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Description
The technical field of the invention

[0001] The present invention relates to drive mecha-
nisms suitable for use in drug delivery devices, in partic-
ular pen-type injectors, having dosage setting means,
enabling the administration of medicinal products from a
multi-dose cartridge. In particular, the present invention
relates to such drug delivery devices where a user may
set the dose.

Description of related art

[0002] Such drug delivery devices have application
where regular injection by persons without formal medi-
caltraining occurs, i.e., patients. This is increasingly com-
mon amongst those having diabetes where self-treat-
ment enables such persons to conduct effective man-
agement of their diabetes.

[0003] These circumstances set a number of require-
ments for drug delivery devices of this kind. The device
must be robust in construction, yet easy to use in terms
of the manipulation of the parts, understanding by a user
of its operation and the delivery of the required dose of
medicament. Dose setting must be easy and unambig-
uous. In the case of those with diabetes, many users will
be physically infirm and may also have impaired vision
requiring the drive mechanism to have low dispensing
force and an easy to read dose setting display. Where
the device is to be disposable rather than reusable, the
device should be cheap to manufacture and easy to dis-
pose of (preferably being suitable for recycling). To meet
these requirements the number of parts required to as-
semble the device and the number of material types the
device is made from need to be kept to a minimum.
[0004] User operated drug delivery devices are well
known within the medical field. WO9938554A2 teaches
an injection syringe for apportioning set doses of a med-
icine from a cartridge wherein a drive mechanism com-
prising a unidirectional coupling (i.e., a ratchet) is dis-
closed which allows correction of a set overdose without
dispensing the set amount of fluid or requiring the dis-
mantling of the cartridge.

[0005] EP0937471A2 discloses a medication delivery
pen having adrive mechanism comprising a unidirection-
al coupling (i.e., a ratchet) located between the rod barrel
tube and the housing. The disclosed drive mechanism is
of the direct type, which means that relatively high actu-
ation force is required by the user.

[0006] US 5,674,204 A describes a medication deliv-
ery penwith a medication cartridge assembly, a pen body
assembly and a cap. The pen cartridge assembly in-
cludes a dose setting mechanism and a dose delivery
mechanism. The pen body assembly includes cylindrical
housing and a nut axially constrained within the housing
and with exterior surface regions defining a plurality of
longitudinally extending splines. Further, a clutch assem-
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bly is provided that is configured for non-rotational en-
gagement over the splines of the nut. A cylindrical driver
that is slidably inserted into the housing of the pen body
assembly is in snap fit engagement with the nut such that
axial movement between the nut and the driver is pre-
vented but free rotational movement is allowed.

[0007] Surprisingly it was found that a drive mecha-
nism comprising a unidirectional coupling and a clutch
mechanism provides lower actuation forces for the user
or, alternatively, allows application of greater volumes of
medicinal products. Additionally, the drive mechanism
provides the advantage of intuitive, safe, and easy to use
correction of a set dose and it further provides improved
protection of the working parts from dust and debris.

Description of the invention

[0008] Therefore, a first object of instant invention is a
drive mechanism for use in a drug delivery device for
dispensing a medicinal product comprising:

a housing having an internal and an external thread;
a piston rod having a generally circular section, and
which may be threadedly engaged with the internal
thread of the housing.

adosedial sleeve, which is threadedly engaged with
the external thread of the housing and being rotata-
ble with respect to the housing;

adrive sleeve, located between the housing and the
piston rod,

aclutch means located betweenthedrive sleeve and
the dose dial sleeve, which

a)whenthe dose dial sleeve and the drive sleeve
are de-coupled by the said clutch means, rota-
tion of said dose dial sleeve with respect to the
said drive sleeve is allowed; and

b) when the dose dial sleeve and drive sleeve
are coupled by the said clutch means, rotation
of the dose dial sleeve with respect to the said
drive sleeve is prevented,

characterized in that a nut is located between the
drive sleeve and the housing, the nut having an in-
ternal thread that is engaged with an external helical
thread of the drive sleeve and the nutand the housing
being keyed together by means of longitudinally di-
rected splines to prevent rotation between the nut
and the housing while allowing relative longitudinal
movement therebetween.

[0009] The term "drugdelivery device" according to in-
stant invention shall mean a single-dose or multi-dose,
disposable or re-useable device designed to dispense a
selected dose of a medicinal product, preferably multiple
selected doses, e.g. insulin, growth hormones, low mo-
lecular weight heparins, and their analogues and/or de-
rivatives etc. Said device may be of any shape, e.g. com-
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pact or pen-type. Dose delivery may be provided through
a mechanical (optionally manual) or electrical drive
mechanism or stored energy drive mechanism, such as
a spring, etc. Dose selection may be provided through a
manual mechanism or electronic mechanism. Addition-
ally, said device may contain components designed to
monitor physiological properties such as blood glucose
levels, etc.. Furthermore, the said device may comprise
a needle or may be needle-free. In particular, preferred
embodiment the term drug delivery device shall mean a
disposable multi-dose pen-type device having mechan-
ical and manual dose delivery and dose selection mech-
anisms, which is designed for regular use by persons
without formal medical training such as patients. Prefer-
ably, the drug delivery device is of the injector-type. Op-
tionally, the drug delivery device according to instant in-
vention further comprises a nut threadedly connected to
the drive sleeve and rotatable with respect to the drive
sleeve and which is engaged with the dose dial sleeve
to allow axial displacement of the nut with respect to the
dose sleeve, but not rotation of the nut with respect to
the dose dial sleeve. The term "housing" according to
instant invention shall preferably mean an exterior hous-
ing ("main housing", "body", "shell") or interior housing
("inner body", "insert") having an internal and an external
thread. The housing may be designed to enable the safe,
correct, and comfortable handling of the drug delivery
device or any of its mechanisms. Usually, it is designed
to house, fix, protect, guide, and/or engage with any of
the inner components of the drug delivery device (e.g.,
the drive mechanism, cartridge, plunger, piston rod) by
limiting the exposure to contaminants, such as liquid,
dust, dirt etc. In general, the housing may be unitary or
a multipart component of tubular or non-tubular shape.
Usually, the exterior housing serves to house a cartridge
from which a number of doses of a medicinal product
may by dispensed.

[0010] In a more specific embodiment of instant inven-
tion, the interior housing is provided with a plurality of
maximum dose stops adapted to be abutted by a radial
stop provided on the dose dial sleeve.

[0011] In a more particular embodiment, the interior
housing comprises a web having an opening through
which the piston may extend. A first cylindrical portion
may extend from the first end of the web, and a second
and a third cylindrical portion may extend from the second
end of the web. Preferably, the second cylindrical portion
is provided with an internal thread.

[0012] In a further embodiment, the insert comprises
a web having an opening through which the piston may
extend. A first cylindrical portion may extend from a first
end of the web, a boss provided on a second end of the
web and a cylindrical portion extending away from the
web about a periphery of the boss. Optionally, the boss
is provided with an internal thread or a radial flange being
spaced from the web with a cylindrical portion extending
away from the web about a periphery of the radial flange.
[0013] Theterm "engaged" according to instantinven-
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tion shall particularly mean the interlocking of two or more
components of the drive mechanism/drug delivery de-
vice, e.g. a spline or thread connection, preferably the
interlocking of helical threads of components ("threaded-
ly engaged").

[0014] Theterm "thread" according toinstantinvention
shall preferably mean a full or part thread, e.g., a cylin-
drical spiral rib/groove, usually of helical nature, located
on the internal and/or external surface of a component
of the drug delivery device ("internal thread" and/or "ex-
ternal thread"), having an essentially triangular or square
or rounded section designed to allow continuous free ro-
tational and/or axial movement between components.
Optionally, a thread may be further designed to prevent
rotational or axial movement of certain components in
one direction.

[0015] The term "dose dial sleeve" according to instant
invention shall mean an essentially tubular component
of essentially circular cross-section having either:

a) both an internal and external thread, or
b) an internal thread, or
c) an external thread,

said dose dial sleeve may be made or constructed of one
or more parts.

