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REIVINDICACIONES

1.- Un dispositivo para suministrar productos farmacéuticos o
similares a una cavidad del cuerpo, que comprende un miembro de cilindro que
tiene un extremo distal, que incluye una abertura, una pluralidad de pétalos,
que se extienden hacia afuera desde el extremo distal en una direccion
generalmente axial, dichos pétalos cooperan en la abertura para formar un
receptaculo pama recibir libremente un producto farmacéutico en el extremo
distal del miembro de cilindro, cada uno de los pétalos teniendo una punta
filexible truncada dimensionada y configurada para enganchar una porcién
sustancialmente central del producto farmacéutico de tal manera que una
seccion grande del producto farmacéutico se extiende hacia afuera més alla de
los pétalos para facilitar la liberacién de un producto farmacéutico recibido en el
receptaculo.

2.- El dispositivo de conformidad con la reivindicaciéon 1,
caracterizado ademés porque la abertura es rodeada a manera de circulo por
los pétalos.

3.- E! dispositivo de conformidad con la relvindicacion 2,
caracterizado ademas porque el recepticulo es definido por una superficie
interior del extremo distal y esta dimensionado y configurado de tal manera que
un producto farmacéutico recibido en el receptaculo estd en contacto con la
superficio interior s6lo en las puntas.

4.- El dispositivo de conformidad con la reivindicacién 3,
caracterizado ademas porque cada uno de los pétalos es flexible de tal manera

que las puntas son expansibles y contralbles en la direccion sustanciaimente
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radial.

5.- El dispositivo de conformidad con la mivindicacién 4,
caracterizado ademds porque dichos pétalos estdn dimensionados y
configurados de tal manera que aproximadamente la mitad de un producto
farmacéutico recibido en el recepticulo se extiende hacia fuera més alla de las
puntas.

6.- El dispositivo de conformidad con la reivindicacion 5,
caracterizado ademdas porque cada pétalo se curva radialmente hacia adentro
de tal manera que la curvatura de cada una de las puntas comesponde
generaimente a la curvatura de una porcién sustancialmente central de un
producto farmacéutico recibido en el receptaculo.

7.- El dispositivo de conformidad con la reivindicacién 6,
caracterizado ademds porque dichos pétalos estdn dimensionados y
configurados para recibir un producto de supositorio de forma ovalada.

8.- El dispositivo de conformidad con la reivindicacién 1,

caracterizado ademéas porque cada uno de los pétalos tiene una longitud .

medida en la direccion axial, la longitud siendo de aproximadamente la mitad
de una longitud axial de un producto farmacéutico recibido en el raeeptaéulo.

9.- El dispositvo de conformidad con la reivindicacion 8,
caracterizado ademas porque cada uno de los pétalos tiene una forma
sustancialmente semicircular.

10.- El dispositivo de conformidad con la reivindicacién 1,
caracterizado ademas porque el miembro de cilindro incluye un extremo
proximal, que estd ubicado opuesto al extremo distal, y una pared

sustancialmente anular, el pasaje extendiéndose entre los extremos distal y
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«imal a través de fa pared.

11.- E! dispositivo de conformidad con la reivindicacién 10,
caracterizado ademas porque la pared tiene un primer espesor en las puntas y
un segundo espesor en el extremo proximal, el primer espesor siendo
sustancialmente menbr que el segundo éspesor.

12.- E! dispositivo de conformidad con la reivindicacién 11,
caracterizado ademas porque el mlembro de cilindro tiene una seccién proximal
adyacente al extremo proximal y una seccién distal adyacente al extremo distal,
la seccidn distal teniendo una forma ensanchada. _

13.- El dispositivo c-le conformidad con la reivindicacién 12,
caracterizado ademas porque el extremo distal tiene un primer radio y el
extremo proximal tiene un segundo radio, el ;-m'mer radio siendo mayor que el
segundo radio.

14.- ElI dispositivo de conformidad con la relvindicacién 13,

caracterizado ademés porque el miembro de cilindro, incluye una seccién

intermedia ubicada entre los extremos proximal y distal, la seccion distal
incluyendo una porcién extrema proximal integraimente conectada a la seccién
intermedia y una porcién extrema distal definida por el extremo distal del

rmiembro de cilindro, las porciones extremas distal y proximal teniendo tercer y

cuarto radios, respectivamente, ol tercer radio siendo mayor que el cuarto
radio.

15.- E! dispositivo de conformidad con la reivindicacion 11,
caracterizado ademas porque el miembro de cilindro es ahusado a medida que
se extiende desde su extremo proximal a su extremo distal.

16.- El dispositivo de conformidad con la reivindicacion 15,
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caracterizado ademas porque los extremos distal y proximal tienen primer y
segundo radios, respectivamente, el primer radio siendo menor que el segundo
radio.

17.- El dispositivo de conformidad con la relvindicacién 1,
caracterizado porque comprende ademas un miembro movible de embolo
extendiéndose a través del pasaje de dicho miembro de cilindro para liberar el
producto farmacéutico recibido en dicho receptéculo.

18.- El dispositivo de conformidad con la reivindicacién 17,
caracterizado ademés porque el miembro de émbolo tiene un extremo distal y
una plataforma de contacto fijada al extremo distal del miembro de émbolo para
aplicar una fuerza axial a un producto farmacéutico recibido en e| receptéculo.

