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Description

[0001] The presentinvention relates to a device for in-
jection of a product, for which the insertion step of the
needle is automated and may be completed with minimal
effort from the user.

[0002] In this application, the distal end of an element
or of adevice means the end furthest away from the hand
of the user and the proximal end means the end closest
to the hand of the user, when the element or device is in
the use-position. Similarly, in this application, the terms
"inthe distal direction" and "distally" mean in the direction
of the injection, and the terms "in the proximal direction"
and "proximally" mean in the direction opposite to the
direction of injection.

[0003] Devices for automatic injection of a product, al-
so called autoinjectors, are widely used in medical fields
where the treatment of a pathology requires daily injec-
tions, such as the treatment of some diabetes, and where
patients often proceed to these injections on their own.
As patients are not professional healthcare workers, the
whole process is as much as possible automated so that
the patient needs not make decisions during the injection.
Autoinjectors usually comprise on one hand a container
having a needle and filled with the product to be injected,
such as a prefilled syringe for example, and on the other
hand a motor part, in other words a part comprising the
various systems which willtrigger the insertion of the nee-
dle, realise the injection and potentially activate a pro-
tection system at the end of injection.

[0004] Most of the already existing autoinjectors com-
prise atleasta system forautomatically inserting the nee-
dle into the patient’s skin, and triggering means for initi-
ating such an insertion of the needle, the triggering
means being intended to be activated by the patientwhen
heisready. Nevertheless, mostofthe automaticinsertion
systems of the autoinjectors of the prior art require sub-
stantial effort from the user. For example, those automat-
ic insertion systems may involve deflection of one or more
flexible parts of the autoinjector, or they may imply over-
coming a resisting force between two parts of the autoin-
jector, in such a way that the patient needs to apply a
high force on the autoinjector at the time he wishes to
activate the triggering means. The high force necessary
for activating the triggering means may hurt the user. It
may also cause the user to be reluctant to proceed to the
injection, or to be puzzled, not knowing if he should con-
tinue the injection or not.

[0005] DocumentWO2009/062508 describes adevice
for injection of a product, the device comprising biasing
means for inserting the needle into the patient’s skin and
triggering means for initiating the insertion of the needle.
[0006] Itistherefore importantthat atleastthe insertion
of the needle into the injection site, which is the fisrt step
to take place in the injection process, be simplified and
proceed softly and smoothly with no opportunity for the
user to face anxiety. In this view, it is important that the
user needs not apply too high a force on the device at
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the time he is ready to activate the triggering means for
proceeding to the insertion step of the needle into the
site of injection.

[0007] In addition, many autoinjectors of the prior art
are designed so that the container, such as a syringe for
example, is assembled into the device during the man-
ufacture of the motor part, pieces of the motor part and
of the container being connected together in an intricate
way. Proceeding this way means that, once a motor part
is designed for a syringe of a certain volume capacity
and prefilled with a specified drug, it is not possible to
use the same motor part for another type of syringe or
for another drug.

[0008] Nevertheless, for the pharmaceutical compa-
nies, it would be advantageaous to prepare on one hand
the prefilled syringe, and on the other hand the motor
part of the autoinjector, and then assemble the prefilled
syringe onto the motor part of the autoinjector, without
having to redesign the motor part each time the type of
syringe is changed or each time the drug is replaced by
another drug with different properties, for example with
a different viscosity.

[0009] Autoinjectors have ben proposed, for which at
least a part of the motor part is positioned laterally with
respect to the syringe.

[0010] Nevertheless, such autoinjectors still need to
be improved in particular with respect to the safety sys-
tem intended to protect the needle at the end of injection,
and to preventaccess to said needle as soon as possible
after the injection is completed. In this view, itis important
to preserve the security of the user and that the needle
be not accessible to the user, even in case the user mis-
uses the device, for example by removing it from the in-
jection site before the injection is completed.

[0011] In addition, as mentioned before, as users of
these autoinjectors are usually not professional health-
care workers, it is desirable that not only the insertion
step, but the whole process of the injection, from insertion
of the needle into the injection site to withdrawal of the
device from the injection site and disposal of the device
proceeds softly and smoothly with no opportunity for the
user to face anxiety.

[0012] Suchdevicesforautomaticinjection must prove
to be very simple to use and very safe. In particular, it is
important to ensure that a controlled dose of a product
is injected with such a device, that is to say a complete
injection must be performed. Moreover, in some cases,
the user may withdraw the device for automatic injection
before the injection is completed. Itis therefore important
for the user to be informed that the product has been
substantially completely injected and that he may with-
draw the device from the injection site.

[0013] A first aspect of the invention is a device for
injection of a product into an injection site, said device
comprising :

a housing having a longitudinal axis A and receiving
a container for the product to be injected, said con-
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tainer being alighed on said longitudinal axis, said
container being substantially closed at a proximal
end by a stopper, said stopper being capable of being
moved distally within said container so as to expel
the product to be injected, and at a distal end by a
needle for the exit of the product to be injected, said
container being movable with respectto said housing
between a first position, in which the needle does
not extend beyond a distal end of the housing, and
a second position, distally spaced with respect to
said first position, in which the needle extends be-
yond the distal end of the housing,

biasing means, coupled to said container and to said
housing at least from said first position to said second
position of the container, designed for exerting a dis-
tal force on said container so as to move said con-
tainer from its first position to its second position
when going from a first state to a second state, said
second state being less stressed than said first state,
retaining means coupled to said container and to
said housing in the first position of the container, for
releasably maintaining said biasing means in its first
state, said retaining means being capable of moving
from a passive condition, in which it maintains said
biasing means in its first state, to an active condition,
in which said biasing means is free to expand to its
second state,

triggering means capable of moving said retaining
means from its passive condition to its active condi-
tion,

wherein

said retaining means comprise a lever member hav-
ing a rotatable cylinder part and at least a radial pro-
jection extending from said cylinder part, said radial
projection being in a first angular position when said
retaining means is in its passive condition, said radial
projection being in a second angular position, differ-
ent from said first angular position, when said retain-
ing means is in its active condition, said rotatable
cylinder part being included in a transversal plane of
said longitudinal axis A.

[0014] The arrangement of the device of the invention
allows a patient to proceed to the insertion step of the
needle with no substantial effort : indeed, as will appear
from the description below, the retaining means of the
device of the invention comprise a rotatable cylinder part
that is included in a transversal plane of said longitudinal
axis A. Therelease of these retaining means, and thereby
the freeing of the biasing means intended to cause the
insertion of the needle, imply a partial rotation of this ro-
tatable cylinder part, this rotation being caused by coop-
eration of the triggering means with such cylinder part.
Contrary to the autoinjectors of the prior art, thanks to
the arrangement of this rotatable cylinder part in a trans-
versal plane of the longitudinal axis of the container, the
cooperation of the retaining means with the triggering
means for freeing the biasing means require only little
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force. The user needs therefore not to apply the device
of the invention with a high force on his skin at the time
he wishes to activate the triggering means in order to
initiate the insertion of the needle.

[0015] In particular, because of the arrangement of the
retaining means of the device of the invention requiring
little effort for initiating the insertion step, it is possible to
provide the device of the invention with biasing means
having a high force. Indeed, thanks to the arrangement
of the retaining means of the device of the invention, the
effort required for beginning the insertion step willremain
the same regardless from the force of the biasing means.
Moreover, in the embodiments in which the biasing
means also serve for pushing distally the stopper, via a
plunger rod or not, during the injection step, it is possible
to provide the device with biasing means showing a high
intrinsic force. For example, when the product to be in-
jected shows a high viscosity, the device of the invention
may be provided with biasing means having a high in-
trinsic force allowing said biasing means to automatically
realize both the insertion step and the injection step, while
the effort required from the user at the beginning of the
process in order to initiate the insertion step remains low.
[0016] In embodiments, said biasing means is a spring
linked to said stopper via a plunger rod, said device fur-
ther comprising releasable maintaining means for main-
taining said container fixed with respect to said plunger
rod when said spring goes from its first state to its second
state, said maintaining means being released when said
spring reaches its second state.

[0017] In embodiments, said maintaining means com-
prise a hook fixed with respect to said container, said
hook trapping a rim located on said plunger rod, the rim
being allowed to escape from said hook under the force
of the spring only once said container has reached its
second position and said spring is in its second state.
[0018] Such embodiments enhance the safety of the
device as they ensure the injection may not start before
the needle is correctly inserted at the injection site.
[0019] In embodiments, the cylinder part of the lever
member being rotatably received within a recess of said
plunger rod, said radial projection is engaged within an
abutment surface fixed with respect to said housingwhen
said radial projection is in its first angular position, said
radial projection being disengaged from said abutment
surface when said radial projection is in its second an-
gular position.

[0020] In embodiments, said triggering means com-
prises a button mounted in sliding translation with respect
tosaid housing, said button comprising a pushing surface
accessible to a user for pushing on said button, said but-
ton further comprising a sloped surface capable of coop-
erating with said radial projection for rotating said cylinder
partand moving said radial projection from its firstangular
position to its second angular position, when a user push-
es on said pushing surface.

[0021] In embodiments, in its first angular position, the
radial projection extends in the distal direction. Only very
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little force is therefore required for tilting the radial pro-
jection, i.e. for moving the radial projection out of its first
angular position.

[0022] In embodiments, said button is mounted in slid-
ing translation with respect to said housing along a di-
rection parallel to said longitudinal axis A, said sloped
surface thereby moving said radial projection out of the
distal direction towards its second angular position when
cooperating with said radial projection. Only little force is
required from the user for pushing the sloped surface as
the user may benefit from natural gravitational force for
completing this step.

[0023] In embodiments, the device further comprises
locking means for preventing said triggering means from
moving said retaining means from its passive condition
to its active condition, said locking means being releas-
able, and

deactivating means for releasing the locking means.
[0024] The device of the invention is therefore very
safe as it cannot be triggered before having neutralized
the security system formed by the releasable locking
means.

[0025] In embodiments, the locking means comprise
a movable surface of said device, said surface being
movable between a first position, in which it faces said
radial projection so as to prevent cooperation between
said radial projection and said sloped surface, to a sec-
ond position, in which in it is released and no more faces
said radial projection, thereby allowing cooperation be-
tween said radial projection and said sloped surface.
[0026] Inembodiments, said deactivating means being
capable of going from a storage position, in which it does
not release the locking means, to an active position in
which it releases the locking means and the triggering
means may be activated, the device further comprises
storage elastic return means for urging said deactivating
means back in its storage position as long as the trigger-
ing means have not been activated.

[0027] Such an embodiment allows the user to apply
the device at another location on the skin after having
already tried afirst location and even released the locking
means at this first location. As long as the triggering
means have not been activated, the step of releasing the
locking means is reversible.

[0028] In embodiments, the device further comprises
fixing means for maintaining said container in its second
position with respect to said housing, and

urging means coupled to said stopper and to said housing
when said container is in its second position, said urging
means being designed for distally moving said stopper
when going from a first state to a second state, said sec-
ond state being less stressed than said first state, thereby
realizing injection of the product.

[0029] The device of the invention is therefore entirely
automated, as both the insertion step and the injection
step are automatically completed by means of the biasing
means and of the urging means. The user is therefore
ensured that these two steps proceed optimally, as he
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does not have to manually complete them.

[0030] In embodiments, said spring being further ca-
pable of going from its second state to a third state, during
which said spring moves the stopper distally, said third
state being less stressed than said second state, said
spring forms both said biasing means and said urging
means.

[0031] Such an embodiment allows to manufacture a
compact device as only one spring is required for auto-
matically performing two steps, namely aninsertion step,
during which the needle is inserted into the injection site,
and an injection step, during which the product to be in-
jected is actually delivered to the injection site.

[0032] In embodiments, the fixing means comprise a
peg fixed with respect to said container and a window
located on said housing, said peg being locked within
said window when said container is in its second position
with respect to said housing.

[0033] In embodiments, the device further comprises
needle protection means, atleast partially received within
said housing, and movable with respect to said housing
when said container is fixed in its second position with
respect to said housing between an insertion position, in
which a distal tip of the needle extends beyond the distal
end of the needle protection means, and a final position,
in which the distal tip of the needle does not extend be-
yond the distal end of the needle protection means, and
elastic return means, coupled to said needle protection
means and to said container, and designed for automat-
ically moving said needle protection means from its in-
sertion position to its final position, upon removal of the
device from an injection site by a user.

[0034] The device of the invention therefore requires
no particular effort from the user, is of simple use and
perfectly safe: once the needle has been inserted into
the injection site, as soon as the user withdraws the de-
vice from the injection site, the needle protection is trig-
gered, and the needle is immediately rendered inacces-
sible to the user. In addition, in case the user misuses
the device and withdraws it from the injection site before
the injection is actually completed, the needle protection
is nevertheless triggered. Actually, as soon as the needle
is inserted in the injection site, the removal of the device
from the injection willautomatically trigger the needle pro-
tection. The device of the invention is therefore very com-
fortable for the user, in particular where the user is not a
professional healthcare worker, as the user knows the
used needle will never come in contact with his hand or
fingers, regardless of how he performs the injection step.
[0035] In embodiments, in the first position of the con-
tainer with respect to the housing, said needle protection
means being movable with respect to said housing be-
tween a storage position and a use position, said use
position being proximally spaced with respect to said
storage position, at least part of said needle protection
means forms said deactivating means.

[0036] The device of the invention is therefore easy to
use, as it simply requires that the user applies the device
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on the skin of the patient and moves the housing with
respecttothe needle protection meansinordertorelease
the locking means.

[0037] Inembodiments, atleast part of said needle pro-
tection means further forms said locking means. The con-
tact between the different cooperating parts of the device
is therefore minimized and much lower force is required
for triggering the insertion step.

[0038] In embodiments, said biasing means being po-
sitioned so as to produce a distal force along an axis
parallel to said longitudinal axis A, said device further
comprises a linkihng member coupled to said biasing
means and to said container, said linking member being
shaped and dimensioned so as to transmit said distal
force to said container. By "axis parallel to the longitudinal
axis A" is meantin the present application, an axis having
the same direction as the longitudinal axis A, in other
words, oriented along the distal-proximal direction, but
separate, for example laterally spaced, from said longi-
tudinal axis A. As will appear later in the description, such
a location of the biasing means allows the device of the
invention to be manufactured in two steps.

[0039] For example, a motor part of the device, com-
prising the biasing means, the retaining means, the trig-
gering means and the urging means may be assembled
on one hand. On another hand, the housing part may be
assembled separately, said housing part comprising the
housing, the deactivating means, the fixing means, the
needle protection means and the elastic return means.
The locking means may alternatively be part either of the
motor part or of the housing part. Each part, namely the
motor part on one hand and the housing part on the other
hand, is autonomous before it is connected to the other
part, and may be transported and/or handled on its own.
This allows pharmaceutical companies for example to
prefill the container, for example a syringe, of the housing
with the drug to be injected on a first site, and then to
assemble the motor part later on. In particular, thanks to
the arrangement of the device of the invention, it is not
necessary to redesign the motor part each time the type
of syringe is changed or each time the drug is replaced
by anotherdrug with different properties, for example with
a different viscosity.

[0040] In embodiments, said plunger rod forms said
linking member, said plunger rod comprising a shaft
aligned on said longitudinal axis A, said shaft being pro-
vided at its distal end with said stopper, a bridge linking
a proximal end of said shaft to a proximal end of a lateral
tubular lodging parallel to said longitudinal axis A and
receiving said spring, said spring being in distal abutment
on a distal transversal wall of said tubular lodging and
beingin proximalabutmenton a proximal transversal wall
fixed with respect to said housing. For example, the
bridge extends in a radial direction with respect to the
longitudinal axis A and the lateral tubular lodging has a
longitudinal axis which parallel to the longitudinal axis A.
The plunger rod may therefore have a global U-shape.
[0041] In embodiments, the recess of said plunger rod
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is located on a distal face of said distal transversal wall
of said tubular lodging. Such embodiments allow posi-
tioning the radial projection of the lever member in the
distal direction in its first angular position.

[0042] In embodiments, the device further comprises
controlling means designed for producing a sensitive in-
dication when said stopper reaches a distal end of said
container.

[0043] Such embodiments allow the user, even if he is
not a professional healthcare worker, to be informed that
the correct dose of product has been injected and that
he may withdraw the device from the injection with no
risk that an incorrect dose has been injected.

[0044] In embodiments, the device further comprises
temporizing means designed for delaying the production
of said sensitive indicator once said stopper has reached
a distal end of said container, thereby ensuring that in-
dication to the user that injection of the product is com-
pleted is given only once the product is substantially ex-
pelled from the container.

[0045] Such embodiments provide for an additional
warranty that all the dose ofthe product has been injected
and that the user may not remove the device from the
injection site too early.

[0046] In embodiments, the temporizing means com-
prise a holder fixed with respect to said housing and a
sensitive indicator movable with respect to said holder
between a distal position, in which it does not produce
said sensitive indication, and a proximal position, in which
it produces said sensitive indication, said temporizing
means further comprising:

indicator biasing means coupled to said holder and
to said sensitive indicator, designed for urging said
sensitive indicator in its proximal position when going
from a compressed state to an expanded state,
indicator retaining means for maintaining said indi-
cator biasing in their compressed state,

wherein said indicator retaining means are released
by cooperation of said indicator retaining means with
at least a part of said plunger rod at the end of the
injection step.

[0047] In embodiments, the device further comprises
an outer shell surrounding the whole device, said outer
shell being provided with at least a first hole for access
to the triggering means by the user, and atleast a second
hole for exit of the needle and optionally of the needle
protection means. Such embodiments enhance the com-
fort for the patient/user who is not confronted to the mul-
tiple parts and arrangement of the device.

[0048] In embodiments, at least a part of the sensitive
indicator interacts with at least a part of a wall of said
outer shell, when said sensitive indicator is in its proximal
position, in order to produce said sensitive indication.
[0049] For instance, a part of the sensitive indicator
may come in contact with a part of a wall of the outer
shell, thereby producing a sound. A part ofa wall of the
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outer shell may be made in transparent material, and a
part of the sensitive indicator may come in regards to
said transparent part, thereby producing a visual indica-
tion to the user that the device may be removed from the
injection site. A part of a wall of the outer shell may com-
prise a window in which a part of the sensitive indicator
may enter,thereby producing a tactile indication.

[0050] In embodiments, the device further comprises
a removable distal cap for closing the distal end of said
housing before use, said device further comprises
tamper evident means for informing the user that the dis-
tal cap has already been removed at least once before
having been replaced on said distal end of said housing.
[0051] In embodiments, the device further comprises
dampening means for reducing the rate with which said
container moves from its first position to its second po-
sition, under the effect of said biasing means. Such em-
bodiments allow reducing the effect of the shock felt on
his skin by the patient when the needle is inserted into
the injection site, thereby making the device more com-
fortable for the patient.

