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(57) Abstract: A set of members for a drug delivery device (10) comprises at least two components for the device (10), wherein
both components are provided with a marking (19, 20), the markings (19, 20) being substantially equivalent or identical. Further-
more, a drug delivery device (10) and a set of drug delivery devices (10) are provided.
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Description

SET OF DRUG DELIVERY DEVICES WITH TACTILE OR VISUAL
ENHANCEMENTS

This disclosure relates to a set of members for a drug delivery device, a drug delivery

device and a set of drug delivery devices.

Drug delivery devices of similar appearance may be provided for delivering different
types of drugs. In particular, a single user may use devices comprising a similar exterior
shape for dispensing different drugs. It is desirable that mixing-up different devices and,

hence, different drugs is prevented.

A drug delivery device Is described in document EP 1 923 083 A1, for example.

Cartridges are generally marked with details of the medicament that they contain, and
may be differentiated with a specific color for that medicament. Although the cartridge
tself is marked with details of the medicament that it contains, this marking may be
difficult to see after the cartridge is loaded into the device, so the user may select the
wrong device, and dispense the wrong medicament. It would therefore be
advantageous for a reusable drug delivery device to be marked with a medicament
differentiation. However, with a differentiated reusable device there Is a risk that the
user might load a cartridge in the wrong device, and then rely on the differentiation on
the device rather than reading the cartridge label, and so dispense the wrong
medicament. Alternatively, all detachable parts of the reusable device might be
dedicated (or mechanically coded) to each other, but without any differentiation. For
example, the cartridge might be coded to the cartridge holder, the cartridge holder to the
dose setting mechanism, and the cap to the dose setting mechanism. The risk of a fully
dedicated device is that it might be difficult to understand, so the user might apply
excessive force to assemble the device, and damage the coding so that a cartridge fits

INto an incorrect device.
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It is an object of the present disclosure to facilitate provision of novel, preferably

improved, drug delivery devices, for example devices providing high safety for a user.

This object may be achieved by the subject matter of the independent claims. Further
features and advantageous embodiments are the subject matter of the dependent

claims.

According to one aspect, a set of members for a drug delivery device is provided. The
set may comprise at least two components for the device. Both components may be
provided with a marking. The markings are expediently substantially equivalent or

identical.

By means of the markings provided on the components of the device, information, In
particular information about the device, may be provided to the user. The respective
marking may identify a particular drug held in the device. In this way, the user may
verify whether he uses the right device and, in particular, whether the device holds the
right drug. The respective marking may be adapted and arranged to be viewed and/or
contacted by the user any time during operation of the device. In particular, one of the
markings may be arranged to be contacted or viewed by the user when setting the dose.
The other one of the markings may be arranged to be contacted or viewed by the user
when delivering the set dose. In this way, during operation of the device, the user may

always contact or view at least one marking.

According to an embodiment, the markings each comprise at least one tactile marking.

Tactile markings may be especially suited for users with impaired vision, €.g. users
suffering from diabetes. Tactile markings may be recognized by the user even if he is no
longer able to confirm visually that he is using the right device. The respective tactile
marking may be adapted and arranged to be viewed and/or contacted by the user any
time during operation of the device. In particular, one of the tactile markings may be
arranged to be contacted or viewed by the user when setting the dose. The other one of

the tactile markings may be arranged to be contacted or viewed by the user when
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delivering the set dose. In this way, during operation of the device, the user may always

contact or view one marking.

The respective tactile marking may comprise one or more structural elements which
may be grouped to form the tactile marking. Preferably, said structural elements
comprise a structural depth great enough to generate a tactile feedback when a user

contacts the respective tactile marking.

According to an embodiment, the markings each comprise at least one colour marking.

Additionally or alternatively to the tactile marking, the markings may comprise a colour.
By means of a colour marking the user may realize easily to which type of drug the
respective marking relates. Colours may be recognized even by users with seriously
impaired eyesight. While preparing the device for operation and also during operation of

the device the respective colour marking may be viewed by the user.

According to an embodiment, the markings each comprise at least one text marking.

According to an embodiment, the at least one text marking comprises a name of a drug

for the device, In particular a drug held in a cartridge of the device.

Thus, additionally or alternatively to the tactile marking and/or colour marking, the
respective marking may comprise a text or text-like marking, e.g. a marking comprising
a text, a number and/or a character. The respective text or text-like marking may

comprise the name of the drug that is used in the drug delivery device.

According to an embodiment, the markings each comprise at least one symbol.

Adaitionally or alternatively to the tactile marking, the colour marking and/or the text
marking, the respective marking may comprise a symbol which may be specifically
associated with the particular drug used in the drug delivery device. The symbol may be

a logo associated with the drug, for example.
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According to an embodiment, the at least two components comprise a main housing for
the drug delivery device and/or one, two, three or more of the following additional
components: A dose button for the drug delivery device. A cap for the drug delivery
device. A cartridge for the drug delivery device. A cartridge holder for the drug delivery
device. The respective additional component may be connectable, preferably releasably
connectable, to the main housing. Two, three, four or more of the at least two

components are provided with substantially equivalent or identical markings.

In the following text one of the markings, In particular the marking provided on the main
housing of the device, Is referred to as “device marking”. The at least other one of the
markings, preferably the two, three, four or more markings, provided on the additional
components of the device, is referred to as “"component marking”, respectively.
Preferably, the device marking is arranged to be contacted and/or viewed by the user
when setting a dose of the drug which is to be delivered by the device. Preferably, the
component marking is arranged to be contacted and/or viewed by the user when

preparing the device for setting and/or when delivering the set dose.

The substantially equivalent or identical device marking and component marking may
identify one particular type of drug held in the cartridge of the device. This may increase
the user’'s confidence that he is administering the correct drug. Any time during
operation of the device, e.g. during setting and delivery of the dose and/or while
preparing the device for operation, the user may contact or at least view one of the

device marking and the component markings.

The device marking may comprise a marking having a different outer appearance
compared to the component marking. For example, the device marking may comprise a
tactile marking. The component marking may comprise a colour, a symbol and/or a text
marking, for example, or vice versa. Though the outer appearance of the markings may
pe different, the respective marking may be adapted and arranged to provide the same
information to the user, e.g. information, about the device and, in particular, the drug

held in the cartridge of the device.
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However, it Is preferred that every type of device marking, e.g. tactile, colour, text or

symbol, has a corresponding component marking of the same type.

In case the device marking and the component marking each comprise a tactile marking,
the substantially equivalent or identical tactile markings may comprise an identical
number and/or an identical shape of one or more or all structural elements which are
grouped to form the tactile device marking and component marking. Substantially
equivalent or identical tactile markings may comprise a different size and/or a different
material of the structural elements. However, as described above, the substantially
equivalent or identical tactile markings expediently provide the same information, in

particular recognizably equivalent tactile feedbacks, to the user.

