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PCT/ US98/ 12610 FEM NI NE HYG ENE SYSTEM AND KI TUSI NG AN ABSORBENT

| NTERLABI AL ylsdabkegF! ELD Of THE | NVENTI ON Thi s invention rel gEfgisbi2610
absor bent devitCes, and nore particularly to an inproved absorbent device
that is worn interlabially by female wearers for catanenial purposes,

I nconti nence protection, or both. DACKGRUND OF THE I NVENTION Al manner and
vari ety of absorbent articles configured for the absorption of body fl uids
such as nenses, urine and feces are well known. Wth respect to fem nine
protection devices, therRMININE RYGIERE SYSTENSANDIRIIEESINGNI t ary napki ns
have been devel oped for external wear about the pudendal region while

t anpons have been devel ope&qf Lnt.e 1 vagi nal cavity for
i nterruption of nenstrual d& Wlﬂj \

et ] %“Ld”pul 08%i ces are di sci osed
in US. Patent No. 4,412,833, entitled "Tanpon Applicator", issued to

Wei gner, et al. on Novenber 1, 1983, and U S. Patent No. 4,413, 986,
entitled *Tanpon Assenbly Wth Means For Sterile Insertion”, issued to
Jacobs on Novenber 8, 1983. Hybrid devices which attenpt to nmerge the
structural features of the sanitary napkins and the tanpons into a single
devi ce have al so been proposed. Such hybrid devices are disclosed in U S
Patent No. 2,092,346, entitled "Catanenidal Pad", issued to Arone on

Sept enber 7, 1937, and U.S. Patent No. 3,905,372, entitled 'Fem nine

Hygi ene Protective Shield", i sSERELD QFCFHRIINVENTIONSept enber 16, 1975.

QO her less intrusive hybrid devices are known as | abial or interl abi al

sani tary napkins are char riz | oLt | ast
partially resi desaﬁﬁf H?W‘ﬁwg r%%?e‘lo' %ngh&aa&%ﬁ on gt{? é’?

| east parti al improwesisbsorbentideviomthabis wore inteclabially bycfemaleovearersiiontcatimeniabs ar e
di sclosed in . 2 5 ntitled "Sanitary .Pad", issued to
Jacks on Dece#%'g?“jﬁ.gﬁa%gg&gﬁﬁ%&g’ 6ot N 2 4,631,062, entitled
Labial Sanitary Pad", issued to Lasen et il on Decenher 23, 1986.

Interl abial pads have the p&AGRGROUND OFIHEINVENIYINAt er freedom from

I nconvei ¢ beause of their small size and reduced risk of | eakage. Nunerous

attenpts have beeg wififier! dhd!Vigietyoof alisbriieht aitieles tonfigired lforothel abpargtiod iof h

woul d body fluids such as menses, urine and feces are well known. With respect to feminine
protection devices, the art has offered two basic types; sanitary napkins have been
developed for external wear about the pudendal region while tampons have been
developed for internal wear within the vaginal cavity for interruption of menstrual
flow therefrom. Such tampon devices are disclosed in U.S. Patent No. 4,412,833,
entitled "Tampon Applicator”, issued to Weigner, et al. on November 1, 1983, and
U.S. Patent No. 4,413,986, entitled "Tampon Assembly With Means For Sterile
Insertion®, issued to Jacobs on November 8, 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 hybrid
devices are disclosed in U.S. Patent No. 2,092,346, entitled "Catamenial Pad", issued
to Arone on September 7, 1937, and U.S. Patent No. 3,905,372, entitled "Feminine
Hygiene Protective Shield®, issued to Denkinger on September 16, 1975. Other less
intrusive hybrid devices are known as labial or interlabial sanitary napkins and are
characterized by having a portion which at least partially 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 U.S. Patent No. 2,662,527, entitled
"Sanitary .Pad"®, issued to Jacks on December 15, 1953, and U.S. Patent No.



conbi ne the best features of tanmpons and sanitary napkins while avoi di ng at
| east sone of the di sadvantages associated with each of these types of

devi ces. Exaxplogdrgad such devices are described in U S. Pat epicrAisSdrzeie O

i ssued to Del aney on Decenber 15, 1939, US. Patent 3,420,235 issued to

Har mon on January 7,1969, U. S. Patent 4,595, 392 issued to Johnson, et al.
on June 17, 1986, and U.S. Patents 5,074,2855 and 5, 336, 208 issued to
Rosenbl uth, et al. on Decenber 24, 1991 and August 9, 1994 respectively,

and U.S. Pat &(631;0620 éntiRid LubiabSadi mc?/ﬂkcw isseéd tal Lassen, $0ak @h)Dcembao2s;. A
comer ci al | y&‘gg@l | abl e int erI abial device is the "FRESH N FI T PADETTE

(al so known TNSYNC' or '"INSYNC MNIFORM ) interiabial pad which is
mar ket ed by Athena Medi cal Corp now known as A-Fem) of Portland, OR and
described in U.S. Interishislspmisdiame ahe potantial w7 provide seenugreaten freedemshfiom on

Cctober 5, 1 nﬁ%ﬁ@ theligif'?al] “‘yﬁﬂ eag;gc %\y ces
have not rret%v%@t g!reat con’mé?cral suc%ﬁyd:#(%l\/ever yre re@ acks

associ at ed wettampls| made\ia the Mci%?f
descri bed i nchmBinbahi@best Laufsofdan atanagasy

and confortabl e insert.iaon, .d e to IE SS of t of
absor bent nafeP b?aﬁp‘g?ﬁq‘ll 7 ‘E’%F‘Fgcﬂfﬁt‘ééﬁ %‘aﬁwﬁl abl e
" EADETTE ( oof "subh W)are rliewixbbdeih vazummfzens,m osmedretocﬂ)eladsyaohage
t hat nmany co e sone
consurrer)s/ di ?}gﬁq}t 2? ﬁw ?bgﬁggéﬁ%‘%@g‘ﬁ{’wﬁghﬁ nduch a
device is prEhSrPatentd wlwdﬂagohmnu. Qt(ﬁlamt Iimetiy, P86 and AhSaPyemt it s
edges. Such | i
consuier s f.ﬁéﬁ“?%?gﬁa%% 3 iﬁ‘% to Rpebuule 03‘91 Depiutis 24 1991 dnd
devi ces suchAugust lswltpamscﬁ/@r °&‘he
H}et hra and/ WW@QDG&RSW&WMB%&I%@McWWH | I d

e wearer i uc I i, & X e
when t he mea?%a?gé“ %’P B‘M{)M QE
i nt Frl ab:l\;tl whichdematicetdd by AtheneMiediealCarpi (moivdanon asz-Feniyoﬁhoktlpnd]tQR
soi |l i ng when
confortabl e aﬂf%&@ﬂ ?gﬁggx?g?gsg?ysnga‘sﬁ% ‘°d§ﬂ“§§"%?‘éh al so
covers the weictaben$, 1976 and Noyember 271979, respectivelyt a range of body notions
and 3 reliably covers the vaginal introitus and preferably also the

uretha duing such | iese BeviGdhavd A6t et willSgreft coftiindriiRY Qi6Eéts, Howevbe Nt
i nterl bial deyice
ere are dra aré@/ 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 ingertion, due to the possibility of the layers of absorbent material
opening up during insertion. The commercially available “PADETTE” ( or “IN-
SYNC”) interlabial device suffers from the disadvantage that many consumers find it
difficult to insert properly and may cause some consumers discomfort especially if not
properly inserted. Even when such a device is properly inserted, it may tend to allow
by-pass flow around its edges. Such flow can cause body soiling or panty soiling
which many consumers find unacceptable. Additionally, previously known interlabial
devices such as the “PADETTE” interlabial pad 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 the wearer
urinates,

Therefore, a need exists for an improved interlabial device which will reduce’
the incidence of body and panty soiling when used. Such a device should be easy to
insert and be comfortable during wear. A need exists for an interlabial device which
also covers the walls of the wearer’s labia throughout a range of body motions and



be used as part of a systemof fem nine hygiene protection or with a
fem ni ne hygi ene SUMVARY OF THE I NVETION This invention relates to

absorbent dgy, ?gﬁfm ghd nore particularly to an inproved abso&,@;ﬂ)%ggﬁ\q(pe
e

that is inser Into the intedabial space of a fenal e wearé€r

cat aneni al purposes, incontinence protection, or both The absorbent
interl abial device of the present inventigon conprises a |liquid pervious
t opsheet, a liquid |nperV|ous backsheet which is jOIned to the topsheet

?ggg?R gPS?LE% o%%:t; rlabﬁqr evi cg%gg? ter i ia W rrmand

| ess t han ab&wtio GF“PP@V%WSG Wnd

about 50 mMm bélageddsiaft @ﬂyh@imﬂmﬁdwﬂupﬁﬁmﬁMvﬁWh kness.
Addltlonally?%_he device conprises an ws of preferred bending, pretrably

| ocat ed gene Iy along the longitudinal centerline of the deV|ce When t he
device is folded along this axis and |nserted into the wearer's |ntedab|al
space, the topsheet mai ntai nSUNMNMAK ! INVENTION of t he weaer's | abi a.
In a preferred enbodi nent; the length of the deV|ce may be between about 90

and about 105 nm qheie mhy Jtéke 16 a8 Me&

constructed of rayon or need punche%urayon ‘gsorggl% cor may aI SO

be const r uct apreved absorbent devies, thay s insertabie) intp ayﬁnﬂm space oha fomal
backsheet of ywehfRr fitcatahiftfiial pitp6ieainédntineideGRotedtiol, of bothl ¥ wat er

di Epersi BI e. Pr eLerabI Y, thg deV| ce co][rprl sez bi odegra]gabl F materials. A
2nd optional T ool IBMODAL HIEUREY dgvieh of1Be PRoFEEILveDton coPpLRRs s AUt | on
?thOaL SIO?E gﬁ pervions bapsheet, oliquid unyemouabmkslmenwmdltwjmdab thetopsheet, andh as
fem ni ne hygﬁ‘éhé&gi %égﬁﬁwggwg%flﬁw% q&‘F%’%&fﬁﬁg an
i nt erl abi al inmrbbmhéevimemmmom G0 mmhand lessrthan aboutii3vpne
sani tary ”ap‘l’hé‘uﬁ&hb?ﬂlecde%éﬂméén ibofif 28 ariblot 2 Sl Osmmm hen

pulling the undergarne 5 Intg Its usua V|ng
t he sani tar yofl &mnanmamam rom

the wearer'sp b%ﬁ&fﬁ;ﬁm Béderdlly along fthél%h ummbedt&ﬁhéomacent
t he pudendal re i 0 he, wear.er, nterl abj al’ device and the
sanitay napkHvi %W .%ﬂ%dﬁ&ﬁ%‘?# r’é‘Fse?‘?‘ieH’sﬁg?% t}il"'l’""ief‘l'ié"ﬁresent
i nventi on, tmmmmmfmmmmnmmms&wmylm t he

i nterlabial device prior to urination then, subsequent to urination,

In a preferred embodiment, the length of the device may be between about 90
and about 105 mm. Preferably, the liquid pervious topsheet may be constructed. of
rayon or needle punched rayon. The absorbent core may also be constructed of
rayon, cotton, or a blend of rayon and cotton. The backsheet of the absorbent
interlabial device is preferably water dispersible. Preferably, the device comprises
biodegradable materials. A tab may be attached to the backsheet of the device to
facilitate insertion and optional removal of the device with the fingers.