[0052] In embodiments, the device of the invention is
under the form of two autonomous connectable parts,
namely a motor part and a housing part,

said motor part comprising at least said biasing means,
said retaining means, said triggering means, and said
urging means,

said housing part comprising at least said housing, said
deactivating means, said fixing means, said needle pro-
tection means and said elastic return means,

said locking means being located on one of said motor
part and housing part

said device further comprising connecting means for con-
necting said motor part to said housing part at time of use.
[0053] As seen above, the arrangement of the various
parts of the device of the invention, and in particular the
fact that the biasing means and the urging means are
located laterally with respect to the longitudinal axis of
the housing, allow to treat, transport, and/or handle the
motor part on one hand, and the housing part on the other
hand, before connecting these two parts. This is advan-
tageous for pharmaceutical companies which fill the con-
tainer of the housing independently from the motor part.
In addition, thanks to the arrangement of the device of
the invention allowing said device to be under the form
of two connectable parts, it is not necessary to redesign
the motor part each time the type of syringe/container is
changed or each time the drug is replaced by another
drug with different properties.

[0054] In embodiments, said locking means being lo-
cated on said housing part, said motor part further com-
prises a temporary lock, for maintaining the retaining
means in its passive condition when said motor part is
not connected to said housing part, said temporary lock
being removed from said motor part once said motor part
is connected to said housing part, said temporary lock
being then replaced by said locking means present on
the housing part. For example, in such embodiments,
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said locking means comprises at least a surface of said
needle protection means.

[0055] The present invention will now be described in
greater detail based on the following description and the
appended drawings in which:

Figures 1A-1C are respectively cross section view,
frontview and perspective view of the device of the
invention in a storage position,

Figures 2A-C are views of the syringe holder of the
device of Figure 1A, respectively a perspective view
from the top, a side view and a perspective view from
the bottom,

Figures 3A-3C are views of the plunger rod of the
device of Figure 1A, respectively a perspective view
from the bottom, a perspective view from the top and
a side view,

Figures 4A-4C are views of a needle protection
sleeve of the device of Figure 1A, respectively a per-
spective view from the top, a front view, and a top
view,

Figures 5A-5B are views of the housing of the device
of Figure 1A, respectively a perspective view from
the bottom, a perspective view from the top,
Figures 6A-6B are views of the protection cap of the
device of Figure 1A, respectively a perspective view
from the bottom and a perspective view from the top,
Figures 6C-6E are perspective views of alternative
embodiments of protection caps for the device of the
invention, provided with tamper evident means,
Figures 7A-7B are views of the support of the device
of Figure 1A, respectively a perspective view from
the bottom and a perspective view from the top,
Figure 8 is a perspective view of the lever member
of the device of Figure 1A,

Figures 9A-9C are views of the locking member of
the device of Figure 1A, respectively a perspective
view from the bottom, a perspective view from the
top and a side view,

Figure 10 is a perspective view of the button of the
device of Figure 1A,

Figures 11A-11C are views of the motor part of the
device of Figure 1A, respectively a cross section
view, a front view and a perspective view,

Figures 12A and 12B are partial perspective detail
views of the device of Figure 1A in its storage posi-
tion,

Figures 13A-13C are views of the device of Figure
1A, in a position where the deactivating means have
released the locking means, and theretaining means
are in their active condition, respectively a cross sec-
tion view, a front view and a perspective view,
Figure 14A is a partial detail side view of the device
of Figure 1A showing the release of the locking
means,

Figure 14B a partial detail side view of the device of
Figure 1A showing the release of the retaining
means,
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Figures 15A-15C are views of the device of Figure
1A once the needle has been inserted, respectively
a cross section view, a front view and a perspective
view,

Figures 16A and 16B are views of the device of Fig-
ure 1A at the end of injection, respectively a cross
section view and a front view,

Figures 17A and 17B are views of the device of Fig-
ure 1A after the needle protection means has
reached its final position, respectively a cross section
view and a front view,

Figures 18A-E are partial perspective views of an
alternative embodiment of the device of Figure 1A,
where the locking means is integrate with the needle
protection means, respectively in a storage position
of the device, in a position where the locking means
have beenreleased, in a position where the retaining
means are being released, during the injection step,
and at the end of the injection step,

Figures 19A and 19B are respectively a front view
and a back view of controlling means and temporiz-
ing means suitable for the devices of Figures 1A-
18E,

Figure 20 is a side view of a device of the invention
similar to that of Figures 1A-17B equiped with the
controlling means and temporizing means of Figures
19A and 19B,

Figure 21A is a perspective partial open view of the
device of Figure 20 at the moment the temporizing
means are activated,

Figure 21B is a perspective partial open view of the
device of Figure 20 atthe end of the delay generated
by the temporizing means,

Figure 22 is a side view of another embodiment of
the temporizing means,

Figure 23A is a perspective view of an alternative
embodiment of of controlling means and temporizing
means suitable for the devices of Figures 1A-18E,
Figure 23B is a cross section view of the controlling
means and temporizing means of Figure 23A,
Figure 24A is a perspective partial open view of a
device of the invention with temporizing means of
Figures 23A and 23B, when activated,

Figure 24B is a perspective partial open view of the
device of Figure 24A at the end of the delay gener-
ated by the temporizing means,

Figure 25 is a partial cross section view of the motor
part of the device of Figures 18A-18E, before con-
nection to the housing part, and with temporary lock,
Figure 26 is a cross section view of an alternative
embodiment of a plunger rod for a device of the in-
vention, comprising dampening means.

[0056] With reference to Figures 1A-1C, is shown a
device 1 of the invention comprising :

- asyringe 2 comprising a needle 3 and a rubber cap
4 for the protection ofthe needle, aflange 5, a stopper
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6, filled with a product 7,
- asyringe holder 10,
- a plunger rod 20,
- aneedle protection sleeve 30,
- ahousing 40,
- a protection cap 50,
- asupport 60,
- alever member 70,
- alocking member 80,
- a button 90,
- afirst helical spring 8,
- asecond helical spring 2

[0057] With reference to Figures 2-17B, the different
parts of the device 1 will now be described in details.
[0058] With reference to Figures 2A-2C, the syringe
holder 10 has the global shape of a tube. It is shaped
and dimensioned so as to be able to receive the syringe
2withtheflange 5 of the syringe 2 bearing onto a proximal
rim 11 of the syringe holder 10. The syringe holder 10 is
provided on its outer wall with a ridge 12 extending from
the proximal rim 11 in the distal direction and terminated
by a peg 12a. The proximal rim 11 is further provided
with a flexible hook 13 extending outwardly and proxi-
mally, this hook 13 being substantially diametrically op-
posed to the ridge 12 in the example shown. The hook
13 is provided with a distal outer projection 13a allowing
the hook 13 to act as a jaw, as will appear from the de-
scription below. Diametrically opposed to the ridge 12,
and substantially located in the middle region of the outer
wall of the syringe holder 10, a radial outer peg 14 is
present. The syringe holder 10 is further provided with a
distal rim 15. The proximal rim 11 is further provided with
two outer projections 16 projecting radially and outwardly
from the proximal rim 11 and located on each side of the
flexible hook 13 on the circumference of the proximal rim
11.

[0059] With reference to Figures 3A to 3C, the plunger
rod 20 comprises a shaft 21 having a proximal end 21a
and a distal end 21b. As will appear from the description
below, the shaft 21 is dimensioned so as to be able to
be received within the syringe 1, and its distal end 21b
is free and is intended to be coupled to the stopper 6 of
the syringe 1. At its proximal end 21a, the shaft 21 is
provided with a bridge 22 linking the shaft 21 to a longi-
tudinal tubular lodging 23 open at its proximal end 23a
and closed at its distal end 23b. The longitudinal axis of
the shaft 21 and the longitudinal axis of the longitudinal
tubular lodging 23 are parallel and the plunger rod 20
has a global U-shape. On its face not facing the shaft 21,
the longitudinal tubular lodging 23 is provided with a lon-
gitudinal tangential wall 24. On a distal face of a distal
transversal wall, the longitudinal tubular lodging 23 is pro-
vided with a transversal semi-tubular recess 25 pro-
longed onone ofits sides by an oblique wall 26 terminated
by a distalleg 27. The distal leg 27 is provided at its distal
end by a rim 27a facing the shaft 21.

[0060] With reference to Figures 4A-4C, the needle
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protection sleeve 30 is dimensioned and shaped so as
to be able to receive the syringe holder 10. The needle
protection sleeve 30 comprises a distal sleeve 31 having
a proximal end 31 a and a distal end 31 b and a globally
tubular shape. At its proximal end 31 a, the distal sleeve
31 is provided with two lateral walls 32, parallel to each
other and extending in the proximal direction. The two
lateral walls 32 are linked to each other by a bridging wall
33. Each lateral wall 32 is further provided, at its corner
joining the bridging wall 33, with a proximal projection 34
having a proximal face 34a. The bridging wall 33 is pro-
vided with a longitudinal window 35 having a proximal
edge 35a. At its distal end 31b, the distal sleeve 31 is
provided with an inner radial rim 36.

[0061] With reference to Figures 5A and 5B, the hous-
ing 40 has the global shape of a tube 41 open at its prox-
imal end 41a and its distal end 41b, provided with a back
wall 42 having a planar shape. The housing 40 is dimen-
sioned and shaped so as to be able to receive the needle
protection sleeve 30, the syringe holder 10 and the sy-
ringe 1. As will appear from the description below, the
back wall 42 will be useful for assembling the housing 40
to the other main part of the device 1, namely the motor
part 100 (see Figures 11A-11C). The back wall 42 is pro-
vided on the example shown with two series of outer pro-
jections 43 (four projections for one serie on the example
shown) distributed longitudinally and intended to be part
of the connecting means for assembling the housing 40
to the motor part 100 (Figures 11A-11C) of the device 1.
The proximal region of the back wall 42 is provided with
a window 44 open at its proximal end 44a and having a
distal edge 44b. Distally spaced with respect to the outer
projections 43, the back wall 42 is provided with an outer
radial rim 45. Distally spaced from the outer radial rim
45, the back wall 42 is further provided with two windows
46 receiving two radially flexible tags 46a. The housing
40 is further provided on its inner wall opposite the back
wall 42 with a proximal longitudinal groove 47, terminated
by a window 48 (visible on Figure 1A and 1C).

[0062] With reference to Figures 6A and 6B, the pro-
tection cap 50 comprises a globally tubular distal cap 51
provided with fourinternal legs uniformy distributed along
a central circle, extending in the proximal direction,
namely two opposite short legs 52 and two opposite long
legs 54. Each long leg 54 is provided at its proximal end
with an inner rim 55. As will appear from the description
below, the protection cap 50 is intended to be snap-fitted
onto the distal end of the housing 40 for closing said sital
end during storage of the device 1 up until its use.
[0063] With reference to Figures 6C-6E are shown al-
ternative embodiments for the protection cap 50, where
the globally tubular distal cap 51 is further provided with
tamper evident means informing the user that the pro-
tection cap has already been removed at least once be-
fore having been replaced on the distal end of the housing
40. On Figure 6C, the distal cap 51 is provided with a
pair of tangential flexible legs 56, which are able to co-
operate with adequate surfaces of the housing 40 so as
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to be compressed within said housing 40 when the device
is first provided to a user, but which remain deflected
once the protection cap 50 has been removed at least
once from the housing 40. As a consequence, even if the
protection cap 50 is replaced on the distal end of the
housing 40, the deflected flexible legs 56 inform a poten-
tial second user that the protection cap 50 has already
been removed and that, as a consequence and for safety
reasons, the device should not be used.On Figure 6D,
the distal cap 51 is provided with a pair of opposite prox-
imal flexible legs 57 which are also able to cooperate with
adequate surfaces of the housing 40 so as to be com-
pressed within said housing 40 before any use, but which
remain deflected once the protection cap 50 has been
removed at least once from the housing 40. In the same
manner, on Figure 6E, the distal cap 51 is provided with
four circumferential flexible legs 58 which are also able
to cooperate with adequate surfaces of the housing 40
so as to be compressed within said housing 40 before
any use, but which remain deflected once the protection
cap 50 has been removed at least once from the housing
40. Asaconsequence, for these two examples also, even
if the protection cap 50 is replaced on the distal end of
the housing 40, the deflected flexible legs (57, 58) inform
the potential second user that the protection cap 50 has
already been removed and that, as a consequence, the
device should not be used.

[0064] With reference to Figures 7A and 7B, the sup-
port 60 has the global shape of a longitudinal cage open
on one side and at the bottom. The cage therefore com-
prises three longitudinal walls, two lateral walls 62 and a
back wall 63 bridging together the two lateral walls 62.
For purposes of description of the support 60, the back
is designated as being the wall bridging the two lateral
walls, and the front is designated as being opposite the
back. At its proximal end 60a, the support 60 comprises
atopwall 64. Atits distal end 60b, the support 60 is open.
Each lateral wall 62 is provided in the distal region of its
free side 62a with a series of four recesses 65 distributed
longitudinally and intended to be part of the connecting
means for assembling the support 60 (which is part of
the motor part 100 of the device 1 as shown on Figures
11A-11C) with the housing 40 of the device 1. Slightly
proximally spaced with respect to the recesses 65, the
free side 62a of each lateral wall 62 is further provided
with an outer longitudinal rod 66 provided with a peg 66a.
Proximally spaced with respect to the outer longitudinal
rod 66, each lateral wall 62 is further provided with a wall
portion 67 extending in the front direction of the support
60, each wall portion 67 being provided with a transversal
ridge 68 provided with a proximal peg 68a. Each lateral
wall 62 is further provided with a longitudinal leg 69 ex-
tending from the wall portion 67 in the proximal direction.
Each lateral wall 62 is further provided on its inner face
with a longitudinal ridge 61 (only one being visible on
Figures 7A and 7B) extending from the distal end of the
lateral wall 62 and ending substantially half way through
the length of said lateral wall 62, the proximal end of the
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longitudinal ridge 61 therefore forming an abutment sur-
face 61 a.

[0065] With reference to Figure 8, the lever member
70 comprises a cylinder part 71 rotatable around its lon-
gitudinal axis R. The cylinder part 71 is provided with a
radial projection 77 comprising two parallel radial legs 72
extending in the outward direction and bridged together
via a a longitudinal radial wall 73. Each radial leg 72 is
provided at its free end with a peg 74 having the global
shape of a parallelogram with a rounded side 74a, and
a planar side 74b located opposite the rounded side 74a.
As will appear from the description below, as the cylinder
part 71 rotates around its longitudinal axis R, the radial
projection 77 describes a circle and is capable of chang-
ing angular positions.

[0066] With reference to Figures 9A-9C, the locking
member 80 comprises a semi-collar 81 prolonged at its
free ends with two opposite side walls 82. Each side wall
82 is provided with one longitudinal leg 83 extending in
the distal direction towards a distal end 83b, each longi-
tudinal leg 83 being provided at its proximal end with an
inner projection 83a extending in the direction opposite
the semi-collar 81. Each side wall 82 is further provided
on its outer face with a longitudinal lodging 84 extending
substantially along the length of the height of the side
wall 82. The lodging 84 is traversed on its whole length
by a through hole 84a. In its distal region, the lodging 84
is interrupted on a slight distance thereby forming a distal
recess 84b. Each side wall 82 is further provided with a
flexible ring 85 having an attachment point 85a fixed to
a proximal edge of the side wall 82, the flexible ring ex-
tending from this attachment point 85a in the proximal
direction, the flexible ring 85 being able to adopt a flat-
tened configuration when submitted to a distal pressure.
[0067] With reference to Figure 10, the button 90 has
a globally U shape, namely two parallel longitudinal lat-
eral walls 91 bridged together at their proximal ends by
a transversal proximal wall 92. Each lateral wall 91 has
aglobally rectangular proximal portion 91 a, which is bent
in its distal region so as to further extend as an oblique
portion 91 b, the oblique portion 91 b being itself bent
again so as to terminate as a longitudinal portion 91c,
the distal end 91d of which has a pointed shape compris-
ing a sloped surface 91e.Each lateral wall 91 is provided
on the outer surface of its rectangular portion 91 a with
a hook 93 extending beyond an edge of the rectangular
portion 91 a, globally in the direction of the oblique portion
91 b.

[0068] The operation of the device 1 of the invention
will now be explained with reference to Figures 1Ato 17B.
[0069] With reference to Figures 11A to 11C is shown
what is called the motor part 100 of the device 1, namely
the plungerrod 20, the support 60, the lever member 70,
the locking member 80, the button 90 and the first helical
spring 8 assembled altogether.

[0070] Asappearsfrom Figure 11A, the support60 and
the plungerrod 20 are coupled together via the first helical
spring 8 and the lever member 70. The first helical spring
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8 is received within the longitudinal tubular lodging 23.
The longitudinal tubular lodging 23 is lodged within the
proximal region of the inner space of the support 60, with
the longitudinal tangential wall 24 of the plunger rod 20
facing the inner face of the back wall 63 of the support
60. The distal end of the first helical spring 8 bears on
the proximal face of the distal end 23b of the longitudinal
tubularlodging 23, and the proximal end of the first helical
spring 8 bears on the distal face of the top wall 64 of the
support 60. The helical spring 8 is therefore aligned on
the longitudinal axis of the longitudinal tubular lodging 23
of the plunger rod 20.