In case the device marking and the component marking each comprise a colour
marking, the substantially equivalent or identical colour markings may comprise the
same colours or at least similar colours, in particular colour ranges which are
neighbouring In the electromagnetic spectrum. The substantially equivalent or identical
colour markings provide the same information, in particular information about the drug,

to the user.

In case the device marking and the component marking each comprise a text marking,
the substantially equivalent or identical text markings may comprise the same text or
different texts containing the same information like an expression and an abbreviation of

this expression. However, the component text marking and the device text marking may

comprise a different size and/or shape, for example.

According to an embodiment, the main housing comprises a housing body. The main
housing may comprise a housing insert. The housing insert may be releasably
connected to the housing body. A marking of the main housing, in particular the device

marking, may be provided on the housing insert.
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The housing insert and the marking may be formed unitarily. The housing insert may be
an exchangeable component of the device. Accordingly, the housing insert comprising
the marking may be replaceable by a replacement housing insert. The replacement
housing insert may be provided with a different marking, e.g. a marking identifying a
different drug. This may be especially applicable for a re-usable drug delivery device

and, in particular, for a drug delivery device adapted to dispense different drugs.

According to a further embodiment, the marking is provided on the housing body.
Accordingly, at least one marking may be provided on a part of the device, which is not
exchangeable. In this case, the housing insert may be redundant. This may be
especially applicable for a disposable drug delivery device and/or a drug delivery device
adapted to hold only one particular drug. In this case, the housing body may form the

main housing.

According to a further aspect a drug delivery device is provided. The drug delivery
device may comprise a main housing. The drug delivery device may comprise one, two,
three or more of the following additional components of the previously described set of
members: A dose button for the drug delivery device. A cap for the drug delivery device.
A cartridge for the drug delivery device. A cartridge holder for the drug delivery device.
The respective additional component of the set of members may be connected,
preferably releasably connected, to the main housing at least in a storage mode of the
device, €.g. a mode when the device stored, in particular between subsequent operation
modes of the device or when a different drug contained in a different device is
dispensed. One of the markings of the components of the set of members, e.g. the
device marking, may be provided on the main housing. An other one of the markings,
e.g. the component marking, may be provided on at least one, preferably on two ore

more, of the additional components.

The main housing which is provided with the marking, may be configured to be
contacted or viewed by the user when setting a dose of a drug. At least one of the dose
button, the cartridge, the cartridge holder and the cap, in particular the additional

components which are provided with the component marking, may be configured to be
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contacted or viewed by the user when preparing the device for operation and/or when
delivering the set dose. The substantially equivalent or identical markings, in particular
the component marking and the device marking, may identify the drug delivery device

and, In particular, one particular drug held in the device.

According to a further aspect a set of drug delivery devices is provided. The set may
comprise two, three, or more drug delivery devices. These devices may comprise a
similar exterior shape and/or colour. The respective device may comprise a
corresponding set of members as described above. Components of sets of members of
different devices are expediently provided with different markings. Differently marked
components may be part of devices holding different drugs. Differently marked drug

delivery devices always hold different drugs.

In an embodiment of the set of drug delivery devices the components of sets of
members of different devices may be provided with same (identical) markings, and

same marked components may be part of devices holding same drugs.

In a further embodiment of the set of drug delivery devices at least one respective

device Is disposable and another respective device Is reusable.

In a further embodiment of the set of drug delivery devices the sets of members have
mechanical couplings coded such that only members with the same markings can be

connected together.

In a further embodiment of the set of drug delivery devices a drug specific cartridge
holder is provided with coupling features corresponding to a specific cartridge, such that

only the specific cartridge can be inserted into the drug specific cartridge

The components of the previously described set of members, in particular, components
comprising substantially equivalent or identical markings, may be assembled to form
one single drug delivery device. In particular, components of one particular device may

comprise substantially equivalent or identical markings. One component marking may
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be provided on the dose button, for example. An additional component marking may be
provided on the cap. The device marking may be provided on the housing insert, for

example.

The different drug delivery devices may be customized to the drug to be delivered by
providing differently marked components. In particular, the different markings and the
differently marked additional components may be adapted to identify the drug held in

the respective device.

The user may choose a first device and, thus, a first drug he wants to use by viewing
and/or contacting the markings provided on the components of this device. The user
may contact and/or move one component of said first device with respect to the housing,
hence preparing the first device for operation. Thereby, the user contacts and/or views
at least one of the markings, e.g. the device marking which may be provided on the
housing insert, for example. Afterwards, the user may put the first device aside, e.g. for
preparing a second device comprising differently marked additional components which
identify a second drug held in the second device, for operation. Later on, when the user
wants to dispense the first drug, the user grabs one of the devices previously prepared
for operation. By means of the markings, in particular the device marking and the
component markings, provided on the components of said device, the user can verify at
once, whether he has grabbed the right device, i.e. the first device holding the first drug.

Hence, provision of a device providing high safety for the user is facilitated.

Preferably, all components of the respective device being provided with a marking, are
releasably connected to the housing body of the respective device. The housing body
may be free of a marking. Accordingly, the differently marked drug delivery devices may
comprise equally formed housing bodies, €.g. a housing body comprising the same
exterior shape, colour and/or size. This may help to reduce manufacturing cost for the
set of drug delivery devices as a single type of housing body may be used for different
drug delivery devices. Furthermore, the basic shape and/or colour of the additional
components except for the markings may be the same for all devices. The different
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additional components may comprise a different tactile, colour, symbol and/or text

marking for identifying a different drug held in the second device.

Together with the set of different drug delivery devices a table may be provided to the
5 userto link the respective marking of the components of the respective device to the

drug held in said device.

In the following, features described in connection with the drug delivery device, with the

set of components for the drug delivery device and with the set of drug delivery devices
10  may be combined with each other and with features described below. For example,

features, which are relevant for the drug delivery device, may be relevant for the set of

components and for set of devices, as well.

According to an embodiment, the main housing comprises a window section. The
15  housing insert may comprise the window section. The device marking may be arranged

offset, preferably distally offset, from the window section.

The window section may be adapted and arranged to allow a user to view through the
housing Insert and, preferably, from the outside of the main housing to the inside of the
20 main housing. Thus, the user may gather information which is displayed through the

window section, e.qg. information about the size of the set dose.

According to an embodiment, the device comprises a label. The label may be releasably
or permanently attached to the main housing, in particular to the housing insert, for
25 example. Alternatively, the label may be arranged on any other part of the device, e.g.

on the cartridge holder. One of the markings may be provided on the label.

The label may be easily removable from the device and, thus, may be replaceable by an
other label comprising a different marking, for example a component marking, e.g.

30 indicating a different drug.
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According to an embodiment, the additional component comprises a cartridge holder.
The cartridge holder may be connected, preferably releasably connected, to the housing
pody. The component marking or an additional component marking may be provided on
the cartridge holder.

The cartridge holder may be an exchangeable component of the device. Accordingly,
the cartridge holder may be removable from the device and, thus, may be replaceable
by an other cartridge holder, e.g. a cartridge holder comprising a different component
marking for example for indicating a different drug. This may be especially applicable for
a re-usable drug delivery device.

