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(57) Abstract: Vaginal splint assemblies and methods for their use for treating various pelvic floor conditions are provided. One
embodiment of a vaginal splint assembly includes a base portion having a connecting portion and first and second sides extending
outwardly from first and seconds ends of the connecting portion to first and second free ends respectively. It further includes a plu-
rality of apical sections each of a different size and each having a connecting portion and first and second sides extending outwardly
from first and second ends of the connecting portion to first and second free ends respectively, and at least first and second coupling
elements. The first coupling element is capable of securing the first free end of the base portion to the first free end of any one of
the plurality of apical sections, and the second coupling element is capable of securing the second free end of the base portion to the

second free end of the one apical section.
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ADJUSTABLE VAGINAL SPLINT FOR PELVIC FLOOR SUPPORT

CROSS-REFERENCE TO RELATED APPLCIATIONS
The present application is a continuation-in-part of United States
Patent Application No. 11/258,441, filed on October 25, 2005.

BACKGROUND OF THE INVENTION

1. Field of the Invention

The present invention relates to devices suitable for use in repairing
various pelvic floor prolapse conditions. More particularly, the present

invention relates to vaginal implants for such uses.

2. Background Discussion

Each year in the USA approximately 200,000 women undergo pelvic
organ prolapse surgery. Pelvic organ prolapse generally involves the
descent of one or more of the uterus, the bladder or the rectum along the
vagina towards (or in extreme cases protruding beyond) the introitus.
Women of advancing years, or those that have borne several children are
more frequent sufferers of pelvic organ prolapse. Traditional vaginal surgery
to address these conditions is associated with a high failure rate of between
30-40%. C’ompfeX and elaborate abdominal, vaginal'and laparoscopic
procedures such .as ébdominal sactal colpopexy, transvaginal sacrospinous
ligament fixation, and laparoscopic sacral colpopexy have been developed
to reduce the risk of prolapse recurrence. Unfortunately these procedures
require a high level of surgical expertise and are only available to a small

number of specialist practitioners and therefore to @ small number of
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patients. Details of various procedures currently in use are described in
Boyles SH., Weber AM, Meyn L.. "Procedures for pelvic organ prolapse in
the United States”, 1979-1997, American Journal of Obstetric Gynecology
2003, 188; 108-115.

Recently there has been a trend towards the use of reinforcing
materials to support a vaginal wall damaged by prolapse. Prosthetic
materials such as donor fascia lata, pig dermis and various types of synthetic
mesh have been utilized with mixed success. These materials are generally
positioned under the vaginal wall or walls and sutured into position.

WO 2004/045457 discloses a different approach that utilizes a
prosthetic material in repairing damaged vaginal walls, and subsequently
inserts an intra-vaginal splint. The splint is placed into the vagina, and
operates to reduce the mobility of the vaginal walls. The repairs are typically
made by dissecting either the posterior wall of the vagina, the anterior wall of ‘
the vagina, or both. A graft of either synthetic material, such as a 4
polypropylene mesh or other fabric, or autologous or analogous material is

placed in the dissected area between the vaginal wall and the prolapsing

-organ. The vaginal incision is then closed by suture or other tissue closure

means, at which time the vaginal splint is inserted into the vagina-and affixed
to either wall. The splint stabilizes the vagina, keeps it elongated, and helps
to hold the graft in place by preventing it from sliding or dislodging.
Eventually the fascial tissue on each side of the graft will infiltrate into it -
thereby incorporating it into the body.

An aspect not addressed by WO 2004/045457, however, is the fact
that different sized patients will require different sized splints. Simply
provi'dbing the splints in numerous different sizes is not an economical
solution. Co—pénding U.S. Patent Application serial no. 11/258,441, which is

incorporated herein by reference in its entirety, addresses this problem and
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provides improved implants having adjustability features, as does the

present application.

SUMMARY OF THE INVENTION

The present invention provides a vaginal splint assembly including a

base portion having a connecting portion and first and second sides
extending outwardly from first and seconds ends of the connecting portion to
first and second free ends respectively, and a plurality of apical sections.
Each of the plurality of apical section are of a different size, and each have a
connecting portion and first and second sides extending outwardly from first
and second ends of the connecting portion to first and second free ends
respectively. The assembly further includes at least first and second
coupling elements, with the first coupling element being capable of securing

the first free end of the base portion to the first free end of any one of the

plurality of apical sections, and the second coupling element being capable

of securing the second free end of the base portion to the second free end of
the one apical section.