19.- El dispositivo de conformidad con la reivindicacién 18,
caracterizado ademds porque la plataforma de contacto tiene un tamatio similar
al tamafio de un producto farmacéutico recibido en el receptéculo para distribuir
de manera sustancialmente uniforme la fuerza a un producto farmacéutico.

20.- El dispositivo de conformidad con la reivindicaciéon 17,
caracterizado ademéas porque el miembro de émbolo es axiaimente movible en
relacion con el miembro de cilindro entre una primera posicién, en la cual la
plataforma de contacio es retraida hacia el receptaculo para permnitir la carga
de un producto farmacéutico en el receptaculo, y una segunda posicién, en la
cual la plataforma de contacto estd ubicada adyacente a las puntas para
expulsar un producto farmacéutico del receptaculo.

21.- El dispositivo de confon.'nidad con la reivindicacion 20,
caracterizado ademas porque el miembro de cilindro estd ubicado en su

primera posicion, la plataforma de contacto esta ubicada en el receptaculo y
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estd en contacto con un producto farmacéutico recibido en el receptéculo para
orientar apropiadamente el producto farmacéutico de tal manera que el extremo
distal del miembro de cilindro esté en contacto con el producto farmacéutico
solo en las puntas.

22.- El dispositivo de conformidad con la reivindicacién 21,
caracterizado ademas porque la plataforma de contacto estd ubicada hacia
fuera mas alla de los pétalos cuando el miembro de émbolo esta ubicado en su
segunda posi;:ibn.

23.- El dispositivo de conformidad con la reivindicaciéon 21,
caracterizado ademés porque la plataforma de contacto es enganchada con los
pétalos para flexionar los pétalos en una direccién radialmente hacia fuera,
cuando el miembro de &mbolo esta ubicado en su segunda posicion.

24 .- .El dispositivo de conformidad con la reivindicacion 21,
caracterizado ademéas porque comprende primeros medios de restriccion para
restringir ef miembro de émbolo para que no se muaeva mas all4 de su primera
posicién.

25.- El dispositivo de conformidad con la reivindicacion 24,
caracterizado ademas porque comprenden segundos medios de restriccion
para restringir el miembro de émbolo para que no se mueva més alla de su
segunda posicién.

26.- El dispositivo de conformidad con la reivindicacién 25,
caracterizado ademas porque el miembro de cilindro incluye una seccién distal
ubicada adyacente al extremo distal del miembro de cilindro y que tiene una
forma ensanchada, los primeros medios de resfricciébn incluyendo una porcién

formada como parte de la seccién distal y dimensionada y configurada para



enganchar la plataforma de contacto.

27.- E! dispositvo de conformidad con la reivindicacién 25,
caracterizado ademés porque los primeros medios de restriccién incluyen una
costila anular que se extiende radiaimente hacia adentro desde una pared
anular del miembro de cilindro hasta el pasaje y ubicada adyacente a un
extremo proximal del miembro de cilindro, los primeros medios de restriccién
teniendo un miembro de tope formado sobre el miembro de émbolo y
dimensionado y configurado para enganchar la costilla anular.

28.- El dispositivo de conformidad con la reivindicacién 25,
caracterizado ademas porque los segundos medios de restriccidn incluyen una
pestafia formada sobre un extremo proximal del miembro de émbolo y
dimensionada y configurada para enganchar un extremo proximal del miembro
de cilindro.

29.- En combinacién, un producto farmacéutico; un dispositivo
para suministrar el producto farmacéutico a una cavidad del cuerpo, el
dispositivo incluyendo un miembro de cilindro y un miembro de émbolo, el
miembro de cilindro teniendo un extremo distal, que incluye una abertura, una
pIuraIfdad de pétalos, que se extienden hacia fuera desde el extremo distal en
una direccién generaimente axial, y un pasaje, que se extiende a través del
miembro de cilindro en una direccién sustancialmente paralela a la direccién
axial y que esta en comunicacién con la abertura, los pétalos cooperando con
la abertura para formar un receptaculo, el producto farmacéutico siendo
recibido en el extremo distal del miembro de cilindro, cada uno de los pétalos
teniendo puntas flexibles truncadas dimensionadas y configuradas para

enganchar una porcién sustanciaimente central del producto farmacéutico de



tal manera que una seccién grande del producto farmacéutico se extiende
hacia fuera més allA de los pétalos para facilitar la liberacion del producto
farmacéutico de su receptdculo, el miembro de émbolo extendiéndose
moviblemente a través del pasaje del miembro de cilindro para liberar el
producto farmacéutico, y el miembro de cilindro incluyendo un miembro de
enganche ubicado en el pasaje para enganchar el miembro de cilindro; y un
medio de empaque para empacar e| dispositivo junto con el producto
farmacéutico.

30.- La combinacién de conformidad con la reivindicacién 29,
caracterizada ademas porque el medio de empaque incluye una charola para
recibir el dispositivo y el producto famacéutico y una tapa removiblemente
fijada a la charola.

31.- La combinacién de conformidad con la reivindicacién 30,

caracterizada ademas porque la charola es una charola de tipo de burbujas.
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PPC-0837

APPLICATOR DEVICE FOR SUPPOSITORIES AND THE LIKE

Field of the Invention

The present invention relates to applicator devices for
suppositories and the like and, more particularly, to an applicator
device adapted for depositing suppositories and the like in a bodily

cavity or passage.

