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SUMMARY OF THE INVENTION

[0008] The present invention relates to absorbent devices such as sanitary napkins, pantiliners, interiabial devices,
and incontinence devices. In a preferred embodiment, the present invention relates to an improved absorbent device
that is insortable into the interlabial space cf a female wearer for catamenial purposes (including menses and mid-
cycle discharges), incontinence protection (including urine), or both. The absarbent interlabial device has at least one
bedy-contacting surface which comprises a substance that contacts the wearer's body for assisting the interlabial
device in staying in place in the desired poesition in the interlabial space. The substance is non-adhesive. having no
initial tack so that it will not stick to the wrong portions of the wearer's body when the device is placed between the
labia. Non-adhesive substances include meisture-activated substances which become viscous and develop a tack
when contacted by relatively smali amounts of moisture.

[0009] The substance should adhere the interlabial device to the inside surfaces of the labia minora, or alternatively
to the labia majera or both the tabia minora and labia mejora so that it remains adhered to these surfaces (on both
sides of the interlabial space) when the wearer moves in a way that the abia spread (e g., when the wearer squats).
This will aliow the interiabial device to remain in place during wearing conditions. and will also ensurethat it is contacted
oy a stream of urine when the wearer urinates so that it will be removed on urination. The need for such a substance
becomes more important as the icading that the interlebial device is expected to hold (that is, the weight of absorbed
bodily fiquids) increases. Typically, the unloaded interlabial device will weigh less than or equal 1o about 5 grams. As
the weight of absorbed bodily liquids increases, the force of gravity on the loaded interlabial device increases. This
results in the need for increased ability to hold the interlabiel device in place, particularly when the exudate foading is
greater than or equal to about 8 grams.

[0010] Moisture-activated substances are particularly preferred for use with the interlabial device because they can
make the interlabial device easier to apply than pressure sensitive or tacky adnesive-coated devices. They are also
particularly useful for sealing against this portion of the wearer's body since moisture is naturally present. Some par-
ticularly preferred moisture-activated substances are polyethylene glycels (“PEGs"), sodium carboxymethylcellulose,
cellulose gums, hydroxyethyl celluloses, hydroxypropyl celluloses, hydroxypropylmethy! celluloses, functionalized
guars {such as cationic guar and hydroxypropyl guar}, carrageenan, glycols (dihydric alcohois) such as propylene
glycois, hexylene glycols, polyois which contain three or more hydroxyl groups such as glycerin, surfactants such as
polyexyl alkylates (polyoxyethylene sterates) ethoxylated alcohols, sugar surfactants, sugars (such as glucose, fruc-
tose, and sucrose), alone er in combination with pectin, guar gum, and other gums.

[0011] Polyethylene giycols are particularly preferred for several reasons. Some of the higher molecular weight pol-
yethylene glycols are typically solids that are capable of dissoiving in water. They can be easily applied to the interiabial
device, Polyethylene glycols can be applied to the body-contacting surface of the interlabial device using any conven-
tional processing steps. which are described in greater detail below. Once applied. they will typicaily dry to a non-tacky
solid, preferably a powdss form, This is preferable since it is desirable that the substance does not form an occlusive
film over the body-contacting surface of the interlabial device. Poiyethylene glycols, since they are very water saluble,
are also capable of losing their tendency to stick to the labia when the wearer urinates, so the interlabial device will be
expelled by urination as intended. Their water solubifity also ensures that they will not interfere with the ability of flush-
able interlabial devices to flush down a toilet. and will not float in the toilet as some other products. (The tendency for
other products to float results in an extremely inconvenient situation for users who have to rermave such products from
the toilet bowl, and then dispose of these products.) Polyethylene glycols are also bicdegradable, unlike most pressure
sensitive adhesives, which are siticone-based.

[0012] These materials may also be mixed into lotion (emollient) compositions, wherein the Iotion provides lubricity
during the insertion process and the moisture-activated substance in the |ction will cause the composition to develop
& tack when contacted by the meist labial tissues. in such a composition. tha lotion or emollient can serve as a catrier
for the particulate material.

{0013] The absorbent interlabial device, in one embadiment, is a small pad-like structure that comprises a liquid
pervious topsheet. a liguid imparvicus backsheet which is joined to the topsheet, and an absorbent core positicned
between the topsheet and backsheet. The device preferably comprises an axis of prefered bending, preferably located
generally along the longitudinal centerline of the device. When the device is folded along this axis and inserted into
the wearer's interlabial space. the topsheet maintains contact with the walls of the wearer's labia. Preferably, the tiguid
pervious topsheet is constructed of rayon or needie punched rayon, The absarbent core is preferably also constructed
of rayon, catton, ora blend of rayon and cotton. Preferably. the device comprises biodegradable materials. In particularly
preferred embodiments, the backsheet of the abserbent interlabial device is water dispersitle. A tab may be joined to
the backsheet of the device 1o facilitate insertion and optional removal of the device with the fingers.

[0014] In alternative embodiments, the abserbent interlabial device may utilize adhesive substances. For example,
in one embodiment. the absorbent interlabial device has a iongitudinal centerline oriented in the same direction as a
wearer's vaginal opening, a longitudinal central region aleng the longitudinal centerline. and a pair of longitudinal side
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and the orifice of the vagina. Therefore. it will be recognized that the interlabial space as defined above may refer to
the space between the inside surfaces of the labia majora. including the space between the inside surfaces of the labia
minora also known as the vestibule. The interiabial space for purposes of the present description does not extend
substantially beyond the orifice of the vagina inte the vaginal interior.

[0019] Theterm "labia" as used herein refers generally to both the labia majora and labia mingra. The labia terminate
anteriorly and posterrorly al the anterior commissure and the posterior commissure, respectively. It will be recognized
by those skilled in the art that there is a wide range of variation among women with respect to the relative size and
shape of labia majora and labia minora. For purposes of the present description. however, such differences need not
be specifically addressed. it will be recognized that the dispositicn ¢f the absorbent interlabial device into the interlabial
space of a wearer as defined above will require placement between the inside surfaces of the labia majora without
regard to the precise location of the boundeary between the labia majora and the labia mingra for a particular wearer.
Far a more detailed description of this portion of the female anatomy, attention is directed to Gray's Anatorny, Running
Press 1901 Ed. (1974), at 1025-1027.

[0620] The absorbent interlabial device 20 shown in FIG. 1 has a longitudinal centerline L which runs along the "x"
axis, The tern "lengitudinal”. as used herein, refers to a line, axis or diraction In the plane of the intarlabial device 20
that is generally aligned with (¢.g., approximately parallel to) a vertical plane which bisects a standing wearer into left
and right body halves when the interiabial device 20 is worn. The tefms “transverse," "iateral," or "y direction” as used
herein, are interchangeable, and refer to a line, axis, or direction that is generally perpendicular to the longitudinal
direction. The lateral directicn is shown in FIG. 1 as the "y" direction. The absorbent interlabial device 20 shown in
FIG. 1 also has a transverse centerline T The "2" direction, shown in FIG. 2. is a direction parallel to the vertical plane
described above. The term "upper" refers to an ¢rientation in the z-direction toward the wearer's head. "L.ower" or
downwardly is toward the wearer's faet.

[0021] The interlabial device 20 shown in FIGS. 1-3 Is in ane preferred configuration. The interlabtal device 20 has
a body-facing (or "body-contacting” side) 20A and an opposed underside 20B8. The interlabial device comprises a pag-
like main bedy portion {or "central absorbent periion”) 22 and an ¢ptional placement and removal tab 52 which is joined
to the underside 20B of the main body portion 22 to provide the overail interlabial device with a "T"-shaped cross-
secticnal configuration. The main bedy portion 22 ¢an be in any suitable configuration. Non-limiting examples of shapes
for the main body portion 22 when viewed from the top as in FIG. t include ovoid. eiliptical. trapezoidal. rectangular,
triangular, diamond-shaped. ot any cembination ¢f the abave. As shown in FIG. 1. the preferred plan view shape for
the mein bady portion 22 and the overall absarbent interlabial device 20 is generally ovoid or elliptical. The pian view
shape of the main body portion 22 tapers from the transverse centerline T towards its front and rear ends. The main
body portion 22, in this embodiment, is relatively flat in its side profile, but may taper slightly from front to rear as shown
in FIG. 3.

