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ABSTRACT

The present invention relates to a device for insertion into a human or animal cavity, the device
comprising an internally wearable plug comprising a pharmaceutically active composition; an
externally wearable anchor element; and a sheath joining the plug to the anchor element such
that a wearer's finger can be received in the sheath to assist insertion
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DRUG DELIVERY DEVICE

The present invention relates to a drug delivery device, more particularly to a device for

vaginal and/or rectal drug delivery.

The delivery of drugs through the vaginal or rectal cavity is known to be advantageous in
that both local and systemic administration of the drug can be achieved and provides an
alternative to the traditional delivery routes. In some instances, oral delivery is not recommended
because of gastro-intestinal side effects or decrease in bioavailability or simply because the
patient is uncooperative or cannot swallow the medication. Parenteral drugs (e.g. intravenous

injections) might not be suitable, as they must usually be administered by trained practitioners.

Vaginal and rectal drugs (such as creams and pessaries) can be applied with a gloved
finger. However, with creams, when the finger is inserted into the vagina or rectum, a portion of
the drug that will be retained by the vaginal and rectal walls, will not be applied to the targeted
area. It is therefore difficult to administer an accurate amount of drug to the targeted area. In
addition, this method is not suitable when the targeted area is located deeper than the length of

the inserted portion of the finger.

Drugs can be delivered by inserting suppositories or by injecting the drugs via a syringe or
a spray. However, due to their physical function, both vaginal and rectal cavities have a tendency
to reject foreign bodies and although the drugs might reach the targeted area but are not retained
within the cavity and adequate amount of the drug cannot be achieved. Elastomeric vaginal rings
have been developed to retain the leaking drug, but these devices are uncomfortable for the

wearcr.

A number of medicated tampons and sponges are known for delivery of drugs to the
vaginal or rectal cavity. These devices are usually inserted using an applicator or inserter, which

is uncomfortable and it is often difficult to properly position the tampon.

This is particularly so in the case of vaginal drug delivery, in which the medicated tampon
must be positioned behind the cervix. If the tampon is not inserted deep enough then there is a

risk that the drug will not reach the target area and that it is rejected by the vagina. Standard
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applicators and inserters are usually too short to achieve correct positioning, or when they are of
sufficient length, the user might not push the tampon deep enough by fear of injury or pain. It is
recommended that the medicated tampon is inserted by an experienced practitioner so for
accurate positioning. However, this is not, in practice, possible since most tampon-wearing
women experience discomfort after urinating (because they feel that the tampon and/or cord is
soiled) and replace the tampon after each visit to the bathroom. Even an experienced practitioner
will have difficulty in inserting a medicated tampon using an applicator because of the absence

of sensitivity and to help with the insertion procedure the patient will need to lie down.

In the case of rectal drug delivery, in which the targeted area is in the rectum above the
sphincter, applicators are not recommended because of the tightness of the sphincter. This is
particularly the case where the patient will have a tendency to clench his/her sphincter during the

insertion procedure thereby increasing the risk of injury to the mucosa.

It is an object of this invention to mitigate problems such as those described above.

According to a first aspect of the invention, there is provided a device for insertion into a
human or animal cavity, the device comprising an internally wearable plug comprising a
pharmaceutically active composition; an externally wearable anchor element; and a sheath
joining the plug to the anchor element such that a wearer’s finger can be received in the sheath to

assist insertion.

In the context of this invention, the expressions “internally worn” and “‘internally
wearable” mean inside the cavity and “externally worn™ and “externally wearable” mean outside

the cavity.

The ivention seeks to provide a device for the delivery of a drug into a cavity, so that an
accurate amount of drug is administered to the targeted area. The device according to the present
invention is easy to use and therefore the device can be correctly positioned by the wearer

himself/herself and the drug can be self-administered.

The human cavity is preferably a vaginal cavity or a rectal cavity. The target areas are

often behind the cervix for vaginal drug administration and past the sphincter for rectal drug
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administration. As explained above, these areas are often difficult to reach, but the device of the
present invention enables easy application and accurate positioning, without the involvement of a

medical practitioner.