Background of the Invention

Suppository applicators have been in use for delivering
suppositorles to bodlly cavities, such as vaginal canals and recta.
Conventional applicators are equipped with barrel members for
recelving suppositories and plunger members for expelling same from
the barrel members. The barrel members have loading ends which are
typically equipped with finger-like members or segments projecting
therefrom for releasably attaching suppositories to the loading ends
(see, for instance, U.S. Patent Nos. 2,754,822; 3,667,465; 3,934,584;
4,361,150; 5,201,779; 5,404,870; and 5,860,946). The finger-like
members are sized such that, when suppositorlies are loaded onto the
loading ends, they are enclosed substantially entirely by the finger
like-members. ’

The applicators discussed above have various disadvantages.

For instance, suppositories, when exposed to moisture, tend to stick

g
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to surfaces that are in contact therewith. In such circumstances,
when the applicators are exposed to relatively high humidity,
suppositories loaded therein tend to stick to the loading ends of the
applicators. Because the suppositories are enclosed substantially
entirely by the finger-like members, they have a relatively large area
of contact with the loading ends of the applicators. As a result,
when the suppositories stick to the applicators during storage or use,

it becomes difficult to expel same from the applicators.

Summary of the Invention

The present invention overcomes the disadvantages and
shortcomings discussed above by providing an improved applicator
device for delivering pharmaceutical products or the like to a bodily
cavity. More particularly, the device includes a barrel member having
a distal end which i1s equipped with an opening. The applicator also

includes a plurality of petals extending outwardly from the distal

‘'end in a generally axial direction. The petals cooperate with the

opening so as to form a receptacle for releasably receiving a
pharmaceutical product in the distal end of the barrel member. Each
of the petals has a truncated flexible tip sized and shaped s0 as to
engage a substantially central portion of the pharmaceutical product
such that a large section of the pharmaceutical product extends
outwardly beyond the petals so as to facllitate the release of the

pharmaceutical product from the receptacle. The device also includes

Copy provided by USPTO from the PACR Image Database on 10/01/2003
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a plunger member for releasing the pharmaceutical product from the
receptacle. In accordance with the present invention, the device can
be packaged in a package together with the pharmaceutical product

received in the receptacle.

Brief Description of the Drawings

For a more complete understanding of the present invention,
reference is made to the following detailed deacription of the present
invention considered in conjunction with the accompanying drawings,
in which:

Figure 1 is an exploded perspective view of a suppository
applicator constructed in accordance with a first exemplary
embodiment of the present invention;

Figure 2 is a perspective view of the applicator of Figure
1 in an assembled configuration ready for use;

Figure 3 is a perspective view of the applicator of Figure
2 packaged in a blister packaging assembly;

Figure 4 is an exploded perspective view of the blister
packaging assembly of Figure 3;

Figure 5 is a perspective view of the applicator of Figure
2 illustrating the dispensing of a suppository product;

Figures 6 and 7 are side elevatlional views of the applicator

shown in Figures 1, 2 and 5, illustrating its operation;

3
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Figure 8 is an exploded perspective view of a suppository
applicator constructed in accordance with a second exemplary
embodiment of the present invention;

Figure 9 is a perspective view of the applicator of Figure
8 in an assembled configuration ready for use;

Filgure 10 is a perspective view of the applicator of Figure
9 packaged in a blister packaging assembly:;

Figure 11 is an exploded perspective view of the blister
packaging assembly of Figure 10; and

Figures 12 and 13 are side elevational views of the

applicator shown in Figures 8 and 9, illustrating its operation.

Detailed Description of the Exemplary Embodiments

Referring to Figures 1, 2 and 5, there is shown a
suppository applicator 10 constructed in accordance with a first
embodiment of the present invention. More particularly, the
applicator 10 is adapted for use iIn depositing an oval-shaped
suppository product 12 in a bodily cavity, such as a vaginal cavity,
a rectum, etc. The applicator 10 includes a barrel member 14 and a
plunger member 16 extending through the barrel member 14. The barrel
member 14 and the plunger member 16 are made from a suitable material
(e.g., thermoplastics, polyolefins, polyolefin copolymers, modified
polyvinyl chloride, thermoplastic rubber compounds, polyurethanes,

etc.) preferably by a conventional injection molding process.

<2

" Copy provided by USPTO from the PACH inage Database on 10/01/2003



F

2PhTS0" bALALFOT

Alternatively, one or both of the barrel member 14 and the plunger
menber 16 can be made by using other conventional processes.

Now referring to Figures 1, 2 and 5-7, the barrel member
14 is provided with an interior passageway 18 extending therethrough.
The barrel member 14, which has a unitary construction and an annular
wall 20 defining the passageway 18, 13 provided with a proximal
section 22, a distal section 24 and an intermediate section 26. The
intermediate section 26 is located between the proximal and distal
sections 22, 24. The proximal section 22 includes an open end 28,
as well as a ribbed surface 30 so as to provide a gripping surface
during the use of the applicator 10. The distal section 24 has a
proximal end 32, which i1s connected to the intermediate section 26,
and a distal end 34 opposite to the proximal end 32. The distal section
24 has a flaring construction (i.e., the diameter of the proximal end

32 is smaller than the diameter of the distal end 34) and has an opening

- 36 formed therein and communicating with the passageway 18.