[0022] As shown in FIGS. 1-2, the interlabial device preferably comprises a liquid pervious topsheet 42, a liquid
impervicus backsheet 38 joired 1o the topsheet 42, and an abscrbent core 44 positioned between the topsheet 42 and
the backsheet 38, The intertablal device 20 is preferably of & size and shape that aliows at least the majarity of the
device 20 to fit comfortably within the wearer's interlabial space and to cover the wearer's vaginal orifice, and preferably
also the wearer's urethra. The interlabial device 20 at lsast partialty blocks, and more preferably completely blocks and
intercepts the flow of menses, urine, and other bodily exudates from the wearer's vaginal orifice and urethra.

[0023] The size of the interlabial device 20 is impertant to its comfort and effectiveness. The length of the ansorbent
interlabial device 20 is measured along the longitudinal centerline L in the tongitudinal direction {or "x"-direction), The
absorbent interlabial device 20 preferably has a length L, which is greater than about 60 mm and less than about 130
mm. More preferably, the length L, is between about 75 mm and about 105 mm. The width of the interlabial device 20
is measured along the transverse centerline T in the transverse directien {or "y"-direction). The absorbent interlabia
device 20 preferably has a width W, which is between about 25 mm and about 50 mm. The thickness (or caliper) is
the "z"-direction dimensian of the device 20. Caliper measurements given herein were measured using an AMES gauge
with a 0.25 psi (1.7 kPa) (gauge) load and a 0.86 inch (2.44 cm) diameter faot. Those skilled in the art will recognize
that if a 0.96 inch (2.44 cm) diameter foot is not appropriate for & particular sample size, the foot size may be varied
while the load on the gauge 1s accordingly varied to maintain & confining pressure of 0.25 psi (1.7 kPa) (gauge). The
caliper T, of the absorbent interlabial device 20 is preferably less than the width W, and the length L, of the device 20.
Preferably, the caliper T, of the absorbent interfabial device 20 is less than or equal to about B mm, more preferably
the caliper T, is less than or equal to about € mm. and even more preferably the calipar is less than or equal to about
4 mm.

[0024] Censtruction of the absorbent interiabiat device 20 according to the particular size parameters given above
resuits in & product with increased comfort and effectiveness compared to previous interlabial devices. For example,
many wornen find interlabial pads which are sharter than the absorbent interlabial device 20 of the present invention
to be difficutt to position properly within the interlabial space. Even if such pads are positioned properly. they have an
increased tendency to aflow by-pass flow of body exudates around the edges of the pad. Additionally. many previous
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[0032] The inner surface of topsheet 42 may be secured in contacting relation with an underlying absorbent layer.
This contacting relationship results in liquid penetrating topsheet 42 faster. The topsheet 42 may be kept in a contacting
relationship with an underlying tayer by bonding the topsheet 42 to the underlying layer, However. it is not absolutely
necessary to bond the face of the topsheet 42 to the face of the underying layer. The topsheet 42 can be maintained
in contact with an underlying absorbent cemponent by entangling the fibers of the underlying layer with the topsheset,
by fusing the topsheet 42 to an underlying absorbent layer by a plurality of discrate individual fusion bonds, or by any
other means known in the art. The topsheet can also be maintained in contact with the underlying absorbent material
due to the application of the pressure of the body against the hody-contacting surface of the interlabial device.
[0033] It is rot necessary that the topsheet 42 comprise a layer or material which is separate or distinct from the
absorbent core 44. The topsheet 42 and absorbent core 44 may consist of one unitary structure in which the body-
contacting surface of the absorbent core 44 will serve as the liguid pervious topsheet 42 In such an embodiment, the
liguid petvious body-contacting surface may be hydrophilic or even hydrophabic so long as fluids readily penetrate
through the surface and into the interior of the absorbent core 44. Additionally. such & unitary topsheet 42 and abserbent
core 44 may be provided with a pore size gradient, caplllary gradient. or hydrophilicity gradient, or any combination
thereof, to assist in the absorption and retention of fluids in the interior of the absorbent core 44.

[0034] The absorbent core 44. which is best seen In FIG. 2, is positioned between the topsheat 42 and the backshset
38. The absorbent core 44 provides the means for absorbing exudates such as menses and other body fluids. The
absarbent core 44 preferably is generally compressible, conformable, and non-iritating to the user's skin. Preferably,
the absorbent core 44 has the same general shape as the overall abserbent interlabial device 20.

[0035] The ebsorbertcore 44 may comprise any suitable material that is capatle of absorbing and/or retaining liguids
(e.g. menses andfor urine). The absorbent core 44 be manufactured from a wide variety of liquid-absorbent materials
commonly used in absorbent articles such as comminuted wood pulp which is generally referred to as airfelt. Examples
of ather suitable absorbent materials include cotton fibers or cotton lintels, creped celiulose wadding; meltblown pol-
ymers including caform: chemnically stiffened, modified or cross-linked cellulosic fibers; synthetic fibers such as crimped
polyester fibers; peat moss; tissue including tissue wraps and tissue laminates: absorbent foams; abscrbent sponges;
superabsorbent polymers (in fibrous and particulate farm); absorbent gefling materials: or any equivalent material or
comeinations of materials. or mixtures of these. Preferred atsorbent materials cornprise folded tissues. cotten bats,
woven materials, nonwoven webs. rayon including needle punched rayon. and thin layers of foam. The absorbant core
44 may comprise a single material or a combination of materials.

[0036] A preferred material for the absorbent core 44 is batt of rayon or a rayon/cotton blend. In one particularly
preferred embodiment, the absorbent core 44 is a batt which comprises a 50%/50% blend of baled bleached cotton
fibers and baled rayon fibers, A tri-lobal rayon known as GALAXY rayar available from Courtaulds Fibers, Inc. of Axis,
Alabama has been found to work well for the matertal comprising the absaorbent core 44.

[0037] In other embodiments, the absorbent core 44 may consist of multiple independent tayers of the samae, or
different materials (such as layers of absorbent materals with different absorbent properties), that are easiiy separa-
table so the various layers can separate for disposal.

[0C38] The backsheet 38. which is best shown in FIGS. 2 and 3, prevents the exudates absorbed and contained in
the absorbent core 44 from wetting articles and/or body parts which may contact the absorbent interlabial device 20
such as pants, pajamas. undergarments. pubic hair, the wearer's thighs. etc. The backsheet 38 should be flexible and
impervious to liquids (e.q., menses and/or urine). As used herein, tha term "flexible" refers to materials which ara
compliant and will readily conform to the general shape and contours of the human body. The backsheet 38 also
provides protection for the wearer's fingers as the absorbent interlabial device 20 is inserted, or as the device is op-
tienally removed with the fingers.

[0039] The backsheet 38 may comprise a woven or nonwoven material, polymeric films such as thermoplastic films
of polyethylene or polypropylene, composite materials such as a film-coated nonwoven material, or organic material
such as a collagen film. Other suitable materials include biodegradable polymers that can be made into films and the
like. Suitable biodegradabie polymers include BIONELLE 3001 cbtained from Shawa Hugh Polymer Co. of Tokye,
Japan and Matter Bi ZFO3U-A obtained from Bicorp Co . distributor for Novamant S.P.A. of Rome. ltaly and Bigcpol
biodegradable polymer abtained from Monsanto. In one embodiment. the backsheet may be made from a polyethylene
film having a thickness of from about €.012 mm (0.5 mil) to about 0 051 mm (2.0 mils). An exemplary polyethylene film
is manufactured by Clopay Carporation of Gincinnati. Ohio, under the designation P18-0401. Preferably, however the
backsheet comprises a film having a similar thickness. anly which is made of a biodegradable palymer such ag the
BIONELLE biodegradable polymer described above.