The pharmaceutically active composition may comprise or consist of a topically active
composition. This method of delivery is particularly advantageous to efficiently treat local
conditions in situ in the cavity. With other delivery routes, part of the initially administrated
amount of drug is likely to be lost while travelling to the area to be treated so an inaccurate or

insufficient amount of drug is administered to the affected area.

The pharmaceutically active composition may comprise or consist of a systemically active
composition. This method of delivery is particularly advantageous when other administration
routes are not suitable, for example, when a patient is not capable (when unconscious, vomiting
or convulsing), has a phobia against or unwilling to taking tablets, pills or capsules or when no

parenteral preparation of the drug is available.

Preferably, the composition comprises one or more pharmaceutically active ingredients
selected from an antifungal agent, an antibacterial and/or hormonal preparations for vaginal
delivery, antibacterial, analgesics and/or antiepileptic agent, medication for haemorrhoids for
rectal delivery. The composition may be that of a solution, a lotion, a cream, an emulsion, a

suspension, an ointment, a paste, a gel, a powder and/or foam.

In a preferred embodiment, the composition is releasable in the presence of heat and/or
fluid. In this embodiment, the composition remains on and/or in the plug when not in use. When
the plug is inscrted into the cavity, the composition can be released and/or activated due the body

temperature of the wearer and/or in the presence of body fluids.

Preferably, the plug comprises or consists of an absorbent material. The pharmaceutically
active composition is released into the cavity and mixes with the wearer’s body fluids. The
absorbent plug can recover any excess fluid, while ensuring the target area remains in contact
with the pharmaceutically active composition for prolonged periods. Excess fluid can potentially
mix with the composition and be rejected by the cavity and should therefore be removed to

ensure that an accurate amount of drug is delivered to the target area. For example, the plug may
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be a solid cylinder, for example of compressed cotton or tampon-like product and may comprise

a wad of absorbent material.

The plug may be saturated with the pharmaceutically active composition. Once positioned
in the cavity, the composition will be released from the plug and spread to the area adjacent the
plug. The composition can then treat the areas in contact with the plug and/or diffuse into

systemic circulation.

In a preferred embodiment, the plug comprises a heat labile membrane or a liquid labile
membrane. In the context of the invention, the expression ‘“heat labile” or “liquid labile”
generally means “which undergoes a change when heated or in the presence of liquid”,
respectively. The membrane may undergo chemical and/or physical change when heated (for

example by the body heat in the cavity) or in the presence of liquid (for example body fluids).

The change can for example be dissolution or disintegration, the membrane can act as a
plug protector so that, when not in use, the medicated plug is not contaminated and loss of
composition is prevented. When the device is in use and the plug inserted, the membrane
dissolves and the composition can be released from the plug. The membrane is preferably made

of a biocompatible material to avoid any potential infection.

In another preferred embodiment, the membrane itself comprises the pharmaceutically
active composition so that, in use, the membrane dissolves inside the cavity thereby releasing the

pharmaceutically active composition.

The device may further comprise a plug cover to protect the plug from contamination and
to prevent any loss of composition from the plug. Preferably, the plug cover comprises a liquid
impermeable layer. The plug cover is preferably removable or detachable from the plug before

insertion of the plug into the cavity.

In a preferred embodiment of the invention, the anchor element is an externally wearable
absorbent anchor element, such as an absorbent pad. One function of the anchor element is to
prevent the inserted plug from moving within the cavity. Once the plug is inserted in the correct

position, the plug can moved downwards in the cavity but it can also move upwards. This is a
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worry for the wearer because, without the anchor element, the plug could move deeper into the
cavity and be difficult, if not impossible, to remove without professional assistance. The anchor

prevents the plug from moving deeper into the cavity.

Another important function of the anchor element is to recover any fluid rejected by the
cavity. Preferably, the anchor element comprises an absorbent layer. Because of the nature and
functions of the vaginal and rectal cavities, body fluids (and also some composition mixed with
the body fluids) can be rejected by the cavity and soil the wearer’s clothes. Preferably, the
anchor element comprises a liquid impermeable layer, such as a liquid impermeable backing
sheet so that any fluid rejected by the cavity and/or absorbed by the absorbent layer does not soil

the wearer’s clothes.