The first and second coupling elements may be coupled to, and
extend outwardly from the first and second ends of the base portion to
respective distal free ends. Further, the first and second free-ends of each
of the plurality of apical sections may have first and second recesses therein
configured to receive the respective distal free ends of the first and second
coupling elements. In yet another embodiment, the distal ends of the first
and second coupling elements form an interference fit with the respective
first and second recesses.

According to another embodiment, each of the plurality of apical
sections have first and second coupling elements coupled to and extending

outwardly from the first and second free ends thereof respectively. The first
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and second free ends of the base portion may have first and second
recesses therein configured to receive the distal free ends of the first and
second coupling elements of any one of the plurality of apical sections.

In yet another embodiment, for each of the plurality of apical sections,
when secured to the base portion via the at least first and second coupling
elements, the combination apical section and base portion has a
substantially trapezoidal overall configuration.

The assembly may further include an inflatable member positioned
between the first and second sides of the base portion that is inflatable by
infusion of fluid or gas therein. When in the inflated state, the inflatable
member extends outwardly beyond a top and/or bottom surface of the splint.
The inflatable member may also be detachably coupled to the splint
assembly, and may be made of polyurethane, polyester, silicone or rubber.

The disclosure also provides a method for treating a pelvic floor
prolapsé condition of a patient including the steps of providing a vaginal
splint assembly including base portion having a connecting portion and first
and-second sides extending outwardly from first and seconds ends of the
connecting portion to first and second free ends respectively, a plurality of
apical sections each of a different size and each having a connecting portion
and first and second sides exténding outwardly from first-and second ends of
the connecting portion to first and second free ends respectively, and at least
first and second.coupling elements, wherein the first coupling element is
capable of securing the first free end of the base portion to the first free end.
of any one of the plurality. ofvapiéal sections, and the second coupling’
elemént is capable of securing the second free end ‘bf the base po_rtion to the
second free end of said one apical section; determining a size of the
patient’s vagina; based on the determined size, selecﬁhg one of the plurality

of apicéi sections; coupling the selected apical section to the base portion
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via the at least first and second coupling elements to form a vaginal splint;
and inserting the vaginal splint into the patient’s vagina.

The first and second coupling elements may be secured to the base
portion, and configured such that any one of the plurality of apical sections
may be coupled to the base portion via the coupling elements. The first and
second coupling elements may also extend outwardly from the first and
second free ends of the base portion to respective distal ends, with the first
and second free ends of each of the plurality of apical sections having
respective first and second recesses therein configured to removably receive
therein the respective distal free ends of the first and second coupling
elements. The distal ends of the first and second coupling-elements may
also form an interference fit with the respective first and second recesses.

According to another method, when any one of the plurality of
adjustable apical sections is secured to the base portion, the splint has a
substantially trapezoidal overall configuration.

In yet another method, the splint assembly further comprises an
inflatable member positioned between the first and second sides of the base
portion, and the method further includes the step of, following the inserting
step, inflating the inflatable member by infusing fluid or gas therein until the
inflatable member extends outwardly beyond a top and/or bottom surface of
the splint. The inflatable member may be a balloon comprised of a material
selected from the greup consisting of polyurethane, polyester, silicone and
rubber. ‘

Yet another method includes the additional step of reméving the

vaginal splint from the patient after a first time period‘ has efapsed. Where

-the inflatable member is detachably coupled to the splint, the method may

involve deflating and removing the inflatable member after a first time period
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has elapsed, and removing the splint after a second time period has elapsed
that is greater than the first time period.

Also provided is a vaginal splint assembly including a base portion
having a connecting portion and first and second sides extending outwardly
from first and seconds ends of said connecting portion to first and second
free ends respectively, and a plurality of apical sections each of a different
size and each having a connecting portion and first and second sides
extending outwardly from first and second ends of the connecting portion to
first and second free ends respectively. The assembly further includes a-
means for coupling to the base portion, cne at a time, any one of the plurality
of apical sections, wherein, when so coupled, the one apical section is
positioned relative to the base portion so that the first and second free ends
of the base portion are substantially aligned with and opposing the first and
second free ends of the one apical section. The means for coupling may
further include first and second coupling elements secured to the first and
second free ends of the base portion and extending outwardly therefrom to
first and second distal free ends respectively, where the first and second free
ends of each of the apical sections have a recess therein capable of
receiving therein the first and second distal free ends of the first and second
coupling elements respectively.

