(19) AUSTRALIAN PATENT OFFICE

(11) Application No. AU 2003262671 B2

(33)

(54) Title
Aerosol dispensers and adaptors therefor
(51)8  International Patent Classification(s)
AB61M 15/00 8BMEP B65D
(2006.01) 8314
B65D 8314 (2006.01)20060101ALT2005100
ABIM 1500 8BMEP
200601014F12005100 PCT/U52003-025502
(21 Application No: 2003262671
(87)  WIPONo:  wopsa,024221
(30) Priority Data
(31) Number (32) Date
0221343.7 2002 .09 .16
(43) Publication Date : 2004 04 30
(43)  Publication Journal Date :  5g04 g5 20
(71) Applicant(s)
34 Innovative Properties Company
(72) Inventor(s)
Hodson, Peter D.
(74) Agent/Attorney
Davies Collison Cave, 255 Elizabeth Street,
(56) Related Art
FR 2732883
us 6737044
us 6155251
W0 200029054

(22) Application Date:

2003 .08 .13
Country
GB
Sydney, NSW, 2000

-




WO 2004/024221 A1 (I

(12) INTERNATIONAL APPLICATION PUBLISHED UNDER THE PATE

(19) World Intellectual Property
Organization
International Bureau

(43) International Publication Date
25 March 2004 (25.03.2004)

T COOPERATION TREATY (PCT)

00 OO O O 0

(10) International Publication Number

WO 2004/024221 A1l

(51) International Patent Classitication”>  A61M 15/00,
B65D 83/14
(21) International Application Number:
PCT/US2003/025502

(22) International Filing Date: 13 August 2003 (13.08.2003)

(25) Filing Language: English

(26) Publication Language: English
(30) Priority Data:
02213437 16 September 2002 (16.09.2002) GB
(71) Applicant (for ull designated States except US): 3M IN-
NOVATIVE PROPERTIES COMPANY [US/US]; 3M
Center, Post Office Box 33427, Saint Paul, MN 55133

3427 (LS).

(72) Inventor; and

(75) Inventor/Applicant (for US only): HODSON, Peter, D.
|GB/GB; 29 Mcadow Close, Breaston, Derbyshire DE 72
3LL (GB).

(74) Agenls: RINGSRED, Ted, K. et al.; Olfice of Intellectual
Property Counsel, Post Office Box 33427, Sainl Paul, MN
55133-3427 (US).

(81) Designated States (rational): AL, AG, AL, AM, Al (util-
ity model), AT, AU, A7, RA, RR, RG, RR, BY, R7. CA,
CII, CN, CO, CR, CU, CZ (utility model), CZ, DE (util-
ity model), DL, DK (utility model), DK, DM, DZ, CC, L
(utility madel), T, TS, TT (utility model), T1, GR, GD, GT5,
GH, GM, HR, HU, ID, IL, IN, IS, JP, KE, KG, KP, KR, KZ,
LC, LK, LR, LS, LT, LU, LV, MA, MD, MG, MK, MN,
MW, MX, M7, NT, NO, N7, OM, PG, PH, P1,, PT, R(),
RU, SC, SD, SE, SG, SK (utility model), SK, SL, SY, TJ,
TM, TN, TR, TT, TZ, UA, UG, US, UZ, VC, VN, YU, ZA,
M, ZW.

(84

Designated States /regional): ARIPO patent (GH, GM.,
KE, LS, MW, MZ, SD, SL, SZ, TZ, UG, ZM, ZW),
Hurasian patent (AM, AZ, BY, KG, KZ, MD, RU, L), TM),
Huropean patent (A, BE. BG, CH, CY, CZ, DE. DK, EE,
ES, FI, FR, GB, GR, IIU, IE, IT, LU, MC, NL, PT, RO,
SE, SL. SK, TR), OAP!I patent (BE, BJ, CE, CG. Cl, CM,
GA, GN, GQ. GW, ML, MR, NE, SN, TD, TG).

Published:
—  with international search report

For two-lenter codes and other abbreviations, refer to the "Guid-
ance Notes on Codes and Abbreviations” appearing at the begin-
ning of each regular issue of the PCT Gazette.