[0016] The "dose dial sleeve" according to instant in-
vention comprises an internal helical thread, which is
threadedly engaged with the external thread of the hous-
ing, particularly the insert.

[0017] In yet another preferred embodiment the dose
dial sleeve is designed to indicate a selected dose of a
dispensable product. In still another preferred embodi-
ment, the maximum selectable dose may be determined
by the abutment of a radially directed lug on the dose dial
sleeve with a catch means on the insert following the
maximum angular displacement of the dose dial sleeve
with respect to the housing. Preferably, the radially di-
rected lug extends parallel to a longitudinal axis of the
dose dial sleeve. Generally, the term "catch means" shall
mean any constructive feature, which serves as a coun-
terpart to the lug on the dose dial sleeve and which is
preferably located on the outer surface of the insert, and
which together with the lug of the dose dial sleeve defines
the maximum allowable dosage of the mechanism. Op-
tionally, the catch means may be a groove extending
about a central land, e.g., a central land being wedge
shaped such that a first edge extends radially less far
than a second opposite edge to define a sloping surface
between the first edge and the second edge.

[0018] Indication of the selected dose on the dose dial
sleeve may be achieved by use of markings, symbols,
numerals, etc., e.g. printed on the external surface of the
dose dial sleeve or an odometer, or the like.

In a more specific implementation, the dose dial sleeve
comprises a first section of a first diameter and a second
section of a second diameter.

[0019] The term "lead" according to instant invention
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shall preferably mean the axial distance a nut would ad-
vance in one complete revolution; preferably "lead" shall
mean the axial distance through which a component hav-
ing a helical thread, i.e. dose dial sleeve, drive sleeve,
piston rod, etc., of the drive mechanism travels during
one rotation. Therefore lead is a function of the pitch of
the thread of the relevant component.

[0020] The term "pitch" according to instant invention
shall preferably mean the distance between consecutive
contours on a helical thread, measured parallel to the
axis of the helical thread.

[0021] The term "drive sleeve" according to instant in-
vention shall mean any essentially tubular component of
essentially circular cross-section and which is further lo-
cated between the housing, preferably the internal hous-
ing and the piston rod, and which is axially displaceable
but not rotatable with respect to the piston rod. The drive
sleeve of the invention is further releasibly connected to
the dose dial sleeve by a clutch means and is further
engaged with the piston rod at the distal and/or proximal
end.

The drive sleeve may further comprise a first section of
first diameter located between the insert and the piston
rod and a second section of second diameter located
between the piston rod and the dose dial sleeve.
[0022] The term "releasibly connected" according to
instant invention shall preferably mean that two compo-
nents of instant mechanism or device are reversibly
joined to each other, which allows coupling and decou-
pling, e.g., by means of a clutch.

The term "piston rod" according to instant invention shall
mean a component adapted to operate through/within
the housing, designed to translate axial movement
through/within the drug delivery device, preferably from
the drive sleeve to the piston, for the purpose of discharg-
ing/dispensing an injectable product. Said piston rod may
be flexible or not. It may be a simple rod, a lead-screw,
or the like. The "piston rod" according to instant invention
shall further mean a component having a generally cir-
cular cross-section. It may be made of any suitable ma-
terial known by a person skilled in the art.

[0023] The term “first end" shall mean the proximal
end. The proximal end of the device or a component of
the device shall mean the end, which is closest to the
dispensing end of the device.

[0024] The term "second end" shall mean the distal
end.

The distal end of the device or a component of the device
shall mean the end, which is furthest away from the dis-
pensing end of the device.

[0025] The term "clutch means" according to instant
invention shall mean any means, which releasibly con-
nects the dose dial sleeve and the drive sleeve and which
is located between the drive sleeve and the dose dial
sleeve, and which allows rotation of the dose dial sleeve
with respect to said drive sleeve when the dose dial
sleeve and the drive sleeve are de-coupled, and which
prevents rotation of the dose dial sleeve with respect to
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the drive sleeve when the dose dial sleeve and drive
sleeve are coupled. According to instant invention the
term "clutch means" encompasses any clutch mecha-
nism engaging for the purpose of reversibly locking two
components in rotation, e.g., by use of axial forces to
engage a set of face teeth (saw teeth, dog teeth, crown
teeth) or any other suitable frictional faces.

In still another specific implementation, the drive mech-
anism further comprises a clicker means. Preferably, the
"clicker means" shall mean any means located between
the dose dial sleeve and the drive sleeve, which upon
relative rotation of the said drive sleeve and the said dose
dial sleeve causes a series of audible and/or tactile clicks.
Such a clicker means may comprise a plurality of longi-
tudinally extending teeth and a flexible toothed member,
one of the plurality of teeth and the toothed member being
provided onthe dosedial sleeve, the otherbeing provided
on the drive sleeve.

[0026] The term "unidirectional coupling" shall mean
any mechanism located between the housing and the
piston rod, which allows movement of the piston rod in
the proximal direction and prevents movement of the pis-
ton rod in the distal direction, preferably acting between
the non-circular cross section of the piston rod and the
housing.

[0027] A second aspect of instant invention provides
a drug delivery device comprising the drive mechanism
or the assembly according to instant invention.

[0028] >

[0029] A third aspect of instant invention is the use of
a drug delivery device according to instant invention for
dispensing a medicinal product, preferably dispensing a
pharmaceutical formulation (e.g. solution, suspension
etc.) comprising an active compound selected from the
group consisting of insulin, growth hormone, low molec-
ular weightheparin, theiranalogues and their derivatives.

Brief Description of the Drawings

[0030] Without any limitation, the instant invention will
be explained in greater detail below in connection with a
preferred embodimentand with reference to the drawings
in which:

Figure 1 shows a sectional view of a first not claimed
embodiment of the drug delivery device in a first,
cartridge full, position;

Figure 2 shows a sectional view of the drug delivery
device of Figure 1 in a second, maximum first dose
dialed, position;

Figure 3 shows a sectional view of the drug delivery
device of Figure 1 in a third, maximum first dose dis-
pensed, position;

Figure 4 shows a sectional view of the drug delivery
device of Figure 1 in a fourth, final dose dialed, po-
sition;

Figure 5 shows a sectional view of the drug delivery
device of Figure 1 in a fifth, final dose dispensed,
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position;

Figure 6 shows a sectional view of a second not
claimed embodiment of the drug delivery device;
Figure 7 shows a sectional side view of a third not
claimed embodiment of the drug delivery device;
Figure 8 shows a perspective view of a dose dial
sleeve for use in conjunction with the present inven-
tion;

Figure 9 shows a perspective view of an insert for
use with the dose dial sleeve of Figure 8;

Figure 10 shows a sectional side view of a fourth not
claimed embodiment of the drug delivery device; and
Figure 11 shows a sectional side view of an embod-
iment of the drive mechanism according to instant
invention in a first, cartridge full, position.

Detailed Description of the Embodiments:
Example 1

[0031] Referring to Figures 1 to 5 there is seen a drug
delivery device of a first embodiment not forming part of
the present invention. The device comprises a housing
2 within which are located a cartridge 4 containing a me-
dicinal product, means for setting or selecting the dose
of medicinal product to be expelled and means for ex-
pelling the selected dose of medicinal product. The hous-
ing 2 is generally cylindrical in shape and is divided into
two compartments by a web 6 to be described in more
detail below. The cartridge 4 is located within a first part
of the housing 2. The dose setting means and the means
for expelling the selected dose of medicinal product are
retained, that is held, within a second part of the housing
2. An advantage of a one piece housing enclosing the
cartridge 4 together with the dose setting and dose ex-
pelling means lies in the ease of assembly of the product.
This is in part due to the reduced number of components
in the pen-type injector. Also, the unitary nature of the
housing 2 means that the pen-type injector is more ro-
bust.

[0032] The cartridge 4 may be secured in position in
the first part of the housing 2 by any suitable means. A
needle unit may be secured to a first end of the cartridge
4. A temporary covering 8 is shown in this position in the
Figures. The cartridge 4 further comprises adisplaceable
piston 10. Advancing the piston 10 towards the first end
of the cartridge 4 causes the medicinal product to be
expelled from the cartridge 4 through the needle unit. A
cap 12 is provided to cover the needle unit when the
injector is not in use. The cap 12 may be releasably se-
cured to the housing 2 by any suitable means.