{0040] The backsheet may alse permit vapors to escape from the interiabial device 20 {i.e.. be breathable} while still
preventing exudates from passing through the backsheet. A suitable breathable backsheet material is a laminate of
an apertured film such as that described in U.S. Patent 3,929,135 issued to Thompson which is inverted so that the
smaller openings of the tapered capillaries face the absorbent core 44 which is adhesively laminated to a microporcus
tilm such as that described in Exxon's U S Patent 4.777,073.
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of a type that comprises a central absorbent portion and flexible extensions extending therefrom, the substance can
be placed on the central absarbent portion, the flexible extensions, or beth the central absorbent portion and the flexible
extensions. The substance can, thus, be placed on a central region of the interlabial device 20, but not onthe peripheral
portions of the interlabial device. More preferably, however, the substance may be placed on the peripheral portions
of the body-contacting surface of the interlabial device, but not in the central region. Locating the substance in the
latter manner may be advantageous if it is desired te minimize any tendency for the substance to interfere with acqui-
sition of bodily Hiquids into the interlabial device 20. The substance can also be used 1o create a seal to prevent the
flow of exudates toward the ends (and/or sides) of the device. The substance can cover any of the following percentages
of the surface area of the body-contacting surface of the main body portion 22, the central absorbent pertion, the flexible
extensions, or the entire body-contacting surface of the interlablal device (greater than or egual to about): 5%, 10%,
20%, 30%, 40%, 50%. 60%. 70%, 80%, 90%. or 100%.

[0081] The substance can be applied to the interlabial device 20 in any suitable quantity. For these purposes, the
guantity of the substance applied to the interlabial device 20 will be expressed in terms of the total product weight
including the device and the weight of the substance. Pretferably, the substance constitutes less than or equal to about
20%, more preferably less than or equal to about 10%, and most preferably less than or equal te about 5% of the total
product weight, so as not to excessively contribute to the overall weight of the interlabial device. This permits mere of
the total product weight to be dedicated to providing abseorbent capacity.

[0082] There are many possible specific embodiments of interlabial devices with various substances thereon for
assisting the interlabial device in staying in place in the desired position in the interlabial space. The interlabial device
can have cne or more of the substances described herein applied therete in any of the patterns of application described
herein.

[0083] In other embodirments, any desirable combinations of the substances descrived herein, or combinations of
patterns of appiication, or both may be used. One nen-limiting example would be to apply a combination of an adhesive
and a non-adhesive substance to the intertabial device. For exampie, in the case of an interlabial device having the
cenfiguration described in U.S. Patent §,762,644. issued to Osborn, et al . a polyethylene glycol ¢an be provided on
the body-contacting surface of the central absorbent portion, and a pressure sensitive adhesive can be provided on
the flexible extensions. Freferably. if adhesives are used. they are applied to portions of the interlabial device that do
not block or retard the tiow of urine from the urethra into the absorbent interiabial device 20.

[0084] In anather example, the interiabial device 20 may be provided with one of the substances described herein
{such as an adhesive) around the periphery of the bedy-contacting surface of the interlabial device to assist the device
in slaying in place adjacent to the wearer's tabia. The substance can be applied in a continuous or an intermittent
pattern, or a pattern which is partially continuous and partially intermittent. A swelling absorbent material can be placed
inside the area defined by the substance. If a complete seal with the wearer's body is desired, this swelling absorbent
can be used to eliminate any gaps or void spaces that may occur adjacent to the wearer's body that may occur due ta
misplacement of the interlabial device relative to the wearer's labia, and create a seff-sealing device . Some non-limiting
examples of swelling absorbent materials include, but are not limited to superabsorbent, hydrogel forming materials,
absorbent foam materials, medified cross-linked cellulosic fibers, and compressed abserbent materials, such as those
used in tampons.

[0085] Numerous other embodiments and properties for the substance for holding the interiabiat device In place are
also possible. For example, the substances described herein preferably have moisture vapor transmission rates suf-
ficient to maintain the natural state of hydration of the labial tissue. Suitable moisture vapor transmission rates are not
less than about 300 gm m/hr at a relative humidity difference of 10 to 100%. in addition. any of the substances described
herein can be used in conjunction with, orbe combined with emellients such as those describedin U.S. Patent 5,609,587
entitled *Diaper Having & Lotioned Topsheet Comprising a Liquid Polyol Polyester Emellient and an Immobilizing
Agent”. issued March 11, 1997 to Roe. and U .S Patent 5,643,588 entitled “Diaper having a Lotioned Topsheet" issued
on July 1, 1997 to Roe. ot al.

[0088] In addition to the varicus embodiments of the substances for holding the interlabial device 2@ in place which
are described herein, the interabial device can be provided with other optional features. For example, it has been
found that the interlabial device of the present invention provides a substantial noticeable benefit to the user in con-
trelling odors associated with body exudates. Additional odor centrolling agents may be added to seek furtherreductions
in odors. Such odor controlling agents include, but are not limited to activated chargoals. zeclites, silica, polyacrylic
acids {superabsorbents), certain quaternary compounds, triethyl citrate, cyclodextrin, or any combinations thereof.
Particularly preferred cyclodextrin compounds are described in U.S. Patent 5,429,628 issued tc Trihn, et al. and U.S.
Patent 5,780.020 issued to Peterson, et al. In addition, decdorants can be added to further mask these odors.
[0087] Further, over-the-countervaginal drug actives can be addedfor one ormare of the foliowing purposes: cleans-
ing. providing soething and refreshing effects, deodorizing, relieving miner irfitation, reducing the number of pathogenic
microorganisms. altering pM so as to encourage the growth of normal vaginal flora, preducing an astringent effect,
lowering surface tension. producing a mucelytic effect. or producing a proteolytic effect. Such over-the-counter vaginal
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Absorbent devices, and mare particularly absorbent devices
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purposes, incoantinence profection, or both, are disclosed.
The absorbemt interlabial device of the present invention
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a lower portion opposcd 1o the upper portion, and two cnds,

[*] Notice: This patent 1s subject to a terminal dis-
claimer.

[Z217 Appl No.: 08,979,980
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Related LS. Application Data space and during use. The ends of the absorbeat device are
preferably laped so that the lower portion of the interlubial
[63] Cominuation-in-pest otapphivaton No 08 834,006, Tun, 26, device 1% longer than the upper portion. The ends are also
: YT Pan Ne T 533, and @ cominuation-in- part of  nrovided with at least one curvilinear segment, with the ends
appiication No. 03 376, 206, Jun. 16, 1997, and a continua- feranly havi nuseidal or S-sh The absorb
tiop-in-part of appiication No. (5 866 8 un. 3, 1997, and preleradly naving a sinuscidal Or »-Shape. ihe absorpent
' a cantinuation-in part of application No. I3 Jan. 3 interiabial device preferably alse has an arcuate pattern of
1997, and a continuation-tu-part ol apphication No. xis”?s discrete autopenous honds. The combination of the preferred
927, lan. 3. 1997, abandoned . and a continuation-in-part of S d . . ape : TP
LAl A _ - p -shaped c¢nds and the arcuate booding pautern provides
apphca(;on No. 08 775,521, Jan. 3, 1997, and & continua- : [p. w;i | stiff ‘", o] for si 51 P < F e
van-in-part of application Ne. 08706,371, Aug. 28, 1996, preater praduct st BCS‘? comr, Ler simu tANCOUS lmprove
ahandozned. comnfort and handling characteristics.
S It CL7 e AG1Y 1315 23 Cluims, 8 Drawing Shects
\ !
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SHAPED ABSORBENT INTERLABIAL
DEVICE

CROSS REFERENCE TO RELATED
APPLICATIONS

This application s & continuation-in-part of application
Ser. No. 08/833,006, now U.S. Pat. No. 5,762,644, tiled on
Tun, 26, 1997; and a cominuation-in-part of application Ser.
No. 08/876,206, filed on Jun. 16, 1997 pending; and a
continuation-in-part of application Ser. No. 08/869,897,
filed Jun. 3, 1997 pending; and a continuation-in-part of Ser.
No. 08/778,520, filed on Jan. 3, 1997 pending; and a
continuation-in-part of Ser. No. 08/778,923, now
abandoned, filed on Jan. 3, 1997; and a continuation-in-part
of Ser. No. 08/778,521, filed on Jan. 3, 1997 pending; and a
continuation-in-part of Ser. No. 08:706,371, filed on Aug.
28, 1996 and now abandoned.