(54) Title: AEROSOL DISPENSERS AND ADAPTORS THEREFOR

100
™~

32—

2-

(57) Abstract: An adaptor for use with a container equipped
with a dispensing valve that comprises a valve stem mavahle he-
tween aninner closed or priming position and an outer dispensing
position, for dispensing doses of pressurized aerosol formulation
as well as dispensers comprising such an adaplor and container;
said adaptor being adapted to receive the container and compris-
ing an actation mechanism, said actuation mechanism being ar-
ranged such that the user will operate the mechanism by apply-
ing a depressive or squeezing foree and the dose will be dispensed
upon said depressive or squeezing force and said actuation mech-
anism being arranged such that upon release of the mechanism
by the user, the valve stem of the dispensing valve will be moved
automatically into its inner closed or priming position.
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Aerosol Dispensers and Adaptors therefor

Field of the Invention

This invention relates to adaptors for use in dispensers as well as to dispensers for
dispensing doses of pressurized aerosol formulation, in particular for dispensing metered

doses of medicament for administration to the respiratory system of a patient.

Background of the Invention
The use of pharmaceutical aerosols and pressurized medicinal dispensers for inhalation
administration of medicaments to a patient is commonplace and becoming increasingly

even more important.

The medicament is generally formulated with one or more propellants (e.g.
chlorofluorocarbons and more recently hydrogen-containing flucrocarbons, including
hydrofluoroalkanes, such as propellant 134a (CF;CH,F) and propellant 227 (CFsCHFCEF;),
as well as any additional excipients or components, and then charged in a container or vial.
The container is typically fitted by means of a ferrule with a dispensing valve, in particular
a metered dose dispensing valve, comprising an elongate outlet member or valve stem
movable between closed and dispensing positions, to provide a dispensing canister. The
dispensing canister is typically used in conjunction with an adaptor, typically having a
patient port, for example a mouthpiece or a port adapted for nasal use. In conventional
dispensers, such as a conventional press-and-breathe inhaler, the adaptor typically
comprises a support block having a socket adapted to receive the valve stem of the
dispensing valve and an orifice having open communication with the socket and the

patient port.

With conventional dispensing valves, the valve stem is typically biased to its closed
position with the valve stem extending outwardly relative to the container (an “outer”
closed position) and to actuate or fire the valve, the valve stem is depressed inwardly to
the dispensing position (an “inner” dispensing position) allowing a dose to be dispensed.

For example, with a conventional press-and-breathe device, the patient fires the device by
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depressing the container towards the support block of the adaptor and thus depressing the

valve stem inwardly, while inhaling.

Some dispensing valves, for example certain embadiments of shuttle-type metered dose
dispensing valves disclosed in US 5,772,085, do not operate in the conventional push-to-
fire manner. Instead the valve stem moves relative to the container from an inner closed or
priming position to an outer dispensing position. In other words, the dispensing valve is
actuated or fired upon movement of the valve stem outwardly relative to the container.
The operation of such valves would typically require the user to depress the valve stem
inwardly to the priming position and then rclease to allow firing during the release stroke

upon the outward movement of the valve stem to the dispensing position.

Summary of the Invention

It has been recognized that the unfamiliar firing upon rclease (rcleasc-to-firc operation)
may cause confusion for the patient. In particular, it has been appreciated that the patient
often has undergone intensive training to leam how to coordinate inhaling while operating
a conventional press-and-breathe type of inhaler (i.e. a push-to-fire dispenser), and thus
may find it difficult, if not nearly impossible, to switch to using a dispenser based on a
release-to-fire operation. This holds particularly true, because patients, such as asthma
patients, often tend to be sensifive to and reluctant towards any change in the medicinal

dispenser (or inhaler) they are using.

Surprisingly we have been able to provide adaptors as well as dispensers, which allow the

patient to use release-to-fire-type valves in the conventional manner.