[0071] In the position of the motor part of the device
as shown on Figures 11A-11C, the first helical spring 8
is in a first state, which is a stressed state. As such, the
helical spring 8 naturally tends to separate the plunger
rod 20 from the support 60. Nevertheless, the lever mem-
ber 70 acts as retaining means for maintaining the first
helical spring 8 initsfirst stressed state. Indeed, as shown
on Figure 11A, the cylinder part 71 of the lever member
70 is lodged within the semi-tubular recess 25 of the
plunger rod 20 with its radial projection 77 extending
through the opening of the semi-tubular recess 25. The
cylinder part 71 is received in the semi-tubular recess 25
in a rotatable way : in other words, the cylinder part 71
is capable of rotating within the semi-tubular recess 25,
around its longitudinal axis R (see Figure 8), and the ra-
dial projection 77 is allowed to change angular positions
in the range of angular positions allowed by the dimen-
sions of the opening of the semi-tubular recess 25 and
by the presence of the oblique wall 26 of the plunger rod
20. In the position shown on Figure 11A, the position of
the semi-tubular recess 25 on a distal face of a distal
transversal wall of the longitudinal tubular lodging 23 with
its opening facing the distal direction allows the radial
projection 77 of the rotatable cylinder part 71 to extend
in the distal direction. The pegs 74 are in distal abutment
against the abutment surfaces 61a of the longitudinal
ridges 61 of the lateral walls 62 of the support 60.
[0072] In addition, as shown on Figures 11A-11C, the
lever member 70 is positioned so as to have its rotatable
cylinder part 71 included in a plane that is transversal
with respect to the longitudinal axis of the longitudinal
tubular lodging 23 of the plunger rod 20. In this position
of the motor part 100, the lever member 70 is prevented
from rotating around the longitudinal axis R of its cylinder
part 71 by means of the inner projections 83a of the lock-
ing member 80 coming in abutment against the planar
sides 74b of the pegs 74. As appears from Figure 11C,
the locking member 80 is slidingly mounted on the sup-
port 60 by means of its longitudinal lodgings 84 receiving
the outer longitudinal rods 66 of the support 60. The distal
ends of the longitudinal lodgings 84 being in abutment
on the peg 66a (see Fig. 7B) of the longitudinal rod 66,
the locking member 80 is not slidable with respect to the
support 60 in the distal direction. Nevertheless, the lock-
ing member 80 is slidable with respect to the support 60
in the proximal direction.
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[0073] AsshownalsoonFigure 11C, inthis assembled
position of the motor part 100 of the device of the inven-
tion, the semi-collar 81 of the locking member 80 sur-
rounds the distal region of the shaft 21 of the plunger rod
20 and the flexible rings 85 of the locking member 80 are
distally spaced from the transversal ridge 68 of the wall
portion 67 of the lateral walls 62 of the support 60.
[0074] As further shown on Figures 11A-11C, the mo-
tor part 100 of the device further comprises the button
90 which is slidingly mounted on the support 60. As more
clearly shown on Figure 11C, the button 90 is mounted
on the support 60 by means of the longitudinal legs 69
of the lateral walls 62 of the support 60 being received
within the hook 93 of the button 90 and being allowed to
slide therein.

[0075] As shown on Figures 11A-11C, the motor part
100 is an autonomous part of the device 1 of Figure 1A,
that may be transported and/or handled on its own. This
motor part 100 is intended to be connected to the housing
part of the device, said housing part comprising the hous-
ing 40 containing the prefilled syringe 2, as will appear
from the description below. In this view, the motor part
100 comprises means for connecting the support 60 to
the housing 40, under the form of the recesses 65.
[0076] Withreference to Figures 1A-1C, the motor part
100 of Figures 11A-11C has been connected to the hous-
ing part for forming the device 1 of the invention. The
motor part 100 is connected to the housing 40 of the
housing part by means of the projections 43 of the hous-
ing 40 being snap-fitted within the corresponding recess-
es 65 of the support 60. As such, all the elements of the
motor partwhich were previously described as being cou-
pled the support 60 are therefore now coupled to the
housing 40 itself, via said support. In the same way, the
elements of the motor part which were previously de-
scribed as being slidingly mounted with respect to the
support 60, such as the button 90, are now slidingly
mounted with respect to the housing 40.

[0077] As appears from comparison between Figure
11C and Figure 1C, the connection of the housing part
to the motor part 100 has caused the locking member 80
to be slightly moved in the proximal direction with respect
to the support 60. As a consequence, the proximal end
of each flexible ring 85 now comes in contact with the
distal face of the transversal ridge 68, yet without stress-
ing said flexible rings 85. The role of the flexible rings 85
will be described later in the description.

[0078] With reference to Figure 1A, although the lock-
ing member 80 has moved proximally, the inner projec-
tions 83a of the locking member 80 still come in abutment
against the planar sides 74b of the pegs 74, thereby pre-
venting the lever member 70 to rotate as explained
above.

[0079] With reference to Figure 1A, the arrangement
between the various elements received within the hous-
ing 40, and therefore forming the housing part of the de-
vice 1, will now be described. The housing 40 has a lon-
gitudinal axis A, aligned on the proximal-distal direction.
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[0080] A first element contained in the housing 40 is a
container, having the form of a syringe 2 in the example
shown, aligned on the longitudinal axis A. The syringe 2
has a global tubular shape and is substantially closed at
its distal end by a needle 3 for the exit of the product to
be injected. As shown on Figure 1A, the syringe 2 is pre-
filled with the product 7 to be injected and is closed at its
proximal end by a stopper 6. As will appear in the follow-
ing description, the stopper 6 is capable of moving within
the syringe 2 under distal pressure and is intended to
cooperate with the distal end of the shaft 21 of the plunger
rod 20 in order to realize injection of the product 7. The
syringe 2 is further provided at its proximal end with an
outer flange 5. In the storage position of the device 1 as
shown on Figure 1A, the syringe 2 is further provided at
its distal end with a rubber cap 4 surrounding the needle
3 so as to protect it. In an embodiment not shown, the
rubber cap may also comprise a rigid part.

[0081] The thus prefilled syringe 2 is received within
the syringe holder 10 by means of the distal face of its
outer flange 5 bearing onto the proximal rim 11 (see Fig-
ure 2A) of the syringe holder 10. The syringe holder 10
is also aligned on longitudinal axis A and the syringe 2
is therefore blocked in distal translation with respect to
the syringe holder 10. In addition, the syringe is further
blocked in proximal translation with respect to the syringe
holder 10 by means of friction force existing between the
syringe 2 and the syringe holder 10; As a consequence,
all elements herein described as being coupled to the
syringe holder 10 are therefore also coupled to the sy-
ringe 2.

[0082] In the storage position of the device 1 as shown
on Figures 1A-1C, the distal region of the syringe holder
10 is received in the needle protection sleeve 30. The
needle protection sleeve 30is alighed on longitudinal axis
A. The syringe holder 10 is coupled to the needle pro-
tection sleeve 30 first by means of a second helical spring
9, which is in a first stressed state, so that the distal end
of second helical spring 9 bears on the proximal face of
the inner radial rim 36 of the distal sleeve 31 of the needle
protection sleeve 30, and the proximal end of the second
helical spring 9 bears on the distal face of the distal rim
15 of the syringe holder 10. The second helical spring 9
being in a first stressed state, it tends to separate the
syringe holder 10 from the needle protection sleeve 30 :
as such, the syringe holder 10 and the needle protection
sleeve 30 are further coupled together by means of radial
outer peg 14 of the syringe holder 10 being in proximal
abutment against the proximal edge 35a of longitudinal
window 35 of the bridging wall 33 of the needle protection
sleeve 30. As such, the radial outer peg 14 and the prox-
imal edge 35a of longitudinal window 35 act as means
for maintaining the second helical spring 9 in its first
stressed state.

[0083] As shown on Figure 1A, the syringe holder 10
and the needle protection sleeve 30 are further received
within the housing 40, the syringe holder 10 being slid-
ingly mounted on the housing 40 by means of the peg
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12a of its ridge 12 being engaged in the proximal longi-
tudinal groove 47 of the housing 40. In this position, the
outer projections 16 of the syringe holder 10 (see Fig.
2A) enter the window 44 of the housing 40 by its open
proximal end 44a (see Fig. 5B), the outer projections 16
coming in distal abutment against the distal edge 44b of
the window 44 of the housing 40.

[0084] In the storage position of the device 1 as shown
on Figure 1A, the syringe holder 10 is further connected
to the motor part 100 of the device 1 by means of the rim
27a of the distal leg 27 of the plunger rod 20 being en-
gaged in flexible hook 13 of the syringe holder 10.
[0085] The device 1 of Figure 1A further comprises a
protection cap 50 for protecting the distal end of the de-
vice 1, in particular the needle 3. The protection cap 50
is mounted on the housing 40 by connection means (not
shown) present on the distal cap 51. The long legs 54
and the inner rim 55 are means for removing the rubber
cap 4 from the distal end of the syringe 2. The short legs
52 are received within the second helical spring 9, the
proximal end of said legs facing the distal end of the sy-
ringe holder 10 to avoid any distal displacement of the
needle protection sleeve 30 when the filled syringe is
loaded into the housing part of the device.

[0086] Regarding the motor part 100, apart from the
locking member 80 which has been slightly moved prox-
imally by connection to the housing 40 as described
above, the arrangement and positions of its various ele-
ments in Figures 1A-1C are the same than the ones al-
ready described Figures 11A-11C and are not repeated
here again.

[0087] In particular, in the position of Figures 1A-1C,
the lever member 70 is positioned so as to have its ro-
tatable cylinder part 71 included in a plane tranversal to
the longitudinal axis A of the syringe 2. The radial pro-
jection 77 has an angular position such that said radial
projection 77 extends distally from the cylinder part 71.
[0088] Moreover, in this position of Figures 1A-1C, the
shaft 21 of the plunger rod 20, coupled to the stopper 6
via its distal end, is aligned on the longitudinal axis A of
the syringe. As aconsequence, the helical spring 8, which
is lodged in the tubular lodging 23 of the plunger rod 20,
is aligned on the longitudinal axis of the tubular lodging
23, which is parallel but separate from the longitudinal
axis A. As will appear later in the description, this lateral
position of the helical spring 8 with respect to the longi-
tudinal axis A will allow the helical spring 8 to produce a
distal force parallel to the longitudinal axis A when said
helical spring 8 is freed. In the position of the device 1
shown on Figures 1A-1C, the housing 40 is fixed with
respect to the support 60.

[0089] Although the housing 40, and the various ele-
ments it contains, namely the syringe 2, the syringe hold-
er 10, the needle protection sleeve 30, the rubber cap 4,
the protection cap 50, has been described above in a
position where it is connected to the motor part 100 of
the device 1, such housing 40 and its elements form an
autonomous part of the device 1 that may be transported
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and/or handled on its own.

[0090] The device 1 of the invention has therefore ad-
vantages for the pharmaceutical companies, which may
fill the syringe 2 on a first site, and assemble the syringe
2 in the housing 40 on this first site, while the motor part
100 of the device 1 may be assembled on a second site.
The motor part 100 and the housing 40 may then be
connected to each other so as to obtain the device 1.
[0091] The device 1 of the invention is provided to the
user in the configuration shown on Figures 1A-1C, pref-
erably surrounded by an outer shell 400, as shown on
Figure 20. The user is usually a patient that will complete
the injection on his own. When the user is ready, he
grasps the device 1 of Figures 1A-1C and he removes
the protection cap 50. During the step of removal of the
protection cap 50, thanks to the syringe holder 10 being
firmly connected to the motor part 100 of the device 1 by
means of the rim 27a of the distal leg 27 of the plunger
rod 20 being engaged in flexible hook 13 of the syringe
holder 10, the syringe 2 remains in the same position and
is not submitted to back and forth movements in the distal
and proximal directions.

[0092] Once the cap 50 is removed, the device 1 may
not be triggered as long as the device 1 is not applied in
a proper way on the skin of the patient. Indeed, the re-
moval of the cap 50 has not changed the relationship
between the support 60 and the plunger rod 20, and in
particular between the lever member 70 and the locking
member 80.

[0093] Figure 12A is a partial detail perspective view
of the relationship between the locking member 80 and
the lever member 70 in the position of the device 1 where
the protection cap 50 has been removed but the device
1 has not yet been applied on the skin of the patient. For
clarity’s sake, the support 60 is not shown onFigure 12A :
nevertheless, it must be born in mind that the distal end
of the pegs 74 are in abutment on the abutment surface
61a of the longitudinal ridge 61 of the support 60 (see
Figure 11A). With reference to Figure 12A, in this position
of the device 1, the cylinder part 71 of the lever member
70 is not allowed to rotate along its longitudinal axis R
because of the planar sides 74b of the pegs 74 being in
abutment against the inner projections 83a of the locking
member 80.

[0094] Figure 12B is a view similar to Figure 12A, on
which the representation of the distal end 91d of the lon-
gitudinal portion 91c of the button 90 has been added. It
appears clearly from this Figure 12B that, ifthe user push-
es distally on the transversal wall 92 of the button 90 (see
Figures 10 and 1A), the distal end 91d of the longitudinal
portion 91c¢ of the button will move distally but will have
no action on the lever member 70. In particular, the
sloped surface 91 e of the distal end 91 d of the button
may come in contact with the rounded side 74a of the
peg 74 of the lever member 70, but nothing will happen,
as the lever member 70 is not allowed to rotate, as ex-
plained above. The lever member 70 therefore acts as
retaining means for maintaining the first helical spring 8
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in its first stressed state, and the lever member 70 is in
a passive condition, as activation of the button 90 has no
effect on the lever member 70 and therefore does not
trigger the injection.The locking member 80 acts as lock-
ing means for preventing the triggering means (button
90 and its sloped surface 91e) from moving the lever
member from its passive condition to its active condition.
[0095] Withreference to figures 12A and 12B, one can
see that, in this passive condition of the lever member
70, the proximal face 34a of each proximal projection 34
of the needle protection sleeve 30 (partially shown) faces
directly the distal end 83b of a longitudinal leg 83 of the
locking member 80.

[0096] As a consequence, for releasing the locking
member 80 and allowing the lever member 70 to be able
to go from its passive condition to an active condition, in
which the insertion of the needle may be triggered, the
user needs to apply the device 1 on his skin or on the
skin of the patient via the distal end 31 b of the distal
sleeve 31 of the needle protection sleeve 30 as shown
on Figure 13A, and then push distally on the housing 40.
Because of the relationship described above between
the housing 40 and the needle protection sleeve 30, this
movement causes the needle protection sleeve 30 to
move proximally with respect to the housing 40, and
therefore with respect to the support 60, which is fixed
with respect to the housing 40. While the needle protec-
tion sleeve 30 moves proximally with respect to the sup-
port 60, the proximal faces 34a of its proximal projections
34 push proximally onto the distal ends 83b of the locking
member 80, since said distal ends 83b face the proximal
faces 34a of the proximal projections 34 of the needle
protection sleeve 30, as shown on Figures 12A and 12B.
[0097] Asaconsequence,andwith reference to Figure
14A which schematically shows the inner projection 83a
ofthe locking member 80, the peg 74 of the lever member
70 and the distal end 91d of the button 90, the inner pro-
jection 83a of the locking member 80 is moved proximally
with respect to the peg 74 of the lever member 70, said
inner projection 83a no more facing the planar side 74b
of the peg 74 of the lever member 70. The locking mem-
ber 80 has therefore been released and distal movement
of the button 90 is now capable of rotating the cylinder
part 71 of the lever member 70, as will appear later from
description of Figure 14B. During this step, the proximal
faces 34a of the proximal projections 34 of the needle
protection sleeve 30 form deactivating means of the lock-
ing member 80, acting as locking means for preventing
the triggering means from moving the retaining means ,
namely the lever member 70, from its passive condition
to its active condition..

[0098] As shown on Figure 13A, the inner projection
83a of the locking member 80 no more faces the planar
side 74b of the peg 74 of the lever member 70. With
reference to Figure 13C, one can see that the proximal
movement of the locking member 80 with respect to the
support 60, allowed as the locking member 80 is slidingly
mounted on the support 60, has caused the flexible rings
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85 to come in abutment against the distal face of the
transversal ridges 68 of the support 60, thereby reaching
their flattened condition corresponding to their stressed
condition. The flexible rings 85 therefore allow the deac-
tivating means, namely the needle protection sleeve 30,
to come back to its storage position in case the user is
not satisfied by the location where he has applied the
device 1 on the skin in the first place and decides to re-
move the device 1 from the skin in order to apply it at
another location before triggering injection. When the us-
erremoves the device 1 from the firstlocation, the flexible
rings 85 come back to their rest state automatically and
cause the distal movement of the locking member 80,
thereby locking again the triggering means. The flexible
rings 85 therefore act as storage elastic return means for
urging the needle protection sleeve 30 back in its storage
position, in the absence of any pressure applied on said
housing 40 or needle protection sleeve 30.

[0099] The device 1 of the invention is therefore safe,
as the user is allowed to give more than just one try in
order to choose the location on the skin where he wishes
to trigger the injection.

[0100] Once the user is satisfied with the location on
the skin where he has applied the device 1, and once the
locking means are released, as explained above, the us-
er pushes distally on the transversal proximal wall 92 of
the button 90. The button 90 being slidingly mounted onto
the support 60, the distal end 91d of the button moves
distally with respect to the lever member 70. This move-
ment causes the sloped surface 91e of the distal end 91d
of the button 90 to come in contact with the rounded side
74a of the peg 74 of the lever member 70, as shown on
Figure 14B, causing the rotation of the cylinder part 71
(seeFig. 8) of the lever member 70 around its longitudinal
axis R. Only little force is required from the user for push-
ing the sloped surface 91e as the user may benefit from
natural gravitational force for completing this step, the
button 90 being slidingly mounted onto the support 60
along a direction parallel to said longitudinal axis A.
[0101] The radial projection 77 moves from its first an-
gular position (extending in the distal direction) to its sec-
ond angular position, in which it is parallel to the oblique
wall 26 (see Figure 15A) acting as an abutment surface
for maintaining the radial projection 77 in this second
angular position. As a consequence of the radial projec-
tion 77 reaching its second angular position, the distal
face of the peg 74 escapes the abutment surface 61 a
of the longitudinal ridge 61 of the lateral wall 62 of the
support 60. While pressing distally onto the transversal
wall 92 of the button, the only resistance the user has to
overcome is the angular displacement of the radial pro-
jection 77 : such an angular displacement requires only
very little force to be completed. The user needs notapply
a high force on the button 90 in order to complete this
tep. The activation of the triggering means and the initi-
ation of the insertion step of the needle is therefore very
easy and simple : the user has no anxiety to face as the
step proceeds very softly and smoothly.
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[0102] The moving of the lever member 70 from its
passive condition to its active condition frees the first hel-
ical spring 8 which expands, as it automatically tries to
reach a less stressed state than its first state. The button
90 therefore acts as triggering means for releasing the
retaining means, namely the lever member 70. Whil ex-
panding, the helical spring 8 produces a distal force along
the axis of the longitudinal tubular lodging 23, said axis
being parallel to the longitudinal axis A. The plunger rod
20, thanks to its bridge 22 and its shaft 21, is shaped and
dimensioned so as to transmit this distal force to the sy-
ringe 2.