The present invention also relates to a method of using an absorbent
interlabial device, such as the absorbent interlabial device described above, as part of
a system of feminine hygiene products. The method comprises the steps of inserting
an interlabial device into the interlabial space of the wearer, placing a sanitary napkin
in the crotch portion of a panty-type undergarment, then pulling the undergarment
into its usual wearing position without removing the sanitary napkin from the
undergarment or the interlabial device from the wearer’s interiabial space such that
the sanitary napkin rests adjacent the pudendal region of the wearer and the
interlabial device and the sanitary napkin are worn simultaneously. In preferred
methods of the present invention, the method may further include the steps of



inserting a new interlabial device which is worn sinultneously with the
sanitay napkin. Optionally, the interiabial device may be expelled by

urination, t{gysgrggcond interlabial device may be inserted ipgdoudsstacio
wearer's interlabial space and wom sinul taneously with the saiary napkin.

I n anot her aspect of the present invention, the invention conprises a
fmnine hygiene kit. The kit is conprised4of a sanitary napkin and an
absorbent intedabial device packaged in a comon package. Such a kit

ficilitates atheYinteglabiafl device ambymﬂﬁennmgumb SeqiesitNtoA Grindtiohn e

net hod described,above. The,sa kin and in al i ce.are each
adapt ed such PHEHng 4 M% J#H&t 5%%0 U§ &W@‘@ ‘6%
absor bent |ntﬂphlb|®ttoﬁaﬂy the interlabidldevice mdyd ttlmnmednﬂred

features of t 0 T or bent
| nt eul abi Wﬁgﬁﬁé "Weﬁéats%ﬁééﬁ@o ‘13%?% "‘%@*ﬁ@ Hace '8, o3y
system of f ersimiltanety mtbﬁmmm conjunction with an absorbent
tanpon. Such a net hod conprises the steps of inserting a tanmpon into the

;/ﬁgl nalt C?VIbtyl of f fmoﬂﬂ@i%bctdﬂ’tﬁ@ M?Eﬁeﬁ&?tﬁ@ﬁeﬂtﬁ&h% Bbe%'dagﬂiﬁxfee into
e 1 nterl apl.a e ¢ wear er na wearin e ,tanpon,an €,

absor bent mtlgﬂe&g% ﬁ&/ ésg?‘ﬂﬁ‘i“legrf’z S‘“p@m@g&%""ﬁ"r@%é‘
absorbent i ntdevicalyaskaged\ih @ccotnman ipac eh Suchei hm@adlttmshﬁe@fa systami of
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kit conprisemapkio and dntedahiali devicd ae mldeadnpxedosuchh&abrtbegemyl be ewotnon

packaged in wwcﬁqﬁasy {“&eﬂh
absor bent |nt erlabral ‘device drrprl ses ﬁP |qU| peV| ous opsheelgtl ﬁn i quid

i nper vi ous bl @ﬁﬁmheﬂéhw%ore
positioned between the topsheet and the backsheet The absor bent

inter| abial devi certiesoberbBhrcitcHibiicievtlrorthd plesent ifyehtitiP i id be SRR Of
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BRI EF DESCRI P t.

clainms parti c%#??ﬁﬁ%er’%&c@ Wg?t ‘ﬂ?ﬁ?‘?ﬁ"&t‘%@ &%ﬁ%ﬂg}‘ﬂgﬁ%t ter
which is regafdthe wmearenr ah gwcamgpﬂwswnpommmonabsmbems edevideat t he

Invention W |gmignBaisiyfor 408 'of Bhe! 'PHE db36rbent imterlabial device used in such a

method comprises a liquid pervious topsheet, and liquid impervious backsheet joined
to said topsheet, and an absorbent core positioned between the two.

Another feminine hygiene kit comprises the absorbent interlabial device of the
present invention packaged in a common package with an absorbent vaginal tampon.
The absorbent interlabial device comprises a liquid pervious topsheet, a liquid
impervious backsheet joined to the topsheet, and an absorbent core positioned
between the topsheet and the backsheet. The absorbent interlabial device is adapted
to be worn within the interlabial space of the wearer wherein at least half of the
device resides within such interlabial space. Each of the absorbent vaginal tampon
and the absorbent interlabial device are adapted such that both may be womn
simultaneously,

BRIEF DESCRIPTION OF THE DRAWINGS

While the specification concludes with claims particularly pointing out and
distinctly claiming the subject matter which is regarded as forming the present
invention, it is believed that the invention will be better understood from the



foll ow ng description taken in conjunction with the acconpanyi ng daw ngs,
in which: FIG 1 is a top plan view of the absorbent inteabial devce of the
present invegbdammi! G 2 is a cross sectional view of the abperbsssizeéio

i nterl abi al deV| ce of the presnt iention, taken along line 2-2 of FIG 1.
FIG 3 is a side view of the absorbent interabi al device of the present

i nvention. FIG 4 shows the absorbent intértabial devce of the present
invention folded along the axs of preferred bending and being grasped for

i nsertion by tbllewh%aam tio 3sked. inFConjusiction with rhs dnagdngsplinvi ew
of a human fe wear er show ng the pI acenent of the absorbent interl abial
device in the Tees interl abial space. FIG 6 is a typical prior art

nitary napkin which may be used in a nethod of using a system of fem nine
hygi ene products oFIGsl s topplan viewriof ithe apsortient interlablal devite ofi¢theppresantt
I nvention. FI .ohs a typical prior art tanmpon which may be used in a
met hod of using a system of fem nine hygiene products or as part of an
addi tional fem ning rot,ect ion kit of the present invention. FIG og,éng

front view of an i \# &8  cromscsestienal yiew RE the,absorbent interiabial device

unopened CO”%MMVM&WM@%ZJMHG ghe individual package in an
opened condition with the folded interl abial device inside. FIG 10 is a

pl an view of an a us sultablef ushabi it tenmn n_acc rdlng
to the nethod desgfﬁ%a% B4 P “@'é‘l"’ Fﬁﬁ%’é‘ tﬂ%bmgéﬁ&ﬁf ‘gtée
cross-secti onineéntiohe fl ushability apparatus of FIG 10 taken along. i ne
11--11 thereof 6 DETAI LEDDESCRTI OW G: THE | NVENTI ON The present

i nvention is di rec ﬁ‘%?ﬁm g?m hows
one enbodi nent of an ‘a sga%e'ﬁ? I nter a {%gg{’@e&kﬁgﬁ&wﬁh 8@??1(@&&
The present isloughtheosxis ebprefeared egdtnmandu ring grasped fordnsention by theawearer's he
particul ar cqﬁfgeggratlon shown I n the draw ngs.

FIG. 5 is a cross-sectional saggital view of a human female wearer showing
the placement of the absorbent interlabial device in the wearer's interlabial space.

FIG. 6 is a typical prior art sanitary napkin which may be used in a method of
using a system of feminine hygiene products or as part of a feminine protection kit of
the present invention.

FIG. 7 is a typical prior art tampon which may be used in a method of using a
system of feminine hygiene products or as part of an additional feminine protection
kit of the present invention.

FIG. 8 is front view of an individual package for the interlabial device in an
unopened condition.

FIG. 9 is front view of the individual package in an opened condition with the
folded interlabial device inside.

FIG. 10 is a plan view of an apparatus suitable for flushability determination
according to the method described in the TEST METHODS section, below.

FIG. 11 is a cross-section of the flushability apparatus of FIG. 10 taken along .
line 11--11 thereof.



As used herein the term *absorbent interlabial device" refers to a
structure which has at | east sone absorbent conponents, and which is

speci fical | ywegishdigred to reside within the intedl abial spaggiaisegnieioel e
wearer during use. Wen the absorbent interlabial device 20 is properly

sized for an individual wearer, nore than half of the entire absorbent

I nterl abi al device 20 of the present inve&tion resides within such
interlabial space. Preferabl y subst ant ially the entire absorbent

interl abial device 20 r D IDESCE ;:;gjh[;L]'L(Q, and nore
preferably the entire absorbent | nterl abi al devi ce 20 resides within such

Tnter|abral  opacetnt Bt Mot drscidd o] n MRl mtabial Bpitst mBRT 1L
f emal e anat ony shéws lone embodiment! of anvabsorbestcintenlgbidl-devicef interdabial device 28bi a
L R Ak syt e

are the labia ™ m e’an rincipal urogentt
|nclud|ngthe°Q!lﬁB¥@ﬁP% drawingsi the urethra, and the orifice of the
vagi na. Standard nedi cal aut horltles teach that the vestibule refers to the

Spflcedbounde? | at eA@‘utked th?]kehp?eitasﬁ d;ﬁs&ﬁfeﬁ?ﬁﬂ&hlﬁia% Hbﬁcd"&bfde?st 0 H%uf
extending interd e ween the clitoris an e

t he vagi na. &F@M ¢ lepgt WI ‘g ?B*t%t which.is; specifi as
defi ned abovetonm;xdeeirﬂhnttheuimddpdcspabebﬁﬂemmewemr dhnsgmﬁaceWhexf thehe

| abi a maj or a, abi a
mnra also knﬁﬁéﬁ%&?a@%ﬁ% ﬁ%ﬁgﬁﬁt %%*?;EP %ﬁ@%@ %ﬁ%%&*@

the present chalfco entirel ent inter evier: 20 tof the \preseptoinvention msx dés ce of
t he vagi na i n%ﬂ"ﬁ gﬂal efers
generally to bot t%eﬁ% 5 or an m??l am nora EE l'a termnate

anterioriy ardevises2Q tesidesy Wéﬂ“‘\t Buac @Gﬁﬁn@éuﬂ@reaﬁﬁfm & tesfireoy

commi ssure, r{sodeht ifbriabial tdevick |200 fesides Gittin GHctD ¥ntbihidbit splide bffci fehalehe art
that there |s a nge ré’sge of variation anong women with respect to the

rel ative size™ | abia majora and | abia m nora. For purposes of
the present description, however, such differences need not be specifically
addressed. It w | |Abasedherpin,zthe termt "mhdalﬂals;p:se"t rcfasotb that spiceoinb ehet

i nterl abi al I b
:Nln| Ier r 2qL?r ecm acemeér#“gh Mq@wa&%'% aﬂpﬂtoﬁ‘g ‘?iri\igif eces 0 iﬁg&{ %ﬁtﬁgﬂa Ve
majora Wt hom f the lshiagmajora; extendingdntocthe yestib qucateﬁ@wmmgeﬂﬂmmm t he
| abi a maj or a g @¢the lA6ialnihbe the WetiBulk ahd cifall ifbgéfifl SembeR indudiRg the

detailed descr Dl O Ol o R ot a0 the Sribica ok Sxea”a‘ a. " Standard medical
authorities teach that the vestibule refers to the space bounded laterally by the inside
surfaces of the labia minora and extending interiorly to the floor between the clitoris
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 interlabial space for purposes of the present description
does not extend substantially beyond the orifice of the vagina into the vaginal interior.