[0033] The dose setting means and the means for ex-
pelling the selected dose of medicinal product will now
be described in more detail. The web 6 dividing the hous-
ing 2 is a part of an insert 14 located within the housing
2. The insert 14 comprises a first cylindrical portion 16
extending from a first side of the web 6 and second and
third cylindrical portions 18, 20 extending from a second
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side of the web 6. The web 6 is provided with a circular
opening 22 extending through the web 6.

[0034] The first cylindrical portion 16 extends from a
periphery of the web 6. The insert 14 is secured to the
housing 2 by way of the first cylindrical portion 16 by any
suitable means. In the illustrated embodiment features
24 are provided within the housing 2 and on an outer
surface of the first cylindrical portion 16 to enable the
insert to be a snap fit to the housing 2.

[0035] The second cylindrical portion 18 extends a
small distance from the second side of the web 6 about
a periphery of the opening 22. An internal surface of the
second cylindrical portion is provided with a thread 26.
[0036] Thethird cylindrical portion 20 extends substan-
tially within the housing 2 from the second side of the
web 6. The diameter of the third cylindrical portion 20 is
such that a first channel 28 is formed between an outer
surface of the second cylindrical portion 20 and an inner
surface of the third cylindrical portion. A second channel
30 is formed between an outer surface of the third cylin-
drical portion 20 and the housing 2.

[0037] A pistonrod 32 extends through the opening in
the web 6. The piston rod 32 is generally elongate and
is provided with a thread 34 extending from a first end of
the piston rod 32. The thread 34 of the piston rod 32
engages the thread of the inner surface of the second
cylindrical portion 18 of the insert 14. The first end of the
piston rod 32 is provided with a pressure foot 36. In use
the pressure foot 36 is disposed on the first side of the
web 6 to abut the cartridge piston 10.

[0038] Ratchet means40 are located adjacenttheweb
6 on the first side of the web 6. The ratchet means 40
serve the purpose of allowing the piston rod 32 only to
rotate through the insert 14 in a single direction. Due to
the one piece construction of the housing, the ratchet
means can be made larger than in known devices and
so is stronger (more rigid).

[0039] A dose dial sleeve 50 of generally cylindrical
form comprises a first section of first diameter and a sec-
ond section of second diameter. The first section is lo-
cated within the second channel 30. An inner surface of
the first section and the outer surface of the third cylin-
drical portion 20 are provided with interengaging features
to provide a helical thread 52 between the insert 14 and
the dose dial sleeve 50. In the illustrated embodiment
this was achieved by a helical track provided on the outer
surface of the third cylindrical portion 20 within which a
helical rib provided on the inner surface of the dose dial
sleeve 50 may run. This enables the dose dial sleeve 50
to rotate about and along the third cylindrical portion 20
of the insert 14.

[0040] An outer surface of the first section of the dose
dial sleeve 50 is provided with graphics 53. The graphics
are typically a sequence of reference numerals. The
housing 2 is provided with an aperture or window 54
through which a portion of the graphics, representing a
dosage value selected by the user, may be viewed.
[0041] The graphics 53 may be applied to the dose dial
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sleeve 50 by any suitable means. In the illustrated em-
bodiment, the graphics 53 are provided in the form of a
printed label encircling the dose dial sleeve 50. Alterna-
tively the graphics may take the form of a marked sleeve
clipped to the dose dial sleeve 50. The graphics may be
marked in any suitable manner, for example by laser
marking.

[0042] Itis an advantage of this arrangement that the
helical thread 52 is formed within the dose dial sleeve
between the dose dial sleeve and the insert. As can be
seen this means there is no direct route from outside the
injector to the working surfaces of the helical thread.
Should dust or dirt enter the pen this will tend to occur
between the housing and the dose dial sleeve where
there are no working parts with which to interfere. This
is not the case for known devices in which a helical thread
is formed between the housing and an interior moving
surface. In addition because of the narrower diameter of
the helical thread 52 formed between the dose dial sleeve
and the drive sleeve in comparison to a similar thread
formed between the housing and the dose dial sleeve,
the helical thread 52 is more efficient and easier to over-
haul. This arrangement also produces an improvement
in the dose size that can be delivered for a particular
linear travel of the dose expelling means. The second
section of the dose dial sleeve 50 is preferably of the
same outer diameter as the housing 2. Within the dose
dial sleeve 50 there is a shoulder 56 between the first
section of the dose dial sleeve 50 and the second section
of the dose dial sleeve 50.

[0043] A drive sleeve 60 of generally cylindrical form
comprises a first part of first diameter and a second part
of second diameter. A first end of the first part is located
within the first channel 28 of the insert 14 in the position
shown in Figure 1. The first part of the drive sleeve 60
may be considered as comprising a first portion aligned
with a second portion. More generally in the position
shown in Figure 1 the first portion of the drive sleeve 60
is located between the insert 14 and the piston rod 32
while the second portion is located between the piston
rod 32 and the dose dial sleeve 50.

[0044] A second end of the piston rod 32 and an inter-
nal surface of the drive sleeve 60 are splined together
such that no relative rotation may occur between these
parts, only longitudinal displacement.

[0045] The outer surface of the second portion of the
first part of the drive sleeve 60 is provided with a helical
thread 62. A nut 64 is provided on the helical thread 62
between the drive sleeve 60 and the dose dial sleeve 50.
The dose dial sleeve 50 and the nut 64 are splined to-
gether by spline means to prevent relative rotation be-
tween the nut 64 and the dose dial sleeve 50.

[0046] The second partofthe drive sleeve 60 is of larg-
erdiameter than thefirst partof the drive sleeve 60. There
is a step 66 between the first part of the drive sleeve 60
and the second part. The second part of the drive sleeve
60 is seated within the second section of the dose dial
sleeve 50. The shoulder 56 of the dose dial sleeve 50
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and the step 66 of the drive sleeve 60 are adapted to be
releasably engagable with one another to form a clutch
means. When, as in Figure 1, the dose dial sleeve 50
and the drive sleeve 60 are not in engagement the dose
dial sleeve 50 is able to rotate with respect to the drive
sleeve 60. Conveniently, the clutch means comprises a
plurality of radially extending longitudinally directed teeth
provided respectively on the shoulder 56 of the dose dial
sleeve 50 and the step 66 of the drive sleeve 60. When
the dose dial sleeve 50 and the drive sleeve 60 are not
forced together the respective teeth will ride over one
another. Preferably, the radial separation of the respec-
tive teeth corresponds to a unit dosage.

[0047] The second part of the drive sleeve 60 further
comprises a centralreceiving area 68 having a peripheral
recess. A button 70 of generally "T" shaped configuration
is provided, the stem of which is retained within the re-
ceiving area. The stem of the button 70 is provided with
a peripheral bead 71 that is retained in the peripheral
recess, the button 70 being able freely to rotate with re-
spect to the drive sleeve 60, but being retained axially
therewith.

[0048] Clicker means are provided between the sec-
ond section of the dose dial sleeve 50 and the second
part of the drive sleeve 60. In the illustrated embodiment,
the internal surface of the second section of the dose dial
sleeve 50 is provided with a plurality of longitudinally ex-
tending teeth. The radial separation of the teeth prefer-
ably corresponds to a unit dosage. The second part of
the drive sleeve 60 carries a flexible toothed member 72.
Relative rotation between the dose dial sleeve 50 and
the drive sleeve 60 will cause the flexible toothed member
72 to ride over the teeth to produce a series of clicks.
[0049] In Figure 1, the injector is provided with a filled
cartridge 4. To operate the injector a user must first select
a dose. To set a dose the dose dial sleeve 50 is rotated
by manipulating the second section of the dose dial
sleeve 50 with respect to the housing 2 until the desired
dose value is visible through the window 54. This action
draws the dose dial sleeve 50 along the second cylindri-
cal portion of the insert 14. The drive sleeve 60 cannot
rotate since it is splined to the piston rod 32. The piston
rod 32 does not rotate due to the action of the ratchet
means 40. The drive sleeve 60 is carried away from the
web 6 along the piston rod 32 by the dose dial sleeve 50
as the dose dial sleeve 50 moves out from the housing
2. The relative rotation between the dose dial sleeve 50
and the drive sleeve 60 causes the flexible toothed mem-
ber 72 to ride over the ridges in the drive sleeve 60 to
create a series of clicks. This is an audible confirmation
of the dose being dialled.