The absorbent pad may further comprise an adhesive sheet to secure the pad to the
wearer’s underwear or other clothing. Most preferably, the anchor element is an externally
wearable pad comprising an absorbent layer facing the cavity in use, and an impermeable layer

facing the underwear.

In a preferred embodiment of the invention, the sheath is flexible. This allows the wearer’s
finger to easily move the plug inside the cavity and to correctly position the plug adjacent the
targeted area. It is also preferred that the sheath terminates at the plug, i.e. at the end of the plug
nearest the cavity opening in use, so that the finger can reach the plug and directly manipulate it.
A flexible sheath also minimises the risk of injury and discomfort that might occur when the

plug is inserted using a rigid applicator.

The sheath should be able to receive a finger, which is likely to have roughly the samc or a
slightly larger diameter than a small conventional tampon. Thercfore, the sheath is preferably
expandable in a radial direction. Preferably, the sheath is not significantly expandable in the
longitudinal direction as this can lead to the plug being misplaced. Most preferably, the length of
the sheath is such that, when the sheath is fully extended in use, the plug is located adjacent the
targeted area in the cavity. In other words, the length of the sheath is substantially equal to the

distance between the cavity opening and the area to be treated.
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Preferably, the sheath comprises an impermeable layer or a tube of impermeable material
so that bodily or other fluids do not enter the inside of the sheath and the finger is protected.
Preferably, the impermeable layer or impermeable material is closed at the end of the sheath that
joins the plug to prevent the finger becoming soiled by fluids in the plug (e.g. pharmaceutically

active composition and/or bodily fluids).

Preferably, the sheath comprises an absorbent layer or a tube of absorbent material. The
absorbent material may be such that the absorbed fluids travel from the plug to the anchor
element or absorbent pad thereby maximising the absorptive capacity of the device.
Alternatively, the absorbent material may be such that the absorbed fluids remain at the
absorption site. Thus, when the pharmaceutically active composition is mixed with the fluids and
retained by the absorbent material of the sheath, maximum exposure of the drug to the targeted
area can be achieved. Preferably, the sheath comprises an internal impermeable layer and an
external absorbent layer. For example, the sheath may comprise an internal tube of impermeable

material and an external tube of absorbent material.

In a preferred embodiment, the device further comprises a cord attached to the plug to

assist removal of the plug from the cavity. Preferably, the cord extends inside the sheath.

In a second aspect of the invention, there is provided a method of using a device as
described above, the method comprising the step of inserting a finger into the sheath and pushing

the plug into the cavity.

In a third aspect of the invention, there is provided a method for the delivery of a
pharmacecutically active composition into a human or animal cavity, the method comprising the

use of a device as described above.

In a fourth aspect of the invention, there is provided a method for the treatment of a

vaginal or rectal condition, the method comprising the use of a device as described above.

In a fifth aspect of the invention, there is provided a method for manufacturing a device as
described above, the method comprising the step of joining an internally wearable plug

comprising a pharmaceutically active composition to an externally wearable anchor by a sheath.



10

15

20

25

30

CA 02919292 2016-01-25

WO 2015/015220 PCT/GB2014/052370

The invention will be further described with reference to the drawings and figures, in
which

Figure 1 is a side view of a device according to the present invention, in which the pad is
folded outwardly;

Figure 2 is a side view of the device of figure 1, in which the pad is flat;

Figure 3 is a front view of the device of figure 1;

Figure 4 is a rear view of the device of figure 1;

Figure 5 is a side view of the device of figure 1, after use and during removal of the plug;
and

Figure 6 is a side view of the device of figure 1, after use and after removal of the plug;

Figure 7 is a side view of a device according to the present invention comprising a plug
cover;

Figure 8 is a side view of a device according to the present invention comprising a
perforated membrane;

Figure 9 is a side view of a device according to the present invention comprising a distal
perforated drug reservoir; and

Figure 10 is a side view of a device according to the present invention comprising a

proximal perforated drug reservoir.