FIELD OF THE INVENTION

This invention relates (o abscrbent devices, and more
particularly to & shaped absorbent device that (s worn
interlabially by female wearers for catamenial purposes,
incontinence protection, or both.

BACKGROUND OF THE INVENTION

All manner and variety of absorbent articles configured
for the absorption of body fluids such as menses, urine and
feces are, of course, well known. With respect 10 feminine
protection devices, the art has offered two basic types;
sanilary napkins have been developed for external wear
about the pudendal region while tampons have been devel-
oped for internal wear withio the vaginal cavity for inter-
ruption of menstrual flow therefrom. Such tampon devices
are disclosed in U.S. Pat. No. 4,412,833, entitled “Tampon
Applicator”, issued 10 Weigner, ¢t al. on Nov. 1, 1983, and
US. Pat. No. 4,413,986, cnlilled “1ampon Assembly With
Means l'or Sterile Insertion”, ssued (o Jacobs on Nov. §,
1983,

Hybrid devices which attempt to merge the structural
features of the sanitary napkins and the tampons into a single
device have also been proposed. Such hvbrid devices are
disclosed in U.S. Pat, No. 2,092,346, entitled "Catamenial
Pad”, issued to Arone on Sep. 7, 1937, and U.8. Pat. No.
3,905,372, entitled “Feminine Hygiene Protective Shield”,
issucd 1o Denkinger on Sep. 16, 1975, Other less intrusive
hybrid devices arc known as labial or interlabial sanitary
napkins and are characterized by having a portion which at
least pantially resides within the wearer's vestibule and a
portion which at least partially resides external of the
wearer's vestibule. Such devices are disclosed in US. Pat,
No. 2,062,327, catitled "Sanitary Pad”, issued to Jacks on
Dec. 15, 1953, and U.S. Pat. No. 4,631,062, entitled “Labial
Sanitary Pad”, issued 1o Lassen, el al. on Dec. 23, 1986.

Interlabial pads have the potential 1o provide even grealer
tfrecdom trom inconvenience because of their small size and
reduced risk of leakage. Numerous attempts have been made
in the past to produce an interlabial pad which would
combine the best features of tampons and sanitary napkins
while avoiding al least seme of the disadvantages associated
with each of these types of devices. Lxamples of such
devices are described in U.S. Pat. No. 2,917,049 issued lo
Delaney on Dec, 15, 1959, U.S. Pat. No. 3,420,235 issued to
Harmon on Jan. 7, 1969, U.S. Pat. No. 4,595,392 issued 10
Johnson, ¢t al. on Jun. 17, 1986, and U.S. Pat. Nos. 5,074,
855 and 5,336,208 issued to Rosenbluth. et al. on Dec. 24,
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1991 and Aug. 9, 1994 respectively, and U.S. Pat. No.
5,484,429 issued to Vukos, et al. on Jan. 16, 1996, A
commercially available interlabial device is the FRESH 'N
FIT PADETTE®E which is marketed by Athena Medical
Corp. (now komown as A-Fem) of Portland, Oreg. and
described in U.S. Pat. Nos. 3,983,873 and 4,175,561 issued
to Hirschman on Oct. 5, 1976 and Nov. 27, 1979, respec-
tvely.

Many of these devices have not met with great commer-
cial success, however. There are drawbacks associated with
all of the above products. For example, the device described
in the Delaney patent does not appear to be capable of an
easy and comfortable insertion, dug to the possibility of the
layers of absorbent material opening up during insertion.
The commercially available PADETTE interlabial devices
suffer from the disadvantage that the blunt edges of the
device may cause wearer discomfort. Such blunt edges also
increase the lendency of Quids deposited near the edges of
the praduct to run off its edge without being absorbed into
the center of the product. U.S. Pat. No. 3,953,873, issued 1o
Hirschman, does describe an interlabial device having
tapered ends, but such tapered ends are purely linear. This
configuration does increase the surface arca presented for
absorption as compared 10 a non-tapered product, but the
product of the present inveéntion inereases such area even
beyond that achievable with the Hirschman device.
Additionally, the speed a1 which the PADETTE interlabial
device can be manufactured is limited due to its incorpora-
tion of siiching with 1hread. Interlabial devices without
flexible extensions may not reliably cover the urethra and/or
the vaginal introitus during all body movements (e.g. when
the wearer is squatting). Such products may also not be
reliably expelled when 1the wearer urinates.

It has been found during development of the present
invention that product comfort can be increased by provid-
ing an interlabial device with increased stiffness relative to
compressive forces in the center of the product, but
decreased stiffness relative to such forces near the ends of
the product. The stiffer product center contributes to a
greater ease of insertion and a betler placement of the device
within the labia as compared to prior art products.
Correspondingly, the greater compressibility (or decreased
stiffness) near the ends of the device contnbutes to greater
comton associated with wearing of the device,

Therefore, a need exits for an interlabial device with
shaped edges which increase the tolal absorbent area of the
product facing toward the floor of the vestibule. A need also
cxists for an interlabial device with a relatively less com-
pressible center and relatively more compressible ends. A
need also exists for an interlabial device, which can be
manufactured at high speeds with a migimum of waste, A
need alsa exists for an interlabial device that is small in size
and that can be easily inserted and thai provides protection
against incontinence, menstrual discharges, and discharges
of bodily exudates throughout a great range of wearer
motions. A need also exists for an interlabial device that will
reliably be expelled when the wearer urinates. A need also
exists for an interlabial device which facilitates sanitary
inseriion and removal. That is, a need exists for a device
which may be inserted into the interlabial space of a wearer
while covering 1he fingertips, thus preventing the fingertips
from rouching the inside surfaces of the labia.

I i, therefore, an object of the present invention to
provide an ahsorbent interlabial device having tapered cnds
with at least ane curvilinear segment.

It is another object of the presem invention to provide an
absorbent interlabial device with a relatively less compress-
ible center and relatively more compressible ends.




6,045,544

7

into left and right body halves when the interlabial device 20
is worn. The terms “transverse,” “lateral,” or "y direction” as
uscd herein, are interchangeable, and refer 10 a line axis or
direction that is generally perpendicular 10 the longitudinal
direction. The lateral direction is shown in FIG, 2 as the "y”
direction. The absorbent interlabial device 20 shown in FIG.
2 also has a transverse centerline T shown in FIG. 2. The “2”
direction, shown in FIG. 2, 1s a direction parallel 1o the
vertical planc described above, The term “upper” refers 10 an
orientation in the z-direction toward the wearer's head.
“Lower” or downwardly is toward the wearer’s feet.

As shown in FIG. 1, the interlabial device 20 comprises
at least a main absorbent portion 22 (or “central absorbent™).
I'he main absarbent portion 22 in¢ludes an upper portion 26
and a lower portion 28 that is opposed to the upper portion.
Io use, the upper portion 26 is positioned furthest imward
into the wearer's interlabial space. The main absorbent
portion 22 also comprises a pair of ends 34 which are
tapered (i.c. the ends arc farther apart at the lower portion 28
of the device 20 than at the upper portion 26. In addition to
being 1apered, the ends 34 are provided with at least one
curvilinear segment. The main absorbent portion 22 should
be at least partially absorbent. The matn absorbent portion
22 may comprise non-absorbent portivns, such as a liquid
impervious barrier 1o prevent absorbed exudates from leak-
ing out of the main abserbent portion 22.

‘The interlabial device 20 should be of 4 suitable size and
shape that allows at least a portion theeeof to fit comforiably
within the wearer's inerlabial space and o cover the wear-
er’s vaginal orifice, and preferably also the wearer's urethra.
The interlabial device 20 a1 least partially blocks, and more
preferably completely blocks and intercepts 1he flow of
menses, urine, and other bodilv exudates from the wearer's
vaginal orifice and urethra.