[0050] Since the nut 64 is splined to the dose dial
sleeve 50, the relative rotation between the dose dial
sleeve 50 and the drive sleeve 60 causes the nut 64 to
precess along the helicalthread 62 of the drive sleeve 60.
[0051] Once a desired dose has been set (as shown
for example in Figure 2), to deliver the dose the user
depresses the button 70 to urge the button 70 towards
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the first end of the housing 2. When the button 70 is de-
pressed the second part of the drive sleeve 60 is driven
into the second section of the dose dial sleeve 50 to en-
gage the clutch means therebetween to prevent relative
rotation between the dose dial sleeve 50 and the drive
sleeve 60. The drive sleeve 60 may still rotate with re-
spect to the button 70. Further longitudinal movement of
the button 70 causes the dose dial sleeve 50 (together
with the drive sleeve 60) to rotate towards the first end
of the injector. Since the piston rod 32 is splined to the
drive sleeve 60, the piston rod 32 is also rotated through
the insert 14 and the ratchet means 40 towards the first
end of the injector, thereby to advance the cartridge pis-
ton 10 and expel the desired dose of medicinal product.
The piston rod 32 continues to advance until the drive
sleeve 60 and dose dial sleeve 50 have returned to their
initial positions (Figure 3).

[0052] It can be seen that the dose selecting means
and the dose expelling means extend beyond a second
end of the housing 2 as the dose is selected and are
returned within the housing 2 as the selected dose is
expelled.

[0053] Further dosages may be delivered as required.
Figure 4 shows an example of a subsequently selected
dosage. It will be noted that the nut 64 has advanced
further along the helical thread 62 of the drive sleeve 60.
The position of the nut 64 along the helical thread 62
corresponds to the amount of medicinal product remain-
ing in the cartridge 4, such that when the nut 64 reaches
the end of the helical thread 62 (in the illustrated embod-
iment adjacent to the step 66 of the drive sleeve 60) and
can rotate no further this corresponds to no medicinal
product remaining in the cartridge 4. It will be seen that
if a user seeks to select a quantity of medical product
greater than that remaining in the cartridge 4, this cannot
be done since when the nut 64 stops rotating the dose
dial sleeve 50 and the drive sleeve 60 will become locked
together preventing rotation of the dose dial sleeve 50
and setting of a larger dose. Figure 5 shows an injector
in which the entire medical product within the cartridge
4 has been expelled.

[0054] A second embodiment not forming part of the
present invention is disclosed in Figure 6. Like reference
numerals are used to refer to like parts as between the
first and second embodiments.

[0055] The pistonrod 32’ shown in Figure 6 has a dual
start thread. The piston foot 36’ is reversible. This has
advantages in manufacture. As can be seen the structure
of the insert 14’ has been revised. The first side of the
web 6’ is substantially unchanged. The other side of the
web is now provided with a boss 80. A cylindrical portion
20’ extends away from the web 6’ about a periphery of
the boss 80. Threaded opening 22’ extends through the
web 6’ and the boss 80. An end of the cylindrical portion
20’ of the insert 14’ remote from the web 6’ is provided
with a stop in the form of a land 104.

[0056] The dose dialsleeve 50’ is of modified construc-
tion. The dose dial sleeve comprises a first cylindrical
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portion 84 rigidly connected to a second generally cylin-
drical portion 86. An inner surface of the first cylindrical
portion 84 and the outer surface of the cylindrical portion
20’ of the insert 14’ are provided with interengaging fea-
tures to provide a helical thread 52’ between the insert
14’ and the dose dial sleeve 50°’. An outer surface of the
first cylindrical portion 84 is provided with the dose graph-
ics. The housing 2’ is provided with an aperture or window
54’ through which a portion of the graphics may be
viewed.

[0057] The second generally cylindrical portion 86
comprises a first cylindrical section 88 and a second cy-
lindrical section 90. The first section 88 is rigidly keyed
to an inner surface of the first portion 84 of the dose dial
sleeve 50°. The second section 90 is preferably of the
same outer diameter as the housing 2’. Within the dose
dial sleeve 50’ there is a shoulder 56’ between the first
section 86 and the second section 90.

[0058] A nut 64’ is provided on the helical thread 62’
between the drive sleeve 60’ and the first cylindrical sec-
tion 88 of the dose dial sleeve 50°. The first cylindrical
section 88 and the nut 64’ are splined together by spline
means to prevent relative rotation between the nut 64’
and the dose dial sleeve 50°.

[0059] The shoulder 56’ of the dose dial sleeve 50’ and
a step 66’ of a drive sleeve 60’ are adapted to be releas-
ably engagable with one another to form a clutch means.
When, as in Figure 6, the dose dial sleeve 50’ and the
drive sleeve 60’ are not in engagement the dose dial
sleeve 50’ is able to rotate with respect to the drive sleeve
60’. Conveniently, the clutch means comprises a plurality
of radially extending longitudinally directed teeth provid-
edrespectively on the shoulder 56’ of the dose dial sleeve
50’ and the step 66’ of the drive sleeve 60’. When the
dose dial sleeve 50’ and the drive sleeve 60’ are not
forced together the respective teeth will ride over one
another.

[0060] It will be seen that the structure of the drive
sleeve 60’ has also been modified. The second end of
the piston rod 32’ is provided with a scooped surface
within which a domed part 90 of the drive sleeve 60’ may
extend. The domed part 90 is centrally located within a
second part of the drive sleeve 60’ at a first end of the
receiving area.

[0061] The button 70’ is of generally "T" shaped con-
figuration. The stem of the button 70’ is retained within
the receiving area. The stem of the button 70’ is provided
with a peripheral bead 71’ thatis retained in the peripheral
recess, the button 70’ being able freely to rotate with re-
spect to the drive sleeve 60, but being retained axially
therewith.

[0062] When the button 70’ is depressed the drive
sleeve 60’ is urged into contact with the dose dial sleeve
50’ such that the clutch means are engaged. At the same
time, the scooped surface of the piston rod 32’ and the
domed surface of the drive sleeve approach but do not
contact one another. The advantage of this structure is
that it enables the overall length of the device to be re-
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duced thereby enabling easier operation of the device
when expressing fluid from a cartridge.

[0063] A further not claimed embodiment of the button
70" and the dose dial sleeve 50" can be seen in Figure
7. Again like reference numerals are used to refer to like
parts. In the embodiment of Figure 7, the overall length
of the device may be reduced still further. The second
end of the piston rod 32" is generally U-shaped. The
limbs of the U-shape are received within a second part
of the drive sleeve 60". A central receiving area of the
drive sleeve 60" is defined by limbs (not shown) located
in use between the limbs formed on the second end of
the piston rod 32". The button 70"is of
generally "T" shaped configuration. The stem of the but-
ton 70" is retained within the receiving area. The stem of
the button 70" is provided with a peripheral bead 71" that
is retained in the peripheral recess, the button 70" being
able freely to rotate with respect to the drive sleeve 60",
but being retained axially therewith.

[0064] The second generally cylindrically portion
86" of the dosedial sleeve 50" comprises afirst cylindrical
section 88" and a second cylindrical section 90" connect-
ed by aradial flange 92 extending from a part of the sec-
ond section, the first section 88" being rigidly keyed to
an inner surface of the first portion 84" of the dose dial
sleeve 50", and the second section 90" being of the same
outer diameter as the housing 2".

[0065] In each of Figures 6 and 7, there is a further
modificationto each ofthe dose dial sleeve and the insert.
This may be seen more clearly with reference to Figures
8 and 9.