Referring to figure 1, there is illustrated a device 1 for insertion into a human or animal
cavity, the device 1 comprising an internally wearable plug 2 comprising a pharmaceutically
active composition; an externally wearable anchor element 3; and a sheath 4 joining the plug 2 to
the anchor element 3 such that a wearer’s finger can be received in the sheath 4 to assist

insertion.

The plug 2 is substantially cylindrical so that it fits comfortably in a vaginal or rectal
cavity. The end of the plug 2 that, in use, is inserted into the vaginal cavity first is referred to as
the innermost end 5 of the plug 2. The end of the plug 2 that, in use, is inserted into the vaginal
cavity last is referred to as the outermost end 6 of the plug 2. Both the innermost end 5 and
outermost end 6 of the plug 2 are domed to ease insertion and removal of the plug 2 from the

cavity.
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The plug 2 is made from compressed cotton. For example, a sheet of compressed cotton
may be cut and rolled into an appropriate shape. Other suitable materials and constructions may

be used as desired.

The plug 2 comprises a pharmaceutically active composition. The composition can act
locally as a topical composition and/or can diffuse through the cavity wall and have a systemic
effect. If body fluids are present that might flush the composition out of the cavity, the absorbent
material of the plug 2 can retain the fluid-composition mixture, thereby increasing the contact
(and therefore administration) time.

The composition can be present in the plug 2 in several ways. For example, the plug 2 can
be saturated with the composition so that it is slowly released to the vaginal or rectal tissue when

positioned in the cavity.

The composition can also be present at either or both ends of the plug 2. For example, there
may be a drug reservoir at the innermost end 5 of the plug 2 or at the outermost end 6. In a
preferred embodiment, there may be a drug reservoir 15 at the innermost end 5 of the plug 2,
shown with perforations 15a in figure 9; or a drug reservoir 16 at the outermost end 6 of the plug
2 (or the innermost end of the sheath 4), shown with perforations 16a in figure 9. When the drug
reservoir 16 is located at the outermost end 6 of the plug 2, the sheath 4 (or its impermeable
layer) may be closed where it joins the reservoir 16, and the reservoir 16 may be configured to
release the drug upon insertion, i.e. upon application of pressure with the finger. For example,
the perforations 16a could be made of a material such that they burst open upon application of

pressure.

The plug 2 can comprise a membrane which retains the composition, when the device 1 is

not in use, and releases it when the plug 2 is positioned in the cavity.

In a first example, the membrane 14 can be perforated so that the composition is released

through the openings 14a from a medicated plug 2.

In a second example, the membrane can be labile (e.g. dissolved or disintegrate) in the
presence of a liquid, such as body fluids, and/or when heated, for instance, at the cavity (body)

temperature of the wearer so that the composition is released from a medicated plug 2.
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In a third example, the membrane itself may comprise the composition and release it when
the plug 2 is positioned in the cavity. In this example, the medicated membranc can be heat or

liquid labile as explained above.

Heat labile membranes may be used for both vaginal and rectal drug delivery. Liquid labile
membranes can also be used in both applications, but are preferred for use in vaginal drug
devices, since there are more body fluids present in the vaginal cavity than the rectal cavity. The

labile membranes may be perforated or not perforated.

The device 1 may comprise a plug cover 13 in order to prevent contamination of the device

1. In addition, the cover 13 can prevent the loss or alteration of the composition before use.

Thus, the device 1 of the present invention enables the delivery of a pharmaceutically
active composition. In particular, with the device 1 of the present invention, an extended contact
(and therefore administration) time can be achieved. In the case of the vaginal or rectal
administration of a drug using a syringe or conventional suppository, the drug is released at one
go and is likely to be promptly rejected by the cavity, especially if the patient is in a standing or
sitting position. In addition, the present invention allows the slow release of a drug without the
need for complex pharmaceutical formulation (e.g. micro-encapsulated drugs) and is versatile in

that it can be used in combination with a large variety of pharmaceutical compounds.

The amount of drug delivered can be easily controlled. A substantial amount of the drug is
retained adjacent the plug 2 and there is therefore no need to “overload” the device 1 to

compensate for losses due to natural rejection from the cavity.