The size of the interlabial device 20 is also important 1o
the comfort associated with wearing the device. In the
embodiment shown in FIG. 1, the main absorbent purtion 22
of the interlabial device 20 preferably has a length as
measured along the upper portion 26 of between about 15
mm and about 65 mm. The length of the main absorbent
portion 22 of the interlabial device 20, measured along the
lower portion 28 is preferably between abour 35 mm and
aboul 120 mm. More preferably, the length of the main
absorbent porion of the interlabial device 20, measured
along the upper portion 26 is about 35 mm 10 about 45 mm,
most preferably abour 38 mm. and the length measured
along the lower portion 28 is about 35 mm 10 about 65 mm,
most preferably about 62 mm. The length of interlabial
device 20 can also be measured along the longitudinal
centerline (at a distance halfwayv berween the top and bottom
surfaces of the device). Suitable lengths measured in this
manner can include, but are not imited 1o lengths of 40 mm,
50 mm, and &) mm. In addition, if desired, a user can use
system of interlabial devices of such varying lengths.

The caliper (or width} of the main absorbent portion 22 of s

the interlabial device as measured in the ransverse direction
(or "y -dircction) is preferably less than or cqual 10 about 8
mm, mose preferably the caliper is between about 3 mm and
about 6 mm, most preferably, the caliper is abour 4.5 mm.
Caliper measurements given berein were measured using an
AMES gage with a 0.25 psi (1.7 kPa) (gauge) Toad and a
.96 inch (2.44 cm) diameter foat. Those skilled in the art
will recognize that if a 0.96 [nch (2.44 cm) diameter foot is
nol appropriate for a pariicular sample size, the fool size
may be varied while the load on the gauge is accordingly
varied to maintain a confining pressure of .25 psi (1.7 kPa)
{gauge). The height {or ~z”-direction dimensicn) of the main
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absorbent portion 22 is preferably between about 8 mm and
about 35 mm, and more preferably is about 20 mm.

The imerlabial device 20 is preterably provided with
sufficient absorbency to absorb and retain the exudates
discharged from the wearer’s body. The capacity of 1he
product, however, is dependent at least partially upon the
physical volume of the absorbent interlabial device 20,
particularly the main absorbent portion 22 thereof. The main
absorbent portion 22 preferably has a capacity of a1 least
about I g of 0.9% by weight saline solution, and may have
a capacity of up to about 30 g by using absorbent gels or
foams that expand when wet. Capacities may typically range
trom about 2 to about 10 grams, for saline. Those skilled in
the art will recognize that the capacily for absorption of body
exudates such as menses will typically be smaller thar the
capacities given above for absorption of saline. A method for
meusuring absorbent capacity is described in the Test Meth-
ods section, below. Since the interlabial space can expand,
larger volumes can be stored in the interlabial space, if the
fluid is stored as a gel, which adjusts to the body pressures.
Additionally, if the absorbent interlabial device 20 does not
reside completely within the wearer's interlabial space,
some of the absorbed exudates may be stored externally (o
the wearer’s interlabial space.

The main absorbent portion 22 of the embodiment shown
in FIGS. 1-2 may comprise any suitable type of absorbent
structure thal is capable of absorbing and/or retaining liquids
(c.p. menses and.or urine). The main absorbent portion 22
may be manufactured in a wide variety of shapes (as viewed
from the side as in FIG. 1 or as viewed from the end as in
FIG. 1A). Non limiting examples of shapes for the main
absorbent partion when viewed from the end as in FIG. 1A.
include ovoid, trapezoidal, rectangular, triangular,
cylindrical, hemispherical or any combination of the above.
Viewed from the side, as in FIG. 1, the preferred shape for
the main absorbent portion 22 is generally tapered with at
least one curvilinear segment. In particularly preferred
embodiments, the ends 34 of the device 20 have a sinusoidal
or "5 shape. In the preferred embodiment shown in FIG. 1,
the caliper of the lower portion 28 is smaller than the caliper
of the upper portion 26. This relationship is shown more
clearly in FIG. 1B, which is a cross sectional view of FIG.
1, taken along the transverse centerline ‘I

The main absorbent portion 22 may, likewise, be manu-
factured from a wide variety of liquid-absorbent materials
commonlv used in ahsorbent articles such as comminuted
wood pulp which is generally referced 1o as airfelt. Examples
of other suitable absorbent materials include cotton fibers or
cotton lintels, creped cellulose wadding; meltblown poly-
mers including coform; chemically stiffened, modified or
cross-linked cellulosic fibers; synthetic fibers such as
crimped polyester fibers; peal moss; lissue including tissus
wraps and tissue laminales; absorbent foams, absorbent
sponges; superabsorbent polymers {in fibrous and particu-
late form); absorbem gelling materials; or any equivalent
material or combinations of materials, or mixtures of these.
Preterred absorbent materials comprise folded tissues, cot-
lon batls, woven materials, nonwoven webs, needle punched
ravon, and thin lavers of foam. The main absorbent portion
21 may comprise a single material. Aliernatively, as shown
in FIG. LA, the main absorbem portion 22 may comprise a
combination of materials, such as a wrapping layer 46
surrounding a central waddiog comprised of an absorbent
material 44 (as shown in FIG. 2).

In the embodiment shown in FIG. 1, the main absorbent
portion 22 is formed of a soft absorbent material such as
rayon fibers or other suitable natural or synthetic fibers or
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convenient central zone for grasping the product and insert-
ing into the labia, while the body:fingers on the inserting
hand are protected from contacting the wearer's body.

As poted above for the embediment shown in FIGS. 1-2,
the flexural rigidity of the main absorbent portion 22 is also
important for product comfort with the pleated structure
shown in FIG. 8. An advantage of the pleated structure is
thitt the number, thickaess, and tighiness of the pleats control
the stiftness of the structure.

The embodiment shown in FIG. 8 preferably has main
absorbent portion 22 and flexible exlension 24 dimensions
similar o those deseribed above for the embodiment shown
in FIGS. 1-2. The width of the main absorbent portion 22 of
the inlerlabial device 200 as measured in the lransverse
direction (y-direction) is preferabiv berween aboul 2 mm
and less than or equal to about 7 mm. Preferably, in a
preferred embodiment, the width of the main absarbent
portion of the interlabial device 20 1s about 4.5 mm. As
shown in FIG. 8, where the main absorbent portion 22 is of
a uniform transverse dimension (ie., there is no abrupt
change in tramsverse dimension defining the juncture
between the upper portion and lower portion) the division
between the upper portion 26 and lower portion 28 is
considered 10 be at 2 height equal o about vne-half of the
total height of the main absorbent portion 22.

The ends M of the main absorbent portion 22 of the
device 20 shown in FIG. 8 have at least one curvilinear
scgment and are preterably “57-shaped or sinusoidal as
described above for 1the embodiment shown in FIG. 1.

The pleated design shown in FIG. 8 has the additional
benefit of easily providing the flexible extensions 24. The
extensions 24 can comprise the same material as the main
absarbent portion 22, or they can comprise a different
material. The extensions 24 are joined to the main absorbent
portion 22. The extensions 24 may be integral portions of the
main absorbent portion 22 (that is, the extensions 24 com-
prise inlegral extensions of the absorbent 1issue material thas
is folded to form the main absorbent portion 22

The main absorbent portion 22 and the Hexible extensions
24 of the absorbent interlabial device 20 shown in FIG. 8
may be constructed from any of the materials and be
provided with the samc pattern of bonds previously dis-
cussed for the embodiments shown o FIGS, 1-2.

The embodiment shown in FIG. 8 can be provided with
various optional features. For example, there may be spacers
or high Ioft ot void zones between the pieats to improve the
ability of the device 20 to move exudates downward.
Additiopally, the pleats on the portion of the product con-
tacting the pelvic floor do not need to be of uniform height.
For example, the pleated material i the center might be
higher and, therefore, casily collapsed under pressure. Such
an arrangement can provide better (i1 and or comtort.