In yet another embodimeﬁt, for.eachof the plurality of apical sections,
when secured to the base portion via the at least first and second coupling
elements, the combination apical section and base portion has a
substantially trapezoidal overall configuration.

The assembly may also further include an inflatable member
positioned between the first and second sides of the base portion, the
inflatable member being in‘ﬂatable_ by infusion of fluid or gas therein, and,

when in the inflated state, the inflatable member extends outwardly beyond a
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top and/or bottom surface of the splint. The inflatable member may be made

of polyurethane, polyester, silicone or rubber.

BRIEF DESCRIPTION OF THE DRAWINGS _

Figure 1 is a top view illustrating one embodiment of a splint assembly
according to the present invention;

Figures 2, 2a and 2b are top, side and front views respectively of the
embodiment of Fig. 1 having an inflatable member in a deflated state;

Figures 3, 3a and 3b are top, side and front views respectively of the
embodiment of Figure 1 with the inflatable' member in an inflated state;

Figure 4 is an exemplary mesh that can be used in conjunction with a
splint for pelvic floor repair;

Figure 5 illustrates placement of an exemplary mesh within the pelvis
for treating a prolapse condition;

Figure 6 is a side view illustrating placement of a splint of thé present
invention within a patient; and

Figure 7 illustrates the splint of Fig. 1 within a patient, with the

inflatable-member in an-inflated state.

DETAILED DESCR[‘PTYON OF THE INVENTION

Before explaining the present invention in detail, it should be noted

that the invention is not limited in its application or use to the details of
construction and arrangement of parts illustrated in the accompanying
drawings and de‘séription. The invention as illustrated may be implemented
or incorporated in other embodiments, variations and modifications, and may

be practiced or carried out in various ways.
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Referring now to Fig. 1, according to one embodiment, the intra-
vaginal splint assembly 100 preferably comprises a single base portion 102
and two or more apical sections (i.e., 104a, 104b, 104c), any one of which
can be coupled to the base portion as will be described further below. When
any one apical section is coupled to the base portion, a splint 101 is formed
that preferably has a substantially trapezoidal overall configuration (see Fig.
2) defined by first and second connecting portions 106, 108 (one of which is
preferably longer than the other) and first and second side members 107,
109. The first and second side members 107, 109 consist of first and
second sides 110, 112 that extend outwardly in a distal direction from first
and second ends 114, 1186 of’the first connecting portion 106, and first and
second sides 118, 120 that extend outwardly in a proximal direction from first
and second ends 122, 124 of the second connecting portion 108 of the
apical section 104a. These respective sides are coupled to one another,
end to end, through at least first and second coupling elements 126, 128 at
each side respectively. For each of the first and second coupling elements
126, 128, first 130, 132 and second 134, 136 ends thereof are received
within corresponding cavities or recesses 138, 140; 142, 144 in the base
portion-and adjustable apical section respectfvely. The coupling elements
and corresponding recesses may be of any suitable form and configuration
so as to achieve a snug interference fit that will secure the two pieces
together. Application of a predetermined force by a user, however, should
preferably be able to overcome the interference fit to s_epara'te the two
pieces. Inthe illustrated embodiment, the coupling elements are
substantially rigid, rod-like elements having a bulbous-like portion 146 on
their respective ends. The first ends 130, 132 may be permanently affixed to
the base portion, with the second ends 134, 136 being removably receivable

within the recesses 142, 144 of any of the apical sections. Alternatively,
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each apical section may have first and second coupling elements secured
thereto, first ends of which ére receivable within corresponding recesses in
the base portion.

As indicated, the vaginal splint assembly includes two or more apical
sections, and in the illustrated embodiment includes first 104a, second 104b
and third 104c¢ apical sections as shown in Fig. 1. Each apiCal section is
similar in size and shape, but each has a different length l4, I, 1. Each
further has similar recesses 142a, 142b; 144a, 144b having substantially
similar sizes and shapes so as to receive therein the coupling elements as
described above in conjunction with the first apical section 104a. With each
apical section of the vaginal splint assembly having a different length, but
otherwise similar configuration, the apical sections are interchangeable with
the base portion, ensuring a splint 101 that better fits an individual patient.

The splint described above may be made out of medical grade
silicone, polyurethane, polyvinylchloride (PVC), latex, or Santoprene™,
although any other suitable biocompatible materials may be used, such as
natural rubbers, and blends or combinations of the previously noted
materials. The splint may be formed by liquid injection molding,
thermoplastic molding, die cutting, machining, insert molding or any other
manufaqturihg technique well known to those skilled in the art.