The distal section 24 of the applicator 10 is provided with
three flexible, truncated petals 38 (see Figures 1, 2 and 5-7)
encircling the opening 36 and extending outwardly therefrom in a
direction generally parallel to the longitudinal axis of the barrel
member 14 (referred to hereinafter as “the axial direction”). The
petals 38 cooperate with the opening 36 and the distal section 24 so
as to form a receptacle 40 for releasably receiving the suppository

product 12 therein. Each of the petals 38 is provided with a generally
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semi-circular shape and has a base 42, which is integrally connected
to the distal end 34 of the distal section 24, and a tip 44, which
1s located opposite the base 42. Due to its truncated construction,
each of the petals 38 has an axial length sufficient to securely retain
the suppository product 12 within the receptacle 40, but short enough
to create a minimal frictional resistance to the suppository product
12 during its dispensing from the receptacle 40. With reference to
Figure 6, the petals 38 are sized and shaped such that, when the
suppository product 12 is recelved in the receptacle 40, the tips 44
of the petals 38 engage a substantially central portion 46 of the
suppository product 12 (e.g., the tips 44 are adapted to engage a
portion of the suppository product 12 located slightly outwardly in
the axial direction from the central portion 46 of the suppository
product 12). By way of example, each of the petals 38 can have an
axial length which is substantially equal to one half of the width
of the suppository product 12 measured along its major axis. As a
result, a substantial part of the suppository product 12 (e.g., an
apl-aroximately half of the suppository product 12) extends axially
beyond the receptacle 40 to facilitate easy unloading of the
suppoaitory product 12 from the receptacle 40.

Now referring to Figure 1, 6 and 7, each of the petals 38
is provided with a concave interior surface 48 which corresponds
generally to the contour of the central portion 46 of the suppository

product 12. More particularly, each of the petals 38 curvea slightly




20

BOhTO0" 6RLBLTOT

inwardly in a generally radial direction as it extends from its base
42 to its tip 44 so as to engage and retain the suppository product
12 in the receptacle 40 (see Figure 6). In this manner, even if a
large part of the suppository product 12 extends beyond the tips 44
of the petals 38, the petals 38 cooperate with one another so as to
retain the supposlitory product 12 in the receptacle 40.

With reference to Figure 6, the barrel member 14 is also
constructed such that the thickness of the wall 20 at the distal
section 24, and more specifically at the tips 44 of the petals 38,
is significantly smaller than the thickness of the wall 20 at the
proximal section 22. In this manner, the petals 38 are provided with
a sufficient flexibility and resiliency such that the petal tips 44
are expandable radially outwardly and contractible radially inwardly
so as to permit easy loading and unloading of the suppository product
12.

Referring back to Figures 1, 2 and 5-7, the plunger member
16 includes a ribbed shaft 50 having a proximal end 52 and a distal
end 54 and movably received in the passageway 18 of the barrel member
14. The proximal end 52 of the shaft 50 has beads 56 (see Figure 1).
A thumb platform 58 is also formed on the proximal end 52 of the shaft
50 and has a centrally positioned mounting tab 60. The mounting tab
60 has a female receptacle opening 62 (see Figure 1) having beads 64
adapted to engage the beads 56 of the shaft 50 such that the proximal

end 52 of the shaft 50 can be snap-fitted into the receptacle opening

Copy provided by USPTO from the PACH mage Datsbase on 10/01/2003
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62 of the thumb platform 58. In this manner, the thumb platform 58
is securely attached to the shaft 50 by an interference ‘f:l.t. A contact
platform 66 1s integrally formed with the distal end 54 of the shaft
50. The contact platform 66 is sized and shaped so to be received
movably in the receptacle 40 of the distal section 24 of the barrel
member 14 for use in discharging the supposlitory product 12 from the
applicator 10. In this regard, the contact platform 66 has an
oversized shape (i.e., has a diameter similar or substantially
1dentical to the width of the suppository product 12 measured along
its minor axis) for purposes to be discussed hereinafter.

Nith reference to Figures 2 and 5-7, the plunger member 16
is movable relative to the barrel member 14 in the axial direction
between a retracted position (see Figures 2 and 6), in which the
contact platform 66 1s positioned adjacent the proximal end 32 of the

distal section 24 of the barrel member 14, and an extended position

(see Figure 5 and 7), in which the contact platform 66 is located

axially outwardly from the tips 44 of the petals 38 and hence the
receptacle 40. In this regard, the outer diameter of the thumb
platform 58 is greater than that of the proximal section 22 of the
barrel member 14 so as to prevent the plunger member 16 from moving
beyond 1ts extended position (see Figure 7). Similarly, the outer
diameter of the contact platform 66 is larger than the inner diameter
of the proximal end 32 of the distal section 24 such that the contact

platform 66 engages an interior portion 68 (see Figure 6) of the distal
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section 24 located adjacent to the proximal end 32, thereby inhibiting
the plunger member 16 from moving beyond its retracted position. When
the plunger member 16 is positioned in its retracted position, the
contact platform 66 abuts an end of the suppository product 12 (see
Figure 6) so as to prevent it from being positioned too far into the
receptacle 40. More particularly, the ‘contact platform 66 ensures
that the suppository product 12 is cradled in the receptacle 40 in
a preferred holding position, in which it is engaged by the distal
section 24 of the barrel member 14 only at the tips 44 of the petals

38, thereby minimizing the area of contact between the suppository

product 12 and the barrel member 14. In this regard, the receptacle

40 preferably has a size which is greater than that of the suppository
product 12 such that the entire interior surface of the receptacle

40, with the exception of the tips 44 of the petals 38, is out of

-contact with the suppository product 12, whereby the suppository

. product 12 can be easily released from the receptacle 40.