The term “labia" as used herein refers generally to both the labia majora and
labia minora. The labia terminate anteriorly and posteriorly at 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 disposition of the absorbent interlabial
device into the interlabial space of a wearer as defined above will require placement



attention is directed to Gay's Anatony, Running Press 1901 Ed. (1974), at
1025- 1027. The absorbent intel abial device 20 shown in FIG 1 has a

| ongi t udi nal s96fpne L which runs along the "x" axis. The g@inisesn2610

"l ongitudinal™, as used herein, refer to a line, axis or direction in the
pl ane of the interlabial device 20 that is generally algned with (e.g.
approximately parallel to) a vertical plame which bisects a standing vvearer
into Ieft and right body hal ves when the interlabial device 20 is worn. The
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"Lower" or downwardly is toward the wearers feet As shown in FIGS. 1 2, the
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wer e measur edperdiousjtopsheeh42; a liquid impervious backsheet 38 ;omed to the topsheet 42, and-
an absorbent core 44 positioned between the topsheet 42 and the backsheet 38. The
interlabial device 20 must be of a suitable size and shape that allows at- least the
majority 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 least partially 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,

The size of the interlabial device 20 is important to its comfort and
effectiveness. The length of the absorbent interlabial device 20 is measured along the
longitudinal centerline L in the longitudinal 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
90 mm and about 105 mm. The width of the interlabial device 20 is measured along
the transverse centerline T in the transverse direction (or “y’-direction). The
absorbent interlabial device 20 preferably has a width Wy which is between about 25
mm and about 50 mm. The thickness (or caliper) is the “z’-direction dimension of



sge with a 0.25 psi (1.7 kPa) (gauge) load and a 0.96 inch (2.44 cm
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varied to maintain a confining pressure of 0.25 psi (1.7 kPa) (gauge). The
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width Werr] and the Iength L[err] of the device 20. Preferably the cali per

Tlerr] of thetpbfeRideaant pof nfdainitbmelty ighen Zﬁmﬁmﬁmmge@

Tore pref or anBgee iLe m&’psmoﬁmw e doncand 3o (o AR i) i ook "

interl abi al dFhosecskilleddn the att wdll recoghiee tieat if & 096 inchi @at4pampdinmetes fopt ven

Compared Lo Evé'{)?@'@f&% %W&@%@E i e Jobt, AP il b VRlKF IRES e,

i nterl abi al MNMBmmgpmopﬁf)Z&epﬂ ce 20

of the prese maﬁ hgm
difficult to posiflo per y V\??Hlﬁ&;t&g I Nt &F ﬁ%alpace 2 en |t¥m‘such
pads are pomgledﬂ’éﬁl lengtly Ly of ghe; devige2Q: o Praferably the, eslipen Taof

by- pass fIO\év aisowt/mwuﬂm esm(;ermmedshﬁme & S10&fualio dboft Bafim, xﬁgfv rbﬁﬂxblh
previ ous pads, we £ Wi L quid i ese
pads, t her ef otb& ‘@ﬁ?ﬂ‘ﬁf‘ %ﬂ?""g}\g P&P HEFQ Epef?%}g’giﬁ'i%&%rﬁ act
wi th the bottmm,surface of the pad. The |nterlab| al device 20 is preferably
provided with sufficient absorbency to absorb and retain the exudates

di scharged fromth
dependent at Ieastepar I'a ?8 Hx‘é%sqrﬁgﬁ yS| caP %Ifurre owq%g%%%‘f

i nterl abi al dtize @ermmtemsv'ab mer:csultmnara gpduct dwith dacrpssed

capacity of afimicf ViR fE d may
have a capaC| ty 0 @io %éd%g; M?ﬁﬁgﬁ% absorbgﬁété’aﬁts or ?%ﬁ%&?hat
expand when wi# BE swhfﬁ‘}/“{ey’g ensrinteanial device, 28 96 the 10
grams, for s tle%t ifvention a@ach eﬁé\ﬁaﬁttérlabﬁf 6= be CdifficQlt i1 positiner

capacity Tor &speﬁsm‘?%wr*ﬁ? %ﬁ%ﬁéiﬁ‘r&'&l Foed i pi o & pusijoréi é‘éf?‘gﬁ%ﬁt e
smal | er than hdve andmaeised tendeficyda aliiw by-pass flovo sHbadyi emdates arebmdithe edgeset hod
bel ow. St noe Pt Pabc ?&dd%'ﬁ’“?f% ﬁ:ﬂﬁ c}%ﬁii“epee : %ﬁg@ Vil RS BiRIGS, | OT
i n the inter|basksheets pThese pads, ¢ icould pantg@pilmsman egilfjofsts to
doos not §eer et wifhih borkid ?ﬁ“:’iﬁé‘%&??f? "nterl abi sl space, Sone of
paca)sOrDed EXUAALLS: elabial device 30 is preferably provided with suficlent aborbency fo”

absorb and retain the exudates discharged from the wearer's body. The capacity of

the product, however, is dependent at least partially upon the physical volume of the

absorbent interlabial device 20. The absorbent interlabial device preferably has a

capacity of at least about 1 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 from about 2 to about 10 grams, for saline.

Preferably, the capacity of the device 20 is greater than about 6 g for saline. Those

skilled in the art will recognize that the capacity for absorption of body exudates such

as menses will typically be smaller than the capacities given above for absorption of

saline. A method for measuring absorbent capacity is described in the Test Methods

section, below. Since the interlabial space can expand, larger volumes can be stored

in the interlabigl 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 to the wearer’s interlabial space.
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As used herein, the term "biodegradable materials” refers to a8 material having
greater than or equal to about 70% biodegradation (percentage of theoretical carbon
dioxide evolution) after 28 days when measured according to the Sturm Test which
has been designated Method 301B by the Organization for Economic Cooperation
and Development. Preferably, the materials comprising the present invention have a
biodegradation of greater than about 80% and, more preferably, biodegradation is
greater than or equal to about 90%.

The topsheet 42 may also comprise an apertured formed film. Apertured
formed films are pervious to body exudates and, if propetly apertured, have a
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 the body remains dry,
thereby reducing body soiling and creating a more comfortable feel for the wearer.
Suitable formed films are described in U.S. Patent 3,929,135, entitled "Absorptive
Structures Having Tapered Capillaries”, which issued to Thompson on December 30,
1975; U.S. Patent 4,324,246 entitled "Disposable Absorbent Article Having A Stain



1975; U. S. Patent 4,324,246 entitled ' D sposabl e Absorbent Article Having A
Stain 10 Resi stant Topaheet", which issued to Mullane, et al on April

13, 1982; U. t 4,342,314 entitled Resilient Plastic ng
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' ndividual Ty 9 SORAS MBE will S38YofF BR Dl kithd: Harfidwing into and being
absorbed by the absorbent core 44. The body surface of the topsheet 42 can be made
hydrophilic by treating it with a surfactant such as is described in U.S. Patent
4,950,254 issued to Osborm, IIl. In a preferred embodiment, surfactant is
incorporated into the polymeric materials of the formed film topsheet.

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 layer 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 underlying layer. The topsheet 42 can be maintained in contact with
an underlying absorbent component, by entangling the fibers of the underlying layer
with the topsheet, by fusing the topsheet 42 to an underlying absorbent layer by a
plurality of discrete individual fusion bonds, or by any means known in the art.

1t is not 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
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the above. As shown in FIG. 1, the preferred shape for the absorbent core 22 and the

overall absorbent interlabiat device 20 is generally ovoid or elliptical.

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 other suitable absorbent
materials include cotton fibers or cotton lintels, creped cellulose wadding; meltblown
polymers including coform; chemically 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; absorbent sponges;
superabsorbent polymers (in fibrous and particulate form); abserbent gelling
materials; or any equivalent material or combinations of materials, or mixtures of
these. Preferred absorbent materials comprise folded tissues, cotton batts, woven
materials, nonwoven webs, rayon including needle punched rayon, and thin layers of
foam. The absorbent core 44 may comprise a single material. Alternatively, the
absorbent core 44 may comprise a combination of materials.



mat eri al s, nonwoven webs, rayon including needl e punched rayon, and thin
| ayers of foam The absorbent core 44 may conprise a single material.

Al ternati velwofg}g gbsorbent core 44 may conprise a conbi nat g@@m}mzsm
materi al s A particularly preferred material for the absorbent core

44 is bat of rayon or a rayon/cotton blend. A tri-|obed rayon known as
GALAXY rayon, available from Courtaul ds E'zbers, Inc. of Axis, Al abama, has
been found to work vveII for the material conprising the absorbent core 44.
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films ‘su thermoplastic ﬂlms of polyethylene or polypropylene, composite
materials such as a film-coated nonwoven material, or organic material such as a
collagen film. The backsheet may be made from a polyethylene film having a
thickness of from about 0.012 mm (0.5 mil) to about 0.051 mm (2.0 mils). An
exemplary polyethylene film is manufactured by Clopay Corporation of Cincinnati,
Ohio, under the designation P18-0401. The backsheet may permit vapors to escape
from the device 20 (i.e., be breathable) while still preventing exudates from passing
through the backsheet.