Accordingly in one aspect of the present invention there is a provided an adaptor for use
with a container equipped with a dispensing valve that comprises a valve stem movable
between an inner closed or priming position and an outer dispensing position, for
dispensing doses of pressurized aerosol formulation,

the adaptor being adapted to receive the container and comprising an actuation

mechanism, said actuation mechanism being arranged such that the user will operate the
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mechanism by applying a depressive or squeezing force and the dose will be dispensed
upon said depressive or squeezing force and said actuation mechanism being arranged
such that upon release of the mechanism by the user, the valve stem of the dispensing

valve will be moved automatically to its closed or priming position.

In another aspect of the present invention there is provided a dispenser for dispensing
doses of pressurized aerosol formulation, said dispenser comprising;

a container containing pressurized aerosol formulation and equipped with a dispensing
valve that comprises a valve stem movable between an inner closed or priming position
and an outer dispensing position, to dispense a dose; and

an adaptor adapted to receive the container and comprising an actuation mechanism, said
actwation mechanism being arranged such that the user operates the mechanism by
applying a depressive or squeczing force and the dose is dispensed upon said depressive or
squeezing force and said actuation mechanism being arranged such that upon release of the
mechanism by the user, the valve stem of the dispensing valve is moved automatically to

its closed or priming position.

The use of adaptors or dispensers in accordance with the invention is advantageous in that
the patient can operate the dispenser in a similar manner to a conventional press-and-
breathe type inhaler. While inhaling, the patient exerts a depressing force upon the
actuation mechanism to allow a dosc to dispense. After such firing, the patient simply
releases the actuation mechanism. Because the actuation mechanism is arranged such that
the valve stem of the dispensing valve is moved or returned automatically to its inner
closed or priming position upon said release, the dispenser is advantageously ready for the
next firing without any additional operation by the patient. Dispensers in accordance with
the invention are also advantageous in that due to the automatic immediate resetting of the
valve to its inmer closed or priming position upon release by the patient, potentially
sensitive portions of the interior of the dispensing valve are desirably sealed off from the
outside environment, and thus protected from air and moisture ingress between individual

firings of the dispenser.
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In preferred embodiments, the actuation mechanism is arranged, such that upon said
depressive or squeezing force the valve stem is pulled from its closed or priming position
into its dispensing position. Such preferred embodiments are particularly advantageous for
use with dispensing valves free of an internal spring bias for biasing the valve stem

towards its outer dispensing position.

Suitable dispensing valves include in particular dispensing valves arranged to be of neutral
bias (i.e. the valve stem being neither biased towards its closed/priming or dispensing
position) as well as dispensing valves arranged, such that the valve stem will be biased
outwardly towards its dispensing position by vapor pressure generated by pressurized

aerosol formulation contained within the container of the dispenser.

In one embodiment, the actuation mechanism comprises a mounting block and an
actuating member; said mounting block being adapted to retain the container and to
prevent movement of the container relative to the adaptor and said actuating member being
in contact with the valve stem and biased towards the container, such that the valve stem
rests in its closed or priming position. Suitably the actuating member may be arranged,
such that upon said depressive or squeezing force the actuating member moves away from
the container against the bias allowing the valve stem to move into its dispensing position.
Alternatively and more desirably, the actuating member may be coupled to the valve stem
and arranged, such that upon said depressive or squeezing force the actuating member
moves away from the container against the bias, thereby pulling the valve stem into its

dispensing position.

In other embodiments, the actuation mechanism may comprise an anchoring block, which
is adapted to retain the valve stem and to prevent movement of the valve stem relative to
the adaptor. Here the container is desirably biased towards the valve stem, such that the
valve stem tests in its closed or priming position, and the actuation mechanism desirably
comprises an actuating member being arranged, such that upon said depressive or

squeezing force, the actuating member moves the container against the bias away from the
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valve stem, thereby pulling the valve stem into its dispensing position relative to the

container.

These adaptors and dispensers are particularly sujtable for use with metered dose
dispensing valves, more particularly shuttle-type metered dose dispensing valves. In
preferred embodiments, the dispensing valve further comprises a chamber and an outlet
passage, Wherein the valve stom extends into the chamber and is movable relative to the
chamber between the closed or priming position and the dispensing position; the valve
stem having a configuration including an external surface and the chamber having an
internal configuration including an internal surface, such that a movable metered volume
of pressurized aerosol formulation is capable of being defined therebetween and such that
during movement between the closed or priming position and the dispensing position the
valve stem sequentially:

(i) allows free flow of acrosol formulation into and out of the chamber,

(ii) defines a closed metered volume for pressurized aerosol formulation between the
external surface of the valve stem and internal surface of the chamber, and

(ii1) moves with the closed metered volume within the chamber without decreasing the
volume of the closed metered volume until the metered volume communicates with the
outlet passage thereby allowing dispensing of the metered volume of pressurized aerosol

formulation,

Further embodiments of the invention are defined in the dependent claims.