According to an embodiment, the additional component comprises a dose button. The
dose button may be adapted and arranged to be contacted by the user for delivering the
set dose. The component marking or an additional component marking may be provided
on an actuation surface of the dose button, e.g. a surface of the dose button agdapted to
be contacted for delivering the dose.

By viewing and/or contacting the component marking provided on the dose button, the
user may be able to identify the drug held in the device. The actuation surface
comprising the component marking or an additional component marking may be

contacted, preferably pressed, by the user for starting the drug delivery action.

According to an embodiment, the additional component comprises a cap. The cap may
be releasably connectable to the main housing. The cap may be adapted and arranged
to cover a dispensing end of the drug delivery device, in particular in a storage mode of
the device. For operation, the dispensing end Is expediently uncovered. The cap may
be adapted to cover the cartridge holder. The component marking or an additional

component marking may be provided on an outer surface of the cap.

By viewing and/or contacting the component marking provided on the cap, the user may
identify at once the drug held in the device and hence, If he uses the right device. For

making the device ready for operation, the cap may be detached from the device. For
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this purpose, the user contacts the outer surface of the cap, thereby he contacts or
views the component marking provided on the outer surface of the cap. The user may
compare the component marking or the feedback said marking generates with the
device marking or the feedback thereof he contacts or views later on when setting the
dose. Furthermore, If applicable, the user may compare said component marking with
the component marking arranged on the actuation surface of the dose button, which the
user contacts after setting and, in particular, for delivering the set dose. The said
markings, e.g. the component marking, the additional component marking and the
device marking, are expediently substantially equivalent or identical. Accordingly, any
time the user contacts or at least views the device, e.g. during preparation of the device
for operation, during setting of the dose and during delivery of the set dose, the user

can control that he uses the correct device.

According to an embodiment, one, more or all of the additional components of the drug

delivery device which comprise a marking are exchangeable.

In this way, the markings may be replaceable by a different marking for identifying
different drugs held in the device. This is especially applicable for re-usable drug

delivery devices.

According to an embodiment, the drug delivery device Is a pen-type device, in particular

a pen-type injector.

Alternatively, the drug delivery device may be an electromechanical device. The drug
delivery device may also have a different form or geometry, either for use as a hand
held device or as a body worn device, such as an infusion pump. A hand held drug
delivery device is shown for example in patent application WO03051428 which Is
incorporated herein by reference.

According to an embodiment, the respective device is disposable.

According to an embodiment, the respective device Is re-usable.
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The insert components of the device comprising the respective marking may be
releasably connected to the housing body of the device. Accordingly, the device may be
adapted to hold a plurality of different drugs. The respective drug may be, preferably

unambiguously, identified by the marking provided on the components of the device.

According to an embodiment, a storage unit, preferably a storage unit for a drug delivery
device such as for the previously described drug delivery device, Is provided. The
storage unit may comprise a case, €.g. a carry case, for the device. The case Is
adapted to receive and retain the device, in particular to secure the device within the
case. The case Is expediently adapted to provide storage and protection to the device,
in particular from environmental influences when the device Is retained in the case.
Additionally or alternatively, the storage unit may comprise a drug packaging for a drug,
preferably for a cartridge containing the drug, for the device. The case and/or the drug
packaging may be provided with at least one storage marking. The storage marking
may be a tactile marking. Additionally or alternatively, the storage marking may be a
colour, a text and/or a symbol marking. The storage marking may be substantially
equivalent or identical to at least one of the markings, e.g. the device marking and/or

the component marking, provided on the device or the cartridge of the device.

The case may be adapted and arranged to receive the device in an interior of the case.
The storage marking may provide the same information to the user, in particular
information about the drug held in the device, as the markings, in particular the device

marking an the component marking, on the device.

A storage marking, If applicable an additional storage marking, may be provided on an
outer surface of the drug packaging. The drug packaging may be retained and/or
secured together with the device Iin the case for the drug delivery device. Accordingly,
additional drug may be supplied in the case in addition to drug contained in the device,
e.g. by means of a replacement cartridge containing the drug. The storage marking may

provide the same information to the user, in particular information about the drug held in
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the drug packaging, as the device and the component marking of the device, for

example on the cartridge of device.

According to a preferred embodiment, a set of members for a drug delivery device Is

provided comprising at least two components for the device, wherein both components

are provided with a marking, the markings being substantially equivalent or identical.

The, In particular substantially equivalent or identical, markings allow the user to gather
iInformation about the device and, in particular, about the drug held in the device. For
identifying a second drug delivery device holding a second particular drug, a second set

of members having a different marking may be provided.
In an example embodiment, a differentiated and dedicated drug delivery device is
described, where at least some parts of the device are differentiated for the medicament,

and dedicated to each other, for example by mechanical coding.

Of course, features described above in connection with different aspects and

embodiments may be combined with each other and with features described below.

Further features, advantages and refinements become apparent from the following

description of the exemplary embodiments in connection with the accompanying figures.

Figure 1 schematically shows a perspective side view of an exemplary embodiment of a

drug delivery device,

Figures 2A through 2C schematically show a set of three differently marked drug

delivery devices,

Figures 3A through 3F schematically show parts of the drug delivery device of Figure 1.

Like elements, elements of the same kind and substantially equivalent or identically

acting elements may be provided with the same reference numerals in the figures.
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In Figure 1 an exemplary embodiment of a drug delivery device 10 is shown. The drug
delivery device 10 may be an injection device. The drug delivery device 10 may be a
pen-type device, In particular a pen-type injector. The device 10 may be a disposable or
a re-usable device. Preferably, the device 10 is re-usable. The device 10 may be
configured to dispense fixed doses of a drug, In particular doses which may not be
varied by the user, or variable, preferably user-settable, doses of the drug. The drug
delivery device 10 may be a manually driven device. Alternatively, the drug delivery

device 10 may be an electrically driven device.

The drug delivery device comprises a main housing 12. The main housing 12 comprises
a tubular shape. The main housing 12 is configured to house members of a drive
mechanism of the drug delivery device 10. The drive mechanism is adapted to drive
members, e.g. a piston rod (not explicitly shown) arranged within the main housing 12

for dispensing the set dose.

The drug delivery device 10 and the main housing 12 have a distal end and a proximal
end. The term “distal end” designates that end of the drug delivery device 10 or a
component thereof which is or is to be arranged closest to a dispensing end of the drug
delivery device 10. The term “proximal end” designates that end of the device 10 or a
component thereof which is or Is to be arranged furthest away from the dispensing end
of the device 10. The distal end and the proximal end are spaced apart from one
another in the direction of an axis 24. The axis 24 may be the main longitudinal axis of
the device 10.