[nn another vanation of the pleated struciure shown if FIG.
8, the main absorbent portion 22 may comprise a plurality of
individual layers joined in a face-to-face relationship. Such
a structure may have all of the same characteristics
described above for the pleated structure. One benetit of the
usc of 2 plurality of individual laycrs is that the various
layers may comprise different materials with different prop-
erties or characteristics. Each of the flexible extensions 24
may be inlegral with one of the individual lavers or may be
joined separately to the upper portion 26 of the main
absorbent portion 22. Preferably, the individual layers are
arranged in a side-by-side relationskip so that the spaces
between the lavers are oriented in the z-direction.

The interlabial device 20 in any of the embodiments
shawn in the drawings may comprise other optional com-
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ponents. For example, the interlabial device 20 may com-
prise a topsheet 42 positioned over and joined to all or a
portion of its body-facing surface of the device including the
tlexible extensions 24, and/or a backsheet 38 positioned over
and joined to all or a portion of its back surface, including
the flexible extensions 24. Preferably, if a topsheet 42 and/or
a backsheet 38 is used, these components are joined to at
least the main absorbent portion 22. [n an alternative
embodiment, the main absorbent portion could be at least
partially wrapped by a topsheet.

If a 1opsheet 42 is used, the topsheet should be compliant,
soft feeling, and non-irritating ta the wearer’s skin. Further,
the 1opshect should be liquid pervious permitting liquids
(c.g., menses and or urine) 1o readily penetrate through its
thickness. A suitable 1opsheet may be manufactured from a
wide range of materials such as woven and nonwoven
materials; polymeric materials such as apertured formed
thermoplastic films, apertured plastic films, and hydro-
formed thermoplastic films; porous foams; rcticulated
foams; reticulated thermoplastic films; and thermoplastic
scrims. Suilable woven and nonwoven materials can be
comprised of natural fibers (e.g., wood ar cotton fibers),
syathetic fibers (e.y., polvmeric fibers such as polvester,
rayon, polypropyiene, or pelyethylene fibers) or from a
combination of natural and synthetic fibers.

A suitable topsheet 42 for use in the present invention is
formed of rayon with a basis weight of about 18 g/m~ and
is available from Veratec of Walpole, Mass. This material is
particularly suitable for use as a topsheet 42 because it is
biodegradable. This material may also be used as an cuter
cover 46 if an outer cover 46 is desired and a topsheet 42 is
nol used.

The topsheet may also comprise an apertured formed film.
Apertured formed films are pervious 10 body exudates and,
if properly apertured, have 2 reduced tendency to allow
liquids to pass back through and rewet the wearer’s skin.
‘Thus, the surface of the formed film which is in contact with
lhe body remains dry, thereby reducing body soiling and
crealing a more comifortable feel for the wearer. Suitable
formed films are described in U.S. Pat. No. 3,929,135,
entitled “Absorptive Structures Having Tapered
Cupillanies”, which issued to Thompson or Dec. 30, 1975;
US. Pal. Noo 4,324,246 emitled “Disposable Absorbent
Article Having A Stain Resistant Topsheet”, which issued to
Mullane, et al. on Apr. 13, 1982; U.S. Pat. No. 4,342,314
entitled “Resitient Plastic Web Exhibiting Fiber-Tike
Properties™, which issued to Radel, ¢l al. on Aug. 3, 1982;
US. Pal. No. 4,463,045 cntitled “Macroscopically
Expanded Three-Dimensional Plastic Web Exhibiting Non-
Glossy Visible Surface and Cloth-Like Tactile Impressicn”,
which issued 1o Ahr, ¢t al. onJul. 31, 1984; and U.S. Pat. No.
3,006,394 “Mulilayver Polvmeric Film™ issued tw Baird on
Apr. 9, 1991, The preferred topsheet for the present inven-
tion is the formed film described in one or more of the above
patents and marketed on sanitary napkios by The Procter &
Gamble Company of Cincinnali, Ohio as the “DRI-
WEAVE" topsheer.

Another suitable tapshect 30 for the present invention is
made in accordance with U.S. Pat. Nos. 4,609,518 and
4,629,643 both issued to Curro et al. on Sep. 2, 1986 and
Dec. 16, 19886, respectively. Such a formed film is manu-
factured by Tredegar Carporation of Terre Haute, Ind.

In a preferred embodiment of the present invention, the
body surface of the formed film topsheet is hydrophilic to
belp liquids trapsfer through the topsheet faster than if the
body surface was not hydrophilic so as to diminish the
likelihood that menstrual fluid will flow off the topsheet
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rather than flowing into and being absorbed by the main
absorbenm portion 22. In a preferred embodiment, sucfactant
is incarporated into the polymeric materials of 1he tormed
film 1opsheet. Alternatively, the body surface of the topsheet
can be made hydrophilic by treating it with a surfactant such
as 1s described in U.S. Pat. No. 4,950,254 issued to Osborn.

If a backsheet is used, the backsheet could be impervious
or semi-pervious Lo liquids (¢.g.. menses and or urine) and
is preferably Hexible. As used herein, the term “flexible”
refers to malerials which are compliznt and will readily
conform 10 the general shape and contours of the human
body. The backsheet prevents the cxudates absarbed and
contained in the main absorbent portion 22 from welling
articles which contact the absorbent interlabial device 20
such as the wearer's undergarments. The backsheet also
assists the main absorbent portion 22 in preventing the
wearer's body from being soiled by exudates. Adduionally,
use of the hacksheel may provide an improved surface for
the wearer 10 grasp between the fingers as the absorbent
interlabial device 20 is inserted, or as the device is optionally
removed with the fingers.

The backsheet may comprise a woven Of nONWOVER
material, polymeric films such as thermoplastic films of
polyethylene or polypropylene, or composiie materials such
as a flim-coated nonwoven material. Preferably, the back-
sheel is  polyethylene film having a thickness of from about
€.012 mm (0.5 mil} to about 0.05] mm (2.0 miis). An
exemplary polyethylene film is manufactured by Clopay
Corporation of Cincinnati, Ohio, under the designation
P18-0401. The backsheet may permit vapors 1o ¢scape from
the main absorbent portion 22 (i.c., breathable) while still
preventing cxudates from passing through the backsheet.

Il desired, the absorbent interlabial device 20 may be
packaged in an individual package, such as the package 50
shown in FIGS. 15 and 16. The individual package 50 may
be comprised of a number of suitable materials, including
films and flushable materials. In FIGS. 15 and 16, the
package 50 is made of a film which is frangibly sealed al the
edges. The package S0 is provided with an opening tab 52
which can be of any suitable configuration. Suitable meth-
ods for frangibly sealing packages are described in US. Par.
No. 4,556,140 issued to Swanson and U.S, Pat. No. 5,462,
166 issued to Minton, et al. Suitable tabs for such a package
U.S. Pat. No, 5,413,568 issued to Roach, et al.

As previously discussed, the absorbent interlabial device
20 of the present invention is designed 1o be placed within
the interlabial space of a wearcr. To use the absarbent
mterlabial device 20 of the present invention. the wearcr
holds the main absorbent portion 22 between her fingers. As
shown in FIG. 11, the flexible extensions 24 are spread apart
so as 1w cover the tips of the wearer's fingers during
insertion. This feature provides for 4 hygienic inserion of
the absarbent interlabial device 20 of the present invention,
The interlabial device 20 is inserted with the upper portion
26 inserted first and farthest into the interlabial space. The
wearer may assume a squalling position during insertion 1o
assist in spreading the labial surfaces. FIG. ¥ shows a
preferred ¢embaodiment of the absorbent interlabial device 20
of the present invention inserted imto the interlabial space of
a wearer W, The urogenital members shown in FIG. 9
include the bladder B, the vagina V, the urethra U, the
clitoris €, the large intestine 1, the anus A, the vaginal
introitus VI, the hymeneal ring H, the labia minora N, and
the labia majora J. FIG. 9 shows the relationship of these
anatomical features of the wearer W to the absorbent inter-
labial device 20 when the device is properly inserted for use.
Once the absorbent interlabial device 20 is inserted, the
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flexible extensions 24 tend to adhere to the inside surfaces
of the labia. When the wearer is standing, the labial walls
close more tightly around the absorbent interlabial device
26,

The interlabial device 20 is preferably at least partially
retained in place by exerting a slight laterally owtwardly-
oriented pressure on the inner surfaces of the wearer’s labia
minora, labia majora, or both. Addittonally, the product may
also be held by attraction of naturally moist labial surfaces
to the tissue comprising the flexible extensions 24,
Optionally, the flexible extensions 24 or other portions of the
device 20 may be provided with a bio-compatible adhesive
to assist the adhesion of the device 20 to the inside surfaces
of the wearer’s labia. The strength of such an adhesive
should be selected to assist the absorbent interlabial device
20 in staying tn place, while still allowing for reliable, and
comfonabte removal of the device from the wearer’s inter-
lubial space.