The invention, its embodiments and further advantages will be described in the following

with reference to the following drawings.

Brief Description of the Drawings

Figures 1a and b represent vertical cross sections through a valve comprising an valve

stem movable from an inner closed or priming position to an outer dispensing position.

Figure 2 represents schematically a vertical cross section of a preferred embodiment of the

dispenser in accordance with the invention.

7-
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Figures 3 represents schematically a vertical cross section of another preferred

embodiment of the dispenser in accordance with the invention.

Figure 4 represents schematically a vertical cross section of an additional preferred

embodiment of the dispenser in accordance with the invention.

Figure S represents schematically a vertical cross section of a further preferred

embodiment of the dispenser in accordance with the invention.

Figure 6 represents schematically a vertical cross section of a yet further preferred

embodiment of the dispenser in accordance with the invention.

Detailed Description
It is to be understood that the present invention covers all combinations of particular and

preferted aspects of the invention described herein.

For a better understanding of the various aspects of the present invention, one exemplary
dispensing valve, which is actuated or fired upon movement of the valve stem outwardly

and particularly suitable for use in the present invention, will be initially described.

Figures la and b illustrate an exemplary shuttle-type metered dose dispensing valve.
Referring to Fig. 1a and b, the valve typically comprises a body (2) having an annular seal
or gasket (4) for engaging the neck of an aerosol container or vial (not shown) to facilitate
a gas-tight seal. The body (2) may be secured to the acrosol container or vial by any
suitable means e.g. a conventional outer casing or ferrule (S), which is crimped around the
neck of the aerosol container. As can be best seen in Fig. b, the body (2) defines a
chamber (6) having an outlet passage (10) for dispensing e.g. pressurized aerosol
formulation. The valve stem (12) extends through the chamber (6) and is movable between

a closed or priming position (as shown in Fig. 1a) and a dispensing position (as shown in
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Fig. 1 b). The valve stem (12) is desirably fitted with an inner seal (16) and outer seal (1 8),
which provide gas-tight seals between the valve stem and the inner wall of the chamber
(6). The chamber (6), external dimensions of the valve stem (12) and the positions of the
seals (16 and 18) are arranged to define a pre-determined volume within the chamber (6)
between the seals (16 and 18). This can be best understood by reference to Fig. 1b showing
the valve in its dispensing position. As can be seen in Fig. la, in its closed or priming
position the space between the seals (16 and 18) around the valve stem (12) extends into
the reservoir containing aerosol formulation. As the valve stem (12) moves downwardly to
its dispensing position, the seal (18) moves down the chamber allowing free access of the
aerosol formulation in to the chamber (6). Further movement of the valve stem causes seal
(16) to enter the chamber (6) thereby trapping a metered volume of acrosol formulation
between the seals (16 and 18) and the interior wall of the chamber (6). When the valve
stem reaches its dispensing position the seal (18) passes outlet passage (10) thereby
allowing direct communication between the metered volume and the outlet passage (10)
thereby allowing the metered volume of formulation to be dispensed. In the illustrated
valve, the valve is arranged, in particular the cross-sectional area of the seals (16 and 18) is
arranged, such that the valve stem will be biased outwardly towards its dispensing position
by vapor pressure generated by pressurized acrosol formulation contained within the
container of the dispenser. The alignment of the valve stem may be ensured by ribs (20)
which do not obstruct the free flow of aerosol formulation (as depicted by the arrow in

Figure la) around the valve stem (12) between the seals (16 and 18).