The drug delivery device 10 comprises a housing body 13A. The housing body 13A is
part of the main housing 12 of the device 10. The drug delivery device 10 comprises a
cartridge holder 11. The cartridge holder 11 Is connectable, preferably releasably
connectable, to the housing body 13A. Preferably, the cartridge holder 11 is releasably
connected, for example screwed, to the housing body 13A to allow introduction of a
replacement cartridge holder 11 into the device 10. In particular, the cartridge holder 11

'S exchangeable.
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Each of the parts of the pen system that are intended to be separated and reconnected
by users may each be provided with substantially equivalent or identical markings and
tactile features. Furthermore, each of the pen system parts that are intended to be
separated and reconnected by users may be provided with unique mechanical coupling
features, such that only the correctly matching substantially equivalent or identical
marked pen system parts can be fitted together. Typically, the parts of a pen system
that are separable and reconnectable by users are the cap from the drug delivery
housing and In the case of a reusable drug delivery device, also the cartridge holder
from the drug delivery housing. To further increase safety for the user, a drug specific
cartridge holder may be provided with unigue mechanical coupling features for a
corresponding specific drug cartridge, such that only the correct drug cartridge can be

Inserted.

The drug delivery device 10 comprises a housing insert 13B. The housing insert 13B Is
part of the main housing 12 of the device 10. The housing insert 13B Is inserted into andg,
permanently or releasably, connected to the housing body 13A of the main housing 12.
Preferably, the housing insert 13B Is releasably connected, for example snap-fitted, to
the housing body 13A to allow insertion of a replacement housing insert 13B into the
housing body 13A. In particular, the housing insert 13B is exchangeable. The housing
insert 13B Is preferably arranged in a recessed section of the housing body 13A (not
explicitly shown). Thus, the housing insert 13B does not increase the radial extension of
the device 10. Preferably, the housing insert 13B ends flush with the housing body 13A

on an outer surface of the main housing 12.

The housing insert 13B comprises a window section 15. The window section 15 Is
preferably arranged in the proximal end section of the housing insert 13B. The window
section 15 comprises a transparent or translucent window. The window may enable the
user to view through the housing insert 13B. Preferably, the housing body 13A
comprises an aperture with which the window section 15 overlaps. Thus, the user may
view In the window section 15 through the wall of the main housing 12 to a component
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housed therein, e.g. to a dose dial member 16 (which is described later on) comprising,

for example, symbols for providing dosage information.

The housing insert 13B comprises a label section. The label section Is arranged offset,

preferably distally offset, from the window section 15. The label section is configured for
holding a label 14. The label 14 may be releasably or permanently attached to the label
section. Preferably, the label 14 Is releasably attached to the label section. Accordingly,

the label 14 is exchangeable.

The main housing 12 comprises an outer lateral surface 12A. The outer lateral surface
12A connects a distal end-face 22A of the drug delivery device 10, e.g. a distal end of
the cartridge holder 11, and a proximal end-face 22B of the drug delivery device 10, e.g.
a surface formed by a part of a drive mechanism of the device 10 which is explained

later on In more detall, with one another.

The device 10 comprises a cartridge 25. The cartridge 25 is retained in the cartridge
holder 11. Alternatively, the cartridge holder 11 can be dispensed with and the cartridge
25 can be directly connected to the housing body 12. The cartridge holder 11 comprises
a window 26. A part of the cartridge 25 is visible through the window 26. The cartridge
holder 11 stabilizes the cartridge 25 mechanically. The cartridge 25 may hold one or a
plurality of doses of a drug. The term “drug” as used herein preferably means a
pharmaceutical formulation containing at least one pharmaceutically active compound
having a molecular weight up to 1500 Da, or a pharmaceutically active peptide, protein,
DNA, RNA, antibody, enzyme, hormone or oligonucleotide, or a mixture thereof,
preferably comprising at least one peptide, further preferred a peptide for the treatment
of diabetes mellitus or complications associated with diabetes mellitus such as diabetic
retinopathy, especially preferred human insulin or a human insulin analogue or
derivative, glucagon-like peptide (GLP-1) or an analogue or derivative thereof, or

exedin-3 or exedin-4 or an analogue or derivative of exedin-3 or exedin-4.

Insulin analogues are for example Gly(A21), Arg(B31), Arg(B32) human insulin, Lys(B3),
Glu(B29) human insulin, Lys(B28), Pro(B29) human insulin, Asp(B28) human insulin,
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human insulin, wherein proline in position B28 is replaced by Asp, Lys, Leu, Val or Ala
and wherein in position B29 Lys may be replaced by Pro, Ala(B26) human insulin,

Des(B28-B30) human insulin, Des(B27) human insulin and Des(B30) human insulin.

Insulin derivates are for example B29-N-myristoyl-des(B30) human insulin, B29-N-
palmitoyl-des(B30) human insulin, B29-N-myristoyl human insulin, B29-N-palmitoy!
human insulin, B28-N-myristoyl LysB28ProB29 human insulin, B28-N-palmitoyl-
LysB28ProB29 human insulin, B30-N-myristoyl-ThrB29LysB30 human insulin, B30-N-
palmitoyl- ThrB29LysB30 human insulin, B29-N-(N-palmitoyl-Y-glutamyl)-des(B30)
human insulin, B29-N-(N-lithocholyl-Y-glutamyl)-des(B30) human insulin, B29-N-(w-
carboxyheptadecanoyl)-des(B30) human insulin and B29-N-(w-carboxyheptadecanoyl)

human insulin.

Exendin-4 preferably means Exendin-4(1-39), a peptide of the sequence H-His-Gly-Glu-
Gly-Thr-Phe-Thr-Ser-Asp-Leu-Ser-Lys-GIn-Met-Glu-Glu-Glu-Ala-Val-Arg-Leu-Phe-lle-
Glu-Trp-Leu-Lys-Asn-Gly-Gly-Pro-Ser-Ser-Gly-Ala-Pro-Pro-Pro-Ser-NH2.

Exendin-4 derivatives are for example selected from the following list of compounds:
H-(Lys)4-des Pro36, des Pro37 Exendin-4(1-39)-NH2,
H-(Lys)5-des Pro36, des Pro37 Exendin-4(1-39)-NH2,

des Pro36 [Asp28] Exendin-4(1-39),

des Pro36 [IsoAsp28] Exendin-4(1-39),

des Pro36 [Met(O)14, Asp28] Exendin-4(1-39),

des Pro36 [Met(O)14, IsoAsp28] Exendin-4(1-39),

des Pro36 [Trp(02)25, Asp28] Exendin-4(1-39),

des Pro36 [Trp(02)25, IsoAsp28] Exendin-4(1-39),

des Pro36 [Met(O)14 Trp(02)25, Asp28] Exendin-4(1-39),

des Pro36 [Met(O)14 Trp(02)25, IsoAsp28] Exendin-4(1-39), or
des Pro36 [Asp28] Exendin-4(1-39),

des Pro36 [IsoAsp28] Exendin-4(1-39),

des Pro36 [Met(O)14, Asp28] Exendin-4(1-39),

des Pro36 [Met(O)14, IsoAsp28] Exendin-4(1-39),
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des Pro36 [Trp(02)25, Asp28] Exendin-4(1-39),