Referring back to Figure 1, the applicator 10 is assembled
by inserting the shaft 50 into the passageway 18 through the opening
36 of the distal section 24 such that its proximal end 52 is extended
outwardly from the open end 28 of the barrel member 14. The thumb
platform 58 is then attached to the proximal end 52 of the shaft 50.
The suppository product 12 is then inserted into the receptacle 40

of the applicator 10 for delivery into a bodily cavity.

%3

Copy provided by USPTO from the PACH image Database on 10/01/2003



2LBLTOT

aphTS0"

[

q

The applicator 10 can be provided to a user without the
suppository product 12 pre-installed in the receptacle 40.
Alteinatively, the applicator 10 can be provided to a user with the
suppository product 12 pre-filled in the receptacle 40. When provided
in its pre-filled form, the applicator 10 can be packaged in a bliaster
packaging assembly 70 (see Figures 3 and 4). More particularly, the
blister packaging assembly 70 includes a thermoformed, blister-type
PVC (polyvinyl chloride) plastic tray 72 for receiving the Pre-fillad
applicator 10. Alternatively, the tray 72 can be made from any other
suitable materials. The tray 72 includes an outer perimeter rim 74
and a compartment 76 projecting from the rim 74. The compartment 76
1nc1udes an outer cavity section 78 for receiving the distal section
24 of the barrel member 14, including the suppository product 12
pre-installed in the receptacle 40. The compartment 76 is also
equipped with an intermediate cavity section 80 for receiving the
intermediate section 26 of the barrel member 14. The intermediate
cavity section 80 includes a pair of side extenslons 82 for receiving
user’s fingers during the removal of the appllicator 10 from the tray
72. An intermediate cavity section B4 1s also connected to the
intermediate cavity section 80 for receiving the proximal section 22
of the barrel member 14, while an outer cavity section 86 1s connected
to the intermediate cavity section 84 for receiving the thumb platform

58 of the plunger member 16. A peelable lid 88 laminated with an

10
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aluminum foil is attached to the packaging tray 72 in a conventional
manner for sealing the applicator 10 in the compartment 76.

In order to use the pre-filled applicator 10 packaged in
the packaging assembly 70, the applicator 10 is removed from the
packaging assembly 70. The distal section 24 of the applicator 10,
together with the suppository product 12 attached thereto, is then
inserted into a vaginal canal (not shown) in a conventlional manner.
In doing so, the barrel member 14 is gripped by the user’s fingers
at the ribbed surface 30 of the proximal section 22. After properly
placing the distal section 24 and the suppository product 12 in the
vaginal canal, the thumb platform 58 of the plunger member 16 1s pushed
toward the distal section 24 of the barrel member 14 so as to move
the barrel member 14 from its retracted position (see Figures 2 and
6) to its extended position (see Figures 5 and 7). In this regard,

ﬁhe applicator 10 can be held and operated by the user in any

conventional manner. For instance, with the proximal section 22 of

the barrel member 14 held by the user's index and middle fingers, the
thumb platform 58 of the plunger member 16 can be pushed by the user’s
thumb. As the plunger member 16 moves from its retracted position
to its extended position [as indicated by the arrow in Figure 6), the
contact platform 66 of the plunger member 16 pushes the suppository
product 12 out of the receptacle 40. During the release of the
supposaitory product 12 from the receptacle 40, the tips 44 of the

petala 38 expand in a radlally outward direction so as to facilitate

11
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the release of the suppository product 12. In order to ensure the
release of the suppository product 12 from the applicator 10, the

thumb platform 58 is pushed until the plunger member 16 is positioned

-in its extended position, in which the contact platform 66 is located

axially outwardly from the receptacle 40 (see Figures 5 and 7).

After the release of the suppository product 12 from the
applicator 10 into the vaginal canal, the plunger member 16 1s pulled
back into its retracted position so as to place the contact platform
66 within the receptacle 40. In this manner, during the removal of
the applicator 10 from the vaginal cavity, the contact platform 66
is prevented from coming in contact with tissue walls of the vaginal
cavity and causing injury to same. The applicator 10 is then cleaned
and disinfected for subsequent use or is discarded.

It should be appreclated that the applicator 10 of the

present invention provides numerous advantages over conventional

applicators. For instance, because the petals 38 of the applicator

10 have a truncated construction, they are adapted to retain the
suppository product 12 jin the receptacle 40, while permitting easy
release of same from the receptacle 40. As a result, the suppository
product 12 can be released from the applicator 10 in response to the
application of an axial force that is significantly less than the
force required for conventional applicators. In this manner, even
if the suppository product 12 sticks to the interior surface of the

receptacle 40 during its storage or insertion into a bodily cavity,

12
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it can be released from the receptacle 40 without significant
difficulty. Because of its ability to release the suppository product
12 stuck to the receptacle 40, the applicator 10 can be provided to
users in pre-filled and packaged form.

The oversized contact platform 66 of the plunger member 16
further ensures the proper dispensing of the suppository product 12
from the receptacle 40. For instance, because of its large size, the
contact platform 66 tends to apply an axial force evenly to the
suppository product 12, thereby minimizing distortion .of the
supposltory product 12 during its release from the receptacle 40.
Moreover, the contact platform 66 functions to strip the suppository
product 12 off the interior surface of the receptacle 40 if there 18
excess friction or sticking between the suppository product 12 and
the barrel member 14. In addition, because the suppository product
12 1s mounted to the flaring distal section 24, the remaining sections
of the barrel member 14 (i.e., the intermediate and proximal sections
26, 22) can be made relatively slender.