[0066] At a first end of the dose dial sleeve there is
located on an internal surface a radially directed lug 100
extending generally parallel to a longitudinal axis of the
sleeve. At a second end of the insert on an external sur-
face thereof there is provided a catch means. The catch
means comprises a groove 102 extending about a central
land 104. The central land 104 is generally wedge shaped
such that a first edge 106 nearer the start of the thread
extends radially less far than a second opposite edge
108 located further along the thread. A sloping surface
110 is defined between the first edge 106 and the second
edge 108. Thus, when the dose dial sleeve is assembled
to the insert, by threading the dose dial sleeve onto the
insert, the lug 100 passes over the first edge 106 and
over the sloping surface 110. As the lug 100 passes fully
over the land 104 some elastic deformation of the re-
spective elements, the dose dial sleeve and the insert
occurs. Once the lug 100 is over the land 104, the second
edge 108 of the land 104 acts as astop to preventremoval
of the dose dial sleeve from the insert.

[0067] The location of the second edge 108 of the land
104 is conveniently chosen at a radial location corre-
sponding to 80 units of medicinal product, that is the max-
imum dose available is 80 units when the dose dial sleeve
is wound from the initial position shown in any of Figures
1,6 or 7 to a fully extended position with the second edge
108 of the land 104 contacting the lug 100.
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[0068] A fourth embodiment not forming part of the
presentinventionis disclosedin Figure 10. Likereference
numerals are used to refer to like parts.

[0069] As can be seen the structure of the insert 14"
has beenrevised. The first side of the web 6" is substan-
tially unchanged. The other side of the web is now pro-
vided with a boss 80™. A radial flange 112 extends out-
wardly from the boss 80", the radial flange 112 being
spaced from the web 6", and a cylindrical portion 20"
extending away from the web 6" about a periphery of the
radial flange 110. A threaded opening 22" extends
through the web 6" and the boss 80".

[0070] The dose dial sleeve 50" is of modified con-
struction. The dose dial sleeve 50" comprises a first cy-
lindrical portion 84" rigidly connected to a second gen-
erally cylindrical portion 86"™. An inner surface of the first
portion 84" and the outer surface of the cylindrical portion
20" of the insert 14" are provided with interengaging
features to provide a helical thread 52" between the in-
sert 14" and the dose dial sleeve 50". An outer surface
of the first cylindrical portion 84" is provided with the dose
graphics. The housing 2" is provided with an aperture or
window 54" through which a portion of the graphics may
be viewed.

[0071] The second generally cylindrical portion 86"
comprises a first inner cylindrical section 88" and a sec-
ond outer cylindrical section 90". The first section 88" is
rigidly keyed to an inner surface of the first portion 84"
of the dose dial sleeve 50". The second section 90" is
preferably of the same outer diameter as the housing 2".
Within the dose dial sleeve 50" there is a radial flange
94 extending between the outer section 90" and an in-
termediate part of the inner section 88".

[0072] A nut 64" is provided on a helical thread 62"
formed on the drive sleeve 60". The nut 64" is disposed
between the drive sleeve 60" and the second cylindrical
section 88" of the dose dial sleeve 50"™. The second cy-
lindrical section 88" and the nut 64" are keyed together
by spline means to prevent relative rotation between the
nut 64" and the dose dial sleeve 50".

[0073] An upper surface of the radial flange 94 of the
dose dial sleeve 50" and a step 66" of the drive sleeve
60" are adapted to be releasably engagable with one
another to form a clutch means. When, as in Figure 10,
the dose dial sleeve 50" and the drive sleeve 60" are
not in engagement the dose dial sleeve 50" is able to
rotate with respect to the drive sleeve 60". Conveniently,
the clutch means comprises a plurality of radially extend-
ing longitudinally directed teeth provided respectively on
the radial flange 94 of the dose dial sleeve 50" and the
step 66" of the drive sleeve 60"™. When the dose dial
sleeve 50" and the drive sleeve 60" are not forced to-
gether the respective teeth will ride over one another.

Example 2

[0074] In an embodiment of the invention (Figure 11)
there is seen a drive mechanism comprising a second
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main housing 4’ having a first end and a second end. A
cartridge, containing medicinal product, can be mounted
to thefirst end of the second main housing 4’ and retained
by any suitable means. The cartridge and its retaining
means are not shown in the illustrated embodiment. The
cartridge may contain a number of doses of a medicinal
product and also typically contains a displaceable piston.
Displacement of the piston causes the medicinal product
to be expelled from the cartridge via a needle (also not
shown).

[0075] In the illustrated embodiment, an insert 16’ is
provided within the main housing 4’. The insert 16’ is
secured against rotational and axial motion with respect
to the second main housing 4’. The insert 16’ is provided
with a threaded circular opening extending therethrough.
Alternatively, the insert may be formed integrally with the
second main housing 4’.

[0076] An internal housing 154 is also provided within
the second main housing 4’. The internal housing 154 is
secured against rotational and axial motion with respect
to the second main housing 4’. The internal housing 154
is provided with a circular opening extending through its
length in which a series of longitudinally directed splines
are formed. A helical thread 150 extends along the outer
cylindrical surface of the internal housing 154. Alterna-
tively, the internal housing may be formed integrally with
the second main housing 4’ and / or with the insert 16’.
[0077] A first thread 19’ extends from a first end of a
piston rod 20". The piston rod 20" is of generally circular
section. The first end of the piston rod 20" extends
through the threaded opening in the insert 16’ and the
first thread 19’ of the piston rod 20" is engaged with the
thread of the insert 16’. A pressure foot 22" is located at
the first end of the piston rod 20". The pressure foot 22" is
disposed to abuta cartridge piston (not shown). A second
thread 24’ extends from a second end of the piston rod
20", The first thread 19’ and the second thread 24’ are
oppositely disposed.

[0078] A drive sleeve 30’ extends about the piston rod
20". The drive sleeve 30’ is generally cylindrical. The
drive sleeve 30’is provided ata first end with afirst radially
extending flange 32". A second radially extending flange
34’ is provided, spaced a distance along the drive sleeve
30’ from the first flange 32". An external helical thread
(not shown) is provided on the outer part of the drive
sleeve 30’ extending between the first flange 32" and the
second flange 34’. An internal helical thread extends
along the internal surface of the drive sleeve 30’. The
second thread 24’ of the piston rod 20" is engaged with
the internal helical thread of the drive sleeve 30’.
[0079] A nut 40’ is located between the drive sleeve
30’ and the internal housing 154, disposed between the
first flange 32" and the second flange 34’ of the drive
sleeve 30’. The nut40’ can be either a ’half-nut’ or a *full-
nut’. The nut 40’ has an internal thread that is engaged
with the external helical thread of the drive sleeve 30'.
The outer surface of the nut 40’ and an internal surface
of the internal housing 154 are keyed together by means
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of longitudinally directed splines to prevent relative rota-
tion between the nut 40’ and the internal housing 154,
while allowing relative longitudinal movement therebe-
tween.

[0080] A clicker 50" and a clutch 60" are disposed
about the drive sleeve 30’, between the drive sleeve 30
and the internal housing 154.

[0081] The clicker 50" is located adjacent the second
flange 34’ of the drive sleeve 30°. The clicker 50" includes
at least one spring member (not shown). The clicker 50""
also includes a set of teeth (not shown) having a trian-
gular profile disposed towards the second end of the drive
mechanism. When compressed, the at least one spring
member of the clicker 50" applies an axial force between
the flange 34’ of the drive sleeve 30’ and the clutch 60™".
The outer surface of the clicker 50"" and an internal sur-
face of the internal housing 154 are keyed together by
means of longitudinally directed splines to prevent rela-
tive rotation between the clicker 50" and the internal
housing 154, while allowing relative longitudinal move-
ment therebetween.