des Pro36 [Trp(0O2)25, IsoAsp28] Exendin-4(1-39),

des Pro36 [Met(O)14 Trp(02)25, Asp28] Exendin-4(1-39),

des Pro36 [Met(O)14 Trp(02)25, IsoAsp28] Exendin-4(1-39),

wherein the group -Lys6-NH2 may be bound to the C-terminus of the Exendin-4
derivative,

or an Exendin-4 derivative of the sequence

H-(Lys)o-des Pro36 [Asp28] Exendin-4(1-39)-Lys6-NHZ2,

des Asp28 Pro36, Pro37, Pro38Exendin-4(1-39)-NH2,

H-(Lys)6-des Pro36, Pro38 [Asp28] Exendin-4(1-39)-NH2,

H-Asn-(Glu)ddes Pro36, Pro37, Pro38 [Asp28] Exendin-4(1-39)-NH2,

des Pro30, Pro37, Pro38 [Asp28] Exendin-4(1-39)-(Lys)o-NH2,

H-(Lys)6-des Pro36, Pro37, Pro38 [Asp28] Exendin-4(1-39)-(Lys)6-NH2,
H-Asn-(Glu)5-des Pro36, Pro37, Pro38 [Asp28] Exendin-4(1-39)-(Lys)o-NHZ2,
H-(Lys)6-des Pro36 [Trp(02)25, Asp28] Exendin-4(1-39)-Lys6-NH2,

H-des Asp28 Pro36, Pro37, Pro38 [Trp(0O2)25] Exendin-4(1-39)-NH2,

H-(Lys)6-des Pro36, Pro37, Pro38 [Trp(02)25, Asp28] Exendin-4(1-39)-NH2,
H-Asn-(Glu)5-des Pro36, Pro37, Pro38 [Trp(02)25, Asp28] Exendin-4(1-39)-NH2,
des Pro36, Pro37, Pro38 [Trp(02)25, Asp28] Exendin-4(1-39)-(Lys)6-NH2,
H-(Lys)o-des Pro36, Pro37, Pro38 [Trp(02)25, Asp28] Exendin-4(1-39)-(Lys)6-NH2,
H-Asn-(Glu)5-des Pro36, Pro37, Pro38 [Trp(02)25, Asp28] Exendin-4(1-39)-(Lys)o-NH2,
H-(Lys)o-des Pro36 [Met(O)14, Asp28] Exendin-4(1-39)-Lys6-NH2,

des Met(O)14 Asp28 Pro30, Pro37, Pro38 Exendin-4(1-39)-NH2,
H-(Lys)6-desPro36, Pro37, Pro38 [Met(O)14, Asp28] Exendin-4(1-39)-NH2,
H-Asn-(Glu)o-des Pro36, Pro37, Pro38 [Met(O)14, Asp28] Exendin-4(1-39)-NH2,
des Pro36, Pro37, Pro38 [Met(O)14, Asp28] Exendin-4(1-39)-(Lys)6-NH2,
H-(Lys)o-des Pro36, Pro37, Pro38 [Met(O)14, Asp28] Exendin-4(1-39)-(Lys)o6-NH2,
H-Asn-(Glu)5 des Pro36, Pro37, Pro38 [Met(O)14, Asp28] Exendin-4(1-39)-(Lys)6-NH2,
H-Lys6-des Pro36 [Met(O)14, Trp(02)25, Asp28] Exendin-4(1-39)-Lys6-NH2,

H-des Asp28 Pro36, Pro37, Pro38 [Met(O)14, Trp(02)25] Exendin-4(1-39)-NH2,
H-(Lys)6-des Pro36, Pro37, Pro38 [Met(O)14, Asp28] Exendin-4(1-39)-NH2,
H-Asn-(Glu)5-des Pro36, Pro37, Pro38 [Met(O)14, Trp(02)25, Asp28] Exendin-4(1-39)-
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NH2,

des Pro36, Pro37, Pro38 [Met(O)14, Trp(02)25, Asp28] Exendin-4(1-39)-(Lys)6-NH2,
H-(Lys)o-des Pro36, Pro37, Pro38 [Met(O)14, Trp(02)25, Asp28] Exendin-4(S1-39)-
(Lys)6-NH2,

H-Asn-(Glu)5-des Pro36, Pro37, Pro38 [Met(O)14, Trp(02)25, Asp28] Exendin-4(1-39)-
(Lys)6-NH2,

or a pharmaceutically acceptable salt or solvat of any one of the afore-mentioned

Exedin-4 derivative.

Hormones are preferably hypophysis hormones or hypothalamus hormones or
regulatory active peptides and their antagonists as listed in Rote Liste, ed. 2008,
Chapter 50. Examples of hormones are Gonadotropine (Follitropin, Lutropin,
Choriongonadotropin, Menotropin), Somatropine (Somatropin), Desmopressin,

Terlipressin, Gonadorelin, Triptorelin, Leuprorelin, Buserelin, Nafarelin, Goserelin.

Pharmaceutically acceptable salts are for example acid addition salts and basic salts.
Acid addition salts are e.g. HCI| or HBr salts. Basic salts are e.g. salts having a cation
selected from alkali or alkaling, e.g. Na+, or K+, or Ca2+, or an ammonium ion
N+(R1)(R2)(R3)(R4), wherein R1 to R4 independently of each other mean: hydrogen,
an optionally substituted C1-Co6-alkyl group, an optionally substituted C2-C6-alkenyl
group, an optionally substituted Co-C10-aryl group, or an optionally substituted Co6-C10-
heteroaryl group. Further examples of pharmaceutically acceptable salts are described
N "Remington’s Pharmaceutical Sciences” 17. Ed. Alfonso R. Gennaro (Ed.), Mark
Publishing Company, Easton, Pa., U.S.A., 1985 and in Encyclopedia of Pharmaceutical
Technology.

Pharmaceutically acceptable solvates are for example hydrates.

The drug delivery device 10 may comprise a needle assembly (not explicitly shown),
comprising a needle. The needle assembly may be releasably attached to the cartridge
holder 11, for example by means of a thread. The needle, when attached, may be In

fluid communication with the interior of the cartridge 25.
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A bung (not explicitly shown) is moveably retained in the cartridge 25. The bung seals
the cartridge 25 proximally. Movement of the bung in the distal direction with respect to
the cartridge 25 causes a dose of the drug to be dispensed from the cartridge 25,
provided that fluid communication was established between the interior and the exterior

of the cartridge 25.

The device 10 comprises the previously mentioned drive mechanism. The drive
mechanism is arranged and retained at least partly within the main housing 12 of the
drug delivery device 10. The drive mechanism comprises the previously mentioned
dose dial member 16. The dose dial member 16 I1s releasably or permanently connected
to the main housing 12. The dose dial member 16 may be threadedly engaged with the
housing body 13A. The dose dial member 16 may be provided with dose numbers on
an outer surface thereof. The dose dial member 16, in particular its outer surface, may
be viewed through the window aperture of the housing insert 13B. The dose number
currently displayed in the window aperture indicates the size of the currently set dose.
This size may be varied by moving the dose dial member 16 with respect to the main

housing 12. Thereby, the displayed number will change.