(Q

Preferably, the backsheet 38 is dispersible and/or dissolvable in water.
Polyviny! alcohol (including co-polymers of polyvinyl alcohol) has been found to be
suitable as a material for a dissolvable backsheet 38. The polyvinyl alcohol may be
coated with a tissue, with a wax or other hydrophobic coating to reduce the rate at
which it dissolves in water. This allows the backsheet 38 to maintain its integrity
during use, while retaining the ability to dissolve in water during disposal of the
device 20.

The term "dispersible” as applied herein to an absorbent interlabial device or a
component thereof refers to an article or material which will disperse into at least two
fragments in mildly agitated water.  Such a device will break into pieces in a



during use, while retaing the ability to dissolve in water during disposal
of the device 20. The term'dispersible as applied herein to an absorbent
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which will disperse into at least two fragments in mldly agitated water.
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surrounding area are too stiff or non-compressible, the wearer may experience
discomfort when wearing the interlabial device 20.

The term “joined,” as used herein, encompasses configurations in which an
element is directly secured to another element by affixing the element directly to the
other element; configurations in which the element in indirectly secured to the other
element by affixing the element to intermediate member(s) which in turn are affixed
to the other element; and configurations in which one element is integral with the
another element, i.e., one element is essentially part of the other element.

The components of the absorbent interlabial device 20 can be joined together
by adhesives, stitching, heat and/or pressure bonds, dynamic mechanical bonds,
ultrasonic bonds, intermingling or entanglement of the fibers or other structural
elements comprising the components of the absorbent interlabial device 20, such as
by meltblowing the fibers comprising one component onto another component,
extruding one component onto another, or by any other means known in the art. The
components of the absorbent interlabial device 20 may be joined with water soluble
adhesives in order to increase the tendency of the device 20 to disperse into a
plurality of fragments in mildly agitated water (such as in a toilet).
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Dispersion Test in the TEST METHODS section, below. More preferably, the
interlabial absorbent device 20 will be dispersed into a plurality of fragments within
about 60 minutes or, even more preferably within about 30 minutes and most
preferably, within about 15 minutes as measured by the Water Dispersion Test.
Preferably, the product will break into fragments which are smaller than about 6 in2,
more preferably smaller than about 2 in2, most preferably smaller than about 1.5 in2.

In particularly preferred embodiments of the present invention, each of the
components of the interlabial absorbent device 20 will disperse into a plurality of
fragments when immersed in mildly agitated water. Alternatively, the components of
the absorbent interlabial device 20 may separate from each other without themselves
breaking into a plurality of fragments (e.g. the topsheet 42, backsheet 38, and core 44
may break apart from each other while each otherwise remaining intact).

Preferably, the absorbent interlabial device 20 comprises biodegradable
materials. While biodegradable materials are preferred for the absorbent interlabial
device 20, it is not necessary that each and every material used be biodegradable. For
example, the device 20 may comprise superabsorbent particles which do not
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Thi s al | ows. t BR8CFoDReRingestadg the zigvice 20 will preferably tend to unfold sl
topsheet 42 of the device 20 in contact with the inner walls ofthewearerslabxa.
The device 20 may be resiliently biased slightly along the axis of preferred bending A -
to increase the tendency of the device 20 to unfold. This allows the folded device 20
to act as a “spring” under both wet and dry conditions and, consequently, to increase
the tendency of the topsheet 42 of the device to remain in contact with the inner
surfaces of the labia when the absorbent interlabial device 20 is in place. A device 20
constructed according to the preferred embodiment described above, however, does
not necessarily require any additional structural features to provide the ability to
maintain such contact. The naturally moist surfaces of the labia will have a tendency
to adhere to the material comprising the topsheet 42 further tending to keep the
device 20 in contact with the inner surfaces of the labia.

The absorbent interlabial device 20 described herein is both flexible and
compressible. Flexibility and compressibility are important to product comport. If
the absorbent interlabial device 20 is too flexible, the device is not conveniently or
easily -placed between the folds of the labia, if it is too stiff, the device is
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The preferred shape of the absorbent interlabial device 20 shown in FIGS. 1-3
(i.e. one in which the device is tapered at the ends) allows the device to easily and
comfortably fit the wearer’s interiabial space. A device 20 with such a tapered shape,
when folded along an axis of preferred bending A (as in FIG. 4) will bave a profile in
which highest point along the axis of bending A (as measured in the “2”’-direction) is
in the vicinity of the center of the device 20 rather than at the ends.

The liquid impervious backsheet 38 of the absorbent interlabial device 20 is
also responsible for improved product performance. As described above, the
backsheet reduces the likelihood of body or clothing soiling from discharges which
are absorbed by the device 20. Additionally when the device 20 is folded along the
axis of preferred bending A, the backsheet 38 will form a recess 62 which protects
the wearer’s fingers from soiling when the device 20 is inserted.

Previous interlabial pads have not combined the attributes of the device 20 of
the present invention to obtain the performance and comfort results described herein.
Several previous pads consisted of a small generally cylindrically shaped absorbent
material which is inserted into the interlabial space. These devices were not provided



confortably fit the wearers interlabial space. A device 20 with such a
tapered shape, when fol ded along an axis of preferred bending A (as in FIG

4) will havewz gis3kiel © in which highest point along the axis wirdbsrAsane A
(as measured in the "z"-direction) is in the vicinity ofthe center of the

device 20 rather than at the ends. The liquid inpervious backsheet 38 of
t he absorbent interlabial device 20 is algo responsible for inproved
product perfornmance. As descri bed above the backsheet reduces t he

l'i kel i hood of witidyliiiid Ghpértiot® Syed feg$ bed

13%/ ltohgf g(ra\r/;geé ! ddltlo%grﬁée%en the deV| Ceﬂfﬁf‘m@ foI deg al O\ﬁﬂﬁlbﬂgyam S

protects the mﬁn@inscdmmfsomd rtlmpmw\hdegce\nen Other tipes of prévicus pads did ed.

200t ne pr CEREE %ﬂ@ﬁ%@%@%ﬁ%h@hi@%ﬁ%ﬁ#ﬁ%@% s

descri bed her giepreseatiaventioprapd inshudeg siguificant podtions whichzresided éxternailyrtaithe/

“hiorlabi ol LS2ABALaReEOSANY c“%ert 10 Erov.%%%”““i?“*“‘"?h  difarged,

i mpevi ous bac efuide migeate dat the o6 rsueh pads.HyAdditienally. theyn
i nsertion andmwmae@mmuﬁgrmmuaﬂ xw&Bvdd%rﬁeﬁedmmWﬁ@e@Ody

song in conpa |son to,the. resent evi ce 20, es ,of, .previ Qus ads
G 0% ncl ude” b4 SO0 BeSr S Hest) S e ind s ing aboys Bserited RigBEbTit

device 20 of pmk present |nvent|on and |ncluded significant portions mhlch
resi ded extenady to the interlabl space. Such designs nay also lead to

17525001081 1) R Wl U5 B i, 4 1
present |nven§bw¢%mﬁb@f§:§®2@flﬂ°§ﬂ é@#’b@&f@&:gghlalgm tl thay prevdensbed
wearing awar € Adtits gi! ed lﬁﬁoﬂ’iﬁ
P e b it s e

than previ ouswwxwt@haolmrds&bl Row nedﬁsertAdﬂI tseothe | device! MEhegefOR] aid y
flat and fold%%#i ? ration.of t e absorben terlabl al ,devi ce 20, of the

present inven Bresent Juve RS C And Jpore acqurate;
to how to |nsms¢ruam$muparmo@mmm€5ﬂabxdfpade the devi ce 20 of t he
present invention is associated with an easier and nore accurate insertion

% 1< bref er ab 5” oo nciSEnf iop bl GBS 20116 prRABAEY it Fith Bjeckl ! C©
val tab 52 joined to the backsheet 38. The tab 52 may be made of a variety of
materials and need not be absorbent. The tab 52 may be formed from a nonwoven
material which is heat bonded to a tissue layer. A suitable nonwoven material is
known as COROLIND and is available from Corovin, GmbH, Peine, Germany. A
suitable airlaid tissue is available from Merfin Hygenic Products, Ltd., of Delta,
British Columbia, Canada, having a basis weight of about 61 g/m2 and having the

designation grade number 176,

The tab 52 may be of any suitable size which provides for a convenient finger
grip during insertion and, optionally, removal of the device 20. In the preferred
embodiment shown in FIGS. 1-3, the tab 52 is about 20 mm long, and about 13 mm
in height (i.e. measured in the “2”-direction after attachment).

The tab 52 is preferably joined to the surface of the backsheet 38 which faces
away from the topsheet 42. The tab 52 provides a location for the wearer to grasp
the device 20 during insertion. The absorbent interlabial device 20 is designed to be
expelled by urination. The tab 52, however, may provide an alternative mechanism
for removal of the device 20 (i.e. removal with the fingers).
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inside surfaces of the labia. When the wearer is standing, the labial walls close more

tightly around the folded absorbent interlabial device 20.

The interlabial device 20 is preferably at least partially retained in place by
exerting a slight laterally outwardly-oriented pressure on the inner surfaces of the
wearer's labia minora, labia majora, or both. Additionally, the product may also be
held by attraction of naturally moist labial surfaces to the material comprising the
topsheet 42, Optionally, the topsheet 42 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 in place, while still allowing for reliable,
and comfortable removal of the device from the wearer's interlabial space.

The absorbent interlabial device 20 can be wom as a "stand alone” product.
Additionally, superior performance in reducing body and clothing soiling over
extended periods of wear time (such as overnight) can be obtained by using the
absorbent interlabial device 20 as part of a “system™ of feminine hygiene products.
One such system which is effective in reducing soiling is an absorbent interlabial
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5,009,653; 5,267,992; 5,413,568; 5,460,623; 5,462,166; 5,489,283; 5,569,231; and
Re. 32,649. Other sanitary napkins are also acceptable, such as those without wings
78 or those which are not of the “Ultra-thin” type.