The concentration and amount of drug may be adjusted depending on the drug(s) to be
administered, the components of the composition, the form of the composition (e.g. solution, a
lotion, a cream, an emulsion, a suspension, an ointment, a paste, a gel, a powder and/or a foam),
the condition to be treated and the like. Another factor that may be taken into consideration is
that the wearer will tend to replace the device 1 after bowel movement and/or urination. Thus,

the amount of drug in each device 1 can be adjusted in consequence, and for example, devices 1
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for use in the daytime may comprise less composition, than devices 1 for use in the night when

the device is worn for a longer period of time.

The sheath 4 is tubular and extends from the outward end 6 of the plug 2 to the pad 3.
More specifically, the sheath 4 comprises a tube of absorbent material with a layer of liquid
impermeable material on its inside surface. In other words, there is a tube of liquid impermeable
material inside the tube of absorbent material. The tube of absorbent material extends to the
inward surface 7 of the pad 3. Indeed, the absorbent material of the sheath 4 can be integral with
the absorbent layer of the pad 3. The tube of liquid impermeable material extends through the
pad 3 to the outward surface 8 of the pad 3. Indeed, the tube of liquid impermeable material can

be integral with the liquid impermeable backing of the pad 3.

The tube of liquid impermeable material and hence the sheath 4 is open on the outward
surface 8 of the pad 3. An opening 10 formed by the sheath 6 on the outward surface 8 of the pad
3 can be seen in figure 4. In this embodiment, the tube of liquid impermeable material is closed
where it joins the plug 2. This prevents liquid absorbed by the plug 2 passing into the inside of

the sheath 4 and soiling the inserting finger.

A small diameter is required to improve the comfort of the device 1 in the region of the
cavity orifice and the diameter of the sheath 4 is preferably smaller than that of the plug 2.
However, the diameter must be sufficient to allow a finger to be accommodated inside the sheath
4. The sheath 4 is therefore expandable in a radial direction. This is accomplished by the sheath 4
being elastic in the radial direction so that the unexpanded diameter of the sheath 4 is smaller
than that of the plug and the expanded diameter is sufficient to accommodate a finger. In one
cmbodiment, an clastic tube (not shown) is provided between the absorbent tube and the liquid
impermeable tube of the sheath 4. In other embodiments, either or both of the absorbent and

liquid impermeable tubes of the sheath 4 are themselves elastic.

As explained above, the plug 2 can be easily guided and positioned within the cavity due to
the insertion procedure. In order to further assist the positioning, the length of the sheath 4 can be
chosen so that the plug 2 is inserted not too close to the cavity orifice and not too deep into the
cavity. Furthermore, the sheath 4 can be substantially not expandable in the longitudinal

direction in order to prevent movement of the plug 2 within the cavity.
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The pad 3 is substantially circular, oval, rectangular or any other suitable shape. The pad 3
can be a standard rectangular napkin or a small interlabial pad. In a preferred embodiment as
shown in the figures, the pad 3 is a flat-egg shaped that has a smaller back portion 11 and a
larger front portion 12 when used as a vaginal device, and a larger back portion 11 and a smaller
front portion 12 when used as a rectal device. Of course, the shape could be the same for either

vaginal or rectal use, with the wearer suitably positioning the shorter and longer portions.

The side of the pad 3 in contact with the cavity in use is referred to as the inward side 7
(shown as the front of the device 1 in figure 3) and the side of the pad 3 in contact with clothing

in use is referred to as the outward side 8 (shown as the rear of the device 1 in figure 4).

The pad 3 has an absorbent layer on the inward side 7 and a liquid impermeable layer on
the outward side 8. In this embodiment, the absorbent layer is made from compressed cotton and
the liquid impermeable layer is made from a polymeric material. Other suitable materials may be

used as desired.