Proferably, the splint is resilient and at least partially bendable about
its longitudinal axis X-X. This feature facilitates easy insertion of the splint
into the vagina. The side members 107, 109 or portions thereof may also be
reinforced to obtain-a more rigid frame with rods, thicker walls, higher
durometer plastic, contouring or shaping of the side arms to resist bending,
or by selective héat treating of portions and the like.

The splint described above may also include a thin membrane 150 or

the like extending across the top and/or bottom sides of the splint so as to
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substantially cover the area between the first and second connection
portions 106, 108 and the first and second side members 107, 109. The
splint preferably further includes an opening, hole or the like 160 that

extends through the first connecting‘ portion 106, through which an inflatable

~ member 152, such as a balloon, can be passed and positioned within the

space between the first and second connecting portions and the first and
second side members, and the top and bottom membranes if present. The
inflatable member may or may not be removably secured to the splint.
Further details of such an inflatable member are shown in Figs. 2-2b and 3-
3b.

Attached to the inflatable member 152 is an inflating tube 154 having
a lumen that communicates with the interior hollow of the inflatable member
and through which fluid can be infused. The inflatable member is preferably

positioned within the splint as described above in a deflated state as shown

.in Figs. 2-2b. The combination splint and inflatable member is introduced

into the vagina and pressurized by fluid infusion (e.g. with saline solution, air

~ or the like) until it reaches a suitable inflated state such as that shown in

Figs. 3-3b. With the addition of the inflatable member, the splint can contact
the lateral vaginal walls and superior aspect of the vagina, as well as the
upper and lower walls of the vagina. Thus, the splint can more completely fill
the hollow of the vagina into which it is inserted and contact a greater
surface area relative to the prior art. Additionally, since the inflatable
member is preferably connected to the splint loosely at only one end,
pressure on the inflatable member is not directly-translated to pressure on
the splint. Consequently, the splint will.remain in its desired position-and not
be subjected to torque forces produced by uneven contact between the
balloon and vaginal walls. In this manner, the splint has a hemostatic effect

thereby improving wound healing and strength, reduces movement and
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displacement of the mesh while it incorporates into the vaginal fascial
tissues, and avoids the need to use supporting sutures in structures such as
the sacrospinous ligament, the uterosacral ligaments or paravaginal tissues.

Such sutures are oﬁen difficult to place and are associated with significant
pain and patient morbidity.

Thé inflatable member preferably has a minimally extensible wall so
that it expands to a large diameter under low pressure so as not to interfere
with tissue perfusion. This-provides equal pressure between the inflatable
member and tissue at all contact points. To the contrary, an inflatable
member having a higher inflation pressure and greatly extensible sidewalls is
not easily conformable to a body cavity. Additionally, having a relatively thin
wall provides good conformability of the inflatable member to the interior
slope of the vagina without producing pressure points on the vaginal wall.
Thus, the inflatable member conforms to the shape of the vagina instead of
the vagina conforming to the shape of the inflatable member. Suitable
materials for the inflatable member include polyurethane, polyester,
polyethylene, silicones or other similar materials that can be formulated to
have similar extension properties. Polyurethane, in particular, can be used
to-form such an inflatable member having ideal mechanical and geometrical
properties, such as good tear, cutting and puncture resistance.

The inflatable member may be manufactured by any suitable method,
such as blow molding, dip molding, extrusion molding, or injection molding.
According to one preferred method, the inflatable member is blow molded on
pre-extruded tubing, which is axially and radially stretched in a blow molding
process where the polymeric chains are detangled and aligned in parallel.

A method for treating a pelvic floor prolapse condition using a splint
assembly according to the present invention will now be described with

reference to Figs. 4-7. For background reference, each of these figures
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illustrates various aspects of the pelvic anatomy, including the bladder 195,
vagina 196, cervix 199, and rectum 197. An incision is first made in the
vaginal epithelium that covers the vaginal wall, and the epithelium peeled
and-held away from the fascia. Lateral dissection is then carried out to and
through the arcus tendinous fascia pelvic on both sides, and into the
paravaginal spaces. The fascia is preferably plicated once the epithelium
has been mobilized off the fascia wall. A suitable implant, such as a mesh,
is then positioned over the defect of the exposed fascia. One exemplary
mesh for anterior repair is shown in Fig. 4. This mesh is made of
polypropylene, and is manufactured and sold by Ethicon, Inc. of Somerville,
NJ. The mesh 189 has a central body portion 190 that is substantially oval
in shape, and has lateral extension arms 192. Once properly positioned
over the defect, the lateral extension arms 192 of the mesh may be placed
into the ipsilateral paravaginal space such that the lateral extension arms
come into contact with the.inner aspect of the pubic bone. The mesh may
then be attached to the fascia by sutures to hold it in place during the
remainder of the procedure. Excess vaginal epithelium is then trimmed and
the anterior vaginal wall is closed by sutures. The position of the mesh
within the pelvis is illustrated in Fig. 5.