1t is to be understood that Figures 1 a and b show one exemplary dispensing valve, which
is suitable for use in the present invention, and that other dispensing valves, in particular
other metered dose dispensing valves, having a valve stem movable between an inner
closed or priming position and an outer dispensing position may also be suitable for use.
Further examplcs of dispensing valves, which are actuated or fired upon movement of the
elongate outlet member or valve stem outwardly, are described in US 5,772,085, the
contents of which are incorporated herein by reference. Other examples of dispensing

valves, which are actuated or fired upon movement of an elongate outlet member or valve
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stem arc described in US 2,980,301; US 3,176,887; US 3,176,889;; US 3,591,059; and US
4,506,803.

Figure 2 shows schematically a vertical cross-section of a preferred embodiment of a
dispenser (100) in the form of an inhaler incorporating a preferred embodiment of an adaptor
(30). The adaptor comprises an elongate or cylindrical portion (32), adapted to received the
aerosol container (25) equipped with a dispensing valve (generally indicated at 15)
comprising a valve stem (12) movable between an inner closed or priming position and an
outer dispensing position. The dispensing valve is typically fitted onto the container by means
of a ferrule (5) with the valve stem extending beyond the ferrule. The adaptor also typically
comprises a mouthpiece portion (33). A mounting block (34) is provided that supports and
retains the container (25), in particular at the position of the ferrule (5), preventing movement
of the container. The mounting block (34) is desirably arranged, such that the outlet passage
(not shown) of the dispensing valve is aligned along the axis of the mouthpiece portion (33).
The adaptor includes an actuation member (35) provided in the form of a lever, which is
mounted on a pivot (36) and has a user end (37), which extends externally from the adaptor,
in particular from the elongate or cylindrical portion (32) of the adaptor. The actuating
member (35) is biased upwardly towards the container (25) by the action of a conical
compression spring (39) mounted between the actuating member and an internal surface of
the adaptor. The outer end of the valve stem (12) rests against the actuating member (35), and
because the member is biased upwardly towards the container, the valve stem normally rests

in its closed or priming position.

In operation, the patient presses downwards on the user end (37) of the actuating member
(35), whilst simultaneously inhaling through the mouthpiece portion (33). In so doing, the
patient causes the actuating member (35) to pivot downwards against the action of the
spring (39), thereby allowing the valve stem (12} to move outwardly into its dispensing

position.
Desirably the dispensing valve is arranged, such that the valve stem is biased outwardly

towards its dispensing position by vapor pressure generated by pressurized acrosol

formulation contained within the container of the dispenser. Thus, the valve stem moves
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outwardly into its dispensing position under the influence of the internal vapor pressure.
Alternatively, the dispensing valve may include an internal spring bias positioned at the
inner end of the valve stem (not shown) biasing the valve stem towards its dispensing

position. In this case, the valve stem moves outwardly into its dispensing position under

the influence of the internal spring bias.

After taking a dose of medicament, the patient simply relcases the actuating member (33),
allowing the spring (39) to return the actuating member to its rest position and thus the
valve stem (12) into its closed or priming position. This reset action occurs automatically
as soon as the patient releases the actuating member (35), thereby minimizing the time in
which internal portions of the dispensing valve, such as a virtual metering chamber, may
be open to air or atmospheric moisture. It will be appreciated that in embodiments
including a dispensing valve comprising an internal spring bias, the spring of the adaptor
will be selected to exert, over the range of spring extensions corresponding to the return of
the valve stem from its outer dispensing position to its closed or priming position, a

suitably greater compressive force that that exerted by the internal spring,

Figure 3 shows schematically a vertical cross-section of another preferred embodiment of a
dispenser (100) in the form of an inhaler incorporating another preferred embodiment of an
adaptor (30). Similar to the dispenser illustrated in Figure 2, the adaptor comprises an
elongate or cylindrical portion (32), adapted to received the aerosol container {25) equipped
with a dispensing valve (generally indicated at 15) comprising a valve stem (12) movable
between an inner closed or priming position and an outer dispensing position. The adaptor
also includes a mouthpiece portion (33) as well as a mounting block (34) that supports and
retains (he container, in particular at the position of the ferrule (5), preventing movement of
the container. The adaptor includes an actuating member (35) in the form of a slider. The
actuating member (35), which in its cross-section is essentially C-shaped, is located within a
gap between the elongate or cylindrical portion (32) and the container (25), with a user end
(37) extending outwardly from the open end of the elongate or cylindrical portion (32) and
the other end, the internal end, (38) gripping the valve stem. The user end (37) of the

actuating member is preferably provided in the form of a concave recess extending over the