A cord 9 1s provided to aid removal of the device. In this embodiment, the cord 9 extends
mside the sheath 4 from the outward end of the plug 2 and out through the opening 10. When the
wearer pulls on the cord 9 to remove the plug 2, the plug 2 is pulled outwardly from the cavity.
The pad 3 tends to begin to fold around the plug 2 and the sheath 4 can invert to accommodate
the plug 2. Thus, the cord 9 can be used to pull the plug 2 into the sheath 4, which can turn inside
out to accommodate the plug 2. The wearer therefore retrieves the plug 2 inside the sheath 4 and
with the pad 3 folded around the plug 2 and sheath 4 combination. There is therefore a very low

chance of the wearer touching a soiled part of the device.
The term cord is not intended to be limiting to any particular type of twine or thread.

Rather, it is a general term referring to any usable string or tail which the wearer can pull to

extract the plug.

In use, the device 1 is removed from its packaging and one of the wearer's finger is inserted

in the sheath 4 through the opening 10 to the outward end 6 of the plug 2. The elasticity of the

Date Regue/Date Received 2020-12-23
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sheath 4 allows it to expand radially and accommodate the finger. The protective cover 13 is
removed from the plug 2. Thus, the user does not need to directly touch the plug 2 with his/her

hands during the insertion procedure.

The wearer orients the device 1 so that the plug 2 extends longitudinally toward the vaginal
or rectal cavity. The smaller back portion 11 of the pad 3 is positioned approximately at the rear
of the vagina, i.e. toward the anus, and the larger front portion 12 of the pad 3 is positioned
approximately at the front of the vagina, i.e. toward the pubic bone, when the device is used for
vaginal delivery. When the device is used for rectal delivery, the pad 3 is positioned in the

opposite direction.

The plug 2 is aligned with the orifice and inserted through the orifice and into the cavity.
The plug 2 is pushed into the cavity until the inward surface 7 of the pad 3 comes to rest against
the surface of the vagina or, more specifically, the vulva, between the labia majora. The finger is

then withdrawn from the sheath 4, leaving the device 1 in place.

The composition is released from the device 1 into the cavity and more particularly in the

area adjacent the plug 2.

If the device 1 comprises a perforated membrane, then the composition is released from the
plug 2 through the openings. If the device 1 comprises a labile membrane, then the membrane
dissolves or disintegrate, to release the composition from the plug 2. If the labile membrane
comprises the pharmaceutically active composition, then the membrane dissolves or disintegrate

to release the composition from the membrane.

Once released, the composition wil contact the cavity walls and treat the condition locally
in the case of a topical drug composition, or will diffuse through the walls, in the case of a

systemic drug composition.

The absorbent plug 2 can recover any surrounding body fluids, which in excess might drag
the composition out of the cavity. A further advantage is that any drug mixed with body fluid can

also be recovered and retained adjacent the plug 2 from prolonged contact and administration.
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Excess body fluid can also be drawn along the absorbent layer of the sheath 4 and absorbed by
the pad 3.

To remove the device 1, the wearer can grasp the cord 9 and pull it to remove the plug 2
from the cavity. As the plug 2 is pulled out of the cavity, the pad 3 can be folded, as shown in
figure 5. The outward surface 11 of the pad 3 is pushed or grasped by the wearer to fold the pad
3 over the plug 2 and sheath 4 and the inward surface 7 effectively becomes enclosed by the
outward surface 8. This folding of the pad 3 can reduce the likelihood of the wearer touching the
soiled inner surface 7 of the pad 3. As this inward surface 7 is typically soiled during use and the

outward surface 8 is generally relatively clean, hygiene can therefore be maintained.

Furthermore, as the internally worn plug 2 is removed from the cavity, it can be
accommodated by the folded pad 3. The grasping of the pad 3 as the plug 2 is pulled out of the
cavity can cause the pad 3 to fold over the plug 2. Indeed, the plug 2 can be enclosed by the pad
3. Again, as the plug 2 is generally soiled, but the surface 8 of the pad 3 grasped by the wearer is
generally relatively clean, the likelihood of the wearer touching the plug 2 during removal of the

device is reduced and hygiene is maintained.