[0103] Because of the gliding resistance of the stopper
6, which is reinforced by the fact that the rim 27a of the
distal leg 27 of the plunger rod 20 is engaged in the flex-
ible hook 13 of the syringe holder 10, the stopper 6 does
not move with respect to the syringe 2, but the plunger
rod 20, the syringe holder 10 and the syringe 2 are all
driven in the distal direction, thereby realizing the inser-
tion of the needle 3 into the injection site 10, as shown
on Figure 15A. The rim 27a of the distal leg 27 of the
plunger rod 20 and the flexible hook 13 of the syringe
holder 10 therefore form maintaining means for maintain-
ing the syringe 2 fixed with respect to the plunger rod 20
when the first helical spring 8 goes from its first state to
its second state. During this step, the first helical spring
8 therefore acts as biasing means for moving the syringe
2 from its first position to its second position, said second
position being an insertion position (needle inserted into
the injection site).

[0104] In this position of the device 1 where the needle
3 is inserted in the injection site 10, and the distal end of
the syringe 2 comes in abutment with the skin of the pa-
tient, as shown on Figure 15A, the peg 12a of the syringe
holder 10 has reached the window 48 of the proximal
longitudinal groove 47 of the housing 40 in which it has
become engaged. As a consequence, the syringe holder
10 is now no more slidable with respect to the housing
40. The peg 12a and the window 48 therefore act as fixing
means for maintaining the syringe 2 inits second position
withrespectto the housing 40. Moreover, the distal move-
ment of the syringe holder 10 with respect to the needle
protection sleeve 30 has caused the second helical
spring 9 to reach a second state, in which it is more
stressed than in its first state.

[0105] As a consequence, from this step on, the sy-
ringe holder 10 will remain fixed with respect to the hous-
ing 40, and the removal of the device 1 from the skin of
the patient will automatically cause the expansion of the
second helical spring 9 and therefore the movement of
the needle protection sleeve 30 to its final position, in
which it surrounds the needle 3 (see Figure 17A). The
device 1 of the invention is therefore very safe and re-
quires no additional effort from the user for triggering the
protection of the needle 3 as soon as the insertion step
is completed, regardless from the fact that the injection
step has started or not.

[0106] Once the needle 3 is inserted, the first helical
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spring 8 continues to expand towards a third state, less
stressed than its second state. As is shown on Figure
15A, the distal end of the syringe 2 being now in abutment
against the skin of the patient, the syringe 2 cannot be
moved further on in the distal direction, and the force of
the helical spring 8 now causes the rim 27a of the distal
leg 27 of the plunger rod 20 to escape the flexible hook
13 of the syringe holder 10 by overcoming the distal outer
projection 13a of this hook 13, thereby causing the distal
movement of the stopper 6 within the syringe 2. The in-
jection therefore takes place and the product 7 is expelled
into the injection site 10 through the needle 3 until the
stopper 6 reaches the distal end of the syringe 2, as
shown on Figure 16A. In this position of end of injection,
the rim 27a of the distal leg 27 of the plunger rod 20
comes close to the outer radial rim 45 of the housing 40.
[0107] During this step, the first helical spring 8 acts
as urging means for distally moving the stopper 6 once
the syringe 2 has reached its second position, and there-
fore realize injection of the product 7. As such, in the
example shown on these figures, the biasing means and
the urging means are under the form or a single helical
spring, namely the first helical spring 8, going from a first
state to a second state, and then from said second state
to a third state, said third state being less stressed than
said second state, said second state being less stressed
than said first state.

[0108] Whatever the necessary intrinsic force of the
helical spring 8 for completing both the insertion step and
the injection step, the effort required from the user at the
beginning of the process for initiating the insertion step
remains low due to the arrangement of the lever member
70.

[0109] In embodiments not shown, the biasing means
and the urging means could be under the form of two
different helical springs. In embodiments, these two dif-
ferent helical springs could be concentric.

[0110] The user then removes the device 1 from the
injection site, and, as already explained above, the sec-
ond helical spring 9 naturally expands from its second
state to a rest state and causes the needle protection
sleeve 30 to move distally with respect to the syringe 2
and to cover the needle 3, as shown on Figure 17A. The
needle protection sleeve 30 therefore acts as needle pro-
tection means movable with respect to said housing 40
when the syringe 2 is fixed in its second position with
respect to said housing 40 between an insertion position,
in which the distal tip of the needle extends beyond the
distal end of the needle protection means, and a final
position, in which the distal tip of the needle does not
extend beyond the distal end of the needle protection
means and is surrounded by the needle protection
means. During this step, the second helical spring 9 acts
as elastic return means for automatically moving said
needle protection means (needle protection sleeve 30)
from its insertion position to its final position, upon re-
moval ofthe device 1 from the injection site 10 by the user.
[0111] Figures 18A-18E are partial views showing only
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the needle protection sleeve, the lever member and the
button of a device 101 which is an alternative embodi-
ment of the device 1 of Figures 1A-17B, in which the
locking means is integrate with the needle protection
sleeve. The other parts of the device 101 being identical
to that of the device 1 of figures 1A-17B, for sake of clarity,
they are not shown again on the Figures. On these Fig-
ures, the lever member is identical to that of the device
1 of figures 1A-17B and the same references have been
maintained.

[0112] With reference to Figures 18A-18E, the needle
protection sleeve 130 is dimensioned and shaped so as
to be able to receive a syringe holder like in figures 1A-
17B. The needle protection sleeve 130 comprises a distal
sleeve 131 having a proximal end and a distal end and
a globally tubular shape. At its proximal end, the distal
sleeve 131 is provided with two lateral walls 132, parallel
to each other and extending in the proximal direction.
The two lateral walls 132 are linked to each other by a
bridging wall 133 identical to the bridging wall 33 of the
device of Figures 1A-17B. Each lateral wall 132 is further
provided, at its corner joining the bridging wall 133, with
a proximal projection 134 having a proximal face 134a.
Each proximal face 134a is further provided with a prox-
imal leg 137. Each proximal leg 137 is provided at its
proximal end with a transversal wall 138 extending in the
backward direction and terminated by a planar wall 139.
At its distal end, the distal sleeve 131 is provided with an
inner radial rim (not visible on the Figures) identical to
inner radial rim 36 of figures 1A-17B.

[0113] With reference to Figures 18A-18E, the button
190 comprises two parallel longitudinal lateral walls 191
bridged together at their proximal ends by a transversal
proximal wall 192. Each lateral wall 191 has a globally
longitudinal portion 191c, the distal end 191d of which
has a pointed shape comprising a sloped surface 191 e.
[0114] The device 101 has no part corresponding to
the locking member referenced 80 of the device 1 of Fig-
ures 1A-17B. In device 101, the locking means is the
surface corresponding to the planar wall 139 of the trans-
versal wall 138 of the needle protection sleeve 130.
[0115] With reference to Figure 18A, the device 101 is
in its storage position. In this position, the lever member
70 is positioned so as to have its rotatable cylinder part
71 included in a plane tranversal to the longitudinal axis
A of the syringe (not shown). The radial projection 77 has
an angular position such that said radial projection 77
extends distally from the cylinder part 71.

[0116] The planar wall 139 is in abutment against the
peg 74, therefore preventing the lever member 70 to ro-
tate, even if a user pushes distally on the button 190
thereby causing distal movement of the distal end 191d
of the button 190. The lever member 70 is in its passive
condition and the planar wall 139 acts as locking means
preventing the triggering means (button 190) from mov-
ing the lever member 70 from its passive condition to its
active condition.

[0117] With reference to Figure 18B, the device 101
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has been applied on the skin of the patient and the user
has pushed distally on the housing (not shown) in the
same manner as that described in Figures 1A-17B for
device 1. As a consequence, the needle protection
sleeve 130 has moved proximally with respectto the lever
member 70, and the planar wall 139 now faces the peg
74 no more. The locking means (planar wall 139) have
been released by the needle protection means 30 acting
as deactivating means.

[0118] With reference to Figure 18C, the user has
pushed distally on the transversal wall 192 of button 190,
thereby causing distal movement of the distal end 191d
of the button 190 with respect to the lever member 70.
The sloped surface 191 e of the button 190 comes in
abutment on the rounded side of peg 74, causing the
rotation of the lever member 70. The radial projection 77
of the lever member 70 moves from its first angular po-
sition to its second angular position and escapes the sup-
port (not shown), freeing the first helical spring (not
shown) in the same manner as that described for the
device 1 of Figures 1A-17B.

[0119] Like in the embodiment of Figures 1A-17B,
while pressing distally onto the button 190, the only re-
sistance the user has to overcome is the angular dis-
placement of the radial projection 77 : such an angular
displacementrequires only very little force to be complet-
ed. The user needs not apply a high force on the button
190 in order to complete this tep. The activation of the
triggering means and the initiation of the insertion step
of the needle is therefore very easy and simple : the user
has no anxiety to face as the step proceeds very softly
and smoothly.

[0120] With reference to Figure 18D, the device 101 is
shown in its position where the needle (not shown) has
been inserted. With reference to Figure 18E, the device
101 is shown in its position where the needle protection
sleeve 130 is in its final position.

[0121] With reference to Figure 25 is shown a partial
view of the motor part 100 of the device 101 of Figures
18A-18E, before connection to the housing part, and with
temporary lock, under the shape of an axle 75 fixed with
respect to support 60, facing the lever member 70 for
preventing said lever member 70 to rotate. In this view,
the lever member 70 is further provided with a distal leg
76 designed for facing axle 75. Once the motor part 100
is connected to said housing part, the axle 75 is removed
from said motor part 100 and thenreplaced by the surface
139 of needle protection sleeve 130.

[0122] Withreference to Figures 19A and 19B is shown
a controlling means and temporizing means assembly
210 suitable for devices 1 and 101 of Figures 1A-18E.
The controlling means and temporizing means assembly
210 of Figures 19A and 19B comprises a holder 220 bear-
ing a damping gear wheel 230 coupled with a sensitive
indicator 240 via a helical spring 250.

[0123] With reference to Figures 19A and 19B, the
holder 220 comprises a back wall 221 connecting togeth-
er two lateral walls 222. The back wall 221 is intended
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to receive the damping gear wheel 230 : the damping
gear wheel 230 is fixed to the back wall 221 in a classical
way. Each lateral wall 222 is provided at its free edge
222a with a longitudinal hook 223 : as will appear from
the description below, these hooks 223 are intended to
maintain the controlling means and temporizing means
assembly 210 fixed to the support 60 of the device of
Figures 1A-18E. The holder 220 is provided with a first
longitudinal leg 224 extending from the back wall 221 in
the distal direction and provided at its distal end with a
side peg 224a. Slightly proximally spaced from the side
peg 224a, the longitudinal leg 224 is further provided with
a front peg 224b. The back wall 221 is further provided
with a second longitudinal leg 225 extending in the distal
direction and globally parallel to the first longitudinal leg
224, the second longitudinal leg 225 being shorter than
the first longitudinal leg 224. The second longitudinal leg
225 is provided at its distal end with a front rim 225a.
Opposite the two longitudinal legs (224, 225), the holder
220 is provided with a proximal shaft 226 extending from
the back wall 221 in the proximal direction. At its distal
end, where it is connected to the proximal edge of the
back wall 221, the shaft 226 is provided with a circular
rim 227.

[0124] Still with reference to Figures 19A and 19B, the
damping gear wheel 230 comprises a circular plate 231
bearing a cogwheel 232 provided with circumferentially
distributed outer teeth 233. The circular plate 231 is fixed
with respect to the holder 220. The cogwheel 232 is al-
lowed to rotate with respect to the circular plate 231
around its rotation axis 234, the rotation of the cogwheel
232 being controlled so as to be reduced by means of
cooperation between a lubricant such as grease and the
circular plate 231.

[0125] WithreferencetoFigures 19A and 19B, the sen-
sitive indicator 240 comprises a tubular part 241 provided
at its proximal end with an inner radial rim 241a. The
sensitive indicator 240 is further provided with a longitu-
dinal leg 242 extending from the distal end of the tubular
part 241 in the distal direction, the longitudinal leg 242
bearing a ratchet rail 243 provided with a plurality of
notches 244. The longitudinal leg 242 further comprises
near its distal end a recess 245 located opposite to the
ratchet rail 243. At the proximal end of the tubular part
241 and laterally spaced with respect to the longitudinal
axis of said tubular part 241, extends a shaft portion 246
inthe proximaldirection. The shaft portion 246 is provided
at its proximal end with a rounded bump 247.

[0126] On Figures 19A and 19B, the controlling means
and temporizing means assembly 210 is in a before use
position, preloaded and ready to be triggered for produc-
ing a sensitive indication in a delayed manner. In this
before use position, the sensitive indicator 240 is mount-
ed on the holder 220 by means of shaft 226 of the holder
220 being received within the tubular part 241 of the sen-
sitive indicator 240, the distal end of the tubular part 241
bearing onto the proximal edge of the back wall 221. The
helical spring 250 is received within the tubular part 241,

10

15

20

25

30

35

40

45

50

55

15

where it surrounds the shaft 226. As appears from Figure
19B, the distal end of the helical spring 250 bears on the
circular rim 227 of the holder 220 and the proximal end
of the helical spring 250 bears on the inner radial rim 241
a of the tubular part 241. In this preloaded position of the
controlling means and temporizing means assembly 210,
the helical spring 250 is in a stressed state, tending nat-
urally to separate the sensitive indicator 240 from the
holder 220. Nevertheless, the sensitive indicator 240 is
maintained fixed in translation with respect to the holder
220 by means of front peg 224b of the first longitudinal
leg 224 of the holder 220 being engaged in the recess
245 of the longitudinal leg 242 of the sensitive indicator
240. As appears also from Figure 19A, the notches 244
of the ratchet rail 243 of the sensitive indicator 240 face
the teeth 233 of the cogwheel 232 so as to be able to
cooperate with them for rotating the cogwheel 232.
[0127] The functioning of the controlling means and
temporizing means assembly 210 will now be explained
with respect to Figures 20-21B, in which the controlling
means and temporizing means assembly 210 has been
fixed to a device 201 differing from device 1 of Figures
1A-17B mainly by the shape of the proximal region of the
plunger rod 20. The plunger rod 20 of the device 201 of
Figures 20-21B differs from that of Figures 1A-17B by
the presence of a side projection 28 located at its proximal
end and visible on Figure 20. Concerning the rest of the
device 201, the references designating the same ele-
ments as in Figures 1A-17B have been maintained.
[0128] As appears from Figure 20, the controlling
means and temporizing means assembly 210 is fixed
onto the support 60 of the device 201 by means of hooks
223 being snap-fitted into engaging surfaces (not visible
on the Figures) located on lateral walls 62 of the support
60. The controlling means and temporizing means as-
sembly 210 is assembled on the support 60 in its preload-
ed state as shown on Figures 19A and 19B. Device 201
operates in the same manner as device 1 of Figures 1A-
17B, and the controlling means and temporizing means
assembly 210 remains in its preloaded state from the
storage position of the device 201 until the end of the
injection step : in other words, the operations described
from Figure 1A to Figure 16A for device 1 are also valid
for device 201.

[0129] On Figure 20 is further shown partially and in
dot line an outer shell 400 surrounding the device 201.
Such an outer shell 400 protects the various elements
constituting the device 201 and cancels from the user’s
view all these elements and their arrangement so as to
render the device simpler and more friendly to the user.
The outer shell 400 is provided at its proximal end 400a
with a proximal hole 410 for the user to be able to activate
the triggering means, namely to push distally on the but-
ton 90. The outer shell 400 is also provided at its distal
end 400b with a distal hole 420 in order to let the needle
protection means and the needle exit from the outer shell
400 for operation of the device. As shown on Figure 20,
an inner space 430 is present at the proximal end 400a
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ofthe outer shell 400, located between the rounded bump
247 of the sensitive indicator 240 and the distal face of
a transversal wall 440 forming the proximal end 400a of
the outer shell 400.

[0130] The controlling means and temporizing means
assembly 210 is triggered at the end of the injection step,
when the stopper, pushed distally by the plunger rod 20,
comes close to the distal end of the syringe. This position
is shown on Figure 21A : at this moment, the side pro-
jection 28 of the plunger rod 20, which moves distally
under the action of the first helical spring 8 tending to
reach a less stressed state, comes in contact with the
side peg 224a of the first longitudinal leg 224 of the holder
220 of the controlling means and temporizing means as-
sembly 210, and deflects it. For clarity’s sake, the outer
shell 400 has not been shown, or is only partially shown,
on Figures 21A and 21B.

[0131] By deflecting the side peg 224a of the first lon-
gitudinal leg 224 of the holder 220, the side projection 28
of the plunger rod 20 disengages the front peg 224b of
the first longitudinal leg 224 of the holder 220 from the
recess 245 of the longitudinal leg 242 of the sensitive
indicator 240, thereby freeing the helical spring 250 of
the controlling means and temporizing means assembly
210. The helical spring 250 expands in order to reach a
less stressed state and pushes proximally on the sensi-
tive indicator 240 which is moved in the proximal direc-
tion, as shown on Figure 21B. During this movement, the
notches 244 of the ratchet rail 243 of the sensitive indi-
cator 240 cooperate with the teeth 233 of the cogwheel
232 whichrotates. Therotation ofthe cogwheel 232 being
controlled so as to be reduced as explained above, the
proximal movement of the ratchet rail 243 and thus of
the shaft portion 246 and rounded bump 247 of the sen-
sitive indicator 240 is dampened, so that the movement
of the rounded bump 247 from its distal position, shown
on Figure 21A to its proximal position, shown on Figure
21B, takes a certain time. When the rounded bump 247
reaches its proximal position after having traveled ininner
space 430, it comes in contact with the distal face of the
transversalwall 440 ofthe outer shell 400 (partially shown
on Figure 21B) and produces a sensitive indication, such
as a sound. When the user hears this sound, he knows
that substantially all the product has been injected and
that he can remove the device 201 from the injection site
with no risk. The delay between the moment the control-
ling means and temporizing means assembly 210 is trig-
gered (Figure 21A) and the moment the contact between
the rounded bump 247 and the transversal wall 440 pro-
duces a sound ensures that substantially all the product
has been injected and that the user will not remove the
device from the injection site too early.

[0132] In the example shown, the sensitive indication
is therefore a sound indication. Alternatively or in com-
bination, the sensitive indication could be a visual indi-
cation or atactile indication. For example, the transversal
wall 440 of the outer shell 400 could be made of a trans-
parent material allowing the user to see the rounded
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bump 247 once it has reached its proximal position. In
such a case, the sensitive indicator would produce a vis-
ual indication that the device may be removed from the
injection site. Alternatively or in combination, the outer
shell 400 may be provided with a hole in the transversal
wall 440, allowing the rounded bump 247 to be felt by
the hand of the user. In such a case, the sensitive indi-
cator would produce a tactile indication that the device
may be removed from the injection site. In embodiments
not shown, the rounded bump 247 may comprise a light
that may be caused to be switched on when all the prod-
uct has been expelled from the syringe.