It should be noted that the applicator 10 of the present
invention can have numerous modifications and variations. For
instance, the applicator 10 can be provided with a different number
of petals 38. Moreover, although the present invention is especially
sulitable for use in delivering suppository products to vaginal canals
or cavities, it can be used to dispense suppository products or other

pharmacological products in other body cavities such as a rectum.

13
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Further, the applicator 10 can be modified to accommodate suppository
products having different geometrical shapes. In addition, the
petals 38 can be provided with different shapes and lengths. The
applicator 10 can also bF packaged in different types of pa_ckages.
A second exemplary embodiment of the present invention is
illustrated in Figures 8-13. Elements illustrated in Figures 8-13
which correspond to the elements described above with reference to
Figures 1-7 have been designated by corresponding reference numbers
increased by one hundred. Unless stated otherwise, the second
exemplary embodiment of Figures B8-13 1s constructed, used and
operated in the same basic manner as the exemplary embodiment shown
in Figqures 1-7.
| With reference to Figures 8, 9, 12 and 13, there is shown
a suppository applicator 110 constructed in accordance with the
second embodiment of the present invention. The applicator 110, which

is adapted for use in delivering an oval-shaped suppository product

112 to a bodily cavity (e.g., a vaginal orifice), includes a barrel

member 114 having an open proximal end 128 and an open distal end 134.
Unlike the barrel member 14 of the embodiment of Figures 1-7, the
entire barrel member 114 is substantially cylindrical in shape and
is slightly tapered as it extends from the proximal end 128 to the
distal end 134 (i.e., the diameter of the proximal end 128 is slightly
greater than that of the distal end 134). As a result, the distal

end 134 of the barrel member 114 is not flared. The barrel member

14
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114 includes an interior passageway 118 extending between the
proximal and distal ends 128, 134. A perimeter rim wall 190 is formed
at the proximal end 128, while an annular retaining rib 192 is formed
in the passageway 118 adjacent the proximal end 128. Flexible,
truncated petals 138 are also formed at the distal end 134 of the
barrel member 114. The petals 138 cooperate with one another so as
to define a receptacle 140 for receiving the suppository product 112.

Still referring to Figures 8, 9, 12 and 13, the applicator
110 also includes a plunger member 116 having a single-piece
construction. More particularly, the plunger member 116 includes a
ribbed shaft 150, a proximal end 152 and a distal end 154. A thumb
platform 158 is formed at the proximal end 152 for engagement with

the rim wall 190 of the barrel member 114, while a contact platform

- 166 1s formed at the distal end 154. The contact platform 166 has

a diameter smaller than the inner diameter of the retaining rib 192

- of the barrel member 114 such that it can be inserted into the

passageway 118. The diameter of the contact platform 166 is also
larger than an inner diameter D (see Figure 8) of the receptacle 140
defined by the petals 138 such that, when the contact platform 166
is positioned in the receptacle 140, it comes in contact with the
petals 138 and causes same to flex radially outwardly (see Figure 13),
thereby facilitating the release of the suppository product 112 from
the receptacle 140. A stopping platform 194 is formed on the shaft

150 adjacent to the proximal end 152 of the shaft 150. The stopping

15
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platform 194 has a diameter slightly larger than the inner diameter
of the retaining rib 192 of the barrel member 114 for purposes to be
discussed hereinafter. In this regard, the stopping platform 194 is
slightly flexible such that it can be inserted into the passageway
118 from the proximal end 128 of the barrel member 114 and positioned
between the retaining rib 192 and the distal end 134.

The plunger member 116 is movably mounted in the passageway
118 of the barrel member 114. As a result, the plunger member 116
is movable relative to the barrel member 114 between a retracted
position (see Figure 12), in which the contact platform 166 is located
remote from the petals 138, and an extended position, in which the
contact platform 166 is in contact with the petals 138 (see Figure
13). In this regard, the retaining rib 192 of the barrel member 114
is engageable with the stopping platform 194 of the plunger member
116 so as to inhibit the plunger member 116 from moving beyond its
retracted position. Similarly, the rim wall 190 of the barrel member
114 is adapted to engage the thumb platform 158 of the plunger member
116 for the purpose of inhibiting it from moving beyond its extended
position.

With reference to Figqures 10 and 11, a blister packaging
assembly 170 is provided for packaging the applicator 110 pre-filled
with the suppository product 112. More particularly, the packaging
assembly 170 has a construction basically identical to that of the

blister packaging assembly 70 of the embodiment shown in Figures 1-7.

16
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For instance, the packaging assembly 170 has a tray 172 for receiving
the pre-filled applicator 110 and a peelable 11d 188 attached to the
tray 172.

It will be understood that the embodimenta described herein
are merely exemplary and that a person skilled in the art may make
many variations and modifications without departing from the spirit
and acope of the invention. All such varlations and modifications,
including those discussed above, are intended to be included within

the scope of the invention.