The drive mechanism comprises a dose button 17. The dose button 17 is, permanently
or releasably, connected to the dose dial member 16. Preferably, the dose button 17 is
releasably secured, for example snap-fitted, to the dose dial member 16 to allow a
replacement dose button 17 to be used in the device 10. Thus, the dose button 17 is
expediently exchangeable. The dose dial member 16 may be rotatable with respect to
the dose button 17, e.g. for dispensing the set dose, due to mechanical cooperation of
the dose button 17 and the dose dial member 16. The dose button 17 Is secured
against axial movement with respect to the dose dial member 16. A clutch may be
provided between the dose button 17 and the dose dial element 16. If the clutch Is
engaged, the dose dial element 16 and the dose button 17 are rotationally locked to
each other. The clutch is preferably engaged when setting the dose. If the clutch is
disengaged, relative rotation between dose button 17 and dose dial element 16 Is

permitted. The clutch is preferably disengaged when delivering the dose, e.g. by a
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movement of the dose button 17 with respect to the dose dial element 16 which is

triggered by the user pressing on the dose button 17.

The dose dial member 16 Is actuatable for setting a dose of the drug. In particular, the
dose dial member 16 Is rotatable and/or displaceable in the proximal direction with
respect to the main housing 12 for setting the dose. The dose dial member 16
comprises a setting surface 16A. The setting surface 16 A comprises the outer lateral
surface of the dose dial member 16. The setting surface 16A Is gripped by the user for
moving the dose dial member 16 with respect to the main housing 12 for setting the

dose.

The dose dial member 16 may be rotatable with respect to the main housing 12 for
setting the dose. In particular, the dose button 17 may follow rotation of the dose dial
member 16 for setting the dose due to mechanical cooperation of the dose dial member
16 and the dose button 17, e.qg. due to the clutch between these two elements which is
engaged when the dose is set (not explicitly shown), for example two sets of mutually
engaging dog teeth. During rotation of the dose dial member 16 for setting the dose, the
dose dial member 16 and, hence, the dose button 17, are moved in the proximal
direction with respect to the main housing 12 due to mechanical cooperation, In
particular threaded engagement, of the dose dial member 17 and the main housing 12,

preferably an inner surface thereof.

The dose button 17 1s actuatable for dispensing the set dose. In particular, the dose
pbutton 17 is axially displaceable in the distal direction with respect to the main housing
12 for dispensing the dose. Alternatively, in case of an electrically driven device, the

dose button 17 is contactable for dispensing the dose.

The dose button 17 comprises an actuation surface 18. The actuation surface 18 forms
the proximal end-face 22B of the device 10. The user contacts the actuation surface for
dispensing the set dose. For example, the user pushes onto the actuation surface for
displacing the dose button 17 and, hence, the dose dial member, distally. Distal

displacement of the dose dial member 16 I1s converted into rotational movement of the
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dose dial member 16 with respect to the main housing 12 due to mechanical
cooperation of the dose dial member 16 and the main housing 12. When the dose Is
dispensed, the dose dial member 16 may rotate with respect to the dose button 17. For
this purpose, the previously mentioned clutch is expediently disengaged, for example by
an axial disengagement movement of the dose button 17 with respect to the dose dial

member 16, thereby disengaging the clutch.

The drug delivery device 10 comprises a cap 23. The cap 23 is connectable to the main
housing 12. In particular, the cap 23 Is securable to the distal end of the housing boady
13A. In a storage mode of the device 10, the cap 23 is adapted and arranged to cover
the dispensing end of the drug delivery device 10 including, if applicable, the previously
mentioned needle assembly. The cap 23 is configured to cover the cartridge holder 11.
For preparing the device 10 for operation and, in particular, for bringing the device into
an operational mode, e.g. a mode which allows for setting and delivering drug, the cap
23 Is unsecured from the housing body 13A to uncover the cartridge holder 11 and, if

applicable, the needle assembly.

The drug delivery device 10 comprises at least two markings 19, 20. The drug delivery
device 10 may comprise at least one marking provided on the main housing 12 or an
element of the main housing 12. Said marking is in the following referred to as “device
marking” 20. The drug delivery device 10 may comprise at least one marking provided
on at least one, preferably two or more, additional components of the device 10, e.g. the
dose button 17, the cartridge 25, the cartridge holder 11 and/or the cap 23. The
respective marking is in the following referred also to as "component marking” 19.
Furthermore, a marking, for example a component marking 19, may be provided on the
label 14. The device marking 20 and the component marking 19 are provided on an

outer surface of the device 10, respectively.

The respective marking 19, 20 may comprise a tactile marking. Tactile markings may be
especially suited for users with impaired vision, e.g. users suffering from diabetes. For
blind users, the tactile markings may provide letters or words in Braille. Alternatively, the

tactile markings may be different from letters or words in Brallle.
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The tactile marking may comprise one or a plurality of structural elements, e.g.
elevations. Preferably, said structural elements comprise a structural depth great
enough to generate a tactile feedback when a user contacts the respective tactile
marking. The structural elements may be grouped to form a certain structure of the
tactile marking which is described later on in more detail. Additionally or alternatively to
the tactile marking, the respective marking 19, 20 may comprise a colour marking, €.g.
a colour dot or a coloured elevation. Aaditionally or alternatively, the respective marking
19, 20 may comprise a text marking, e.g. a trade name or the name of an active
compound of the drug. The device marking 20 may comprise the name of the drug held
in the cartridge 25 of the drug delivery device 10. Additionally or alternatively the
respective marking 19, 20 may be a symbol or character that is specifically associated
with the particular drug used in the drug delivery device 10, e.g. a drug logo. The

respective marking 19, 20 is configured to be viewed and/or contacted by the user.

The tactile marking 19, 20 may comprise a structure. For example, both the device
marking 20 and the component marking 19 may comprise at least one insular bump
(see Figures 3A and 3B). Alternatively, each of the device marking 20 and the
component marking 19 may comprise a plurality of bumps arranged in a respective

group to form a structure for the respective marking 19, 20 (see Figures 3E and 3F).

The component marking 19 and the device marking 20 comprise substantially
equivalent or identical markings, e.g. substantially equivalent or identical tactile, colour,
text, symbol and/or character markings. In particular, the tactile device marking 20 and
the component marking 19 may comprise the same shape and/or relative arrangement
of the structural elements of the respective marking 19, 20 with respect to each other.
However, tactile markings 19, 20 may comprise a different size and/or material.
Substantially equivalent or identical colour markings 19, 20 may comprise similar
colours, In particular colour ranges which are neighbouring Iin the electromagnetic

spectrum, for example.
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The markings 19, 20 are adapted to generate a similar, preferably the same, tactile
and/or visual feedback within the user. In particular, the device marking 20 and the
component marking 19 provide the same information to the user. The device marking
20 and the component marking 19 are preferably adapted and arranged to signal to the
user which drug is contained in the device 10 comprising the markings 19, 20. One set
of substantially equivalent or identical component and device markings 19, 20
preferably identifies one particular device 10 and, hence, one particular drug held In the
cartridge 25 of said device 10.