[0082] The clutch 60" is located adjacent the second
end of the drive sleeve 30°. The clutch 60"" is generally
cylindrical and is provided at its’ first end with a plurality
of teeth of triangular profile disposed about the circum-
ference (not shown), that act upon the teeth of the clicker
50"". Towards the second end of the clutch 60" there is
located a shoulder 158. The shoulder 158 of the clutch
60" is disposed between the internal housing 154 and
a radially inwardly directed flange of the dose dial grip
76 (described below). The shoulder 158 of the clutch
60" is provided with a plurality of dog teeth (not shown)
extending in the direction of the second end of the drive
mechanism. The clutch 60" is keyed to the drive sleeve
30’ by way of splines (not shown) to prevent relative ro-
tation between the clutch 60"" and the drive sleeve 30’
[0083] A dose dial sleeve 70" is provided outside of
the internal housing 154 and radially inward from the sec-
ond main housing 4’. A helical thread is provided on an
inner surface of the dose dial sleeve 70"™. The helical
thread of the dose dial sleeve 70" is engaged with the
helical thread 150 of the internal housing 154.

[0084] The second main housing 4’ is provided with a
window (not shown) through which part of the outer sur-
face of the dose dial sleeve 70" may be viewed. Con-
veniently, a visual indication of the dose that may be di-
aled, for example reference numerals (not shown), is pro-
vided on the outer surface of the dose dial sleeve 70".
Conveniently, the window of the second main housing 4’
allows only the dose that is currently dialed to be viewed.
[0085] A dose dial grip 76’ is located towards the sec-
ond end of the drive mechanism. The dose dial grip 76’
is secured against rotational and axial motion within re-
spect to the dose dial sleeve 70". The dose dial grip 76’
is provided with a radially inwardly directed flange 160.
The radially inwardly directed flange 160 of the dose dial
grip 76’ is provided with a plurality of dog teeth (not
shown) extending in the direction of the first end of the
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drive mechanism to abut the dog teeth of the clutch 60"".
Coupling and decoupling of the dog teeth of the dose dial
grip 76’ with the dog teeth of the clutch 60"" provides a
releasable clutch between the dose dial grip 76’ and the
clutch 60™.

[0086] A button 82’ of generally 'T’ shaped cross-sec-
tion is provided at a second end of the drive mechanism.
A cylindrical feature of the button 82’ extends towards
the first end of the drive mechanism, through an opening
in the dose dial grip 76’ and into a recess in the drive
sleeve 30’. The cylindrical feature of the button 82’ is
retained for limited axial movement in the drive sleeve
30’ and against rotation with respect thereto. The cylin-
drical feature of the button 82’ has lugs extending radially
(not shown) that abut the second surface of the shoulder
158 of the clutch 60"". The second end of the button 82
is generally circular and has a cylindrical skirt about its’
periphery that descends towards the first end of the drive
mechanism. The skirt of the button 82’ is located radially
inward from the dose dial grip 76’.

[0087] Operation of the drive mechanism in accord-
ance with the present invention will now be described.
[0088] To dial adose, a user rotates the dose dial grip
76’. The spring member of the clicker 50" applies an
axial force to the clutch 60" in the direction of the second
end of the drive mechanism. The force exerted by the
spring member of the clicker 50"" couples the dog teeth
of the clutch 60" to the dog teeth of the dose dial grip
76’ for rotation. As the dose dial grip 76’ is rotated, the
associated dose dial sleeve 70", the drive sleeve 30’ and
the clutch 60"" all rotate in unison.

[0089] Audible and tactile feedback of the dose being
dialed is provided by the clicker 50"" and the clutch 60"".
As the clutch 60" is rotated, torque is transmitted from
the teeth at the first end of the clutch 60" and the teeth
of the clicker 50™. The clicker 50"" cannot rotate with
respect to the internal housing 154, so the at least one
spring member of the clicker 50"" deforms allowing the
teethofthe clutch 60"" to jump over the teeth of the clicker
50" producing an audible and tactile click’. Preferably,
the teeth of the clicker 50" and the teeth of the clutch
60"" are disposed such that each ’click’ corresponds to
a conventional unit of the medicinal product, or the like.
[0090] The helical thread of the dose dial sleeve 70"
and the internal helical thread of the drive sleeve 30’ have
the same lead. This allows the dose dial sleeve 70" to
advance along the thread 150 of the internal housing 154
at the same rate as the drive sleeve 30’ advances along
the second thread 24’ of the piston rod 20". Rotation of
the piston rod 20" is prevented due to the opposing di-
rection of the first thread 19’ and the second thread 24’
of the piston rod 20". The first thread 19’ of the piston rod
20" is engaged with the thread of the insert 16’ and so
the piston rod 20" does not move with respect to the sec-
ond main housing 4’ while a dose is dialed.

[0091] The nut40’, keyed to the internal housing 154,
is advanced along the external thread of the drive sleeve
30’ by the rotation of the drive sleeve 30’. When a user

10

15

20

25

30

35

40

45

50

55

10

has dialed a quantity of medicinal product that is equiv-
alent to the deliverable volume of the cartridge, the nut
40’ reaches a position where it abuts the second flange
34’ of the drive sleeve 30’. A radial stop formed on the
second surface of the nut 40’ contacts a radial stop on
the first surface of the second flange 34’ of the drive
sleeve 30, preventing both the nut 40’ and the drive
sleeve 30’ from being rotated further.

[0092] Should a user inadvertently dial a quantity
greater than the desired dosage, the drive mechanism
allows the dosage to be corrected without dispense of
medicinal product from the cartridge. The dose dial grip
76’ is counter-rotated. This causes the system to act in
reverse. The torque transmitted through the clutch 60""
causes the teeth at the first end of the clutch 60" to ride
over the teeth of the clicker 50" to create the clicks cor-
responding to the dialed dose reduction.

[0093] When the desired dose has been dialed, the
user may then dispense this dose by depressing the but-
ton 82’ in the direction of the first end of the drive mech-
anism. The lugs of the button 82’ apply pressure to the
second surface of the shoulder 158 of the clutch 60",
displacing the clutch 60" axially with respect to the dose
dial grip 76’. This causes the dog teeth on the shoulder
158 of the clutch 60" to disengage from the dog teeth of
the dose dial grip 76’. However, the clutch 60" remains
keyed in rotation to the drive sleeve 30’. The dose dial
grip 76’ and associated dose dial sleeve 70" are now
free to rotate (guided by the helical thread 150 of the
internal housing 154).

[0094] The axial movement of the clutch 60" deforms
the spring member of the clicker 50" and couples the
teeth at the first end of the clutch 60" to the teeth of the
clicker 50" preventing relative rotation therebetween.
This prevents the drive sleeve 30’ from rotating with re-
spect to the internal housing 154, though it is still free to
move axially with respect thereto.

[0095] Pressure applied to the button 82’ thus causes
the dose dial grip 76’ and the associated dose dial sleeve
70" to rotate into the second main housing 4’. Under this
pressure the clutch 60", the clicker 50" and the drive
sleeve 30’ are moved axially in the direction of the first
end of the drive mechanism, but they do not rotate. The
axial movement of the drive sleeve 30’ causes the piston
rod 20" to rotate though the threaded openingintheinsert
16’, thereby to advance the pressure foot 22". This ap-
plies force to the piston, causing the medicinal product
to be expelled from the cartridge. The selected dose is
delivered when the dose dial grip 76’ returns to a position
where it abuts the second main housing 4’.

[0096] When pressure is removed from the button 82’,
the deformation of the spring member of the clicker 50""
is used to urge the clutch 60" back along the drive sleeve
30’ to re-couple the dog teeth on the shoulder 158 of the
clutch 60" with the dog teeth on the dose dial grip 76’.
The drive mechanism is thus reset in preparation to dial
a subsequent dose.
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Claims

A drive mechanism for use in a drug delivery device
for dispensing a medicinal product comprising:

a housing (154) having an external thread (150);
apistonrod (20") having agenerally circular sec-
tion;

a dose dial sleeve (70"), which is threadedly
engaged with the external thread (150) of the
housing (154) and being rotatable with respect
to the housing (154);

a drive sleeve (30’), located between the hous-
ing (154) and the piston rod (20"),

a clutch means (60"") located between the drive
sleeve (30’) and the dose dial sleeve (70"),

in which

c) when the dose dial sleeve (70") and the
drive sleeve (30’) are de-coupled by the said
clutch means (60""), rotation of said dose
dial sleeve (70") with respect to the said
drive sleeve (30’) is allowed; and

d)when the dose dial sleeve (70") and drive
sleeve (30’) are coupled by the said clutch
means (60""), rotation of the dose dial
sleeve (70™) with respect to the said drive
sleeve (30’) is prevented,

characterized in that a nut (40’) is located be-
tween the drive sleeve (30’) and the housing
(154), the nut (40’) having a thread that is en-
gaged with a thread of the drive sleeve (30°) and
the nut (40’) and the housing (154) being keyed
together by means of longitudinally directed
splines to prevent rotation between the nut (40’)
and the housing (154) while allowing relative lon-
gitudinal movement therebetween.