In order to use an absorbent interfabial device and a sanitary napkin as a
system of feminine hygiene products, the wearer inserts the absorbent interlabial
device into her interlabial space and places a sanitary napkin in the crotch portion of a
panty-type undergarment. These two steps may be performed in either order. Some
women will prefer to place the sanitary napkin in the panty crotch first in order to
catch and absorb and drops of menstrual flow which might be released prior to the
time that the absorbent interiabial device can be inserted. Other women will chose to
first insert the absorbent interlabial device. After the absorbent interlabial device is
inserted and the sanitary napkin is positioned in the undergarment crotch, the
undergarment is pulled up into its usual wearing position. Consequently, the sanitary
napkin will rests adjacent the pudendal region of the wearer’s bddy and will be worn
simultaneously with the absorbent interlabial device.
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the above-described systemis the ' "ALVAYZ® U tra thin Mami with Wngs

sani tary napkin which is nated and packaged by the Procter & Ganble Corrpany
of Gincinnati, OhiPreforsbly, the absorbentrinterdabial &w@auuﬂtmﬂxm&mdam

5 587, 96 Q%MM%%%%E‘%@?W&@ i ot ippliney .

32, 649. O herbeswnin duringfonlonger pericdsofitime G eebevond she dmamsyftthmt@owenhout

wings 78 or t th f:hulﬂddﬂytﬂums WillBe deflodited ¥n i US®
?gmal;?g;bﬁ%lwiw;gwwﬂggﬁ sani t?ﬁ/ nagkl n as sx,st.em a it

device into hﬁédbﬁétﬁét\taﬁteﬂhbﬂpdﬁ@ceamms;g pvidedawithia eubysmz‘oku-mwl,thme:rotch
ese

portion of a panty- din
eter order. s@ﬂ@MB gﬁ‘“t‘g’ %‘iﬁ%@ﬁgﬁﬁ%@ﬁ’e
panty crotch ﬁheii sibsequentlyl es-insert thetsame ajesiced8 df ib hasbotcyred phsosbedwragits fidl {1 ow
whi ch m ght eased prior to the tine that the absorbent interl abial
devi ce can be rted. @ her wonen will chose to first insert the

absorbent interi ab| al device. After the absorbent .interl abial &gw ce is

i nserted and the sHes ‘}f)hépkklh ﬂné %sﬁmﬂ mtﬁﬂ%‘ﬂll dewaen ofrthentbo¥eot ch,

t he undergar e%szﬂhth% £ s B femihin hygiene “kit.”
Consequent |y, gl

ib

nap Wi II es ad acent the p i on
of the wearer® ‘échb’bjﬂﬁ ila.ﬁgta{ﬁsmse %rsﬂﬂgq‘rﬂéélﬁr@%ﬁ?ﬁ H‘g% ﬁﬁ‘%
i nterl abi al daitiging assoditelritlesad X kit Wil ﬁhkﬂeﬁﬁsﬁumoﬁsdnmow talasé the used
with te above-desctl.be sjemis an ea
The associ at e#P%@ ?@“ﬂém &ﬁe”%g”ﬂu GﬂWW‘gi’gf%ﬁ%er perglsocgs“dof
time (ie. beymdﬂodheasiﬂengof@mﬁn&hmmbsmdnﬂst i nterl abi al device) because
the bulk of the bodily fluids will be deposited on and absorbed by the

absor bent -1 nt edabi AF 3‘&%@?%2%". 598%’5?’555@%2%"% plar bt the iﬁﬁe
worren wi | | praserbeptin avice 20af he present invention used M‘IW?@Y

urination, t hﬁsoweﬂcswﬁ,tmraewwss SIRAVISIVEIGI el | The aasorbemttam;m obt yet
absor bed CaT ohi ts?rstfexlf\l | fg:gi%%mhﬁnene product may be any suitable conventional catamenial
tampon including any of the tampons sold under the trademark “TAMPAX” and
distributed by The Procter & Gamble Company of Cincinnati, Ohio. The tampon

used may be either of the applicator insertion or digital insertion type and any suitable
applicator known in the art may be used. The tampon is first inserted into the vaginal

cavity of the wearer, Following insertion of the tampon, the absorbent interlabial

device is inserted into the interlabial space of the wearer. The interlabial device and

the tampon are then wom simultaneously for a period of time. The absorbent
interlabial device may be removed and changed each time the wearer urinates, or may

be removed then re-inserted subsequent to urination.

Similarly, the absorbent tampon and the absorbent interlabial device 20 of this
system may also be packaged in a common package as a feminine hygiene kit. This
kit facilitates use of the alternate system of the present invention.

Systems and associated kits of the present invention may also comprise the
simultaneous use of an absorbent interlabial device, tampon, and sanitary napkin.



The snitary napkin and the absorbent interlabial device of the above-
descri bed system may be packaged in a common package as a fm nine hygi ene
"kit." Suchwobssrsi@ci litates use of the system of the prese®CIVUSI¥EIGIGN.
Preferably, the packagi ng associated with such a kit will include

i nstructions on how to use the absorbent interlabial device and the

sani tary napkin according to the above- deBcri bed nethod as a syst em of

fem ni ne hygi ene products. An alternate suitable systemof fem nine hygiene

product s conpKntseanpﬂmn@ﬂhﬂtMpesoﬁfenimmeuem cts mayfalso-he packagediin

i nvention use %gg& mqgf of \mpon 86
shown in PI Gg‘i&hﬁh a SgHEJ;J Q I'S system 0 fgfn‘%'hn ne hygi ene
product may be any suitable conventlonal at ame ial tanmpon i di,n ny of
the tanpons sol d ulnrsditiondothe; Wﬂm&’ "LP@’&’? P@‘H"‘é;é F\% 6
Procter & Canplg pevtia «mw panéiities, oﬂmeom amﬁmmmoeu t her
of the appli c,ator | nsert I O sui tab

i t ert i on an
appl i cat or knGPRLNENGS, '?n?ﬁa ’B&ﬁﬂgé‘& mo%&%?‘ﬂ %éﬁyehgl nt o
tge vggi nal camnﬁl iiedodn Ldtjxekaged_ vith a pankilines] agnnmmmenmadmr&mumrmﬂnnm hﬁ
absorbent intgrlabial .de t t he
wearer. The |ﬁ’t'@rﬁw mt’%iﬁ%ﬁg %@%néé@n sgiﬂ?r?]éfglﬁﬂzﬁ@aneousl
for a period sgpropriate pmmmmwmg&amuqmt@é\ommth@meand
changed each W@«;r P@ﬁtﬁgp e BVics 20ichsBéEt ed
subsequent to%#&néﬂl on M%r y,. t %eog%%g mégﬁ&?'%?d ﬁ\e absor bent
i nterl abi al dwrm@cgovwonﬂlpsnws@ @’“gé“%‘i@gg Rf%$h a comnon
package as a fem nine hygiene kit. This kit facilitates use of the

alht ernate system oN“;,{aﬁnﬁrml tivé Wmemﬁ oSm‘etﬁlgb‘rbamn&slaﬁﬁi dévixet dfithe of
the present inventi.on npr se t he, si tan S

absor bent i ntBFeF%{‘lSﬂ%YenH@glaﬁ% Wfsg‘ﬁfy tgu gﬂ‘%? r?k-’e %e‘“&le%KH ke
conprising al fenid%ebyﬁx!inﬁbrphlthmghrmealﬂamﬁwmdmm'mgmyo@moybeum!ckaged

Cystons. I'n HAHEHEROHTs P i heARE QA6 BhdliealE i/ "@ﬁémé@é%#@%h?f wereh

i nterl abi al dexample, 20suitabletamallient for nse Qmﬁhﬂ) eqt interiabish device 20 of tb?

i nconti nence g@e& }Sgﬁg t “?m esm t,]' eag&gogmncet

interl abial devyi cqu gC{I‘slo X%x /gorrbl ned agﬂpgfﬁég%? th a
pantiliner, aAlcohelyand shoytdS 10, F@P@‘ REFORHDE P! rd
urinary i nconpedAgoEmi 16 be suithtslé an I nconti nence k| t preferably incl udes
appropri ate packaging material insructing the wearer as to how to use the

fem nine The absorbent interlabial device 20 of the present invention may be provided
with a visual indication on the center of the topsheet 42 designating the area of
greatest absorbent capacity of the device 20. Such an indication may consist of a
differently colored region such as a pink oval. The indication may be about 12 mm
wide and about 20 mm long. The absorbent interlabial device 20 may alse be
provided with a visual change indication. In other words, the device 20 may have a
ring, bonding pattern, compression lines, or other visual indicator provided on the
surface of the topsheet 42 at a predetermined distance inboard from the seam 60.
When absorbed bodily discharges reach the visual change indication or outboard of
the change indication, the user knows to replace the absorbent interlabial device 20.
Such a change indication is particularly useful to users who remove the device 20
prior to urination and then re-insert the same device 20 if it has not yet reached its
absorbent capacity.

If desired, the absorbent interlabial device 20 may be packaged in an
individual package, such as the package 50 shown in FIGS. 8 and 9. The individual
package 50 may be comprised of a number of suitable materials, including films and



hygi ene products for [ight incontinence protection. The interlabial device
20 xan be worn in conventional panties, or it can be used wth nenstrual
short Nuner 9%';6?6 nati ve enbodi nents of the absorbent i ntempcahisss/rzdeni ce
of the present I nvention are possible. For exanple, these products are
designed to be renoved by urnation, although an alternative extraction
string or |oop may be used. These producms may al so be used with enollients
and/ or nmedicinal treatnments For exanple, a suitable enollient for use on

the absor beniggj dblenatésials. Cih FIGSO8 ahae the pacinige S0 emhdoot afilm evhichi sed

C]et 22?2% hS(iOOA) I s 3909/ t en=sound to be
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dengntl ng twa%lgg% Of rﬁes@absorgg’rﬁsacggam td)? E nﬂl ceeglgé&Such
an i ndi cati or§, 462 WWB W 68 isgued; 1k

oval . The m%Wr&g&y be about 12 mm wi de and about 20 mm I ong. The
absorbent interlabial device 20 nay al so be provided with a visual change

I ndication. in ot thedwce 20 ma e a Ll I n t nem
conpression |i neshﬁ\? \Q@i es; ¥ HEH 6&\9 c?é‘a‘"g ?h@gﬁr%@gﬁof t he
t opsheet 42 amdasmmdgtmﬂﬁerimﬂeﬁtsswhdteremhl&vd fnonrrthdﬂabmbentdﬁterlwdn
absor bed bodi e ﬁﬁ’g&' m'ﬂ%mw oar d
of the changg‘%ﬁg@g %ﬁg& e ugeﬁr‘gkonfcl)ﬁv\lgﬁh re t hé ‘absor bent b

i nterl abi al datended tﬁ(be MWM@Temtm 1o spesifically. limit the scoperoff o

users who re% idiondevice 20 prior to urination and then re-insert the
sanme device ?’ I't has not yet reached its absorbent capacity. If

desired, the absorbent I nt er dabi a deiige sg Egy be packaged in an
I ndi vi dual package, such as the pack wn in FIGS. 8 and 9. The

i ndi vi dual package 50 nay be conprised of a nunber of suitable materials,
including filns aBhse Pad3 ik @lcofimetdiallyoavallibie mwu'S”mtraFﬂmMammg, t he

Package 0 | Suiny ot Rer i, Crfetchul SBLER YAPRRLLS: B i RREESAMTTY,
confi gurati oWn@mWat)enaykhh(ﬂmhmmmfgubteﬂ bycEhe Prycten & GamblesCompanyr i bed
in U S. Pate qqmgg)gl 'tld@f" ssued to Swanson and U.S. Patent 5,462, 166 issued

to M nton, e tabs for such a package 5,413, 568 issued to

wach, et al Interlabial Pad 1 is the commercially “IN-SYNC MINIFORM? interlabial pad

(also previously known as the “FRESH ‘N FIT PADETTE”) manufactured by A-
Fem (previously known as Athena Medical Corp.) of Portland, OR.