The device marking 20 is provided on components of the device 10 which are arranged
to be contacted by the user when setting a dose of the drug, e.g. in a dose setting
section of the device 10. In particular, the device marking 20 is provided on at least one
part of the main housing 12 as describe above. The device marking 20 is provided on
the outer lateral surface 12A of the main housing 12. The device marking 20 may be
milled, lathed or moulded into the outer lateral surface of the main housing 12 for this

ourpose.

The device marking 20 is provided on an exchangeable part of the main housing 12.
According to the embodiment shown in Figure 1, the device marking 20 is provided on
the housing insert 13B, In particular on the outer surface of the housing insert 13B. The
device marking 20 is provided in a distal end section of the housing insert 13B such that
the user can easily contact the device marking 20 when he holds the device 10 when

setting a dose of the drug, e.g. between thumb and index finger of the left hand.

The component marking 19 is provided on an exchangeable component of the device
10. The component marking 19 is preferably formed unitarily with the exchangeable
components of the device 10. The component marking 19 may be milled, lathed or
moulded into an outer surface of saild components. For one device marking 20
preferably at least one corresponding, in particular substantially equivalent or identical,
component marking 19 is provided. It is preferred that the device 10 comprises two

component markings 19, as shown In Figure 1.
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At least one component marking 19 is provided on a part of the device 10 which Is
contacted by the user when delivering the set dose of the drug, e.g. in a dose delivery
section of the device 10. According to the embodiment shown in Figure 1, said
component marking 19 is provided on the dose button 17. The component marking 19 is
provided on the actuation surface 18, e.qg. the proximal end-face, of the dose button 17.
For delivering the set dose, the user contacts the actuation surface 18. The user may
push onto the actuation surface 18 for displacing the dose button 17 with respect to the

main housing 12, thereby contacting the component marking 19 arranged thereon.

An additional component marking 19, e.g. tactile, colour and/or text marking, may be
provided on at least one component of the device 10 which is moveable with respect to
the main housing 12 for preparing the device 10 for setting and, in particular, for
delivering a dose of a drug. As shown In Figure 1, said component marking 19 is
provided on the cap 23, in particular on an outer surface of the cap 23. For making the
device 10 ready for operation, the user unsecures the cap 23 from the main housing 12,

thereby contacting the component marking 19.

As shown In Figure 1, an additional component marking 19 is provided on the cartridge
holder 11, In particular on the outer lateral surface of the cartridge holder 11. This
additional marking 19 is provided in the proximal end section of the cartridge holder 11.
Additionally or alternatively, the component marking 19 may be provided on the
cartridge 25. The component marking 19 of the cartridge 25 may be visible through the

window 26 of the cartridge holder 11.

Furthermore, an additional component marking 19 may be provided on the previously
mentioned label 14 which is, for example, releasably attached to the outer surface of the
housing insert 13B, in particular in the label section. The label 14 may be arranged
distally offset from the window section 15. Alternatively, the label 14 carrying the
component marking 19 may be releasably attached to any part of the device 10 which
can, for example, be viewed and/or contacted by the user when preparing the device 10
for operation and/or when delivering the dose.



10

15

20

25

30

CA 02794816 2012-09-27

WO 2011/121003 PCT/EP2011/054876
20

During operation of the device 10, the user can verify by means of the markings 19, 20,

whether he uses the right device 10.

The device marking 20 and the component marking 19 are preferably each provided on
components of the device 10 which are exchangeable, e.g. on the housing insert 13B,
on the label 14, on the cartridge holder 11, on the cartridge 25, on the cap 23 and/or on
the dose button 17. This may be especially suitable for a re-usable drug delivery device
10. If a replacement cartridge holding a different drug should be applied in the device 10,
the components of the device 10 provided with the device marking 20, e.g. the housing
insert 13B and/or the cartridge holder 11, and with the component marking 19, e.g. the
dose button 17 and/or the cap 23, may be exchanged. In particular, the housing insert
13B may be replaced with a replacement housing insert which is provided with a
marking 19, 20 for identifying the different drug held in the replacement cartridge.
Furthermore, the cartridge holder 11 may be replaced with a replacement cartridge
holder. The dose button 17 may be replaced with a replacement dose button. The cap
23 may be replaced with a replacement cap. Said replacement components each
comprise a different marking 19, 20 for identifying the different drug held in the

replacement cartridge.

The device marking 20 may be provided permanently on the housing body 13B.
Accordingly, the device marking 20 may be provided on a non-exchangeable part of the
device 10. This embodiment may be especially suitable for a disposable drug delivery

device 10 or a device 10 adapted to hold and dispense only one particular drug.

Figures 2A through 2C schematically show a set of three differently marked drug
delivery devices. The device 10 shown in Figure 2A is similar to the device 10 shown In

Figure 1.

The component marking 19 and the device marking 20 may help to distinguish different
devices 10 holding different drugs from each other. These drug delivery devices 10 may
comprise a similar exterior shape as shown in Figures 2A through 2C. The drug delivery

devices 10 may comprise similarly shaped exchangeable components and a similarly
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shaped housing body 13A as described previously. In particular, the respective device
10 may comprise the previously described cap 23, the cartridge 25, the cartridge holder
11, the dose button 17 and the housing insert 13B which are, preferably releasably,
connectable to the main housing 13A. Furthermore, the drug delivery devices 10 may

comprise a similar colour.

The different drug delivery devices 10 may be adapted to hold different drugs. Due to
the similar exterior shape and/or colour, a user may easily mix-up between the different
drug delivery devices 10, in particular drug delivery devices 10 holding different drugs.

This may have lethal or even fatal consequences for the user.

However, the exchangeable components of the respective device 10, in particular the
cap 23, the cartridge 25, the cartridge holder 11, the dose button 17, the housing insert
13B and/or the label 14, may comprise component markings 19 and device markings 20
which are different from the markings 19, 20 of any other device 10 of the set of devices
10. In particular, the markings 19, 20 may be different for different drugs held in the

cartridge 25 of the respective device 10.

The respective marking 19, 20 may comprise three insular bumps arranged in a line, as
shown in Figure 2A, for identifying a first particular drug held in a first device. The
respective marking 19, 20 may comprise a cross-like marking, as shown in Figure 2B,
for iIdentifying a second particular drug held in a second device. The respective marking
19, 20 may comprise a circular marking, as shown in Figure 2C, for identifying a third
particular drug held in a third device. In addition to these tactile markings, the respective
marking 19, 20 may comprise a colour, a text marking and/or any marking as described

INn connection with the embodiment of Figure 1.