The absorbent interlabial device 20 can be worn as a
“stand alone” product. Alternatively, it can be worn as a back
up to a tampon, or in combination with a sanitary napkin,
pantiliner, or incontinence pad for menstrual or incontinence
use. If the absarbent tateriabial device 20 is used with a
sanitary napkin, the sanitary napkin can be of any thickness.
Use with a samitary oapkin may be preferred at night to
reduce rear soiling. The interlabial device 20 can be worn in
conventional panties, or it can be used with menstrual shorts.

Numerous alierpative embodiments of the absorbent
interlabial device of the present inventicn are possible. For
example, these products are designed to be removed by
urination, although an alternative extraction string or loop
may be used. These products may also be used with emol-
lients and’or medicinal treatments. For exampte, a suitable
emollien for use op the absorbent interlabial device 20 of
the present invention is comprised of about 50% petrolatum,
about 39% Cetearyl Aleohol, and about 15% Ceteareth-10.
These interlabial products may be constructed of materials
which are biodegradable and-or whick will fragment in
water with agitation (as in a toilet).

Preferably, 1he absorbent interlabial device 20 of the
present invention is toilet disposable. The term “toilet-
disposable™ a3 used herein inciudes the following charac-
terstics of an ahsorbent interlabial device: flushability,
dispersibility, settleability, and biodegradability, As used

¢ herein, the terms “flushable” and “Hushability” refer o a

product’s abilitv to pass through tvpically commercially
available househaold 1oilets and plumbing systems without
causing ¢logging or similar problems that can be directly
associated with the physical structure of the product. It is
recognized, however, that there can be many differences
between the various types of toilets available. Therefore, for
the purpuses of the appended claims, a test to determine the
flushability a catamenial product, such as an absorbent
interlabial device, is set out in the TEST METHODS section
of this specification.

In thesc or other embadiments, the absorbent interlabial
device 20 may be provided with channels or areas of
increased absorbent matcrial 44 density. Such regions of
increases density mav be arranged so as to help direct the
flow of bodily fluids toward the center of the device 20 due
to the wicking action provided by these density gradients.

The absorbent interlabial device 20 may also be con-
structed with a plurality of slits in the main absorbent portion
22 so0 as to permil bending of the product in multiple
independent directions. Such a structure allows the product
to more ¢asily respond Lo the siresses associated with body
MOVEments.
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Patente de Invencién X Patente de Modelo de Utilidad

Como resultado del examen de fondo, realizado con fundamento en el articulo 45
de la Decision 486 de la Comisidn de la Comunidad Andina, se le comunica:

1. Documentos estudiados

Descripcion: Folios: 7a 35 como se radico inicialmente
Reivindicaciones: Folios: 36 a 42 como se radicé inicialmente
Dibujos: Folios: 43 a 46 como se radicé inicialmente
Prioridad: Pais: estados Unidos

Numero: 11/096,086
Fecha: 31 de marzo de 2005

2. Objeto de la invencion

La presente patente de invencion consiste en:

Articulo absorbente que se puede unir al cuerpo que comprende: una superficie de
cara la cuerpo; una superficie de de cara a la prenda de vestir, un adhesivo
dispuesto sobre dicha superficie de cara al cuerpo; para asegurar dicho articulo al
cuerpo, y una ayuda de colocacién tactil que es perceptible tactimente para la
usuaria desde dicha superficie de cara a la prenda de vestir de dicho articulo.

El problema planteado en esta solicitud es la dificultad de la usuaria al ubicar el
articulo de higiene femenina en el sitio apropiado contra el cuerpo, reduciendo la
eficiencia total y causando fallas del producto.

Para solucionar este problema técnico se desarraolla 1in articiilla eanitarina



3. De la solicitud de Patente (segun el caso)

Descripcion (articulo 28 D. 486)

Se debe corregir el siguiente error de mecanografia, folio 18 linea 19 “600%”
y “polimetro” folic 32 linea 8.

Reivindicaciones (articulo 30 D 486)

Se debe corregir el siguiente error de mecanografia, reivindicacion 4 “circula”,
Las reivindicaciones 1, 20 y 22 no son concisas, ya cada una presenta el
mismo alcance de las caracteristicas técnicas para el articulo absorbente.

La reivindicacion 22, no tiene sustento en la descripcidn, cuando caracteriza
la capa de barrera con una estructura y una disposicion tal que una porcién
de ella se extiende mas alla de un borde terminal de dicha capa de cubierta,
ya que en la descripcion se habla claramente que “la capa cubierta 42 y la
capa de barrera 50 se unen a lo largo de sus porciones marginales de tal
manera que forman un cercado o sello de reborde que mantiene a la capa
absorbente 44 atrapada”.

Por o anterior, el capitulo reivindicatorio no cumple con el requisito de claridad, y
sustento en la descripcidn de acuerdo al art. 30 de la Decisién 486.

4. Reivindicaciones relativas a un uso ¢ a un segundo uso (articulos 14 y 21 D
486)

La reivindicacion independiente 23 se refiere al uso del articulo absorbente que se
puede adherir al cuerpo, por medio de unos pasos gue muestran como se
emplean o se hacen funcionar partes del articulo, como son la ayuda de
colocacién tactil y el adhesivo, para un fin determinado.

5. Determinacion del Estado de la Técnica

La fecha para determinar el estado de |a técnica es el 31 de marzo de 2005,
de acuerdo al la fecha de prioridad invocada.

Tendiendo en cuenta la anterior fecha indicada, se realiza la busqueda de las
anterioridades de la presente solicitud, encontrdndose los siguientes
documentos relevantes:

Ne° Documento

Titulo

Fecha de
publicacion

ABSORBENT INTERLABIAL DEVICE WITH
D11 EP1075246 SUBSTANCE THEREON FOR MAINTAINING 2001-02-14

THE DEVICE IN POSITION

D2 U86045544J SHAPED ABSORBENT INTERLABIAL DEVICE | 2000-04-04

6. Analisis de patentabilidad (segun requisito) (articulo 14 D486)

Novedad (articulo16 D486)




sobre dicha superficie de cara al cuerpo para asegurar dicho articulo al cuerpo,
una ayuda de colocacidn tactil que es perceptible tactiimente para la usuaria
desde dicha superficie de cara a la prenda de vestir de dicho articulo”.

La reivindicacion 20 dice: “Un articulo absorbente que se puede unir al cuerpo que
comprende: una capa cubierta; una capa barrera; un adhesivo aplicado a un lado
de la cara al cuerpo de dicha capa cubierta para asegurar dicho articulo a cuerpo;
una ayuda de colocacion tactil que es perceptible tactiimente para la usuaria a
partir de dicha superficie de cara a la penda de vestir de dicho articulo, dicha
ayuda de colocacion tactil esta dispuesta en un sitic adaptado para ser alineado
con la abertura vaginal de la usuaria”.