A drive mechanism according to claim 1, character-
ized in that the nut (40’) is advanced along the ex-
ternal thread of the drive sleeve (30’) by the rotation
of the drive sleeve (30’)

A drive mechanism according to one of claims 1 or
2, characterized in that the dose dial sleeve (70"),
the drive sleeve (30’) and the clutch means (60"")
rotate in unison when a dose is dialled.

A drive mechanism according to one of claims 1 to
3, characterized in that a radially extending flange
(34’) is provided on the drive sleeve (30°), the nut
(40) reaching a position where it abuts the flange
(34°) of the drive sleeve (30’) when a user has dialled
a quantity of medicinal product that is equivalent to
a deliverable volume of a cartridge of the drug deliv-
ery device.
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The drive mechanism according to claim 4, charac-
terized in that a radial stop is formed on a second
surface of the nut (40’) which contacts a radial stop
on a first surface of the flange (34’) when the user
has dialled the quantity of medicinal product that is
equivalent to the deliverable volume of the cartridge
of the drug delivery device, preventing both the nut
(40’) and the drive sleeve (30’) from being rotated
further.

A drug delivery device comprising a drive mecha-
nism as claimed in one of claims 1 to 5.

The drug delivery device according to claim 6, which
is a pen-type device.

The drug delivery device according to any of claims
6 or 7, which is an injector-type device.

The use of a drug delivery device as defined in any
of claims 6 to 8 for dispensing a medicinal product.

The use of a drug delivery device according to claim
9 for dispensing a pharmaceutical formulation com-
prising an active compound selected from the group
consisting of insulin, growth hormone, low molecular
weight heparin, their analogues, and their deriva-
tives.

Patentanspriiche

1.

Antriebsmechanismus zur Verwendung in einer Me-
dikamenten-verabreichungsvorrichtung zur Abgabe
eines Medikaments, umfassend:

ein Gehause (154) mit einem AuRengewinde
(1509,

eine Kolbenstange (20”) mit einem allgemein
kreisformigen Querschnitt,

eine Dosiswahlhilse (70"), die mitdem Aulien-
gewinde (150) des Gehauses (154) in Gewin-
deeingriff steht und bezlglich des Gehauses
(154) drehbar ist,

eine Antriebshiilse (30’), die zwischen dem Ge-
hause (154) und der Kolbenstange (20") ange-
ordnet ist,

ein Kupplungsmittel (60""), das zwischen der
Antriebshiilse (30’) und der Dosiswahlhiilse
(70"”) angeordnet ist,

in dem

c) Drehung der Dosiswahlhilse (70") be-
zlglich der Antriebshiilse (30’) gestattet ist,
wenndie Dosiswahlhilse (70"”) und die An-
triebshilse (30’) durch das Kupplungsmittel
(60"") entkoppelt werden, und

c) Drehung der Dosiswahlhilse (70") be-
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ziglich der Antriebshilse (30°) verhindert
ist, wenn die Dosiswahlhiilse (70"™) und die
Antriebshiilse (30’) durch das Kupplungs-
mittel (60"") gekoppelt werden,

dadurch gekennzeichnet, dass eine Mutter
(40’) zwischen der Antriebshilse (30’) und dem
Gehause (154) angeordnet ist, wobei die Mutter
(40’) ein Gewinde hat, das mit einem Gewinde
der Antriebshllse (30’) in Eingriff steht, und die
Mutter (40’) und das Gehause (154) mittels in
Langsrichtung gerichteter Keile miteinander
verkeilt sind, um eine Drehung zwischen der
Mutter (40’) und dem Gehause (154) zu verhin-
dern, jedoch eine Relativbewegung in Langs-
richtung dazwischen zu gestatten.

Antriebsmechanismus nach Anspruch 1, dadurch
gekennzeichnet, dass die Mutter (40’) durch die
Drehung der Antriebshilse (30°) entlang dem Au-
Rengewinde der Antriebshiilse (30’) vorgeschoben
wird.

Antriebsmechanismus nach Anspruch 1 oder 2, da-
durch gekennzeichnet, dass sich die Dosiswahl-
hiilse (70°”), die Antriebshulse (30’) und das Kupp-
lungsmittel (60"") Ubereinstimmend drehen, wenn ei-
ne Dosis angewahlt wird.

Antriebsmechanismus nach einem der Anspriiche 1
bis 3, dadurch gekennzeichnet, dass an der An-
triebshilse (30°) ein sich radial erstreckender
Flansch (34’) vorgesehen ist, wobei die Mutter (40’)
eine Position erreicht, in der sie an den Flansch (34’)
der Antriebshilse (30’) anschlagt, wenn ein Benut-
zer eine Medikamentmenge angewahlt hat, die ei-
nem ausgebbaren Volumen einer Patrone der Me-
dikamenten-Verabreichungsvorrichtung entspricht.

Antriebsmechanismus nach Anspruch 4, dadurch
gekennzeichnet, dass an einer zweiten Flache der
Mutter (40’) ein radialer Anschlag gebildet ist, der
einen radialen Anschlag an einer ersten Flache des
Flanschs (34’) kontaktiert, wenn der Benutzer die
Medikamentmenge angewahlt hat, die dem ausgeb-
baren Volumen der Patrone der Medikamenten-Ver-
abreichungsvorrichtung entspricht, wodurch sowohl
die Mutter (40’) als auch die Antriebshlse (30’) an
einer weiteren Drehung gehindert werden.

Medikamenten-verabreichungsvorrichtung, umfas-
send einen Antriebsmechanismus nach einem der
Anspriche 1 bis 5.

Medikamenten-Verabreichungsvorrichtung  nach
Anspruch 6, die eine schreibstiftartige Vorrichtung
ist.
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Medikamenten-Verabreichungsvorrichtung  nach
Anspruch 6 oder 7, die eine injektionsvorrichtungs-
artige Vorrichtung ist.

Verwendung einer Medikamenten-Verabreichungs-
vorrichtung nach einem der Anspriiche 6 bis 8 zur
Abgabe eines Medikaments.

Verwendung einer Medikamenten-Verabreichungs-
vorrichtung nach Anspruch 9 zur Ausgabe einer
pharmazeutischen Formulierung, die einen Wirk-
stoff enthalt, der aus der aus Insulin, Wachstums-
hormon, niedermolekularem Heparin, ihren Analoga
und ihren Derivaten bestehenden Gruppe ausge-
wahlt ist.

Revendications

1.

Mécanisme de commande destiné a [utilisation
dans un dispositif d’administration de médicament
pour distribuer un produit médicinal comprenant :

un boitier (154) ayant un filetage externe (150) ;
une tige de piston (20") ayant une section gé-
néralement circulaire ;

un manchon de sélection de dose (70") qui est
engagé par filetage avec le filetage externe
(150) du boitier (154) et pouvant tourner parrap-
port au boitier (154) ;

un manchon de commande (30’), situé entre le
boitier (154) et la tige de piston (20"),

un moyen d’embrayage (60'") situé entre le
manchon de commande (30’) et le manchon de
sélection de dose (70’"),

dans lequel

c) lorsque le manchon de sélection de dose
(70™) et le manchon de commande (30)
sont désaccouplés par ledit moyen d’em-
brayage (60""), la rotation dudit manchon
de sélectionde dose (70") par rapport audit
manchon de commande (30°) est permise ;
et

d) lorsque le manchon de sélection de dose
(70") et le manchon de commande (30)
sontaccouplés par ledit moyen d’embraya-
ge (60™), la rotation dudit manchon de sé-
lection de dose (70"™,) par rapport audit
manchon de commande (30’) est empé-
chée,

caractérisé en ce qu’un écrou (40°) est situé
entre le manchon de commande (30’) et le boi-
tier (154), I'écrou (40’) ayant un filetage qui est
en prise avec un filetage du manchon de com-
mande (30’) et I'écrou (40’) et le boitier (154)
étant clavetés 'un a l'autre au moyen de can-
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nelures orientées longitudinalement pour empé-
cher la rotation entre I'écrou (40’) et le boitier
(154) tout en permettant un mouvement longi-
tudinal relatif entre eux.