11-




15

20

25

30

WO 2004/024221 PCT/US2003/025502

closed end (26) of the container. A conical compression spring (39) is mounted between the
internal end of the actuating member (35) and an internal surface of the adaptor, such that the
actuating member is biased upwardly towards the container, so that the valve stem (12)

normally rests in its closed or priming position,

In operation, the patient depresses the user end (37) of the actuating member (35), typically
by placing their finger(s) in the concave rccess of the user end, whilst simultaneously imhaling
through the mouthpiece portion (33). In so doing, the patient causes the actuating member
(35) to move downwards against the action of the spring (39), thereby pulling the valve stem

(12) into its dispensing position.

The arrangement of the actuation mechanism, such that upon a depressive or squeezing force
applied by the user the valve stem is pulled into its dispensing position (referred to as
“positive pull out action” in the following) is advantageous in that it guarantees the provision
of enough force to move the valve stem (12) without the need for an internal spring bias
within the dispensing valve. Thus, potential problems associated with the immersion of a
spring in a medicinal aerosol formulation can be avoided. Such potential problems may
include for example medicament deposition on the farge and flexing surface area of the
spring, chemical interactions between the drug and the spring, and hindrance to the free flow
of aerosol formulation into and out of the chamber. This embodiment and other embodiments
(e.g. as described below) including positive pull-out action are particularly desirable for use
with dispensing valves having neutral bias or dispensing valves in which the valve stem is
biased towards its dispensing position only by vapor pressure generated by the pressurized

aerosol formulation contained in the container.
After taking a dose of medicament, the patient simply releases the actuating member (35),
allowing the spring (39) to automatically return the actuating member to its rest position and

thus the valve stem (12) to its inner closed or priming position.

Figure 4 shows schematically a vertical cross-section of a variation of the preferred

embodiment of the dispenser (100) shown in Figure 3. This dispenser is generally similar to
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the dispenser illustrated in Figure 3, except that the spring (39) is in the form of a totsion
spring mounted via a post (40) on the adaptor (30). The user end (37) of the actuating
member (35) additionally comprises a movement stop (41), which will act against the top rim
of the elongate or cylindrical portion (32) of the adaptor (30). This stop (41) desirably limits
and defines the maximum stem movement possible. The other end of the actuating member
(35), the internal end (38), is fixedly located on the valve stem (12). The principles of
operation are analogous with those described in conjunction with the dispenser shown in

Figure 3.

Figure 5 shows schematically a vertical cross-section of an additional preferred embodiment
of a dispenser (100) in the form of an inhaler incorporating an additional preferred
embodiment of an adaptor (30). This dispenser is similar to the dispenser illustrated in Figure
3, with an exception that the actuating member (35) has a different shape. In particular, the
user cnd (37) of the actuating member, which is desirably in the form of a finger-button,
extends outwardly from a side wall of the of the adaptor, in particular the elongate or
cylindrical portion (32) thereof. In addition, an extension (31), also desirably in the form of a
finger-bottom, is provided on an external surface of the adaptor in a corresponding position
to allow its use in coordination with the user end (37) of the actuating member (35). The
patient operates the actuation mechanism by squeezing together the user end (37) of the
actuating member (35) and the extension (31), The principles of operation are analogous with

those described in conjunction with the dispenser shown in Figure 3.