17
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I CLAIM:

1. A device for delivering pharmaceutical products or
the like to a bodily cavity, comprising a barrel member having a distal

end, which includes an opening, and a plurallty of petals extending

-outwardly from said distal end in a generally axlal direction, said

petals cooperating with saild opening so as to form a receptacle for
releasably receiving a pharmaceutical product in said distal end of
said barrel member, each of said petals having a truncated flexible
tip sized and shaped so as to engage a substantially central portion
of the pharmaceutical product such that a large section of the
pharmaceutical product extends outwardly beyond said petals so as to
facilitate the release of a pharmaceutical product received in saild

receptacle.

2. The device of Claim 1, wherein sald opening is

encircled by said petals.

3. The device of Claim 2, wherein sald receptacle is
defined by an interior surface of sald distal end and is sized and
shaped such that a pharmaceutical product received in said receptacle

is in contact with said interior surface only at sald tips.

18
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4. The device of Claim 3, wherein each of said petals is

flexible such that said tips are expandable and contractible in a

radial direction.

5. The device of Claim 4, wherein said petals are sized
and shaped such that an approximately half of a pharmaceutical product

received in said receptacle extends outwardly beyond sald tips.

6. The device of Clalm 5, wherein each of sald petals
curves radially inwardly such that the curvature of each of sald tips
corresponds generally to the curvature of a substantially central

portion of a pharmaceutical product received in said receptacle.

7. The device of Claim 6§, wherein sald petals are sized

and shaped so as to receive an oval-shaped suppository product.

8. The device of Claim 1, wherein each of said petals has
a length measured in said axial direction, salid length being about

one-half of an axial length of a pharmaceutical product received in

sald receptacle.

9. The device of Claim 8, wherein each of said petals has

a substantially semi-circular shape.

19
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10. The device of Claim 1, wherein said barrel member
includes a proximal end, which 1s located opposite to sald distal end,
a substantially annular wall and a passageway extending between said

distal and proximal ends through said wall.

11. The device of Claim 10, wherein said wall has a first
thickness at said tips and a second thickness at said proximal end,
sald first thickness being substantially less than sald second

thickness.

12. The device of Claim 11, wherein said barrel member has
a proximal section adjacent said proximal end and a distal section

adjacent said distal end, said distal section having a flared shape.

13. The device of Claim 12, wherein said distal end has
a first radius and said proximal end has a second radius, sald first

radius being greataer than said second radius.

14, The device of Claim 13, wherein sald barrel member
includes an intermediate sectlon positioned between said proximal and
distal ends, sald distal section including a proximal end portion
integrally connected to sald intermediate section and a distal end

portion defined by said distal end of sald barrel member, said distal

20
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and proximal end portions having third and fourth radii, respectively,

said third radius being greater than sald fourth radius.

15. The device of Claim 11, wherein sald barrel member is

tapered as it extends from sald proximal end to said distal end.

16. The device of Claim 15, whereln sald distal and
proximal ends have first and second radii, respectively, sald first

radius being less than said second radius.

17. The device of Claim 1, further comprising a plunger
member movably extending through a passageway of sald barrel member

for releasing a pharmaceutical product received in said receptacle.

18. The device of Claim 17, wherein said plunger member
has a distal end and a contact platform attached to said distal end
of said plunger member for applying an axial force to a pharmaceutical

product received in said receptacle.

19. The device of Claim 18, wherein said contact platform
has a size similar to the size of a pharmaceutlcal product received
in said receptacle soc as to substantially evenly distribute an axial

force to a pharmaceutical product.

21
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20. The device of Claim 17, wherein said plunger member
is .axially movable relative to said barrel member between a first
position, in which said contact platform is retracted into said
receptacle so as to permit the loading of a pharmaceutical product
in said receptacle, and a second position, in which said contact
platform is positioned adjacent said tips so as to expel a

pharmaceutical product from said receptacle.

2l. The device of Claim 20, wherein when said barrel
member is positioned in its said first position, said contact platform
is positioned in said receptacle and 1s in contact with a
pharmaceutical product r?ceived in saild receptacle s0 as to properly

orient the pharmaceutical product such that sald distal end of said

barrel member is in contact with the pharmaceutical product only at

sald tips.

22. The device of Claim 21, wherein said contact platform
is positioned outwardly beyond said petals when said plunger member

is positioned in its said second position.

23. The device of Claim 21, wherein said contact platform
is in engagement with said petals so as to flex said petals in a
radially outward direction, when said plunger member is positioned

in its said second position.

22
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24. The device of Claim 21, further comprising first
restricting means for restricting said plunger member from moving

beyond its sald first position.

25. The device of Claim 24, further comprising second
restricting means for restricting said plunger member from moving

beyond its said second position.

26. The device of Claim 25, wherein said barrel member
includes a distal section located adjacent sald distal end of said
barrel member and having a flared shape, sald first restricting means
including a portion formed as part of said distal saction and sized

and shaped so as to engage sald contact platform.

27. Thedevice of Claim 25, wvherein said first restricting
means includes an annular rib extending radially inwardly from an
annular wall of said barrel member into said paggsageway and positioned
adjacent a proximal end of said barrel member, said first restricting
means having a stop member formed on sald plunger member and sized

and shaped 30 as to engage sald annular rib.

28. The device of Claim 25, wherein said seccnd

restricting means includes a flange formed on a proximal end of said

23
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plunger member and sized and shaped so as to engage a proximal end

of said barrel member.