In addition, the sheath 4 can expand radially to accommodate the plug 2. More specifically,
pulling the cord 9 causes the plug 2 to invert the sheath 4. The inverted sheath 4 expands in a
similar way to when accommodating the wearer's finger during insertion and allows the plug 2 to
be drawn into the inverted sheath 4, as shown in figure 6. So, with the plug 2 accommodated, at
least partially, in the inverted sheath 4 and the pad 3 folded over the plug 2, the entire device 1 is
enclosed by the liquid impermeable layer of the outward surface 8§ of the pad 3 and the sheath 4.
This liquid impermeable layer does not come into contact with the cavity opening at any time
and is thercfore relatively clean. The wearcr need only touch the cord 9 and this liquid
impermeable layer during removal and disposal of the device 1. So, the device 1 can be

hygienically removed and disposed of after use.

Thus, from the above description, it can be seen that the present invention provides a
device for the vaginal or rectal delivery of a drug, so that the drug is efficiently and hygienically
administered to the target area. The device is user friendly and the drug can be self administered

without the need for an experienced practitioner.
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The combination of the internally wearable plug, the sheath and the absorbent pad is
particularly advantageous in that it provides and all-in-one drug delivery device. The plug can
easily and hygienically be inserted in the correct position. The drug can be delivered over a
prolonged period of time, without the need for complex formulations or constructions. Any

excess fluid and/or medication can be recovered by the absorbent pad.
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CLAIMS

1. A device for insertion into a human or animal cavity, the device comprising

an internally wearable plug;

an externally wearable anchor element;

a sheath joining the plug to the anchor element such that a wearer’s finger can be
received in the sheath to assist insertion;

wherein the plug is a medicated plug and comprises a pharmaceutically active
composition; and

the medicated plug comprises a heat labile membrane such that the membrane acts as a

plug protector of the medicated plug when the device is not in use.

2. The device according to claim 1, wherein the human cavity is a vaginal cavity or a rectal

cavity.

3. The device according to claim 1 or 2, wherein the composition is a topically active

composition.

4. The device according to any one of claims 1 to 3, wherein the composition is a

systemically active composition.

5. The device according to any one of claims 1 to 4, wherein the composition comprises a
pharmaceutically active ingredient selected from an antifungal agent, an antibacterial agent

and/or an anti-hemorrhoidal agent.

6. The device according to any one of claims 1 to 5, wherein the composition is releasable

in the presence of heat and/or fluid.
7. The device according to any one of claims 1 to 6, wherein the composition comprises or

consists of a solution, a lotion, a cream, an emulsion, a suspension, an ointment, a paste, a gel, a

powder and/or a foam.
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8. The device according to any one of claims 1 to 7, wherein the plug comprises an

absorbent material.

9. The device according to any of claims 1 to 8, wherein the plug is saturated with the

pharmaceutically active composition.

10.  The device according to any one of claims 1 to 9, wherein the heat labile membrane is

also liquid labile.

11.  The device according to any onc of claims 1 to 9, wherein the membrane comprises the

pharmaceutically active composition.

12.  The device according to any one of claims 1 to 11, wherein the device further comprises

a plug cover.

13. The device according to claim 12, wherein the plug cover is removable before insertion

of the plug into the cavity.

14. The device according to any one of claims 1 to 13, wherein the anchor clement is an

externally wearable absorbent pad.

15.  The device according to any one of claims 1 to 14, wherein the anchor element comprises

an absorbent layer.

16.  The device according to any one of claims 1 to 15, wherein the anchor element comprises

a liquid impermeable layer.

17.  The device according to any one of claims 1 to 16, wherein the sheath is flexible.

18.  The device according to claim 17, wherein the sheath is expandable only in a radial

direction.
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19.  The device according to any one of claims I to 18, wherein the sheath comprises an

impermeable layer and/or an absorbent layer.

20.  The device according to claim 19, wherein the impermeable layer is closed where it joins

the plug.

21.  The device according to claim 19 or 20, wherein the impermeable layer is an internal

impermeable layer and the absorbent layer is an external absorbent layer.
22.  The device according to any one of claims 1 to 21, wherein the device further comprises

a cord attached to the plug to assist removal of the plug from the cavity.

23. A method for manufacturing a device according to any one of claims 1 to 22, the method
comprising the step of joining an internally wearable plug comprising a pharmaceutically active

composition to an externally wearable anchor by a sheath.

Date Regue/Date Received 2020-12-23
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