Figure 6 shows schematically a vertical cross-section of a further preferred embodiment of a
dispenser (100) in the form of an inhaler incorporating a further preferred embodiment of an
adaptor (30). Similar to the other embodiments illustrated in Figures 2 to 5, the adaptor (30)
comprises an elongate or cylindrical portion (32), adapted to receive the aerosol container
(25) equipped typically by means of a ferrule (5) with a dispensing valve (generally indicated
at 15) comprising a valve stem (12) movable between an inner closed or priming position and
an outer dispensing position. In this embodiment, the adaptor is provided with an anchoring
block (44), which retains the outer end of the valve stem (12) and prevents movement of the

valve stem relative to the adaptor. The anchoring block (44} is desirably arranged, such that

13-
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the outlet orifice (not shown) of the dispensing valve is aligned along the axis of the
mouthpiece portion (33). The elongate or cylindrical portion (32) of adaptor includes an end-
cap (27) over the closed end (26) of the container (25). For airflow, orifices (28) may be
provided in the end-cap as shown or alternatively in the adaptor near the anchoring block. A
conical compression spring (39) is mounted on a guide post (29) between an internal
surface of the end-cap (27) and an outer surface of the closed end (26) of the container, such
that the container is biased downwardly towards the valve stem, so that the valve stem (12)
normally rests in its inner closed or priming position. The adaptor includes an actuating
member (35), which is essentially U-shaped in its cross-section. The actuating member is
mounted, such that the base portion (47) of the member is located adjacent to an external
surface of the adaptor and the side wall or side fingers (46) extend(s) into the interior of
the adaptor. The upper edge (48) of the side wall or side fingers is adjacent to the
underside of the container (25), in particular the underside of the shoulder (55) of the ferrule
(5). The base portion (47), which serves as a user portion of the actuating member, is
desirably in the form of a concave recess or thumb-button. For ease in inserting the side wall or
side fingers (46) through appropriate slots (49) in the adaptor body, the side wall or fingers (46) may
be flexible. The side wall or side fingers (46) may be provided with projections (not shown) to
prevent the removal or detachment of the actuating member (35) from the adaptor body by the

patient.

In operation, the patient presses the base portion (47) of the actuating member (35)
towards the adaptor body, whilst simultaneously inhaling through the mouthpiece
portion (33). In so doing, the patient causes the actuating member (35) to push the
container (25) upwardly against the action of the spring (39), thereby pulling (in a relative
movement) the valve stem (12) into its dispensing position. After taking a dose of
medicament, the patient simply releases the base portion (47) of the actuating member
(35), allowing the spring (39) to automatically return the container (25) to its rest position

and thus the valve stem (12) in its inner closed or priming position.

Preferred embodiments of the invention have been described with reference to the drawings.
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The reference in this specification to any prior publication (or information derived from it),
or to any matter which is known, is not, and should not be taken as an acknowledgment or
admission or any form of suggestion that that prior publication (or information derived
from it) or known matter forms part of the common general knowledge in the field of

endeavour to which this specification relates.

Throughout this specification and the claims which follow, unless the context requires
otherwise, the word "comprise”, and variations such as "comprises" or “"comprising", will
be understood to imply the inclusion of a stated integer or step or group of integers or steps

but not the exclusion of any other integer or step or group of integers or steps.
It will be understood that the present disclosure of particular preferred embodiments in accordance

with the invention is for the purpose of illustration only and the invention extends to modifications,

variations and improvements thereof.

12a
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An adaptor for use with a container equipped with a dispensing valve that
comprises a valve stem movable between an inner closed or priming position and
an outer dispensing position, for dispensing doses of pressurized aerosol
formulation,

the adaptor being adapted to receive the container and comprising an actuation
mechanism, said actuation mechanism being arranged such that the user will
operate the mechanism by applying a depressive or squeezing force and the dose
will be dispensed upon said depressive or squeezing force and said actuation
mcchanism being arranged such that upon release of the mechanism by the user,
the valve stem of the dispensing valve will be moved automatically into its closed

or priming position.

An adaptor according to claim 1, wherein the actuation mechanism is arranged,
such that upon said depressive or squeezing force the valve stem will be pulled

from its closed or priming position into its dispensing position.

An adaptor according to claim 1 or ¢laim 2, wherein the actuation mechanism
comptises a mounting block and an actuating member; said mounting block being
adapted to retain the container and to prevent movement of the container relative to
the adaptor and said actuating member being arranged to be in contact with the
valve stem and biased towards the container, such that the valve stem will rest in

its closed or priming.