29. In combination, a pharmaceutical product; a device for
delivering sald pharmaceutical product to a bodily cavity, said
device including a barrel member having a distal end, which includes
an opening, and a plurality of petals extending outwardly from said
distal end in a generally axial direction, said petals cooperating
with said opening so as to form a receptacle, sald pharmaceutical
product being releasably received in said distal end of said barrel
me;nber, each of said petals having a truncated flexible tip sized and
shaped so as to engage a substantially central portion of said
pharmaceutical product such that a large section of said
pharmaceutical product extends outwardly beyond said petals so as to

facilitate the release of said pharmaceutical product from said

" receptacle; and packaging means for packaging sald device together

with said pharmaceutical product.

30. The combination of Claim 29, wherein said packaging
means includes a tray for receiving salid device and Bsaid

pharmaceutical product and a 1id removably attached to sald tray.

31. The combination of Claim 30, wherein said tray is a

blister-type tray.

24
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Abstract of the Disclosure

An applicator for delivering pharmaceutical products or
the like to a bodily cavity includes a barrel member having a distal
end which 1s equipped with an opening. The applicator also includes
a plurality of petals extending outwardly from the distal end in a
generally axial direction. The petals cooperate with the opening so
as to form a receptacle for releasably receiving a pharmaceutical
product in the distal end of the barrel member. Each of the petals
has a truncated flexible tip slized and shaped so as to engage a
substantially central portion of the pharmaceutical product such that
a large section of the pharmaceutical product extends outwardly
beyond the petals so as to facllitate the release of the
pharmaceutical product from the receptacle. The device also includes
a plunger member for releasing the pharmaceutical product from the
receptacle. In accordance with the present inventilon, the device can
be packaged in a package together with the pharmaceutical product

received in the receptacle.
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biolégico (Art. 26)

NO ES APLICABLE [ ] La prioridad coincide con la materia
reivindicada.

CUMPLE LOS REQUISITOS TECNICOS

OBSERVACIONES Y OTROS: SI[ ] NO[ ] Ver hoja(s) anexa(s)

EXAMINADOR TECNICO: 202051

Bogota D C, diciembre 23 de 2004.



Industria y Comercio

SUPERINTENDENCIA

Folio 1 9(

2020
Bogotda D C

Doctor(a)
JIMENA ESCOBAR URIBE.
Apoderado (a)

REFERENCIA: Radicacién N° 03-51018

Tramite 002
Evento 001
Actuacion 416
Oficio N° 1831
Folios 001

Teniendo en cuenta que la solicitud de privilegio de patente que se tramita bajo el
expediente indicado en la referencia, rene los requisitos de forma establecidos en
los articulos 26 y 27 de la Decisién 486, de la Comisién de ia Comunidad Andina, y
en las demés disposiciones vigentes sobre la materia, se envia el extracto de la
solicitud a la oficina de comunicaciones para efecto de su publicacion en la Gaceta
de Propiedad Industrial, conforme lo establece el articulo 40 de la Decisién 486.

Camplase
Dado en Bogota D C,

ZE'ENEM

ALIX CARMENZA CESPEDES DE VERGEL
Jefe Division de Nuevas Creaciones.

202051

A



Industria y Comercio

" SUPERINTENDENCIA

RESULTADO DE LA CONSULTA DE PATENTES

N2

Expediente No:

3 51018

Sec.Evento
0

Fecha de radicacion

16/06/2003

Tipo de evento

REGISTRO/DEPOSITO/CONCESION/DEPOSITO

Tipo de solicitud
B NTE DE INVENCION |PISPOSITIVO APLICADOR PARA SUPOSITORIOS Y SIMILARES
Sector M)
Uicitame IMCNEIL-PPC, INC. US 566
asificacion 61 M50
Inventor(cs) PAUL B. SWICK
Apoderado ESCOBAR URIBE IGNACIO
[uticacion %
| 549 [[28/02/200526 |
fCertificado 0
Vigencia
Prioridad US 10/172.729 14/06/2002 R
[Reivindicacioncs '
[Resumen
16/06/2003
ey PRESENTACION
P 16/07/2003 REQUERIMIENTO
}g{‘l’;’gg""' REQUERIMIENTO DE INFORMACION
Actuaciones 25/07/2003 REPUESTA A REQUERIMIENTO DE
16:32:23 INFORMACION
::{(1)2{%‘1’03 COMPLEMENTO DE INFORMACION
20/01/2005 PARA PUBLICAR FECHA POSTERIOR

iConvenciones

* La actuacién RESOLUCION vy la actuacién COMUNICACION DECISION corresponden al aviso de
notificacidn enviado a las partes

** |a actuacién INFORME NOTIFICACION identifica cuando se han notificado todas las partes

*+# | a actuacién EJECUTORIADAS identifica cuando se ha ejecutoriado la resolucion.




. 797
De conformidad con el articulo 25 del Cédigo Contencioso Administrativo la informacién contenida en la presente pdgina no obliga ni

compromete la responsabilidad de la Superintendencia y se constituye exclusivamente en una ayuda adicional para los usuarios de la misma.
Por lo anterior. no reemplaza en ninglin caso los mecanismos legales de notificacion ni la expedicidn de certificaciones

Hey reglstros que presantan como Informacidn de fecha 01/01/1800 lo cual indica qua ia Supsrintandencia no dispons de Informacidn de asos expedients en particular
dabido e que la Informacién cuando fue migrada no estaba disponibie

Los datos de Ia consuita son Jos que figuran en nuastra basa de datos. S| obsarva aiguna incormeccion en los miamos, por favor comuniquaas con la Superintandencia,
madiante el comen alectrdnico info@slc.gav.co



