the cover 5 may rotate relative to the needle assembly 4, the patient may
be required to pinch the proximal portion of the cover 5 so that the cover 5 engages the
needle support 4.2. Thus, at least the proximal portion of the cover 5 may be elastically
deformable to allow for squeezing. After a few pinched rotations of the cover 5, the
needle support 4.2 may be advanced axially within the cover 5 into engagement with
the first portion 5.1 of the proximal portion of the cover 5 and pinching the cover 5 may

no longer be necessary to disengage the needle assembly 4 from the injection device 2.

Figure 3 shows another exemplary embodiment of a needle assembly system 1
according to the present invention. In this exemplary embodiment, one or more
protrusions 2.5 are formed on the shoulder 2.3 of the injection device 2. The
protrusions 2.5 abut the proximal portion of the cover 5 and prevent axial movement of

the cover 5 relative to the injection device 2 in a proximal direction.
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Those of skill in the art will understand the modifications (additions and/or removals) of
various components of the device and/or system and embodiment described herein
may be made without departing from the full scope and spirit of the present invention,

which encompass such modifications and any and all equivalents thereof.
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Claims

1. A needle assembly system (1) comprising:

a needle assembly (4) including a needle (4.1) and a needle support (4.2),

a cover (9) including a distal portion adapted to house at least a distal end of the
needle (4.1) and a proximal portion adapted to house the needle support (4.2),

wherein the proximal portion includes a first portion (5.1) and a second portion,
wherein the first portion (5.1) has a first inner diameter substantially equal to an outer
diameter of the needle support (4.2) and the second portion has a second inner

diameter greater than the diameter of the needle support (4.2).

2. The needle assembly system (1) according to claim 1, wherein a first inner

surface of the first portion (5.1) frictionally engages the needle support (4.2).

3. The needle assembly system (1) according to claim 2, wherein a second inner

surface of the second portion does not frictionally engage the needle assembly

(4).

4. The needle assembly system (1) according to claim 3, wherein the second inner
surface includes at least one projection, and an outer surface (4.3) of the needle

support (4.2) includes at least one groove.

5. The needle assembly system (1) according to claim 4, wherein engagement of
the at least one projection with the at least one groove provides at least one of an

audible feedback and a tactile feedback.

o. The needle assembly system (1) according to any one of the preceding claims,
wherein the cover (5) includes at least one extension extending proximally of the
proximal portion, wherein the at least one extension is adapted to abut an

Injection device (2).
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The needle assembly system (1) according to any one of the preceding claims,

wherein the proximal portion Is elastically deformable.
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