Mécanisme de commande selon a revendication 1,
caractérisé en ce que 'écrou (40’) est avancé le
long du filetage externe du manchon de commande
(30’) par larotation du manchon de commande (30°).

Mécanisme de commande selon I'une quelconque
des revendications 1 ou 2, caractérisé en ce que
le manchon de sélection de dose (70"), le manchon
de commande (30’) et le moyen d’embrayage (60"")
tournent conjointement lors de la sélection d’une do-
se.

Mécanisme de commande selon I'une quelconque
des revendications 1 a 3, caractérisé en ce qu’une
bride s’étendant radialement (34’) est prévue sur le
manchon de commande (30°), I'’écrou (40’) attei-
gnant une position dans laquelle il bute contre la bri-
de (34’) du manchon de commande (30’) lorsqu’un
utilisateur a sélectionné une quantité de produit mé-
dicinal équivalente a un volume pouvant étre admi-
nistré d’une cartouche du dispositif d’administration
de médicament.

Mécanisme de commande selon la revendication 4,
caractérisé en ce qu’une butée radiale est formée
sur une deuxiéme surface de I'’écrou (40’), laquelle
vient en contact avec une butée radiale sur une pre-
miére surface de la bride (34’) lorsque I'utilisateur a
sélectionné la quantité de produit médicinal équiva-
lente au volume pouvant étre administré de la car-
touche du dispositif d’administration de médicament,
ce quiempéche larotation supplémentaire de ’écrou
(40’) et du manchon de commande (30’).

Dispositif d’administration de médicament compre-
nant un mécanisme de commande selon 'une quel-
conque des revendications 1 a 5.

Dispositif d’administration de médicament selon la
revendication 6, lequel est un dispositif de type stylo.

Dispositif d’administration de médicament selon
'une quelconque des revendications 6 ou 7, lequel
est un dispositif de type injecteur.

Utilisation d’un dispositif d’administration de médi-
cament selon I'une quelconque des revendications
6 a 8, pour distribuer un produit médicinal,

Utilisation d’un dispositif d’administration de médi-
cament selon la revendication 9, pour distribuer une
formulation pharmaceutique comprenant un compo-
sé actif choisi parmile groupe incluantl'insuline, une
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hormone de croissance, de I'héparine a bas poids
moléculaire, leurs analogues, et leurs dérivés.
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GYOGYSZERTOVARBITO FRZRGZOKBEN VALS FELHASZNALASRA ALKALMAS MDEGATO

£

SZERKEZETEKKEL KAPCSOLATOS TOVABRFEJLESZTESEK

SZABABALMI ICENYPONTOK

Mozewé ssorkoxel pydyyiezat tormdk Kadagolisdra seola®ld syduyrrenovabbitd exnkdzben vald &l
hasendlasra, amely srerkezet tartalman

Kiilsf monettel { 150) rendelkerd hdsat {(158);

sy dlialdhan Kor keresaimetszetd dugaiydrudat 307

egy adugolis] skdldval eliitott hivelpt (PO, arendy revoctesen osathakonik a bl {184) kitded monatdhex
{150 éu elforgathaid a'hinhor (E84) hipegy;

LAY

agy mozentd Tlvebvr {387, coely s Bl (T34 & pedugattplindd {207 ktaht helyedbedivel,
egy kaposold cezkint {6877, amely 8 wozgad hively (307 s az adagoldst shilival wlidtopt hively
{70y kadniy hedyerkodik el
zhol
¢} amikor ar adegolisn skdlival elfdtott hileely {70°7) &5 2 mozgatd hitvely {367} szt van vé&
lavztva a2 emifitent kas;scsazlés eszkiazel (8077) dlal, v adapoldsi skildval ellatott hiivelmsk
FEY a movgatd hibvelyhen (387) viszony ot elforduiise lehettvd valik &8
d)  amiker w adagoldal skalival eflatt Svely (78771 & o morgatd bitvely (307 Sss2¢ van kap-

8

eaodva an embitort haposold osakde (8077) absl, a2 sdegolist skdlaval oliftor hfvelynek
LY s embite! mozgntd hivelvher 30y viszonyitott elfordulise sked@lyorva van,

sezal jellemwrve, hopy ¢ mowegald hiveely (3073 & 2 iz {159) kizb8 ogy ssavaranya (407} helverke-

dik of, amely csavargmitiak {407 olan menele van, smely 8 mowgald hively (387} mecoctdhex

Lapcsolddik, oshbd shol x csavatanya U7 &0 a hdz (154) hosszirinyl Skhornyok révin epymichoz

van tetessdve o coavaranva (371 &3 & bz (183 kéaind olfordulés megshndilyorisa c8lEhd], mikdzben

§G20iik an sgymishes vissonviioit hosszirdnyd clmozdulds negengedeti,

Az 1. ipfuypont sascingl rosgatd snerkezet,  wweal  follenmerve,  hogy a csavaranya (407 a reaegatd

Hively (307) kitled menete muntdin 3 mozesth Mively (307F forgutssdval tsavarhatd be,

Azl vagy 2. izdaypontaverin eozpatd searkoret, sxaal jellemwrve, hopyeyy adag bedlithsaboraz
adagolast skalaval elldton bitvely (7077 2 roospatd bively (3071 &8 & kaposold esakdz (607 "y epyszarre
fordut el

Az 143, igéoyponiek barmelyile sosciatl moegaid szerkesst, suzal jellemezve, hogy s mvegalt hive
fysn {307} egy sugirivioyban Riterjedd perem (34'} van, 85 3 csavaranya (4075 skikor jut ol abba a
pozicidba, abiol 3 mozgatd bitvely (30°) peremének {347} maszkodik, amihor cgy fothsvandlé hodllitota
a gydgyasrall termukack 3wt mmnyiségét,, ansely ehvivalons @ gydgyssortovihbitd ssakde patrosfinal

gy kisdagothard nennyiségdve

ME
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A 4. dgénypont szerintf mozgatd szeckewet, sxal Jellomerve, hogy a csvarangs (80T sgy rudsodik
felttfettn egy sopfrivanyd Whdzd vao hialehitey, amely érintherdebe Iy » porom {3478 ey olsd Relitionsy

feude supdrirdrge Gtkdatved, amter x Elhiacendle beallitofta 3 gydgydszatt tormdkock azt » wragiedzdt,

amely dhivivalens g gedgysanntoviblitd eszkds patrnjinak ogy kadagothatd menoyiségéedd, &y pudlind

midnd 8 cogvarangs (307, roitad pedip o noegatd Idbealy (M} b elfirdudise skadibvorva van

Gydgyszertovibbito cozkds, amely a2 1-X jgdayponiok hirmelyike seorintl mospatd sanrkezaiet tanal

A%

A6, ipdaypont szerinit gydywazerundiboitd esakite, vy sgy tnliszerl oxvkite,

A6 vagy 7. igénypont szorintl gydgyszeniovibbils eszkde, amely ey fecskendisrerdt asekéz

A 68, igfovpotok barnwelvike sxerintl pydgvszertovibbitd ssebdy alkalmazdsy gvdgusszan termdk
Sadapoliage.
A 8. agdwyvpont sverint pydgvseertovihbid ekl atkadmazae olyan gyogyseervegyiiiet kindagolinara,

sy az aldhbi c-sepm“ii‘:ss‘}.i witlaszioft skifv daszetovdt tertatman inzalin, ndveleddst hormers, kiz mole-

o

Kudasdled heparin, cack aoabdgial dyevck szdrmazdial.
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