Interlabial Pad 2 is an absorbent interlabial device of the present invention
constructed as described above. The topsheet is 100% rayon. The core is 50%
cotton and 50% Galaxy Rayon. The backsheet is a polyethylene film mamufactured
by Clopay Corporation of Cincinnati, Ohio, under the designation P18-0401. The
pad has a removal tab constructed of a nonwoven material heat bonded to a tissue
layer. The nonwoven material is COROLIND available from Corovin; GmbH, Peine,
Germany. The tissue is an airlaid tissue is available from Merfin Hygenic Products,
Ltd., of Delta, British Columbia, Canada, having the designation grade number 176.
The pad caliper is about 5.5 mm, the width about 40 mm, and the length about 85
mm. Each pad is coated with about 0.03 g of emollient comprised of about 50%
petrolatum, about 39% Cetearyl Alcohol, and about 15% Ceteareth-10.

Table 1 below describes systems of pads which are used by groups of
menstruating women for one complete menstrual cycle. The below described
systems are used exclusively during the cycle. The participants are instructed to



The follow n exanples are presented to provide a nore detail ed

under st andi ng of the benefits which are achieved fromthe absorbent

i nterl abi al wewismiot he met hods and the kits of the present RGTAHOBIFI0 The
EXAMPLES are intended to be representative, and are not intended to
specifically limt the scope of the invention. EXAMPLES Base Pad 2 is a
comercially avail able "ALWAYS" ultra thiZh Maxi nitary napi dn. Base Pad 2

is a coomercially available "<ALWAYS" ulta, thin Maxi with ~Wngs sanitary
napki n. Bot h changenathpidsogach @lmmt}lesrmnﬂcc( e&a@azrarl@u@&rréﬂwﬂbgwwm

G ncinnati, %éfﬂimk 55,]‘2 F@gc,jt Systei 6fgdl v " | N- SYNC MEMORY
I nterl abi al SO previ o y known as the "FRESH ' N FI T PADETTE")

manuf actured by A- Fem (previously kn%géoé t hena Medi cal Corp.) of
Portland, OR Interlabial Pad 2 is an interl abi al device of the
present invention constructed as descri bed above. The topsheet is 100%
rayon. The cor ggss Pad% comrl andPﬁ)%i/Q Pad bixy RRadr. TRad2acksPad2 is a
pol yedyl ene fjl f ct rati f G ijnna 0,
under the desi“&ﬁniégﬁm ?@‘?8 ﬁg@)g rerrlg va tabﬁgonstrﬁgd of a
nonwoven material heat bonded to a tissue layer. The nonwoven material is
COROLI ND avai | Nombefofom CoBdvi n; GABH, Pei #&, Genet. The 20 ssue 63 an
airlaid tissue % ailable fromMerlin Hygenic Products, Ltd., of Delta,
British Col unbi a, nada, having the designation grade nurrber 176. The pad
caliper is about 5.5 nm the w dt out angd, t he | th ab 85 mm
Each pad is coatRatyyi t h atﬁf? 0. ngg‘)of eﬁSWTﬂent ng ris of abd( 50% 6
petrol atum aboghiliaR@% Cet earyl Al cohol, and about 15% Ceteareth-10. Table |
bel ow descri bes systens of pads which are used by groups of menstruating

wonen for one conpl et nstru &gﬁ{la{e
used exclusively d%? %@MM%%%BFWQ%E Instructe 0 23
changte al | pC{ﬁaﬂlanég;%inethomsm'nﬂﬁ%tr m?mmtaiuwmt dOBN?: m;h@wt abwhd@“@%ﬁf e i
reports inciden tuﬂ@ﬂ soiling asoci ated wi each systemor pa

a

1 BasePad Padl Pad2 Pad2 Pad2
I nterl abi al Pad None Pad | ngg 2 None Pad 1 Pad 2
T METHODS
Absorbent Capacity

Absorbent capacity may be determined as follows. The test is performed on
samples that have been conditioned by leaving them in a room at 50% relative
humidity and at 73°F for a period of two hours prior to the test. The test should be
performed under similar conditions.

The article is weighed to the nearest 0.1 gram. The article is then submerged in
a beaker of sterile 0.9% saline solution (obtainable from the Baxter Travenol
Company of Deerfield, IL), such that the article is totally submerged and is not bent
or otherwise twisted or folded. The article is submerged for 10 minutes. The article
is removed from the saline and laid horizontally on a wire mesh screen having square
openings 0.25 inches by 0.25 inches (0.64 cm by 0.64 cm) for five minutes to allow
the saline to drain out to the article. Both sides of the article are then covered with
absorbent blotters, such as the filter paper #631 available from the Filtration Science
Corp., Eaton-Dikeman Division of Mount Holly Springs, PA. A uniform 1 pound
per square inch load is placed over the article to squeeze excess fluid out. The
absorbent blotters are replaced every 30 seconds until the amount of fluid transferred
to the absorbent blotters is less than 0.5 grams in a 30 second period. Next, the



Nunmber of 31 38 56 45 20 65 Wonen
Pant y 35% 22% 13% 19% 12% 694 Soiling As
i s denonst r avedssimye, significant performance inprovenments aeTusSysazdied
fromthe nethod and kit of the present invention, and fromthe interl abial
device of the present invention. TEST METHODS Absoitent CaRacity Absorbent
capacity may be determined as follows. TH4 test is perfornmed on sanples

t hat have been conditioned by |eaving themin a roomat 50%0 relative

humi dity and atticledis weighed poethe adearest: d gromw andrtheodryt weight aofcthe . article is est
shoul d be per&ﬁ&ﬁ&%“ﬂﬁ%’ﬁﬁ% i b’ﬁm bt I&%ﬂlﬁri i ighed to the
nearest 0.1 gram e article i‘g t enggtdb%e%gg ' a t?ga edrxﬁgl' sterile 0.9%

saline solution (obtainable fromthe Baxter Travenol Conparny of Deerfield,
L), such that the article is total | YISEENSPERIOR 2E8Y | s not bent or
otherwise twsted or folded. The article is subnerged for 10 m nutes. The
article is reAppyggtu¢r om the saline and laid horizontally on a wire nesh
screw havi ng square openings 0.25 inches by 0.25 inches (0.64 cm by 0.64
cm for five & es to all | b i t i rticle. ~Both
sides of the WI e are th%g\md‘kmggﬁgﬁ#w %&Pgﬁ?&%w 8§ t he
filter paper #631 avail abl e MelrosetRagkHilinpisat i on Sci ence Corp. ,

Eat on- Di keman Di vi si on of Mount Holly Springs, PA. A uniform 1l pound per

square inch | biefdraced i ¥ith I ~§§w§3eze excess fluid out.
The absor bent otters are replaced every 30 seconds until the anmount of

fluid transferred to the ab rb@?t blotters is less than 0.5 grans in a 30
second peri od*MgExt, the gig‘ gtopwatch s wei ghed to the naet 0.1 gram and
the dry weight of the article is subtracted The dierence in grans is the

absorbent cafacwithLdd t he arl6 oi. Glasdfdrawitilidsper si on Test Shaker
Junior Orbit Shaker available from Lab Line Instunents of Ml rose Park,

i novs.  Thee ol Room  PéingeParde dn Hobidity shbulli v Biffofiddto el ™' M

Digital sto
J P within the following Iimits:

Temperature: 73£3°F (23°C+2°C)

Humidity:  5042% Relative Humidity

Test Setup

L Fill the glass jar with 300 ml. of 3+3°F tap water.

2. Set the speed on the Junior Orbit Shaker to 250 rpm according
to the manufacturer’s directions.

Procedure

1 Hold a sample {e.g. an absorbent interlabial device 20) 3 to 4
inches (7.6 to 10.2 centimeters) above the surface of the water
in the jar. Gently drop the sample onto the water surface.

2. Place the lid on the jar.

3, Place the jar into the Junior Orbit Shaker such that the jar is
oriented on its side.

4, Start the Junior Orbit shaker with the on/off switch, starting

the timer when the shaker is turned on.



Jar with Lid 16 oz. dass jar with lid. Conditioned Room
Tenperature and hum'dity should be controlled to remain within the
followi ng |iwass/s78@nperature: 73[err]3[err]F ([err]) Hum di t pCTUSISBZEDD

Rel ative Hum dity Test Setup 1. Fill the glassjar with 300
m of 3[err]3[err]F tap watr. 2. Set the speed on the
Junior Orbit Shaker to 250 rpm according b the manufacturer's directions.
1. Hold a sanple (e.g. an absorbent interlabial device 20) 3
to 4 inches (3.6 to 10.2 centRespxdethe) tims requiredcuntil the sample separatestinto &t t he
jar. Gently drop the sanple q@isP tas SUS&saration. d t include e2Ce

t engunl or Ohit

the lid onthejar. 3. . . .Place the jar,.Int )
Shaker such that the jar is &lisagsqciationofia ?%i'%‘ﬁ?‘dﬂg 8"“3 from an otherwisy 5 ¢
the Junior Obit shader w thiithet safiphtf, f Theiinelis tise fotdlititfle tHeesahipleeis belign t he

shaker is turned on. 25 5. Record the tinme réquired until
the sanpl e separates into at Mt two pieces. Separation does not

i ncl ude the disassociation of a few individual fibers froman otherw se
intact sanple6.The time is tRepeattstepstlithmughs withngn aiditional3 semplésaken. 6.
Repeat steps | through 5 with an additional 3 sanples. Cal cul ation and
Reporting Cal @ aisfionald REPSHihe t Ne NMean and standard deviation of the water
di spersibility trme 10r Ur sanples tested. Flushability Test As noted

above, the terns"f]lushable or flushability' refer_to a_product's capacity
to pass through tyg%cehteiemﬁm%ﬂmmmi%sﬂg&@msfﬁmm%@@%%w

pl unbi ng drai Woﬁmtmmp]eﬁwedgausi ng clogging or simlar problens that
can be directly associated with the physical characteristics of the

product. For the purpose of the appe eﬁl Cll ajyrs, catanenial products are
eval uated for flushability via rel at%ﬂ@—uﬂ“ &

Overview

As noted above, the terms "flushable or flushability" refer to a product's
capacity to pass through typical commercially available household toilets and
plumbing drainage systems without causing clogging or similar problems that can be
directly associated with the physical characteristics of the product. For the purpose
of the appended claims, catamenial products are evaluated for flushability via relative
ease of toilet bowl and trap evacuation and subsequent transport through a simulated
plumbing system. The flushability of such a device should be measured by the
following test procedure.