At this point the surgeon determines the size of the vagina. Once the
correct size for the intra-vaginal splint has been determined and the
appropriately sized apical section 104a, 104b, 104c is secured to the base
portion as described above, the splint is inserted into the vagina as shown in
Fig. 6. The splint may be secured within the vagina by one or more sutures
or other attachment means to the epithelium of the vagina either in the
anterior, posterior, or lateral walls. The inflatable member is then inflated as
shown in Fig. 7to help prevent the splint from dislodging from its desired

position, or otherwise migrating during the healing period.
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Referring back to Fig. 3, the inflatable member 152 is preferably
shaped and sized so that it is larger in diameter at the distal end 210 than at
the proximal end 212. This distal end is located in the apex of the vagina
near the cervix, which is itself larger in diameter than the introital opening of
the vagina and is more easily expandable. The inflatable member is
preferably retained in the vaginé for a period of 1-2 days, but may remain for
a longer period if needed. The inflatable member can then be deflated and
removed from the splint and the body. The intra-vaginal splint is preferably
retained in the vagina for a period of four weeks, after which time the
synthetic mesh has become incorporated into the tissue of each of the
respective vaginal walls, and the splint can be removed.

As described above, the inflatable member acts as a tamponade as
does the common practice of packing the vagina with gauze. The present
device, however, provides several advantages in that it is more readily
conformable to the vaginal cavity to provide better coverage for hemostasis,
it is smoother and thus less painful, and it is adjustable. Further, as the
splint does not absorb blood or other fluids, excessive or unusual bleeding
can readily be detected. ‘

it will be apparent from the foregoing that, while particular forms of the-
invention have been illustrated and described, various modifications can be
made without departing from the spirit @nd scope of the invention.
Accordingly, it is not intended that the invention be limited, except as by the

appended claims.
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The claims defining the invention are as follows:
1. A vaginal splint assembly including:

a base portion having a connecting portion and first and second sides
extending outwardly from first and seconds ends of the connecting portion to first
and second free ends respectively;

a plurality of apical sections each of a different size and each having a
connecting portion and first and second sides extending outwardly from first and
second ends of the connecting portion to first and second free ends respectively;

at least first and second coupling elements, the first coupling element
capable of securing the first free end of the base portion to the first free end of any
one of the plurality of apical sections, and the second coupling element capable of
securing the second free end of the base portion to the second free end of said one

apical section.

2. The assembly according to claim 1 , wherein the first and second coupling
elements are coupled to, and extend outwardly from the first and second ends of the

base portion to respective distal free ends.

3. The assembly according to claim 2, wherein the first and second free ends
of each of the plurality of apical sections have first and second recesses therein
configured to receive the respective distal free ends of the first and second coupling

elements.

4, The assembly according to claim 3, wherein the distal ends of the first and
second coupling elements form an interference fit with the respective first and

second recesses.
5. The assembly according to any one of claims 1 to 4, wherein each of the

plurality of apical sections has first and second coupling elements coupled to and

extending outwardly from the first and second free ends thereof respectively.

14/09/11,jm17229scpl4.claims, 14
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6. The assembly according to claim 5, wherein the first and second free ends
of the base portion have first and second recesses therein configured to receive the
distal free ends of the first and second coupling elements of any one of the plurality

of apical sections.

7. The assembly according to any one of the preceding claims wherein, for
each of the plurality of apical sections, when secured to the base portion via the at
least first and second coupling elements, the combination apical section and base

portion has a substantially trapezoidal overall configuration.

8. The assembly according to any one of the preceding claims, further includes
an inflatable member positioned between the first and second sides of the base

portion, the inflatable member being inflatable by infusion of fluid or gas therein and
when wherein, in the inflated state, the inflatable member extends outwardly beyond

a top and/or bottom surface of the splint.

9. The assembly according to claim 8, wherein the inflatable member is

detachably coupled to the splint assembly.