[0133] With reference to Figure 22 is shown an alter-
native embodiment of the controlling means and tempo-
rizing means assembly of Figures 19A and 19B. The as-
sembly 210 of Figure 22 differs from that of Figures 19A
and 19B in that the distal region of the longitudinal leg
242 of the sensitive indicator 240 is further provided with
side pins 248 (four on the example shown) able to coop-
erate with the front rim 225a of the second longitudinal
leg 225 of the holder 220, when the sensitive indicator
240 moves proximally as explained above. The sensitive
indicator 240 therefore produces a repeated sound, pro-
duced by the pins 248 coming in contact with, and es-
caping from, the front rim 225a of the second longitudinal
leg 225 of the holder 220.

[0134] With respect to Figures 23A-24B is shown an
alternative embodiment of a controlling means and tem-
porizing means assembly for the device of the invention.
The controlling means and temporizing means assembly
310 of Figures 23A-24B comprises a holder 320 intended
to be fixed to the support 60 of device 201 of Figures
21A-21B. The holder 320 bears a sensitive indicator 340
intended to move with respect to the holder 320 once the
controlling means and temporizing means assembly 310
is triggered.

[0135] With reference to Figures 23A and 23B, the
holder 320 comprises lateral arms 321 provided with
hooks 323 intended to be snap-fitted on the support 60
of device 201, as shown on Figures 24A and 24B, and
in the same manner as described for Figures 21A-21B.
The holder 320 comprises a piston 322 provided at its
proximal end with a stopper 324 in which are arranged
two longitudinal holes 324a. The holder 320 further com-
prises two lateral wall portions 325, distally spaced from
the lateral arms 321. Each lateral wall portion 325 is pro-
vided in its proximal region with a plurality (three on the
example shown) of inner teeth 326, and at its distal end
with an inner peg 327.

[0136] Still with reference to Figures 23A and 23B, the
sensitive indicator 340 is under the form of a tubular barrel
341 open at its distal end and closed at its proximal end
by a shaft 342 extending in the proximal direction. The
tubular barrel 341 is provided at its proximal end with an
inner rim 341 a forming an abutment surface. The sen-
sitive indicator 340 is further provided at the distal end
of the tubular barrel 341 with a transversal wall 343 from
which two parallel longitudinal legs 344 extend in the dis-
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tal direction. Each longitudinal leg 344 is provided at its
distal end with an outer peg 345.

[0137] In the preloaded state of the controlling means
and temporizing means assembly 310, as shown on Fig-
ures 23A and 23B, the piston 322 and the stopper 324
of the holder 320 are received within the tubular barrel
341 of the sensitive indicator 340. A helical spring 350 in
a stressed state is lodged within said tubular barrel 341,
with its distal end bearing on the stopper 324 and its
proximal end bearing on the abutment surface formed
by the inner rim 341aof the tubular barrel 341. The helical
spring 350 naturally tends to separate the holder 320
from the sensitive indicator 340. Nevertheless, in the
preloaded state of the controlling means and temporizing
means assembly 310, the sensitive indicator 340 is main-
tained fixed with respect to the holder 320 by means of
outer pegs 345 of the sensitive indicator 340 being in
proximal abutment against inner pegs 327 of lateral wall
portions 325 of the holder 320.

[0138] As shown on Figures 24A and 34B, the control-
ling means and temporizing means assembly 310 is
mounted on the support 60 of a device 301 identical to
that of Figures 21A and 21B. In this embodiment, the
plunger rod 20 of device 201 of Figures 24A and 24B
comprises two side projections 28 at its proximal end,
one on each side of the plunger rod 20.

[0139] Likeforthe Figures 21A and 21B, the controlling
means and temporizing means assembly 310is triggered
at the end of the injection step, when the stopper, pushed
distally by the plunger rod 20, comes close to the distal
end of the syringe. This position is shown on Figure 24A :
atthis moment, the side projections 28 (only one is visible
onFigure 24A) of the plungerrod 20, which moves distally
under the action of the first helical spring (not visible on
Figure 24a) tending to reach a less stressed state, come
in contact with the outer pegs 345 of the longitudinal legs
344 of the sensitive indicator 340 of the controlling means
and temporizing means assembly 310, and deflect them.
For clarity’s sake, the outer shell 300 has not been shown
on Figures 24A and 24B.

[0140] The outer pegs 345 are therefore disengaged
from inner pegs 327 of lateral wall portions 325 of the
holder 320, and the helical spring 350 is free to expand
towards a less stressed state. Expansion of the helical
spring 350 causes the sensitive indicator 340 to move
proximally. This movementis dampened by the presence
of grease which is sheared through the longitudinal holes
324a of the stopper 324, so that the movement of the
sensitive indicator 340, from its distal position shown on
Figure 24A, toits proximal position, shown on Figure 24B,
takes a certain time. The proximal end of the shaft 342
then comes in contact with the distal face of the trans-
versal wall 440 of the outer shell 400 (as shown on Figure
21 B) and produces a sensitive indication, such as a
sound. When the user hears this sound, he knows that
substantially all the product has been injected and that
he can remove the device from the injection site with no
risk. The delay between the moment the controlling
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means and temporizing means assembly 310 is triggered
(Figure 24A) and the moment the contact between the
shaft 342 and the transversal wall 440 produces a sound
ensures that substantially all the product has been inject-
ed and that the user will not remove the device 301 from
the injection site too early. Like for the previous embod-
iment of Figures 19A-21B, the sensitive indicator 340
could produce a sound, visual and/or tactile indication of
the fact that the device 201 may be removed from the
injection site with no risk.

[0141] With reference to Figure 26 is shown an alter-
native embodiment for the plunger rod of device of Fig-
ures 1A-24B, provided with dampening means for reduc-
ing the rate with which the syringe 2 moves from its first
position to its second position, under the effect of the first
helical spring 8. With reference to this Figure, the plunger
rod 520 comprises a first part 520a comprising a shaft
521, a bridge 522, longitudinal lodging 523 for accom-
modation of the first helical spring 8, semi-circular recess
525, oblique wall 526, distal leg 527 and rim 527a similar
to bridges 22, longitudinal lodging 23, semi-circular re-
cess 25, oblique wall 26, distal leg 27 and rim 27a of
Figures 3A-3C. The plunger rod 520 further comprises a
second part 520b comprising a tubular rod 528, open at
its proximal end 528a and closed at its distal end 528b,
capable of receiving the shaft 521. The closed distal end
528b of tubular rod 528 is intended to cooperate with the
stopper 6. A helical spring 529 is lodged within the tubular
rod 528 so as to surround the shaft 521. The helical spring
529 bears at its distal end on an inner rim 528c¢ of tubular
rod 528 and atits proximal end on the distal face of bridge
522. The helical spring 529 is in a stressed state before
any insertion step, and it is maintained in said stressed
state by means of a proximal tooth 528d of tubular rod
528 being in distal abutment on a proximal face of bridge
522. When the distal movement of plunger rod 520 is
triggered in the manner already described above for Fig-
ures 1A-17B under the expansion of first helical spring
8, the distal movement of first part 520a of the plunger
rod 520 causes the compression of helical spring 529
towards a more stressed state than its initial stressed
state. As a consequence, the first helical spring 8 needs
to overcome the additional resistance caused by the
compression of helical spring 529, and the rate with which
the syringe 2 moves from its first position to its second
position is therefore reduced. The helical spring 529 acts
as a dampening means for reducing the rate with which
the syringe 2 moves from its first position to its second
position, under the effect of the first helical spring 8. Such
embodiments allow reducing the effect of the shock felt
on his skin by the patient and produced by the syringe 2
coming in contact with his skin, when the needle is in-
serted into the injection site.

Claims

1. Adevice (1;101; 201; 301) for injection of a product
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(7)into an injection site (10), said device comprising :

a housing (40) having a longitudinal axis A and
receiving a container (2) for the product to be
injected, said container being aligned on said
longitudinal axis, said container being substan-
tially closed at a proximal end by a stopper (6),
said stopper being capable of being moved dis-
tally within said container so as to expelthe prod-
uctto be injected, and ata distal end by a needle
(3) for the exit of the product to be injected, said
container being movable with respect to said
housing between a first position, in which the
needle does not extend beyond a distal end of
the housing, and a second position, distally
spaced with respect to said first position, in
which the needle extends beyond the distal end
of the housing,

biasing means (8), coupled to said container and
to said housing at least from said first position
to said second position of the container, de-
signed for exerting a distal force on said con-
tainer so as to move said container from its first
position to its second position when going from
a first state to a second state, said second state
being less stressed than said first state,
retainingmeans (70,74, 74b, 77) coupled to said
container and to said housing in the first position
of the container, for releasably maintaining said
biasing means in its first state, said retaining
means being capable of moving from a passive
condition, in which it maintains said biasing
means in its first state, to an active condition, in
which said biasing means is free to expand to
its second state,

triggering means (90, 91e; 190, 191e) capable
of moving said retaining means from its passive
condition to its active condition,

characterized in that

said retaining means comprise a lever member
(70) having a rotatable cylinder part (71) and at
least aradial projection (77) extending from said
cylinder part, said radial projection being in a
first angular position when said retaining means
is in its passive condition, said radial projection
beingin a second angular position, different from
said first angular position, when said retaining
means is in its active condition, said rotatable
cylinder part being included in a transversal
plane of said longitudinal axis A.

The device (1; 101; 201; 301) of claim 1, wherein
said biasing means is a spring (8) linked to said stop-
per via a plunger rod (20; 520), said device further
comprising releasable maintaining means (13, 27a)
for maintaining said container fixed with respect to
said plunger rod when said spring goes from its first
state to its second state, said maintaining means be-
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ing released when said spring reaches its second
state.

The device (1; 101; 201; 301) of claim 2, wherein
said maintaining means comprise a hook (13) fixed
with respect to said container, said hook trapping a
rim (27a) located on said plunger rod, the rim being
allowed to escape from said hook under the force of
the spring only once said container has reached its
second position and said spring isin its second state.

The device (1; 101;201;301) of claim 2 or 3, wherein
the cylinder part of the lever member being rotatably
received within a recess (25; 525) of said plunger
rod, said radial projection is engaged within an abut-
ment surface (61a) fixed with respect to said housing
when said radial projection is in its first angular po-
sition, said radial projection being disengaged from
said abutment surface when said radial projection is
in its second angular position.

The device (1; 101; 201; 301) of claim 4, wherein
said triggering means comprises a button (20; 190)
mounted in sliding translation with respect to said
housing, said button comprising a pushing surface
(92; 192) accessible to a user for pushing on said
button, said button further comprising a sloped sur-
face (91e: 191e) capable of cooperating with said
radial projection for rotating said cylinder part and
moving said radial projection from its first angular
position to its second angular position, when a user
pushes on said pushing surface.

The device (1; 101; 201; 301) of any one of claims
1 to 5, wherein, in its first angular position, the radial
projection (77) extends in the distal direction.

The device (1; 101; 201; 301) of claim 6, wherein
said button is mounted in sliding translation with re-
spect to said housing along a direction parallel to
said longitudinal axis A, said sloped surface thereby
moving said radial projection out of the distal direc-
tion towards its second angular position when coop-
erating with said radial projection.

The device (1; 101; 201; 301) of any one of claims
1 to 7, further comprising :

locking means (80, 83a; 130, 139) for preventing
said triggering means (90, 91e; 190, 191e) from
moving said retaining means from its passive
condition to its active condition, said locking
means being releasable, and

deactivating means (30, 34, 34a; 130) forreleas-
ing the locking means.

9. The device (1; 101; 201; 301) of claims 5 and 8,

wherein the locking means comprise a movable sur-
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face (83a; 139) of said device, said surface being
movable between a first position, in which it faces
said radial projection so as to prevent cooperation
between said radial projection and said sloped sur-
face, to a second position, in which itis released and
no more faces said radial projection, thereby allow-
ing cooperation between said radial projection and
said sloped surface.

Thedevice (1;101; 201; 301) of claim 8 or 9, wherein
said deactivating means being capable of going from
a storage position, in which it does not release the
locking means, to an active position in which it re-
leases the locking means and the triggering means
may be activated, the device further comprises stor-
age elastic return means (85) for urging said deac-
tivating means back in its storage position as long
as the triggering means have not been activated.

The device (1; 101; 201; 301) of any one of claims
1 to 10, further comprising :

fixing means (12a, 48) for maintaining said con-
tainer in its second position with respect to said
housing, and

urging means (8) coupled to said stopper and
to said housing when said container is in its sec-
ond position, said urging means being designhed
for distally moving said stopper when going from
a first state to a second state, said second state
being less stressed than said first state, thereby
realizing injection of the product.

The device (1; 101; 201; 301) of claims 2 and 11,
wherein said spring (8) being further capable of going
from its second state to a third state, during which
said spring moves the stopper distally, said third
state being less stressed than said second state,
said spring forms both said biasing means and said
urging means.

The device (1; 101; 201; 301) of claim 11 or 12,
wherein the fixing means comprise a peg (12a) fixed
with respect to said container and a window (48) lo-
cated on said housing, said peg being locked within
said window when said container is in its second
position with respect to said housing.

The device (1; 101; 201; 301) of any one of claims
1 to 13, further comprising :

needle protection means (30; 130), at least par-
tially received within said housing, and movable
with respect to said housing when said container
is fixed in its second position with respect to said
housing between an insertion position, in which
a distal tip of the needle extends beyond the
distal end of the needle protection means, and
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a final position, in which the distal tip of the nee-
dle does not extend beyond the distal end of the
needle protection means, and

elastic return means (9), coupled to said needle
protection means and to said container, and de-
signed forautomatically moving said needle pro-
tection means from its insertion position to its
final position, upon removal of the device from
an injection site by a user.

The device (1; 101; 201; 301) of claims 8 and 14,
wherein, in the first position of the container with re-
spect to the housing, said needle protection means
being movable with respect to said housing between
a storage position and a use position, said use po-
sition being proximally spaced with respect to said
storage position, at least part (34, 34a; 130) of said
needle protection means forms said deactivating
means.

The device (1; 101; 201; 301) of claim 15, wherein
at least part (139) of said needle protection means
further forms said locking means.

The device (1; 101; 201; 301) of any one of claims
1 to 16, wherein said biasing means (8) being posi-
tioned so as to produce a distal force along an axis
parallel to said longitudinal axis A, said device further
comprises a linking member (20; 520) coupled to
said biasing means and to said container, said linking
member being shaped and dimensioned so as to
transmit said distal force to said container.

The device (1; 101; 201; 301) of claims 2 and 17,
wherein said plunger rod (20; 520) forms said linking
member, said plunger rod comprising a shaft (21;
520b) aligned on said longitudinal axis A, said shaft
being provided at its distal end with said stopper, a
bridge (22; 522) linking a proximal end of said shaft
to a proximal end of a lateral tubular lodging (23;
523) parallel to said longitudinal axis A and receiving
said spring (8), said spring being in distal abutment
on a distal transversal wall of said tubular lodging
and being in proximal abutment on a proximal trans-
versal wall (64) fixed with respect to said housing.

The device (1; 101; 201; 301) of claims 4 and 18,
wherein the recess (25; 525) of said plunger rod is
located on a distal face of said distal transversal wall
of said tubular lodging (23; 523).

The device (1; 101; 201; 301) of any one of claims
1 to 19, further comprising controlling means (210,
240; 310, 340) designed for producing a sensitive
indication when said stopper reaches a distal end of
said container.

The device (1; 101; 201; 301) of claim 20, further
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comprising temporizing means (210, 232, 250; 310,
350, 324a) designed for delaying the production of
said sensitive indication once said stopper has
reached a distal end of said container, thereby en-
suring that indication to the user that injection of the
product is completed is given only once the product
is substantially expelled from the container.

The device (1; 101; 201; 301) of claims 2 and 21,
wherein the temporizing means comprise a holder
(220; 320) fixed with respect to said housing and a
sensitive indicator (240; 340) movable with respect
to said holder between a distal position, in which it
does not produce said sensitive indication, and a
proximal position, in which it produces said sensitive
indication, said temporizing means further compris-

ing:

indicator biasing means (250; 350) coupled to
said holder and to said sensitive indicator, de-
signed for urging said sensitive indicator in its
proximal position when going from a com-
pressed state to an expanded state,

indicator retaining means (224b, 245; 327, 345)
for maintaining said indicator biasing in their
compressed state,

wherein said indicator retaining means are re-
leased by cooperation of said indicator retaining
means with at least a part (28) of said plunger
rod (20) at the end of the injection step.

The device (1; 101; 201) of any one of claims 1 to
22, further comprising an outer shell (400) surround-
ing the whole device, said outer shell being provided
with at least a first hole (410) for access to the trig-
gering means by the user, and at leasta second hole
(420) for exit of the needle and optionally of the nee-
dle protection means.

The device (1; 101; 201; 301) of claims 22 and 23,
wherein at least a part of the sensitive indicator (247;
342) interacts with at least a part of a wall (440) of
said outer shell (400), when said sensitive indicator
is in its proximal position, in order to produce said
sensitive indication.

The device (1; 101; 201; 301) of any one of claims
1 to 24, further comprising a removable distal cap
(50, 51) for closing the distal end of said housing (40)
before use, said device further comprises tamper ev-
ident means (56; 57; 58) for informing the user that
the distal cap has already been removed at least
once before having been replaced on said distal end
of said housing.

The device (1; 101; 201; 301) of any one of claims
1 to 25, further comprising dampening means (520,
520a, 520b, 529) for reducing the rate with which
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said container moves from its first position to its sec-
ond position, under the effect of said biasing means.

The device (1; 101; 201; 301) of any one of claims
14 to 26, wherein said device is under the form of
two autonomous connectable parts, namely a motor
part (100) and a housing part,

said motor part comprising at least said biasing
means, said retaining means, said triggering means,
and said urging means,

said housing part comprising at least said housing,
said deactivating means, said fixing means, said
needle protection means, and said elastic return
means,

said locking means being located on one of said mo-
tor part and housing part,

said device further comprising connecting means
(43, 65) for connecting said motor part (100) to said
housing part at time of use.

The device (101) of claim 27, wherein said locking
means (139) being located on said housing part, said
motor part further comprises a temporary lock (75),
for maintaining the retaining means in its passive
condition when said motor part is not connected to
said housing part, said temporary lock being re-
moved from said motor part once said motor part is
connected to said housing part, said temporary lock
being then replaced by said locking means present
on the housing part.

The device (101) of claim 28, wherein said locking
means comprises at least a surface (139) of said
needle protection means (130).

Patentanspriiche

1.