The test procedure is designed to simulate two days of normal toilet usage for a
family of 4 (2 men, 2 women). The test employs a flushing sequence to simulate the
following conditions: male urination visits, female urination visits (including post
urinary drying with tissue), disposal of catamenial product (that is, the interlabial
device or other device to be tested) with cleaning using tissue, and bowel mevement
visits. The amount of tissue to be used for each tissue flush is a normal loading of 2
strips of seven sheets. The normal loading is based on consumer research regarding
typical habits and practices. The test is designed to simulate the conditions a product
will encounter if it is flushed through a conventional toilet and into a municipal sewer
or into a septic tank. Samples are evaluated for: 1) toilet bowl and trap clearance, 2)
drain line blockage, and 3) disintegration during flushing. '



ease of toilet bow and trap evacuation and subsequent transport through a
simul ated plumbing system The flushability of such a device_shoul d be
measur ed bywaesA7eio owi ng test procedure. The test procedur ePFHUSEE6M0q t o
simul ate two days of norrmal toilet usage for a finly of 4 (2 nmen, 2 wonen).
The test enploys a flushing sequence to éérrul ate the foll ow ng conditions:
mal e urination visits, femal e urination sits (including post urinary
drying with tiue), disposal of catanenial product (that is, the interl abial
devi ce or ot HAppamus ce to be tested) with cleaning using tissue, and bowel
nmovenent visits. The amount of tissue to be used for each tissue flush is a

nornal | oadi ng ofprPapatdtissuithble Torcthe fasiability tBoicis Showmin plem diemginiFIGbdG.ed on
consuner resegrch re ardl ng typical habits and practices. The test is
designed to ghﬁﬂm?‘@ﬂl’ ditions a product will encounter if it is
flushed through a conventlonal toilet and into a nunicipal sewer or into a
septic tank Sanples3.argallonf13iatliset) vater spyen Sphost vastexi toiletarefareed tol a3:21hce

2) drain line bl ogs@aﬂwuga s, i § iy b i FIG 201

apparatus suitabl ty tesg view,in FI G

10. The appar at us toreyelugtesthe V!Pf@ g}awsamp{ewﬂas CH ‘E?‘)t ‘%egg"é\‘s‘%ﬁ phon

vortex toilet ref %&ﬁg%&gnﬁ& Présdsigitsilets)pl toilets can also be attached
S

to the piping | ayout own in FIG 10 to eval uate t he behavi or of test
sanpl es using different fl ni h %h? ure
toilets); * appr&>AaPRERUPE ﬁﬂ%g& &ﬁgfgai‘ (@Sfﬁgm}ﬁfdh . gni:sj g

di ameter acrylic pip@QAiAancbameaeﬁtmEFIm wnﬁbcpxpm@ is pssempledi i lng'o

assenbl ed in roug n n V4RO r

215, 217, 219, 22h“1éb'§ W“?’B ﬁ%%@s’@ét%ﬂé)i 3”62’55, ;‘ﬂg caét |ron
tee 223 slightly capproximatsly 16 feg 3 mes¢rsHong)10 that is open to the

at nosphere for ventlng * flve cast |ron ni nety degree el bows

212, 214, 216, 218, .3 the,:ﬁ A3%nReeir ARSEIILE 10 B ib BpédtoGhe 11)
I‘OIT] e

appr oxi mat el y 15 ers termnal end and approXimately 1 inch
(2.5 cm long; anoPtmO&P 4 Tyler sieve) to capture solid effluent
for evaluation of disintegration. The apparatus used for tis nethod is set

up to be equival erfivelcastAfshlnifttydeinrecielbows 212, 214, 216, 218, and 220;

« a snag 222 positioned vertically (FIG. 11) approximately 15 feet from the
pipe's terminal end and approximately 1 inch (2.5 cm) long; and

« a screen (No. 4 Tyler sieve) to capture solid effluent for evaluation of
disintegration.

The apparatus used for this method is set up-to be equivalent to ANSI Standard
A112.19.2M-1990 for Vitreous China fixtures. The piping is plumbed to provide a
drop of 0.25 inch per foot (2 centimeters/meter) of pipe length.

Materials

Tissue Product used in Test: standard “CHARMIN" toilet tissue manufactured by
The Procter & Gamble Company of Cincinnati, Ohio.

Synthetic Fecal Material Prepared according to the method described below

Test Flushin

The test flushing sequence simulates 2 days of normal toilet usage for a family
of 4 (2 men, 2 women; based on consumer habits and practices research). The



Al112.19.2M 1990 for Vitreous China fixtures. The piping is phunbed to
provide a drop of 0.25 inch per foot (2 centineters/neter) of pipe |ength.
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and pr actlcemoﬁmmmmm@&ﬁmmww ts of
14 flushes w %ﬁwﬂdﬁ”} I

tise and a c‘f %rwpr%‘%g&ﬁa&é&é&ﬁ]us es tygeﬁgnddﬂgiﬁlr?;ﬁl ate ocal
matter (SFM me matter (SFM)srWhen %Fdﬁé@lﬁ‘hw bewbr t o

EQGSaggH:%‘Hﬁ& A Incg&&&ﬁ%aa@msﬂiﬁgag gﬁmo g5 %Mé%o‘l inch
centineter) P&%Mﬁ Eé@t%ﬁcﬂ'mq‘ Q%E‘E‘ilﬁ'&pgm
catameni al  progisdh) mnniem)aﬂiew Fblaebaishueaam (orethe eatamehial prodact) ke

boul . tho { oHE .“tﬁ?&sﬁ% B %@%@Sﬁa‘ﬁﬁw%&ﬁ%g a

seri es of tvvccatamﬂnahqmodm:hbs plased rintohthef bowkthe doitetdierflushiedt | The flashing be

looilri/oE n?'gkfelg ralnslnlale%gIrl ocC %gteaglre%&g BMr;nnut esj&Fber ?E i“e:'—)mxaches

the sinul at e®d@struction, wait 1 additional minute, and nove to step 2. 2)
Flush Wth Enpty Bow . Take a drain line blockage reading 2 mnutes after

t he water reaches%&‘g_#g 6 bé perforiied fastss fifesSoe R total 6030 fishied) Wth Ti ssue

and Cataneni al Product - Take a drain |ine bl ockage reading 2 mnutes after
the water reaches ;the addItLO n,nut e nd, mpve to
Step a4y R ush Ny ¢ FBh VR Ziee ORlic TolRCK o ik nOTABt Fende 2 Hi

m nutes after the wat after twcivater treaches ahe simulated rabstroction; owait ¢ padditicma!

Flush Wth Tissue and_Si IﬁP q&@{e tter (SFM. Take a drain |line
bl ockage reading 2 m nute ter 't %ater reaches the smag point, wait

2)  Flush With Empty Bowl. Take a drain line blockage reading 2 minutes
after the water reaches the snag point and move to step 3.

3)  Flush With Tissue and Catamenial Product - Take a drain line blockage
reading 2 minutes after the water reaches the snag point, wait 1
additional minute, and move to step 4.

4) Flush With Empty Bowl. Take a drain line blockage reading 2 minutes
after the water reaches the snag point and move to step 5.

5)  Flush With Tissue and Simulated Fecal Matter (SFM). Take a drain line
blockage reading 2 minutes after the water reaches the snag point, wait

1 additional minute.
Routine #2 (To be performed 1 time)

1)  Flush With Tissue Only - Take a drain line blockage reading 2 minutes
after the water reaches the snag point, wait 1 additional minute, and
move to step 2.

2) Flush With Empty Bowl. Take a drain line blockage reading 2 minutes
after the water reaches the snag point and move to step 3.



1 additional mnute. Routinde#2 (To be performed 1 tinme) 1) Flush Wth
Tissue Only - Take a drain line blockage reading 2 mnutes after the water
reaches the woag/spaadnt, wait 1 additional minute, and nove t ®CIYURIS/R261P)
Flush Wth Enpty Bowl. Take a drain |ine blockage reading 2 mnutes after
the water reaches the snag point and nove to step 3. 28 3) Plush Wth
Ti ssue Only - Take a dra I|ne bl ockage r@8ding 2 minutes after the water
reaches the snag point, wait addi tional mnute, and nove to step 4. 4)

Flush Wth Enpty BbDw FlosiWi Nh'ﬁwemyn&kmdmgm@mgr@dmmteﬁter
the water reaches the gHaqhdWatr redchbd the s Yoirk! whit US Baiticil miRdHCREe 1 S
34. If afterthe second flush in the flushing sequence, the product” remnains
in the bowl or trap affi@ye to stept- ng, the tissue and or catanenial product is
phunged into the drainage |line manually and the flushing sequence w |
continue. After cofjpl HlushWith Emysth BowlaTakeom diairplinet blocidige resding Dimmutesi | | be
cleared prior to beginga | The above described fl ushing
sequence is repeated M&W@e‘w&m@?‘ product. The degree of drain

| i ne bl ockage is determ ned by neasuring the | ength of water damed up

behi nd the obst r uctotalnuntheno esperaequencai®dd. every 12 inches (30
centineters) on the dral np| pe upstream of the obstruction. Each one foot
length that tg tHeprOdut® rénifit ih GhSbowl or
centineter) or 6 5‘V of tgck. @né thegé@struc |on 0| nt.. Teﬁ"ﬁ r.oduct
resi dues whi ¢ r ¢ H fﬁ%ﬁ Pé%‘ﬁ‘“&‘cﬂp at a
are recorfled linermamally séquehcecwillcontime fAﬁ’arJ %égleﬁaﬂ of edch tnalf

cat aneni al prQ us ence o
failure (0) &P’#@é’éﬁ%ﬁ%%?‘gg%qg?g%@ﬁ?%% | ushes 3)

I nci dence of product on sinul ated snag 4) Maxi mum | evel (99 of drain line
bl ockage The above described flushing sequence is repeated three times for each test

product.
Data Reporting

The degree of drain line blockage is determined by measuring the length of
water dammed up behind the obstruction, Graduations are marked every 12 inches
(30 centimeters) on the drainpipe upstream of the obstruction. Each one foot length
that the water is backed up corresponds to 0.25 inch (0.6 centimeter) or 6.25% of

blockage at the obstruction point. Test product residues which exit the drainpipe are
also collected.