Accordingly, by means of the component marking 19 and the device marking 20, the
user may easily distinguish between the different drugs and, hence, between the
different drug delivery devices 10. In particular, upon viewing and/or contacting the
markings 19, 20 arranged on each of said devices 10, the user may realize immediately
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which device 10 he is operating and, in particular, which drug is held in the cartridge 25

of the respective device 10.

A table may be provided to the user to link the respective marking 19, 20 to the drug
held in the respective device 10. Especially for blind users, a Bralille link to the drug
name may be provided in the table, so that the user may learn which marking 19, 20, Iin

particular which tactile marking 19, 20, identifies which drug.

Furthermore, a case for at least one device 10 or a plurality of devices 10 may be
provided (not explicitly shown). The case may be a carry case. The case may be
adapted and arranged to receive the respective device 10 in an interior of the case. The
case may be made of a robust and water-repellent material. Preferably, the case is
closable. The case may provide additional protection for the respective drug delivery
device 10 from environmental influences, from vibrations or other effects which may

damage the device 10.

Additionally or alternatively, a drug packaging for the drug held in the device 10 may be
provided (not explicitly shown). The drug packaging may be adapted to retain the drug,
in particular a cartridge holding the drug, for the device 10, for example. The drug
packaging may be retained in the case, for example. In particular, the drug packaging
may be retained in the case together with the device 10. Accordingly, additional drug
may be supplied in the case in addition to the drug contained in the device 10, e.g. by

means of a replacement cartridge containing the drug.

A marking, e.g. a storage marking, may be provided on an outer surface of the case
and/or of the drug packaging. The storage marking may comprise a tactile, colour, text
and/or symbol marking. This storage marking may provide the same information to the
user, In particular information about the drug held in the device 10, as the device
marking 20 and the component marking 19. In particular, the respective storage

marking may be substantially equivalent or identical to the markings 19, 20. Accordingly,
even during storage of the device 10, the user can identify the drug held in the device
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10 by viewing and/or contacting the storage marking provided on the case and/or the

drug packaging.

Figures 3A through 3F schematically show exemplary embodiments of a part of the
drug delivery device of Figure 1. The pairs comprising Figures 3A, 3B and the ones
comprising Figures 3C, 3D as well as the ones comprising Figures 3E, 3F illustrate the
same dose button embodiment on the basis of a sectional view (Figures 3A, 3C and 3E)
and of a plan view (Figures 3B, 3D and 3F).

The dose button 17 comprises the previously mentioned actuation surface 18. The
actuation surface 18 is provided with a component marking 19. The dose button 17
comprises a side face 21. The side face 21 is not contacted by the user for setting and

delivering the dose.

In Figure 3A the component marking 19 comprises one insular knob arranged in the
middle of the actuation surface 18. The said component marking 19 identifies one
particular type of drug, e.g. short-acting insulin. The knob comprises a rounded surface
to prevent the user from being hurt while contacting the actuation surface 18. Figure 3B
shows a top view of the dose button 17 shown in Figure 3A.

In Figure 3C the component marking 19 comprises two annular shaped and

concentrically arranged protrusions 19A, 19B arranged on the actuation surface 18. A
plane surface Is provided between the protrusions 19A, 19B. Said component marking
19A, 19B identifies an other particular type of drug, e.g. long-acting insulin. Figure 3D

shows a top view of the dose button 17 shown in Figure 3C.

In Figure 3E the component marking 19 comprises a plurality of insular knobs. The
knobs are distributed over the actuation surface 18. The knobs are grouped In lines.
The lines form a cross-like structure. Apart from these knobs the actuation surface 18 is
plane. As indicated in Figure 3F, the knobs form a vertical and horizontal line. Said lines
cross at the middle of the actuation surface 18 of the dose button 17.
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The above described structures of the component marking 19 of course apply for the

device marking 20, as well.

Other implementations are within the scope of the following claims. Elements of
different implementations may be combined to form implementations not specifically

described herein.
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Claims

1. A drug delivery device (10),
comprising at least two components, wherein both components are provided with a
5 marking (19, 20),

wherein the at least two components comprise a main housing (12) and one or more of
the following additional components:
- a cartridge (295), and
- a cartridge holder (11),

10  wherein the respective additional component (11, 25) is connectable to the main
housing (12), and wherein the markings (19, 20) are identical on the housing (12) and

on the respective additional component (11, 25).

2. The drug delivery device (10) according to cilaim 1,

15 wherein the main housing (12) comprises a housing body (13A) and a housing insert
(13B) which is releasably connected to the housing body (13A), a marking (20) of the
main housing (12) being provided on the housing insert (13B).

3. The drug delivery device (10) according to any of claims 1 or 2,
20  wherein the markings (19, 20) each comprise at least one tactile marking.

4. The drug delivery device (10) according to any of claims 1 to 3,
wherein the markings (19, 20) each comprise at least one colour marking.

25 5. The drug delivery device (10) according to any of claims 1 to 4,
wherein the markings (19, 20) each comprise at least one text marking.

6. The drug delivery device (10) according to claim 5,
wherein the at least one text marking comprises a name of a drug for the device (10).

30
7. The drug delivery device (10) according to any of claims 1 to 6,

wherein the markings (19, 20) each comprise at least one symbol.

1 ) AMENDED SHEET 27/10/2011
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8. The drug delivery device (10) according to any of claims 1 to 7,
wherein a marking (19) 1s provided on an actuation surface (18) of a dose button (17).

5 9. A set of drug delivery devices (10) comprising two, three, or more drug delivery
devices (10) according to any of claims 1 to 8, wherein the components (11, 12, 25) of
different devices (10) are provided with different markings (19, 20), and wherein
differently marked components are part of devices (10) holding different drugs.

10  10. The set of drug delivery devices (10) according to claim 9,
wherein the markings (19, 20) comprise one, more, or all of the following markings:
- at least one tactile marking,
- at least one colour marking,
- at least one text marking, and

15 - at least one symbol marking.

11. The set of drug delivery devices (10) according to claim 9 or claim 10,

wherein the respective device (10) is disposable.

20  12. The set of drug delivery devices (10) according to claim 9 or claim 10,

wherein the respective device (10) Is re-usable.

13. A set of drug delivery devices (10) comprising at least two drug delivery devices (10)
according to any of claims 1 to 8, wherein the components (11, 12, 25) of different
25 devices (10) are provided with same (identical) markings (19, 20), and wherein same

marked components are part of devices (10) holding same drugs.
14. A set of drug delivery devices (10) according to claim 13,

wherein at least one respective device (10) is disposable and wherein another

30 respective device (10) is reusable.

5 AMENDED SHEET 27/10/2011
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15. A set of drug delivery devices according to claim 9 or claim 10, wherein the
components (11, 12, 25) have mechanical couplings coded such that only members

with the same markings can be connected together.
5 16. The set of drug delivery devices according to claim 15, wherein a drug specific

cartridge holder is provided with coupling features corresponding to a specific cartridge,
such that only the specific cartridge can be inserted into the drug specific cartridge.

3 AMENDED SHEET 27/10/2011
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FIG 2A
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