10. The assembly according to claim 8 or claim 9, wherein the inflatable
member is a balloon included of a material selected from the group consisting of

polyurethane, polyester, silicone and rubber.

11. A method for treating a pelvic floor prolapse condition of a patient, said
method including:

providing a vaginal splint assembly including base portion having a
connecting portion and first and second sides extending outwardly from first and
seconds ends of the connecting portion to first and second free ends respectively, a
plurality of apical sections each of a different size and each having a connecting
portion and first and second sides extending outwardly from first and second ends of
the connecting portion to first and second free ends respectively, and at least first and

second coupling elements, wherein the first coupling element is capable of securing
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the first free end of the base portion to the first free end of any one of the plurality of
apical sections, and the second coupling element is capable of securing the second
free end of the base portion to the second free end of said one apical section;

determining a size of the patient's vagina;

based on the determined size, selecting one of the plurality of apical
sections;

coupling the selected apical section to the base portion via the at least first
and second coupling elements to form a vaginal splint; and

inserting the vaginal splint into the patient's vagina.

12. The method according to claim 11, wherein the first and second coupling
elements are secured to the base portion, and configured such that any one of the
plurality of apical sections may be coupled to the base portion via the coupling

elements.

13. The method according to claim 12, wherein the first and second coupling
elements extend outwardly from the first and second free ends of the base portion to
respective distal ends, and wherein the first and second free ends of each of the
plurality of apical sections have respective first and second recesses therein
configured to removably receive therein the respective distal free ends of the first and

second coupling elements.

14, The method according to claim 13, wherein the distal ends of the first and
second coupling elements form an interference fit with the respective first and

second recesses.

15. The method according to any one of claims 11 to 14, wherein when any one
of the plurality of adjustable apical sections is secured to the base portion, the splint

has a substantially trapezoidal overall configuration.

16. The method according to any one of claims 11 to 15, wherein the splint

assembly further includes an inflatable member positioned between the first and
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second sides of the base portion, the method further including, following the
inserting step, inflating the inflatable member by infusing fluid or gas therein until
the inflatable member extends outwardly beyond a top and/or bottom surface of the

splint.

17. The method according to claim 16, wherein the inflatable member is a
balloon of a material selected from the group consisting of polyurethane, polyester,

silicone and rubber.

18. The method according to any one of claims 11 to 17, further including the
step of removing the vaginal splint from the patient after a first time period has

elapsed.

19. The method according to claim 18, wherein the inflatable member is
detachably coupled to the splint, and wherein the removing step further includes
deflating and removing the inflatable member after a first time period has elapsed,
and removing the splint after a second time period has elapsed that is greater than the

first time period.

20. A vaginal splint assembly including:

a base portion having a connecting portion and first and second sides
extending outwardly from first and seconds ends of said connecting portion to first
and second free ends respectively;

a plurality of apical sections each of a different size and each having a
connecting portion and first and second sides extending outwardly from first and
second ends of the connecting portion to first and second free ends respectively;

means for coupling to the base portion, one at a time, any one of the
plurality of apical sections, wherein, when so coupled, said one apical section is
positioned relative to the base portion so that the first and second free ends of the
base portion are substantially aligned with and opposing the first and second free

ends of the one apical section.
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21. The assembly according to claim 20, wherein the means for coupling further
includes first and second coupling elements secured to the first and second free ends
of the base portion and extending outwardly therefrom to first and second distal free
ends respectively, and wherein the first and second free ends of each of the apical
sections have a recess therein capable of receiving therein the first and second distal

free ends of the first and second coupling elements respectively.

22, The assembly according to claim 20 or claim 21 wherein, for each of the
plurality of apical sections, when secured to the base portion via the at least first and
second coupling elements, the combination apical section and base portion has a

substantially trapezoidal overall configuration.

23. The assembly according to any one of claims 20 to 22, further including an
inflatable member positioned between the first and second sides of the base portion,
the inflatable member being inflatable by infusion of fluid or gas therein and

wherein, when in the inflated state, the inflatable member extends outwardly beyond

a top and/or bottom surface of the splint.
24. The assembly according to claim 23, wherein the inflatable member is a
balloon of a material selected from the group consisting of polyurethane, polyester,

silicone and rubber.

25. A vaginal splint assembly, substantially as described herein with reference

to the accompanying drawings.

26. A method for treating a pelvic floor prolapse condition of a patient,

substantially as described herein with reference to the accompanying drawings.
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