A dispenser for dispensing doses of pressurized aerosol formulation to a user,
said dispenser comprising:

a container containing a pressurized aerosol formulation and equipped with a
dispensing valve that comprises a valve stem movable between an inner closed or

priming position and an outer dispensing position, to dispense a dose; and

13
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an adaptor adapted to receive the container and comprising an actuation
mechanism, said actuation mechanism being arranged such that the user operates
the mechanism by applying a depressive or squeezing force and the dose is
dispensed upon said depressive or squeezing force and said actuation mechanism
being arranged such that upon rclease of the mechanism by the uscr, the valve stem

of the dispensing valve is moved automatically to its closed or priming position.

A dispenser according to claim 4, wherein the actuation mechanism is arranged,
such that upon said depressive or squeezing force the valve stem is pulled from its

closed or priming position into its dispensing position.

A dispenser according to claim 4 or 5, wherein the actuation mechanism

comprises a mounting block and an actuating member; said mounting block being
adapted to retain the container and to prevent movement of the container relative to
the adaptor and said actuating member being in contact with the valve stem and

biased towards the container, such that the valve stem rests in its closed or priming.

A dispenser according to claim 6 as dependent on claim 4, wherein
said actuating member is arranged, such that upon said depressive or squeezing
force the actuating member moves away from the container against the bias

allowing the valve stem to move into its dispensing position.

A dispenser according to claim 6 as dependent on claim 5, wherein

said actuating member is coupled to the valve stem and wherein said actuating
member is arranged, such that upon said depressive or squeezing force the
actuating member moves away from the container against the bias and the valve

stem is pulled into its dispensing position.
A dispenser according to claim 5, wherein the actuation mechanism comprises

an anchoring block, which is adapted to retain the valve stem and to prevent

movement of the valve stem relative to the adaptor, and wherein the container is

14
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13.

14,

biased towards the valve stem, such that the valve stem rests in its closed or
priming position, and wherein said actuation mechanism further comprises an
actuating member, said actuating member being arranged, such that upon said
depressive or squeezing force, the actuating member moves the container against
the bias away from the valve stem, thereby pulling the valve stem into its

dispensing position relative to the container.

A dispenser according to any one of claims 4 to 9, wherein the dispensing valve
is arranged, such that the valve stem is biased towards its dispensing position by

vapor pressure generated by the pressurized aerosol formulation.

A dispenser according to any one of claims 4, 5, 6, 8 and 9, wherein the

dispensing valve is of neutral bias.

A dispenser according to claim 7, wherein the dispensing valve comprises an
internal spring bias positioned at the inner end of the valve stem biasing the valve

stem towards its dispensing position.

A dispenser according to any one of claims 4 to 12, wherein the dispensing

valve is a metered dose dispensing valve.

A dispenser according to claim 13, wherein the dispensing valve further

comprises a chamber and an outlet passage, and

the valve stem extends into the chamber and is movable relative to the chamber
between the closed or priming position and the dispensing position, the valve stem
having a configuration including an external surface and the chamber having an
internal configuration including an internal surface, such that a movable metered
volume of pressurized aerosol formulation is capable of being defined there
between and such that during movement between the closed or priming position

and the dispensing position the valve stem sequentially:
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() allows free flow of aerosol formulation into and out of the chamber,
(ii)  defines a closed metered volume for pressurized aerosol formulation -
between the external surface of the valve stem and internal surface of the
chamber, and

(iii) moves with the closed metered volume within the chamber without
decreasing the volume of the closed metered volume until the metered
volume communicates with the outlet passage thereby allowing dispensing

of the metered volume of pressurized aerosol formulation.

A dispenser according to anyone of claims 4 to 14, wherein the pressurized aerosol

formulation comprises medicament.

A dispenser according to anyone of claims 4 to 15, wherein the pressurized aerosol

formulaion comprises a propellant.

A dispenser according to claim 16, wherein the propellant is a hydrofluoroalkane.

A dispenser according to claim 17, wherein the propellant is selected from HFA
134a, HFA 227 and mixtures thereof.

A dispenser according to anyone of claims 4 to 18, wherein the dispenser is in the

form of an inhaler.

An adaptor substantially as hereinbefore described with reference to the

accompanying drawings.

A dispenser substantially as hereinbefore described with reference to the

accompanying drawings,
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