La reivindicacion 22 dice: “Un articulo absorbente que comprende: una capa
cubierta, una capa barrera, en donde dicha barrera se estructura y se dispone tal
que una porcidon de ella se extiende mas aila de un borde terminal de dicha capa
de cubierta, un adhesivo para asegurar dicho articulo al cuerpo, dicha porcion de
dicha barrera que se extiende mas alla de dicho borde terminal de dicha cubierta,
una ayuda de colocacién tactil que es perceptible tactimente por la usuaria a partir
de dicha superficie e cara a la prenda de vestir de dicho articulo, dicha ayuda de
colocacion tactil que esta dispuesta en un sitio adaptado para ser alineado con la
abertura vaginal de [a usuaria”.

D1 relata dispositivos absorbentes como toallas sanitarias, pantaletas, dispositivos
interlabiales y dispositivos de incontinencia. El dispositivo interlabial tiene al menos
un superficie que contacta el cuerpo de la usuaria (Pag. 3 parrafo 008). El
dispositivo interlabial absorbente lo componen una hoja superior permeable a los
liquidos, una hoja posterior impermeable a los liquidos la cual esta unida a la hoja
superior. Una marca unida a la hoja inferior puede facilitar la insercion vy
opcionalmente la remocion del dispositivo interlabial (Pag. 3 parrafo 0013). Otra
alternativa de la invencion es que el dispositivo interlabial puede utilizar sustancias
adhesivas (Pag. 3 parrafo 0014). E! dispositivo interlabial muestra una superficie
que enfrenta el cuerpo (20A) y al lado opuesto (20B) y una marca opcionalmente
removible para la colocacidon (52) la cual es unida en el lado inferior 20B de la
porcion del cuerpo principal (22) para proveer un dispositivo interlabial con forma
de “T" como configuracién seccional trasversal. La porcién del cuerpo principal 22
puede tener cualquier configuracién disponible (Pag. 5 parrafo 0021). La hoja
posterior (38) segun figura 2 y 3, provee que los exudados absorbidos y
contenidos en el recubrimiento absorbente (44) no hagan contacto con las prendas
de vestir de la usuario (Pag. 7 parrafo 0038). Otro ejemplo del dispositivo
interlabial puede contener algunas sustancias adhesivas descritas aqui como
adhesivos alrededor de la periferia de la superficie de contacto con el cuerpo (Pag.
13 parrafo 0084).

D2 describe un dispositivo absorbente y particularmente una forma de dispositivo
absorbente que puede ser usado interlabialmente por usuarias femeninas para
propositos catameniales o protecciébn contra la incontinencia o ambos (Col. 1
lineas 21-24). Un objeto de esta invencion es proveer un dispositivo de absorcién
interiabial que puede ser insertado interlabialmente sin que las manos de la
usuaria toquen la superficie interna de los labios (Col. 1 lineas 21-24). Otro objeto
de la invencion es proveer un dispositivo interlabial que de indicios para ayudar a
la ustiaria ha enlocar adecuadamente el dienncitiva (Cal 1 linase 294 28 | A




1
lineas 1-15). La superficie al cuerpc es un alamina de una hoja superior)(
hidrofilica (Col. 16 lineas 63-67). Si se usa una hoja posterior esta puede ser
impermeable 0 semi-impemeable a los liquidos y preferiblemente fiexible (Col. 17
lineas 7-9). Opcionalmente la extension fiexible (24) o otra porcién del dispositivo
(20) puede tener un adhesivo bio-compatible para ayudar en la adhesion del
dispositivo en la superficie interior de los labios de la usuaria (Col. 18 lineas 11-
14). La estructura mostrada en la figura 8, también provee una zona central
conveniente para agarrar el producto e insertarlo en los labios mientras que los
dedos de la mano de la usuaria que inserta el dispositivo se protegen de entrar en

contacto con su cuerpe (Col. 15 lineas 1-3).

Analisis de [as diferencias con respecto al estado de la técnica:

Raiy | - . b1 T D2
Reiv. Caracteristicas Esenciales EP1075246 USB045544
Un articulo absorbente que se puede unir al Si(Pag. 3 SI(Col. 1
cuerpo gue comprende: parrafo 008) | lineas 21-24)
superficie de cara al cuerpo 0 ;:é;agd; ) Iﬁl e(ac;O;'-: g)
una superficie de cara a la prenda de vestir pa’s:lrag;agbgi ﬁ,!,ég;l%jg?;
1 lun adhesivo dispuesto sobre dicha| Sl (Pag. 13 T SI (Col. 18
superficie de cara al cuerpo para asegurar | parrafo 0084) i '
\ , ineas 11-14)
dicho articulo al cuerpo
una ayuda de colocacion tactii que es
perceptible tactiimente para la usuaria Sl (Pag. 5 Sl (Col. 15
' desde dicha superficie de cara a la prenda | parrafo 0021) lineas 1-3)
de vestir de dicho articulo
Un articulo absorbente que se puede unir al Sl (Pag. 3 Sl (Col. 1
cuerpo que comprende: parrafo 008) | lineas 21-24)
a capa cubierta Sl {Pag. 5 SI(Col. 16
una cap parrafo 0021) | lineas 1-15)
Si(Pag. 5 SH(Col. 17
una capa barrera parrafo 0021) lineas 7-9)
un adhesivo aplicado a un lado de la cara al Sl {Pag.13 Sl (Col. 18
op | cuerpo de dicha capa cubierta para| parrafo 0084) lineas “_14)
asegurar dicho articulo a cuerpo
una ayuda de colocacién tactil que es
perceptible tactilmente para la usuaria a
partir de dicha superficie de cara a la penda .
de vestir de dicho articulo, dicha ayuda de pésrlrézagdg” I?r:e(gg'ﬁ _135)’
colocacion tactil esta dispuesta en un sitio
adaptado para ser alineado con la abertura
vaginal de la usuaria
un articulo absorbente que se puede unir al Sl (Pag. 3 St (Col. 1
cuerpo que comprende: parrafo 008) lineas 21-24)
, Si(Pag. 5 Sl (Col. 16
una capa cubierta parrafo 0021) | lineas 1-15)
una capa barrera, se estructura y se
dispone tal que una porcién de ella se Sl (Pag. 5 Sl (Col. 17
| extiende mas alla de un borde terminal de | parrafo 0021) lineas 7-9)
22 | dicha capa de cubierta 1
un adhesivo para asegurar dicho articulo al | ' pe ST |
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ayuda de colocacion tactl que esta’
dispuesta en un sitio adaptado para ser
alineado con la abertura vaginal de la

prenda de vestir de dicho articulo dicha j
usuaria”. !

"Reiv.= Reivindicacién

De acuerdo con el cuadro anterior donde se comparan las caracteristicas técnicas
de las reivindicaciones 1, 20 y 22 con los documentos D1y D2, se concluye que el
articulo absorbente descrito en estas reivindicaciones, ya era conocido en el
estado de la técnica. Por |o tanto la reivindicacion 1, 20 y 22 con sus dependientes
no pueden considerarse nuevas.

7. Conclusion:

Los requisitos de patentabilidad de l|la presente solicitud se encuentran
afectados asi:

o Reivindicaciones -
Documento N afectadas Requisito que afecta
EP1075246 1-22 Novedad
US6045544 o 1-22 Novedad

En cumplimiento del articulo 45 de la Decisién 486 de la Comision de la
Comunidad Andina, se le indica que debe dar respuesta dentro del término de 60
dias contados a partir de la fecha de notificacién de la presente comunicacion. En
caso de no dar respuesta al presente requerimiento, o si a pesar de la respuesta
subsistieran los impedimentos para [a concesién, se denegara la patente.
Notifiquese el presente oficie conforme a lo dispuesto en el numeral 5.2, literal €),
del capitulo quinto g€l titulé primero de la Circular Unica N° 10 de 2001.

ALIX CARMENGZ ///I’ESPEDES DE VERGEL
Jefe de Divisic'J?" de Nuevas Creaciones

/
El anterioﬂ requerimiento fue notificado por fijacion en lista, de fecha

22-ENE. 2png

CONCEPTO TECNICO EXAMINADOR TECNICO
N° 0030 Caédigo N° 202090