Vorrichtung (1; 101; 201; 301) zur Injektion eines
Produkts (7) in eine Injektionsstelle (10), wobei die
Vorrichtung Folgendes umfasst:

ein Gehause (40), das eine Langsachse A auf-
weist und einen Behalter (2) fir das Produkt,
das injiziert werden soll, aufnimmt, wobei der
Behalter auf der Langsachse ausgefluchtet ist,
wobei der Behalter im Wesentlichen an einem
proximalen Ende durch einen Stopper (6) ge-
schlossen ist, wobei der Stopper in dem Behal-
ter distal bewegt werden kann, um das Produkt,
das injiziert werden soll, abzugeben, und an ei-
nem distalen Ende durch eine Nadel (3) zum
Austritt des Produkts, das injiziert werden soll,
wobei der Behélter mit Bezug auf das Gehause
zwischen einer ersten Position, in der sich die
Nadel nicht Uber ein distales Ende des Geh&u-
ses hinaus erstreckt, und einer zweiten Position
bewegt werden kann, die distal mit Bezug auf
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die erste Position beabstandetist, in der sich die
Nadel Uber das distale Ende des Gehauses hi-
naus erstreckt,

ein Vorspannungsmittel (8), das mit dem Behal-
ter und mit dem Gehause mindestens von der
ersten Position zu der zweiten Position des Be-
hélters gekoppelt ist, das entworfen ist, um eine
distale Kraft auf den Behalter auszuliben, um
den Behalter aus seiner ersten Position in seine
zweite Position zubewegen, wenn es aus einem
ersten Zustand in einen zweiten Zustand tber-
geht, wobei der zweite Zustand weniger ge-
spannt als der erste Zustand ist.

ein Rickhaltemittel (70, 74, 74b, 77), das mit
dem Behalter und mit dem Gehéause in der ers-
ten Position des Behalters gekoppelt ist, um ab-
nehmbar das Vorspannungsmittel in seinem
ersten Zustand zu halten, wobei sich das Riick-
haltemittel aus einer passivem Lage, in der es
das Vorspannungsmittel in seinem ersten Zu-
stand halt, in eine aktiven Lage bewegen kann,
in der das Vorspannungsmittel frei ist, um sich
in seinen zweiten Zustand auszudehnen,

ein Auslésemittel (90, 91 e; 190, 191e), das das
Rickhaltemittel aus seiner passiven Lage in sei-
ne aktiven Lage bewegen kann,

dadurch gekennzeichnet, dass

das Ruckhaltemittel ein Hebelelement (70) um-
fasst, das einen drehbaren Zylinderteil (71) und
mindestens einen radialen Vorsprung (77) auf-
weist, der sich von dem Zylinderteil erstreckt,
wobei sich der radiale Vorsprung in einer ersten
Winkelposition befindet, wenn sich das Riick-
haltemittel in seiner passiven Lage befindet, wo-
bei sich der radiale Vorsprung in einer zweiten
Winkelposition befindet, die verschieden von
der ersten Winkelposition ist, wenn sich das
Ruckhaltemittel in seiner aktiven Lage befindet,
wobei der drehbare Zylinderteil in einer Quere-
bene der Langsachse A eingeschlossen ist.

Vorrichtung (1; 101; 201; 301) nach Anspruch 1, wo-
bei das Vorspannungsmittel eine Feder (8) ist, die
mit dem Stopper Uber eine Kolbenstange (20; 520)
verbundenist, wobeidie Vorrichtung weiter abnehm-
bare Haltemittel (13, 27a) umfasst, um den Behélter
mit Bezug auf die Kolbenstange fest zu halten, wenn
die Feder aus ihrem ersten Zustand in ihren zweiten
Zustand Ubergeht, wobeidie Haltemittel freigegeben
werden, wenn die Feder ihren zweiten Zustand er-
reicht.

Vorrichtung (1; 101; 201; 301) nach Anspruch 2, wo-
bei das Haltemittel (13) einen Haken umfasst, der
mit Bezug auf den Behalter fest ist, wobei der Haken
einen Rand (27a) einfangt, der aufder Kolbenstange
angeordnet ist, wobei der Rand von dem Haken nur
durch die Kraft der Feder entweichen kann, nach-
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dem der Behalter seine zweite Position erreicht hat
und sich die Feder in ihrem zweiten Zustand befin-
det.

Vorrichtung (1; 101; 201; 301) nach Anspruch 2 oder
3, wobeider Zylinderteil des Hebelelements drehbar
in einer Aussparung (25; 525) der Kolbenstange auf-
genommen ist, wobei der radiale Vorsprung in einer
Anschlagflache (61 a) eingegriffen ist, die mit Bezug
auf das Gehause fest ist, wenn sich der radiale Vor-
sprung in seiner ersten Winkelposition befindet, wo-
bei der radiale Vorsprung von der Anschlagflache
geldst ist, wobei sich der radiale Vorsprung in seiner
zweiten Winkelposition befindet.

Vorrichtung (1; 101; 201; 301) nach Anspruch 4, wo-
beidas Auslosemittel einen Knopf (90; 190) umfasst,
der in gleitender Translation mit Bezug auf das Ge-
hause montiertist, wobeider Knopf eine Druckflache
(92; 192) aufweist, die fir einen Benutzer zuganglich
ist, um auf den Knopf zu driicken, wobei der Knopf
weiter eine geneigte Flache (91 e: 191 e) umfasst,
die mit dem radialen Vorsprung zusammenarbeiten
kann,um den Zylinderteil zudrehen und den radialen
Vorsprung aus seiner ersten Winkelposition in seine
zweite Winkelposition zu bewegen, wenn ein Benut-
zer auf die Druckflache driickt.

Vorrichtung (1; 101; 201; 301) nach einem der An-
spriche 1 bis 5, wobei sich in seiner ersten Winkel-
position der radiale Vorsprung (77) in der distalen
Richtung erstreckt.

Vorrichtung (1; 101; 201; 301) nach Anspruch 6, wo-
beider Knopfin gleitender Translation mit Bezug auf
das Gehause gemaR einer Richtung montiert ist, die
parallel zu der Langsachse A ist, wobei die geneigte
Flache dadurch den radialen Vorsprung aus der dis-
talen Richtung in seine zweite Winkelposition be-
wegt, wenn sie mit dem radialen Vorsprung zusam-
menarbeitet.

Vorrichtung (1; 101; 201; 301) nach einem der An-
spriiche 1 bis 7, weiter umfassend:

Verriegelungsmittel (80, 83a; 130, 139), um zu
verhindern, dass das Auslosemittel (20, 91 e;
190, 191 e) das Rickhaltemittel aus seiner pas-
siven Lage in seine aktive Lage bewegt, wobei
die Verriegelungsmittel abnehmbar sind, und
Deaktivierungsmittel (30, 34, 34a; 130), um die
Verriegelungsmittel freizugeben.

Vorrichtung (1; 101; 201; 301) nach Anspruch 5 und
8, wobei die Verriegelungsmittel eine bewegliche
Flache (83a; 139) der Vorrichtung umfassen, wobei
die Flache zwischen einer ersten Position, in der sie
dem radialen Vorsprung gegenuber liegt, um die Zu-
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sammenarbeit zwischen dem radialen Vorsprung
und der geneigten Flache zu verhindern, und einer
zweiten Position beweglich ist, inder sie freigegeben
wird und dem radialen Vorsprung nicht mehr gegen-
Uber liegt, wodurch die Zusammenarbeit zwischen
dem radialen Vorsprung und der geneigten Flache
ermoglicht wird.

Vorrichtung (1; 101; 201; 301) nach Anspruch 8 oder
9, wobei das Deaktivierungsmittel aus einer Spei-
cherposition, in der es die Verriegelungsmittel nicht
freigibt, in eine aktive Position Ubergehen kann, in
der es die Verriegelungsmittel freigibt, und das Aus-
|6semittel aktiviert werden kann, die Vorrichtung wei-
ter ein elastisches Speicher-Ruckstellmittel (85) um-
fasst, um das Deaktivierungsmittel zuriick in seine
Speicherposition zu driicken, solange die Auslose-
mittel nicht aktiviert wurden.

Vorrichtung (1; 101; 201; 301) nach einem der An-
spriiche 1 bis 10, weiter umfassend:

Befestigungsmittel (12a, 48), um den Behalter
in seiner zweiten Position mit Bezug auf das Ge-
hause zu halten, und

ein Drickmittel (8), das mit dem Stopper und mit
dem Gehause gekoppelt ist, wenn sich der Be-
halter in seiner zweiten Position befindet, wobei
das Driickmittel entworfen ist, um den Stopper
distal zu bewegen, wenn er aus einem ersten
Zustand in einen zweiten Zustand Ubergeht, wo-
bei der zweite Zustand weniger gespannt ist als
der erste Zustand, um dadurch die Injektion des
Produkts durchzuflihren.

Vorrichtung (1; 101; 201; 301) nach Anspruch 2 und
11, wobei die Feder (8) weiter aus ihrem zweiten
Zustand in einen dritten Zustand Ubergehen kann,
wahrend dessen die Feder den Stopper distal be-
wegt, wobei der dritte Zustand weniger gespannt ist
als der zweite Zustand, wobei die Feder sowohl das
Vorspannungsmittel als auch das Driickmittel bildet.

Vorrichtung (1; 101; 201; 301) nach Anspruch 11
oder 12, wobei das Befestigungsmittel einen Zapfen
(12a) umfasst, der mit Bezug auf den Behalter fest
ist, und ein Fenster (48), das auf dem Gehause an-
geordnet ist, wobei der Zapfen in dem Fenster ver-
riegelt ist, wenn sich der Behalter in seiner zweiten
Position mit Bezug auf das Gehause befindet,

Vorrichtung (1; 101; 201; 301) nach einem der An-
spriiche 1 bis 13, weiter umfassend:

ein Nadelschutzmittel (30; 130),das mindestens
teilweise in dem Gehause aufgenommen und
beweglich mit Bezug auf das Gehause ist, wenn
der Behalter in seiner zweiten Position mit Be-
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zug auf das Gehause zwischen einer Einflh-
rungsposition, in der sich eine distale Spitze der
Nadel Uber das distale Ende des Nadelschutz-
mittels hinaus erstreckt, und einer Endposition
fest ist, in der sich die distale Spitze der Nadel
nicht Uber das distale Ende des Nadelschutz-
mittels hinaus erstreckt, und

ein elastisches Rickflhrmittel (9), das mitdem
Nadelschutzmittel und dem Behalter gekoppelt
und entworfen ist, um automatisch das Nadel-
schutzmittel aus seiner Einflihrungsposition in
seine Endposition zu bewegen, nachdem die
Vorrichtung durch einen Benutzer von einer In-
jektionsstelle entfernt wurde.

Vorrichtung (1; 101; 201; 301) nach Anspruch 8 und
14, wobei, da in der ersten Position des Behalters
mit Bezug auf das Gehause das Nadelschutzmittel
mit Bezug auf das Gehause zwischen einer Spei-
cherposition und einer Verwendungsposition be-
weglich ist, wobei die Verwendungsposition proxi-
mal mit Bezug auf die Speicherposition beabstandet
ist, mindestens ein Teil (34, 34a; 130) des Nadel-
schutzmittels das Deaktivierungsmittel bildet.

Vorrichtung (1; 101; 201; 301) nach Anspruch 15,
wobei mindestens ein Teil (139) des Nadelschutz-
mittels weiter das Verriegelungsmittel bildet.

Vorrichtung (1; 101; 201; 301) nach einem der An-
spriche 1 bis 16, wobei das Vorspannungsmittel (8)
derart positioniert ist, dass es eine distale Kraft ge-
maR einer Achse erzeugt, die parallel zu der Langs-
achse A ist, wobei die Vorrichtung weiter ein Verbin-
dungselement (20, 520) umfasst, das mit dem Vor-
spannungsmittel und mit dem Behalter gekoppeltist,
wobei das Verbindungselement derart geformt und
abgemessen ist, dass es die distale Kraft an den
Behalter Ubertragt.

Vorrichtung (1; 101; 201; 301) nach Anspruch 2 und
17, wobei die Kolbenstange (20; 520) das Verbin-
dungselement bildet, wobei die Kolbenstange einen
Schaft (21; 520b) umfasst, der mit der Langsachse
A ausgefluchtet ist, wobei der Schaft an seinem dis-
talen Ende mit dem Stopper ausgestattet ist, wobei
eine Brilicke (22; 522) ein proximales Ende des
Schafts mit einem proximalen Ende einer seitlichen
rohrférmigen Aufnahme (23; 523) verbindet, die pa-
rallel zur Langsachse A ist und die Feder (8) auf-
nimmt, wobei die Feder in distalem Anschlag auf ei-
ner distalen Querwand der rohrformigen Aufnahme
ist und in proximalem Anschlag auf einer proximalen
Querwand (64) ist, die mit Bezug auf das Gehause
fest ist.

Vorrichtung (1; 101;201; 301) nach Anspruch 4 und
18, wobeisich die Aussparung (25; 525) der Kolben-
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stange auf einer distalen Seite der distalen Quer-
wandder rohrformigen Aufnahme (23; 523) befindet.

Vorrichtung (1; 101; 201; 301) nach einem der An-
spriiche 1 bis 19, weiter umfassend Steuermittel
(210, 240; 310, 340), die entworfen sind, um eine
empfindliche Anzeige zu erzeugen, wenn der Stop-
per ein distales Ende des Behalters erreicht.

Vorrichtung (1; 101; 201; 301) nach Anspruch 20,
weiter umfassend Verzdgerungsmittel (210, 232,
250; 310, 350, 324a), die entworfen sind, um die
Erzeugung der empfindlichen Anzeige zu verzogern,
nachdem der Stopper ein distales Ende des Behal-
ters erreicht hat, wodurch sichergestellt wird, dass
die Anzeige an den Benutzer, dass die Injektion des
Produkts abgeschlossen ist, nur gegeben wird,
nachdemdas Produktim Wesentlichen aus dem Be-
halter abgegeben wurde.

Vorrichtung (1; 101; 201; 301) nach Anspruch 2 und
21, wobei die Verzdgerungsmittel einen Halter (220;
320) umfassen, der mit Bezug auf das Gehause fest
ist, und eine empfindliche Anzeigevorrichtung (240,
340), die mit Bezug auf den Halter zwischen einer
distalen Position, in der sie die empfindliche Anzeige
nicht erzeugt, und einer proximalen Position bewegt
werden kann, in der sie die empfindliche Anzeige
erzeugt, wobei das Verzdgerungsmittel weiter Fol-
gendes umfasst:

Anzeigevorrichtungs-Vorspannungsmittel (250;
350), die mit dem Halter und mit der empfindli-
chen Anzeigevorrichtung gekoppelt sind, die
entworfen sind, um die empfindliche Anzeige-
vorrichtung in ihre proximale Position zu dri-
cken, wenn sie aus einem komprimierten Zu-
stand in einen erweiterten Zustand libergehen,
Anzeigevorrichtungs-Rickhaltemittel  (224b,
245; 327, 345), um die Vorspannung der Anzei-
gevorrichtung in ihrem komprimierten Zustand
zu halten,

wobei die Anzeigevorrichtungs-Rickhaltemittel
durch die Zusammenarbeit der Anzeigevorrich-
tungs-Ruckhaltemittel mit mindestens einem
Teil (28) der Kolbenstange (20) am Ende des
Injektionsschritts freigegeben werden.

Vorrichtung (1; 101; 201) nach einem der Anspriiche
1 bis 22, weiter umfassend eine auRere Schale
(400), die die gesamte Vorrichtung umgibt, wobei
die aulere Schale mit mindestens einem ersten
Loch (410) fir den Zugang zum Auslésemittel durch
den Benutzer ausgestattet ist, und mindestens ei-
nem zweiten Loch (420) fir den Austritt der Nadel
und optional des Nadelschutzmittels.

24. Vorrichtung (1; 101; 201; 301) nach Anspruch 22

10

15

20

25

30

35

40

45

50

55

23

EP 2 705 861 B1

25.

26.

27.

28.

29.

44

und 23, wobei mindestens ein Teil der empfindlichen
Anzeigevorrichtung (247; 342) mit mindestens ei-
nem Teil einer Wand (440) der dulReren Schale (400)
interagiert, wenn sich die empfindliche Anzeigevor-
richtung in ihrer proximalen Position befindet, um die
empfindliche Anzeige zu erzeugen.

Vorrichtung (1; 101; 201; 301) nach einem der An-
spriiche 1 bis 24, weiter umfassend eine entfernbare
distale Kappe (50, 51), um das distale Ende des Ge-
hauses (40) vor der Verwendung zu schlieRen, wo-
bei die Vorrichtung weiter ein Originalitatssicherung
(56; 57; 58) umfasst, um den Benutzer darliber zu
informieren, dass die distale Kappe bereits mindes-
tens einmal entfernt wurde, bevor sie erneut auf dem
distalen Ende des Gehauses angeordnet wurde.

Vorrichtung (1; 101; 201; 301) nach einem der An-
spriiche 1 bis 25, weiter umfassend Dampfungsmit-
tel (520, 520a, 520b, 529), um die Rate zu reduzie-
ren, mit der sich der Behalter unter Einwirkung des
Vorspannungsmittels aus seiner ersten Position in
seine zweite Position bewegt.

Vorrichtung (1; 101; 201; 301) nach einem der An-
spriche 14 bis 26, wobei die Vorrichtung die Form
von zwei autonomen miteinander verbindbaren Tei-
len aufweist, d.h. einem Motorteil (100) und einem
Gehauseteil,

wobei der Motorteil mindestens das Vorspannungs-
mittel, das Ruckhaltemittel, das Auslosemittel und
das Drickmittel umfasst;

der Gehdauseteil mindestens das Gehause, die
Deaktivierungsmittel, die Befestigungsmittel, das
Nadelschutzmittel und das elastische Rickfihrmit-
tel umfasst,

wobei sich die Verriegelungsmittel in einem des
Motorteils und des Gehauseteils befinden,

wobei die Vorrichtung weiter Verbindungsmittel (43,
65) umfasst, um den Motorteil (100) mit dem Geh&u-
seteil wahrend der Verwendung zu verbinden.

Vorrichtung (101) nach Anspruch 27, wobei sich das
Verriegelungsmittel (139) auf dem Gehauseteil be-
findet, der Motorteil weiter eine vorlibergehende
Verriegelung (75) umfasst, um das Rickhaltemittel
in seiner passiven Lage zu halten, wenn der Motorteil
nicht mit dem Gehauseteil verbunden ist, wobei die
voribergehende Verriegelung von dem Motorteil
entfernt wird, nachdem der Motorteil mit dem Ge-
hauseteil verbunden ist, wobei die voribergehende
Verriegelung dann durch das Verriegelungsmittel,
das aufdem Gehauseteil vorhanden ist, ersetzt wird.

Vorrichtung (101) nach Anspruch 28, wobeidas Ver-
riegelungsmittel mindestens eine Flache (139) des
Nadelschutzmittels (130) umfasst.
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Revendications

Dispositif (1; 101 ; 201 ; 301) pour linjection d’un
produit (7) dans un site d’injection (10), ledit dispositif
comprenant :

un boitier (40) ayant un axe longitudinal A et
recevant un récipient (2) pour le produit a injec-
ter, ledit récipient étant aligné sur ledit axe lon-
gitudinal, ledit récipient étant essentiellement
fermé au niveau d’une extrémité proximale par
un bouchon (6), ledit bouchon pouvant étre dé-
placé de maniére distale a l'intérieur dudit réci-
pient de maniére a expulser le produit a injecter,
et au niveau d’'une extrémité distale par une
aiguille (3) pour la sortie du produit a injecter,
ledit récipient étant mobile par rapport audit boi-
tier entre une premiére position, dans laquelle
l'aiguille ne s’étend pas au-dela d’'une extrémité
distale du boitier, et une deuxiéme position, es-
pacée de maniére distale par rapport a ladite
premiére position, dans laquelle [laiguille
s’étend au-dela de I'extrémité distale du boitier,
un moyen de sollicitation (8), couplé audit réci-
pient et audit boitier au moins a partir de ladite
premiere position jusqu’a ladite deuxieme posi-
tion du récipient, congu pour exercer une force
distale sur ledit récipient de maniére a déplacer
ledit récipient de sa premiére position a sa
deuxiéme position lors du passage d’un premier
état a un deuxiéme état, ledit deuxiéme état
étant moins contraint que ledit premier état,

un moyen de retenue (70, 74, 74b, 77) couplé
audit récipient et audit boftier dans la premiére
position du récipient, pour maintenir de maniére
libérable ledit moyen de sollicitation dans son
premier état, ledit moyen deretenue pouvant se
déplacer d’'une condition passive, dans laquelle
il maintient ledit moyen de sollicitation dans son
premier état, a une condition active, danslaquel-
le ledit moyen de sollicitation est libre de s’éten-
dre jusqu’a son deuxiéme état,

un moyen de déclenchement (90, 91 e; 190,
191e) capable de déplacer ledit moyen de rete-
nue de sa condition passive a sa condition ac-
tive,

caractérisé en ce que

ledit moyen de retenue comprend un élément
de levier (70) ayant une partie cylindrique rota-
tive (71) et au moins une saillie radiale (77)
s’étendant a partir de ladite partie cylindrique,
ladite saillie radiale étant dans une premiére po-
sition angulaire lorsque ledit moyen de retenue
est dans sa condition passive, ladite saillie ra-
diale étant dans une deuxiéme position angu-
laire, différente de ladite premiére position an-
gulaire, lorsque ledit moyen de retenue estdans
sa condition active, ladite partie cylindrique ro-
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tative étantincluse dans un plan transversal du-
dit axe longitudinal A.

Dispositif (1 ; 101 ; 201 ; 301) de la revendication 1,
dans lequel ledit moyen de sollicitation estun ressort
(8) relié audit bouchon par I'intermédiaire d’une tige
de piston (20 ; 520), ledit dispositif comprenant en
outre un moyen de maintien libérable (13, 27a) pour
maintenir ledit récipient fixe par rapport a ladite tige
de piston lorsque ledit ressort passe de son premier
état a son deuxieme état, ledit moyen de maintien
étantlibéré lorsque leditressort atteint son deuxiéme
état.

Dispositif (1 ; 101 ; 201 ; 301) de la revendication 2,
dans lequel ledit moyen de maintien comprend un
crochet (13) fixe par rapport audit récipient, ledit cro-
chet accrochant un rebord (27a) situé sur ladite tige
de piston, le rebord étant autorisé a s’échapper dudit
crochet sous I'effet de la force du ressort uniquement
lorsque ledit récipient a atteint sa deuxiéme position
et ledit ressort est dans son deuxiéme état.

Dispositif (1 ; 101 ; 201 ; 301) de la revendication 2
ou 3, dans lequel la partie cylindrique de I'élément
de levier étant regue en rotation dans un évidement
(25 ; 525) de ladite tige de piston, ladite saillie radiale
est engagée dans une surface de butée (61 a) fixe
par rapport audit boitier lorsque ladite saillie radiale
estdans sa premiére position angulaire, ladite saillie
radiale étant désengagée de ladite surface de butée
lorsque ladite saillie radiale est dans sa deuxiéme
position angulaire.

Dispositif (1 ; 101 ; 201 ; 301) de la revendication 4,
dans lequel ledit moyen de déclenchement com-
prend un bouton (90 ; 190) monté en translation cou-
lissante par rapport audit boftier, ledit bouton com-
prenant une surface d’appui (92 ; 192) accessible a
un utilisateur pourappuyer sur ledit bouton, ledit bou-
ton comprenant en outre une surface inclinée (91e;
191e) capable de coopérer avec ladite saillie radiale
pour faire tourner ladite partie cylindrique etdéplacer
ladite saillieradiale de sa premiére position angulaire
a sa deuxiéme position angulaire, lorsqu’un utilisa-
teur appuie sur ladite surface d’appui.

Dispositif (1 ; 101 ; 201 ; 301) de I'une quelconque
des revendications 1 a 5, dans lequel, dans sa pre-
miére position angulaire, la saillie radiale (77)
s’étend dans la direction distale.

Dispositif (1 ; 101 ; 201 ; 301) de la revendication 6,
dans lequel ledit bouton est monté en translation
coulissante par rapport audit boitier le long d’'une
direction paralléle audit axe longitudinal A, ladite sur-
face inclinée déplagant ainsiladite saillie radiale hors
de la direction distale vers sa deuxiéme position an-
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gulaire lorsqu’elle coopére avec ladite saillie radiale.

Dispositif (1 ; 101 ; 201 ; 301) de I'une quelconque
des revendications 1 a 7, comprenant en outre :

un moyen de verrouillage (80, 83a; 130, 139)
pour empécher ledit moyen de déclenchement
(90, 91e; 190, 191e) de déplacer ledit moyen de
retenue de sa condition passive a sa condition
active, ledit moyen de verrouillage étant libéra-
ble, et

un moyen de désactivation (30, 34, 34a; 130)
pour libérer le moyen de verrouillage.

Dispositif (1; 101 ; 201 ; 301) des revendications 5
et 8, dans lequel le moyen de verrouillage comprend
une surface mobile (83a ; 139) dudit dispositif, ladite
surface étant mobile entre une premiére position,
dans laquelle elle fait face a ladite saillie radiale de
maniére a empécher une coopération entre ladite
saillie radiale et ladite surface inclinée, et une
deuxiéme position, dans laquelle elle est libérée et
n’estplus en face de ladite saillie radiale, permettant
ainsi une coopération entre ladite saillie radiale et
ladite surface inclinée.

Dispositif (1 ; 101 ; 201 ; 301) de la revendication 8
ou 9, dans lequel ledit moyen de désactivation pou-
vant passer d’une position de stockage, dans laquel-
le il ne libére pas le moyen de verrouillage, a une
position active dans laquelle il libére le moyen de
verrouillage et le moyende déclenchement peut étre
activé, le dispositif comprend en outre un moyen de
rappel élastique de stockage (85) pour ramener ledit
moyen de désactivation dans sa position de stocka-
ge tant que le moyen de déclenchement n’a pas été
activé.

Dispositif (1 ; 101 ; 201 ; 301) de I'une quelconque
des revendications 1 a 10, comprenant en outre :

un moyen de fixation (12a, 48) pour maintenir
ledit récipient dans sa deuxiéme position par
rapport audit boitier, et

un moyen de poussée (8) couplé audit bouchon
et audit boitier lorsque ledit récipient est dans
sa deuxieme position, ledit moyen de poussée
étant congu pour déplacer de maniéere distale
ledit bouchon lors du passage d’un premier état
a un deuxieme état, ledit deuxiéme état étant
moins contraint que ledit premier état, réalisant
ainsi l'injection du produit.

Dispositif (1; 101 ; 201 ; 301) des revendications 2
et 11, dans lequel ledit ressort (8) étant en outre ca-
pable de passer de son deuxiéme état a un troisiéme
état, au cours duquel ledit ressort déplace le bou-
chon de maniére distale, ledit troisieme état étant
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moins contraint que leditdeuxieme état, leditressort
forme a la fois ledit moyen de sollicitation et ledit
moyen de poussée.

Dispositif (1 ; 101 ; 201 ; 301) de la revendication 11
ou 12, dans lequel le moyen de fixation comprend
une patte (12a) fixe par rapport audit récipient et une
fenétre (48) située sur ledit botftier, ladite patte étant
verrouillée dans ladite fenétre lorsque ledit récipient
est dans sa deuxieme position par rapport audit boi-
tier.

Dispositif (1; 101 ; 201 ; 301) de 'une quelconque
des revendications 1 a 13, comprenant en outre :

un moyen de protection d’aiguille (30 ; 130), au
moins partiellement regu dans ledit boitier, et
mobile par rapport audit boitier lorsque ledit ré-
cipient est fixe dans sa deuxiéme position par
rapport audit boitier entre une position d’inser-
tion, dans laquelle une pointe distale de l'aiguille
s’étend au-dela de I'extrémité distale du moyen
de protection d’aiguille, et une position finale,
dans laquelle la pointe distale de l'aiguille ne
s’étend pas au-dela de I'extrémité distale du
moyen de protection d’aiguille, et

un moyen de rappel élastique (9), couplé audit
moyen de protection d’aiguille et audit récipient,
et congu pour déplacer automatiquement ledit
moyen de protection d’aiguille de sa position
d’insertion a sa position finale, lors du retrait du
dispositif d’un site d’injection par un utilisateur.

Dispositif (1 ; 101 ; 201 ; 301) des revendications 8
et 14, dans lequel, dans la premiére position du ré-
cipient par rapport au boitier, ledit moyen de protec-
tion d’aiguille étant mobile par rapport audit boftier
entre une position de stockage et une position d’uti-
lisation, ladite position d’utilisation étant espacée de
maniére proximale par rapport a ladite position de
stockage, au moins une partie (34, 34a ; 130) dudit
moyen de protection d’aiguille forme ledit moyen de
désactivation.

Dispositif (1; 101 ; 201 ; 301) de la revendication
15, dans lequel au moins une partie (139) dudit
moyen de protection d’aiguille forme en outre ledit
moyen de verrouillage.

Dispositif (1; 101 ; 201 ; 301) de 'une quelconque
des revendications 1 a 16, dans lequel ledit moyen
de sollicitation (8) étant positionné de maniére a pro-
duire une force distale le long d’un axe paralléle audit
axe longitudinal A, ledit dispositif comprend en outre
un élément de liaison (20 ; 520) couplé audit moyen
de sollicitation et audit récipient, ledit élément de
liaison étant mis en forme et dimensionné de manié-
re a transmettre ladite force distale audit récipient.
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Dispositif (1 ; 101 ; 201 ; 301) des revendications 2
et 17, dans lequel ladite tige de piston (20 ; 520)
forme ledit élément de liaison, ladite tige de piston
comprenant un arbre (21 ; 520b) aligné sur ledit axe
longitudinal A, ledit arbre étant pourvu au niveau de
son extrémité distale dudit bouchon, un pont (22 ;
522) reliant une extrémité proximale de ladite tige a
une extrémité proximale d’un logement tubulaire la-
téral (23 ; 523) paralléle audit axe longitudinal A et
recevant ledit ressort (8), ledit ressort étant en butée
distale contre une paroi transversale distale dudit
logement tubulaire et étant en butée proximale con-
tre une paroitransversale proximale (64) fixe par rap-
port audit boitier.

Dispositif (1 ; 101 ; 201 ; 301) des revendications 4
et 18, dans lequel I'évidement (25 ; 525) de ladite
tige de piston est situé sur une face distale de ladite
paroi transversale distale dudit logement tubulaire
(23 ; 523).

Dispositif (1 ; 101 ; 201 ; 301) de 'une quelconque
des revendications 1 a 19, comprenant en outre un
moyen de commande (210, 240 ; 310, 340) congu
pour produire une indication sensible lorsque ledit
bouchon atteint une extrémité distale dudit récipient.

Dispositif (1; 101 ; 201 ; 301) de la revendication
20, comprenant en outre un moyen de temporisation
(210,232,250 ; 310, 350, 324a) congu pour retarder
la production de ladite indication sensible une fois
que ledit bouchon a atteint une extrémité distale du-
dit récipient, s’assurantainsi qu’une indication a l'uti-
lisateur que linjection du produit est achevée est
donnée uniquement lorsque le produit est essentiel-
lement expulsé du récipient.

Dispositif (1; 101 ; 201 ; 301) des revendications 2
et 21, dans lequel le moyen de temporisation com-
prend un support (220 ; 320) fixe par rapport audit
boitier et un indicateur sensible (240 ; 340) mobile
par rapport audit support entre une position distale,
dans laquelle il ne produit pas ladite indication sen-
sible, et une position proximale, dans laquelle il pro-
duit ladite indication sensible, ledit moyen de tem-
porisation comprenant en outre :

un moyen de sollicitation d’indicateur (250 ;350)
couplé audit support et audit indicateur sensible,
congu pour pousser ledit indicateur sensible
dans sa position proximale lors du passage d’'un
état comprimé a un état étendu,

des moyensderetenue d’indicateur (224b, 245 ;
327, 345) pour maintenir ledit indicateur sollicité
dans leur état comprimé,

ou lesdits moyens de retenue d’indicateur sont
libérés par coopération desdits moyens de re-
tenue d’indicateur avec au moins une partie (28)
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de ladite tige de piston (20) a la fin de I'étape
d’injection.

Dispositif (1; 101 ; 201) de 'une quelconque des
revendications 1 a 22, comprenant en outre une en-
veloppe externe (400) entourant 'ensemble du dis-
positif, ladite enveloppe externe étant pourvue d’au
moins un premier trou (410) permettant 'accés au
moyen de déclenchement par l'utilisateur, et d’au
moins un deuxieéme trou (420) permettant la sortie
de l'aiguille et éventuellement du moyen de protec-
tion d’aiguille.

Dispositif (1 ; 101 ; 201 ; 301) des revendications 22
et 23, dans lequel au moins une partie de I'indicateur
sensible (247 ; 342) interagit avec au moins une par-
tie d’une paroi (440) de ladite enveloppe externe
(400), lorsque ledit indicateur sensible est dans sa
position proximale, afin de produire ladite indication
sensible.

Dispositif (1 ; 101 ; 201 ; 301) de 'une quelconque
des revendications 1 a 24, comprenant en outre un
capuchon distal amovible (50, 51) pour fermer I'ex-
trémité distale dudit boitier (40) avant I'utilisation, le-
dit dispositif comprend en outre un moyen d’inviola-
bilité (56 ; 57 ; 58) pour informer l'utilisateur que le
capuchon distal a déja été retiré au moins une fois
avant qu’il n’ait été remplacé sur ladite extrémité dis-
tale dudit boitier.

Dispositif (1 ; 101 ; 201 ; 301) de I'une quelconque
des revendications 1 a 25, comprenant en outre un
moyen d’amortissement (520, 520a, 520b, 529) pour
réduire lavitesse alaquelle leditrécipient se déplace
de sa premiére position a sa deuxiéme position, sous
I'effet dudit moyen de sollicitation.

Dispositif (1 ; 101 ; 201 ; 301) de I'une quelconque
des revendications 14 a 26, dans lequel ledit dispo-
sitif est sous la forme de deux parties raccordables
autonomes, a savoir une partie moteur (100) et une
partie boitier,

ladite partie moteur comprenant au moins ledit
moyen de sollicitation, ledit moyen de retenue, ledit
moyen de déclenchement, et ledit moyen de
poussée ;

ladite partie boitier comprenant au moins ledit boi-
tier, ledit moyen de désactivation, ledit moyen de
fixation, ledit moyen de protection d’aiguille, et ledit
moyen de rappel élastique,

ledit moyen de verrouillage étant situé sur 'une de
ladite partie moteur et de ladite partie bottier,

ledit dispositif comprenant en outre un moyenderac-
cordement (43, 65) pour raccorder ladite partie mo-
teur (100) a ladite partie boitier au moment de I'uti-
lisation.



28.

29.
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Dispositif (101) de la revendication 27, dans lequel
ledit moyen de verrouillage (139) étant situé sur la-
dite partie boitier, ladite partie moteur comprend en
outre un verrou temporaire (75), pour maintenir le
moyen de retenue dans sa condition passive lorsque
ladite partie moteur n’est pas raccordée a ladite par-
tie boitier, ledit verrou temporaire étant retiré de la-
dite partie moteur une fois que ladite partie moteur
estraccordée a ladite partie boitier, ledit verrou tem-
poraire étant ensuite remplacé par ledit moyen de
verrouillage présent sur la partie boitier.

Dispositif (101) de la revendication 28, dans lequel
ledit moyen de verrouillage comprend au moins une
surface (139) dudit moyen de protection d’aiguille
(130).
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STABADALMI IGENYPONTOK

1. Esekdz {1 101, 2301 301) termek (7) befecskenderéséra injekaids teriietre (10), ahol ax
eszkie tartalmaz:

hazat {40}, amelynek A hossziengelye, tovabbd befogads tartdlya (2) ven az injektdlandd
termék szamara, ahol ax emiitelt tantdly sgyvonaiban van a hossziengellyel, 83 a tartdly proximalis
végen lenyagében zardalemmel {8) le van zérva, ahol a zéréelem alkalmas arra, hogy tavolabb moe-
gathate legyen 8 tartalyon belld Gigy, hogy a2 injekidlands termékeat kKihajise abbdl, tovabbs a taraly
disztalis vagén tivel (3) van fezérva, amely ax injekidlandd termak Kijuttatasdrs szoigal, ds ahol a tar
1aly ax emiftet! hézhoz képest oisd helyzet kiest amelyben a W nem nytlik f a béx disstalis végen,
vafamint egy masodik helyzet kdzolt mozgathats, amely masodik helyzet ax ofsd helyzetié! tavolabb
van, es amelyben & {3 Winy(ik a hae disctdlis vagén, valamint

faszitbearkazt (8], amely o tartdlyboz, tovabbd az emiitelt harhoz van ceatiakoziava leg-
alabh & tartdly sisd halyzetdtti masodik helyzetdig, &s Ugy van kinlakitva, hogy dissisis ersit gyakorol
ax enditet! tartdlyra Ggy. hogy & tartaivt elmozditea slgd helyzetébd! masodik helyretébe, amikor alsd
allapatodt masodik allapotba megy 4t ahol & masadik Allapot kevéshs feszitett, mint az lsd aflapot,

s atol meglartd eszkoz (70, 74, Pih, 77) van csatiakoziatva a faralyhoz és & hashoz & tar-
taly sist helyzetében annak srdekeban, hogy oidhatoan megiantsa ax emilitelt fesriiGeszkert olsd &l
lapotaban, tovabba az emiltett megtartd sszhds alkaimas area, hogy passziv allapothdl, amelvben az
emiitett faszitdaszkazt olsd dliapotdban tarta, akiv allapotba mozdulion, amslyben ax emiltatt fesxi-
Weszkdz szabadon kiterjesziett masodik Siapotaban van,

inditoeszkeet (B0, 91w, 180, 1818), amely alkaimas ama, hogy @ meglart® eszkdzt paesziv ak-
fapotabdt aktiv Allapotaba mozditsa,

azzal jelfomazve, hogy

gz emiitelt megtarts eszkdz egy kar {78} van eliatva, amelynek forgathatd bengere £71) van,
tovabba legalabb egy sugdrivanyd nydivanya (771 van, amely ksl sz emiitelt hengerbll, és a sugdr
irdnyl ayilvany elet szoghelyzetben van, amikor a meglants esrkdz passziv Sllapotaban van, €5 3
sugarirany nylivany az elss széghalyzetts! kolenbszd masodik sedghelyzetében van, amikor a meg-
fans eszkoz aktiv Allapotéhan van, 88 az emiflet forgathatd henger az A hossziengelyt mstszd afk-
barn van,

2 Az 1 igénypont szerintl eszkoz {1; 107 201 304 3 ahol ax emiiteft elfifes2ite esrkdz rugd
{8}, amely az Ukdzdslemmet van Gsszekapesolva egy dugattydradon {20, 520} &t ¢ ax emiilel sz
koz tartalmaz meyg egy oidhats rogzitbeszisat (13, 27a} az emiitelt tartalyrak a dugattyGnidhoz tore-
né régzitesdnek fenntartdsdra, amikor az emiitelt rugl eist allapoldbol masodik dllapotdba mozdul,
es ahol 2 megland seckdz slenged, amikor ax emiitett Tugd eléri masodik dllapotat.

3 A2 génypont szerinti eszkoz {17 101, 20: 301}, shol az emiitelt magland eszkéz egy ho-
rog {13}, amely 8 landlyhoz viszonyitva rogeitve van, és 2 horog egy perembe (278) kapasskodik,
amely a dugattylridon van elrendezve, €5 & perem csak akior valhat le a horogrd! 8 rugé ergjéngt
fogva, ha o tartaly elérie masodik helyzetst, €s a rugd mgsodik allapataban van.

1188383182 FTIRG
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4. A2 vagy 3. igénypontok szerintl ssrkar (1; 101 2010 301}, azzal jellemerve, hogy a kar
hengeves réeze forgathatdan van beiffeszive egy résbe {25, 528}, amely 8 dugattytridon van Kala-
kitva, &5 o sugdrirdnyl nydivany @ hazhoz képest rigzitett ikozsfeliletan {B1ar baltl van grintkeztet-
Ve, amior @ sUgarirany( nyGivany #lsd szoghelyzetében van, és a sugariranyd nyuledny lovaliy ax
fktntfelietrdl, amikor 2 sugdrirdnyy nydivany masodik szaghelyzetshben van.

5 A 4. igénypont exerintl eszkéz (1; 101, 201 301}, ahot az emiitstt inditdesckdz egy gomb
{80. 180}, amely 8 hazhoz visronyitva elostszisthadan van beepitve, &8 a gomb egy nvomdisitistat
{82, 182} tartalmaz, amely a felthasznald szamara hozzaférhetd annak érdekében, hogy megnyomia a
gombot, €5 8 gomb tovébbs tartalmaz egy ferde feliletet (Gte; 191e), amely alkalmas arrg, hogy
egylttmikaditn sz emilett sugdriranyd nytivannyal annak érdeksben. hogy az endifett hengert fore
gassa &8 a sugariranyd nylivinyt eisd szoghelyzeiebs! masudik széghalyzetébe morgasse, amikor a
felhasznalo megnyomia a ayomofeliletet,

8. Az 1~ 4 igénypontok barmelyike sserint ssexsz {1, 107, 201, 301}, azzal jellemezve,
hogy a sugdrirdnyl nyahany (77} sisd szOghelyzatében diszialis irdnyban huzadik,

7 A6 igénypont szerintl eszhdz (1; 101 201, 301), azzal jellemezve, hogy a gomb cedss-
fathatdan van boépitve az emiitelt harhoz kepast egy olvan irényban, amely parhuzamos az A hossz-
tengelivel, &8 a ferde felilet ennélfogva & sugariranyl nylivanyt kimozdifa disztéls iranyabdi mase-
dik szighelyrete faig, amikor egytimiksdik a sugariranyld nydivannyal,

8 Az 1.« 7. igénypontok barmelyike szerintl saskez {1 101 201; 301). amsly tovabbs tan
falmaz:

zardelernst {80, 83a; 130, 158}, amely arra szolgdl, hogy megekadalyorza az inditbeszkdz
{90, 91g; 190, 191e) abban, hogy 3 meglantd eszkast passziv allapotabol aktlv allapotaba mosditsa,
€5 az emiitelt z8rdslem oldhatd sler, ¢

deaktivald elemet (30, 34, Jda; 130), amely oldis a zéréelemet.

9. Az 5. és 8. igényponiok seerinti eszkax {1, 101 201, 301), azzal jelffemezve, hogy @
zardeszkdz tartalmaz egy mozgathald feitislet {834 138} az emiitelt psskdzdn, és az emijtet foliiet
elmozdithatt egy elsé helyzet, ameivben a Sugannanyd nyulvany idnyaba néz Ggy, hogy nens fehet-
siges ar egylttmikodes a sugariranyd nytlvany és a ferde feltlel kOstl, egy masodik helyreths,
amelyben kiokdott Allapothan van, &s 16bbé neny néx az emiftatt sugariranyG nydlvdny iranyabs, és
ezee! leheldve vallk az egyiltmikodss s sugsriranys nytheany 83 2 ferde felidet kozatt

10. A 8. vagy 9. igénypont szerinti esskiz (1, 101, 201, 301), azeal jollamezve, hogy 3 deak-
tvald esckdz alkalmas arra, hogy slaphelyzetebdl, amelyben nem oldja ki a zardelemet, akilv helyre-
tebe mozdufion, amelyben Kicldia & zardslemet &s a2 inditbelem aktivaibdhat, tovabbs a2 esekéz ru-
galmas erd taroldsara alkalmas vissealérits elemmet {85) van elfdlva. amely arra kényszarit a deskt-
vald eszkizt, hogy visszatérien alaphelyzetebe, amennyiben gz inditdesskdz nincs akiivalva,

11 AZ 1.~ 10, igénypontok barmelyike szerintl eszkoz {1, 101, 201; 301), szzaf jellomerve,
hogy tovabbs tartaimaz:

ragzitdelemet {123, 48}, amsly megtartia az emlitelt tartalyl masodik helyzetében a hazhnz
viszonyitva, 8s



Y.

w3~
kenyszoritd eszkézt (8), amely Ossxe van kitve az Ukdztvel 85 a hazzal, amikor a tartaly
masodiy helyretéban van, és a kényszeritd slem Ggy van kikdpazve, hogy a diszidlis irdnyban el
mozditea az Ulkdzdt, amikor elsd allapatabst masadik Aflapotgba megy & &5 8 mésodik allapot ke-
veshé faszitelt, mint az eled dllapot, és sxzel megvaldsita o termek injektalasat.

12.A2 és 1Y, igénypontok szerintl esaksz (1 101 201 3 3}, azzal jellemezve, hogy @ rugd
{8} tovabba slkalmas arra, hogy masodik allapotabs! harmadit sllapotba mozdulion, mikiizben a rugd
ax Gtkdz0t tavolabbl rdnyba mozgatia &s az emiitett harmaaik allapot kevasbé feszitelt, mint a maso-
dik allapot, &5 mind a feszitSeszkazt, mind peddig 8 kényszerits eszidst a rugs Répesi,

130A 11 vagy 12. igénypontok szerin eszkaz {1, 101, 201; 304 3, azzal fellemezyve, hogy @
idgzitteszkiz tartalmaz egy csapszaget { 122}, amely & tartdiyhoz viszonyitva rogzitve van, tovabbs
egy ablakol (48}, amsly a hazon van kisiskitva, &5 a csapezay ax sbiskon belll retesredve ven, ami-
kor az emiitelt tartdly masodik helyzetében van a hazhoz viszonyitea,

14, Az 1~ 13 igénypontol barmeivike sserioli eszkds (1, 101 201 301}, azzal jellemezve,
hogy tartalmaz tovabbs:

Hivedt esakast (30; 130}, amely fegalabb részben az emiitelt hazon bell van elrenderve; lo-
vabba a hazhoz képest mozgathats, ha a taridly rdgzitve van masodik helyzetéhen a hazhos képest,
egy beillesztd helyzet, amelvben g (i tvolabhi vége finyliik a tivads eszkdr disrtals végen, vala-
mint egy véghelyzet kGaitl, amelyben a t diszislis vége nam ryiik 8 Weddd esekas disztals ve-
gén, &8

rugalmas visszatéritd sszktizt (8), amely Sssze van kaposoiva a Kiveds esskérzel és a tar
Walival, 85 gy van kikdpezve, hogy @ tiveds esxkozt aulpmatikusan mosgassa beilfesstd helyzetshdi
veghelyzetebe, mkdzben a felhgsznals eltdvailia a befecskandezés helyerdl az ssskdzt,

15 &8 &8 11 igénypontok seerintl esskaz (1; 101; 201 301}y, azzal jellemezve, hogy amisor
a tartaly a hachoz képest oled helyzatsben van, 2 tivadé eszkér simazdithald a hazhoz képeat egy
alaphelyzet, valamint egy hasandiall helyzet koest ahol g hasznaiat helyzet kézalebb halyezbedik ot
a alaphelyzathez képest, &s a tiveds eszhir fegalabl egy része {34, 34a; 130) képezi az emiitett da-
aktivald eszkdzi,

18, A 15, igénypont szetintl eszkdz (1 101, 201, 301). azzad Jelfermezve, hogy & Hivédd esz-
kéz legalébb &gy része albotla az emillet! zérdeszkozt,

17, Az 1~ 16, igénypontok béemedvike szerinti aszkos {1: 101, 201, 301), awzal jollomerve,
hogy a feszitSesehdz (B) tgy van pozicionaiva, hogy disstalis erét hozzen 6tre az A tengetivel parku-
Tamos fengely menten, €5 az esekdz tovabbs tartalmaz egy csatiskoziatd slemet {20, 5§20}, amaly
Gssze van kitve az eldleszitd eszkiszal ée 2 tartailval, &5 2 canllakoziale eszidr gy van kialakitva
&8 merefezve, hogy Stvigve az emiitelt diszislis erét a faridlyra,

18. A 2. &8 17 igénypontok szerintl eszkaz (1; 101, 201 301}, azeal felfemezve, hogy a csab
inkoztatt elemet @ dugatlydnid (20, S20) képezi, &3 5 dugatiydridnak tengelye (31, 520b) van, amely
sgyvonalban van ax A hossziengeliyel, és az Gthazt a tengely tavolabbl vigén van shendesve, to-
vabba hiddal (22; 522 van elidtva, amely dsszeksti g fengely proximalie vegét sgy oldaled, esdiszer
Kitblostdes (23; 523} provimalis végevei a hoesztengellys!l A parhuzamosan, s befogadia az emiitett
FUgit (8), és a rugd disztalis Utkozd helyzetben van ar emiltett cadszeri kinbidstdés disztalis keraszi-



e
wanyG falan, &5 proximslis Dkesd helyzetben van a hazhoz Képaat rogzitelt helyzetben iavd
proximalis, kereszticdnyd falon (84) 168 Gtkdzdvel,

18. A 4. &s 18 igényponiok sserintl eszker {1 104 201; 301}, azzal jeflomeave, hogy 8 du-
gattytrid hornyas (25, §25) a osterert kioblossdas {23 823} disztalis keresatiranyt falanak disztslis
feliiletén van elrsndesve,

20, Ax 1 - 18 igénypontak barmelyike szedint eszkéz {10101 201; 3013, smely tartaimaz
ovabba szabalyozdeaskdzt (218, 240, 310, 340), amely Ugy ven Kialekitva, hogy érzékeihatd jelzést
ad, amikar az smiltelt (tkozd sled a tartaly disztas vagst,

21 A 20, igénypont sxerintl eszkiz {1, 104; 201; 301, amely tartalmaz tovabbs doeis esz-
kozt {210, 232, 250 310, 380, 3241), amely ugy van kialakitva, hogy késleltesse ar Srzékaihetd jal
Kiadasal, ha az emiited! ko2t elérte a tartaly disstals vaget, és exdital biztositsa, hogy a fethasznalé
figyeimeziettse andl, hogy a termek injekiaiasra kertlt, s az injektdias befejezdddit, osak akkor va-
iosulion meg. ha a termék dnyegdben t@vozolt a tartalybd!

22.A 2. &5 21, igényponiok szerint eszkiz {1 101, 201; 301), azzal jellomesve, hogy az
itS ssxkiz @ hazhoz képest rogzitett foglalattal {220 3283, valamint éreshethel® jeleest add ssz-
kbzzel (240; 340) van olidbva, amely eimosdithatd a foglalthne viszonyitva egy tavolabbi helyzed,
amsiyben nem ad Seékelhett jelzest, valamint gy harelebb) hatyzet kizot, amelyben Kiadia az em-
litett Srackethetd jolzést, &9 az IdORIS aszkor tvabbs artaimaz:

jelzbeszkizt elbfeszitt eszkont (250, 350), amely ceatlakoztatva van & tandsiemher &8 az
erzékelhetd jelzost add jeirbeszkozhoz, 4 gy van kalakivg, hogy a jeizfeszkOn ara kényszerit,
hogy proximalis helyzetét foglalia el amikor Ssszanyomott helyzetéhd! kitdgult helyzetebe mozdul,

jelebesakizt visseatant eszkdzt (224b, 245, 387, 348}, amely arra szolgdl, hogy a jelzdesz-
koszt dsszenyomott dllapotaban eléfestitve tartsa,

ahol ax emiitef! jelzesckdzt megtarts esekoz kividasa gy torténik, hogy a jelzdeszikézt meg- .
o ssxkdz az emiftett dugaityurid (20) legaldbb Bgy reszével (28) egytitmikadik a beinjekidlas -
pesanek végén,

23 Az 1~ 22, igénypontok barmelyike szerinti eszids {1; 101; 201; 301), amely tovabba far-
talmaz egy kilsd burkolatot {400). amely ax egésy eszksz kirbeveszi, és a kilsd burkolat legalabb
2y sisd furattal (410) van elidlva azént, hogy a felhasznald aisthesss ar nditd eszkizd, és legalabh
egy masodik furaltal (430} van slidtva. amelyen &t a 1, és adott ssetben a Hiveds eszios is kitep,

24 A Q2. &8 23 igénypontok seerink eszker (1, 101 201 301}, azzal jellamesve, bogy 3z
rzékethetd jelzast kihoosato esekin (247; 342) legaldbb gy rosze egyitimikodik a kiflsé burkolat
{400} falanak (340) legaiabh egy részével, amiker az srzékethotd jelzdesskéz proximalis helvzetéhen
war, annak ardekéban, hogy siddliiiss ar emiiteit drzskaihetd jefrést,

23. Az 1.~ 24, igénypontok barmelyike szennt sseksz (1) 101, 201, 301}, azzal jellomeazve,
hogy tovabba sz emfitett haz (40} alkalmaras ol lezdrasdra szalgald, eltdvalithatd diszials sapks-
val (80, 51} van ofidtva, 65 a2 emiitell asekos tovabbs arisimas egy hozzaférést jelzd eszkant (88,
§7. 58}, amely informalja & fehasanalst ams! hogy @ diszialis sapkat mar ingalabh egyszer altdvolitol
3k, mieldtt vieszahelyesték volna 3 has disstalis viégére,
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26 Az 1. 28, igényporitok bdrmelyike szarint ssxkdz {1, 101, 201 301), azzal jellamezve,
hogy tovabba csilfapits serkdzt (820, 520, 520b, 529) tartaimaz annak Srdekében, hogy cstkkent-
sUk azi & sebesseget, amellyel ar emiftelt tartdly simozdul elsd helyzetdbd! masodik helyzetébe az
elffaszitt eszkiz hatdsara,

27. A 14, ~ 28 igénypontok barmelyike szerintt esxkoz (1, 101 209 301), azzal Jellemezve,
hogy az emiifelt eszkdz két kiitndlls, Sssrekapesalhatd részbé! van kialakitva, nevezstesan gy
mozgate részbdl (100}, valamint egy hdzrészndl,

&5 az emiitelt mozgatd rész tartaimarza legalébb az eltfeszitt eszkozt, az emiltelt magtantd
2azkdzl, az Ndio eszkdst és a kényssertd esskazt,

valamint ax emitelt hazedsy tertalmazze legelébb & hézal, & deaklivald sszkoxt a
rogzittaszkoat, & Hivedd eszkdzt, &5 az emlitelt rugainas visszateritd eszhdal,

8 zardeszkor @ mosnatd saxkdz 68 a hdzeész kasll az sgyken van slrendezvs,

tovabba az emiitelt eszkéz csatiakoziald eszkozzel (43, 65) van elidtve, amellysl a mozgats
eszkédz {100} & felhasansiss idejére & hazhos csatiskoziathats.

28, A 27, igénypont szerintl eezioz (101), azeal jellomezve, hogy a zardeszksz {138) & haz-
raszen van elendezve, €5 a mozgats rése tovabba tantaimaz egy idelglenas reteset {75), amely fenn-
tartiz & meglartd eszkozt passriv haelyzetében, amiker a mozgatd réer nincs csatiakoztatva & haz-
reszher, és az ideiglenes refesz eltavolitasra kerll a mozgatd részrdl, ha az emiitelt motoréss csat-
fakozik a hazrészher, ¢s az ideiglenss relesz ezt kdvetden a harrészen elrendezstt releszeld asz-
kazzat van helyeltesitve,

28, A28, igénypont szerinti esekoz (101). azzaf jelfamerve, hogy a reteszelé exzkéz 2 Hive-
db aszkdz {130} legaldbb syy feliieddt (139) Sulalia magsban,
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