The following data are recorded for each evaluation:

1) Incidence of failure (%) of catamenial product to clear bowl and trap in
one flush

2) Incidence of failure (%) of catamenial product to clear bowl and trap in
two flushes

3) Incidence of product on simulated snag
4) Maximum level (%) of drain line blockage

5) Cumulative level (%) of drain line blockage over the 2 day simulated test
period.



5) Cunul ative level (% of drain |line blockage over the 2 day simulated
test peri od- 29 Preferbly, the products described herein will conpletey
cl ear the, byoassisibeat about 70% of the time in two or fewerPGRAUSHBAR610pr e
preferably at |east about 80% of the tinme in one flush, even nore
prefirably at |east about 9% of the tinme in one flush, and nost preferably
at | east about 95%of the time in one fl#h. The products descri bed herein
will preferably have a nmaxi mum|evel of drain I|ne bl ockage of | ess than or

equal to about 800/Preﬂnblnrthdlm‘o@®dmb%¢i will opmpletglyceleatithe gatthe- bow) @t o
cumul ative | flikRes? nibRY- t JedseaBouper i od
of less thaneiégtg% ']d’ito a&lﬁ?aggi‘? repara | E’Of Snhet i ﬂt‘;}hﬁlvaterl al L
Material s Nee8B4:o ﬂwumel“b@# ‘Fé@g ka

(Avail abl e frgfg \éallhﬂt ab6itoe5% o the ﬁnwiiuaiemms Thedry

.concen}wri;(ra)( F@“ﬁ%ﬁr atB‘&&,BO!gerié’! %6066 %Eamslz !s Eﬁg@g@%&@eded

Extruder (Avapf lesd thah rop reqbidiverdboo 8%, Thmprod@etsahmémmmprefmbty

Di sposabl e trifu P & %R fgﬁ*ﬂgg Rst’
Scientific, O?ﬂ ﬁmw?&ﬁi; %Wl %‘bﬁ%‘?}id‘ ter ath to
control terrpeles&thamotq@l?{oaho 04 I1. Praration 1. Pour the 100 C water
into the m xing bow of the m xer and add t he dry Fecl one concentrate. 2.

M x on Iowf%ﬁgwmmwm um speed for 2 mnutes 4.
After the mat 'S We m xed, transfer to the extruder. 5. Usi ng an
I ce pick, punfh a sma,l! Eole'i n the tip of each centrifiuge tube.

. Feclone synthetic fecal matter (900 grams);
(Available from Siliclone Studio, Valley Forge, PA as product BFPS-
7 dry concentrate )

. Tap water at 100° C (6066 grams)

II. Equipment Needed:
. Mixer (Available from Hobart Corp., Troy, OH as Model A200)
. Extruder (Available from Hobart Corp., Troy, OH as Model 4812)

. Disposable Centrifuge tubes with screw caps (50 ml) (Available from
VWR Scientific, Chicago, IL as Catalog No. 21-008-176)

. Water Bath to control temperature to 37°C.

I Preparation:

1. Pour the 100° C water into the mixing bow! of the mixer and add the
dry Feclone concentrate.

2. Mix on low for 1 minute.
3. Mix on medium speed for 2 minutes.
4, After the material is well mixed, transfer to the extruder.

5. Using an ice pick, punch a small hole in the tip of each centrifuge
tube.



30 6. Extude the Feclone into the centrifuge tubes. 7. Cap the
centrifuge tubes and store in the refrigerator. 8. Bef ore usin put the
tubes in thevoassrsibath at 38[err] C. This concl udes the tesfq’ﬂ?gé“zﬂo

di sclosure of all patents, patent applications (and any patents which issue
t hereon, as well as any correspondi ng pugbi shed forei gn patent
applications), and publications nentioned throughout this description are
hereby incorporated by reference herein. It is,expressly not admtted,
however, that any ©f thmm@m!er%tbﬁm%&%%f erence herein teach
or disclose the present invention. While particular enbodi nents of the
present invention pave Egetheicetrifiigeailsss and stockcinghe refrigerator,woul d be obvi ous
to those skilled in the art that various other changes and nodifications

b d ith d ing. b1 the i tion.
REPLACEMENT SHEET S1 ) BPiWd osoe. B e Ruabi ht w5 oBRAESBOC, 1O, T

hygi ene products by a fenale wearer, said nethod conprising the steps of:
(a) placing a sanitary napkin in the crotch portion of a panty-type
under gar nent; (b) Thisconcludes the ta¥sor bent interl abial device into the
interl abial space of the wearer, said absorbent interlabial device

conprising a | i qui ¢n@aisMbsié of APHHaRS, patent afplications Keidving yateatowhibieiabug oi ned
to said topsheet, and ap absorbent coge 11ipped bet n %ﬁ t pé{aeet
and- sai d backeeesn; 3 sl sneoresspending Brasned fireien Patnf spplafipio @t "
position wit hwvmmmbw yhis afekcription care sherebyu imborpprated iy or

sai d absorbent ,interl ahial device.fr j i ENH&,‘P arer
such that sai fffgﬁ?ﬁetW'nZ?)ﬁiWngl'gggH%%%%eg%&n%gm{dgn 0 “saai d
wearer and saindogposatedbyefarenice herei teachdondisslose the pregent ipventionr y napkin are

worn sinmultaneously. 2. The nmethod of claim1l wherein step (a) is perforned
prior to step (b) “ﬁﬂeﬂ%ﬁwﬁﬁ} Qﬂﬂoﬂiﬁneﬁ*saéﬂ% préietGhventibh hat® bedrsillperated med
81[ I or to st epalgda)d'escn’bed, 1te er‘EH“ gg O%Irioﬁs % c}sefslllcglltegeurl the B that 3 '(tupseo greps
changes and modifications can be made without departing from the spirit and scope
of the invention,




(d) renoving said absorbent interlabial device prior to urination by the
wearer; and (e) inserting a second absorbent interlabial device into the

i nter| abi al wapeREIS t he wearer subsequent to urination, sai BCHUSHIF610
absorbent interlabial device being worn simultaneously—wth-said-sani-tary
napki n. 32 5. The method of claim1 further conpri, i@ i cadiEPsw@ll © (d)
renovi ng sai d absorbent interlabial devi 3} prior to Llniﬂﬁﬂwmﬁﬂm
wearer; and (e) re-inserting _said absorbent interl abi =L he
interlabial s TBSMI& subsequent to urination. 6. The nethod of
claim1 further conprising the steps of: (d) expelling said absorbent

interlabial dpvi CeAWWsyﬁﬁﬂndﬂhﬂn&ﬂﬁiygieﬂﬂ rodacts byd ferhale wiearet,
i nterl abi al device,into the, itg‘tgerl bi Idggace%egkgﬂ% s arer, said second
absorbent interl ab? n ’ﬁ*f THER W th said sanitary

napkin. 7. The method of claim1l wherein said absorbent interlabial device
has a length, sai da)engplacihgs sapitarynaplin inthecratsh portiom of mpanty-Wpes t han

about 130 mm said abso&er abi al device has a width, said width
bei ng between about 25 mm abbut 50 mm sai d absorbent interl abial
devi ce has a thickness,,K said width and sajd ngt h each excgedi n id
t hi ckness of sai d ®)sorinsesting an ehsprhentint , HH"%W%B@SE’B@?H&&

interlabial device has ﬁe'v%ﬁﬁr{)dﬂﬁibﬁbxbﬁﬂﬂhﬁﬂhﬁiﬂ&leﬁi&dcﬁﬂpﬁsﬁpaﬁui@r eferred
bendi ng, such that when sajd sorbent device.is,.fglded.alo | d axis and
inserted into the wear e”@°%€°€ﬁeggi‘g*q“¥§5?ﬂ%s&afqﬁggﬂé®% id

absor bent device mai nt ajopsheet)mhd a absottient tare pokitionedibetweenseidtepsheetiandi a.
REPLACEMENT SHEET 33 8. . %‘ .hod of claim1l wherein the tine required
for said absorbent int eﬁ'% vice to disperse into at | east two

fragments as neasured by the Water Dispersion Test is |ess than about two
hour s. ()  pulling said undergarment into its usual wearing position without

removing said sanitary napkin from said undergarment or said
absorbent interlabial device from the interlabial space of the wearer
such that said sanitary napkin rests adjacent the pudendal region of
said wearer and said absorbent interlabial device and said sanitary
napkin are worn simultaneously.

2. The method of Claim 1 further comprising the steps of:

(d  removing said absorbent interlabial device prior to urination by the
wearer or expelling said absorbent interlabial device by urination; and

(&) inserting a second absorbent interlabial device into the interlabial
space of the wearer subsequent to urination, said second absorbent
interlabial device being worn simultaneously with said sanitary napkin.

3. The method of Claim 1 further comprising the steps of.

(d)  removing said absorbent interlabiat device prior to urination by the
wearer; and

(¢)  re-inserting said absorbent interlabial device into the interlabial space
of the wearer subsequent to urination. :

Reph
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9. The net hod of CW“ me required for said absorbent
i nterl abi al device to,dispersei | east two fragnents as neasured by
t he Wat er Divgg) o8/8icon J‘b about 1 hour. 10. ThePGBURY26103i m |
wher ei n said absorben ,ﬂnice is at |east about 70%

bi odegradable. 11. The hdd 8f <l 1 wherein said absorbent interl abi al
devi ce has a substantlal |y ovoid planar Sfape. 12. The nmethod of claim 11
wherein said absorbent interlabial device tapers to a | esser, Wi dth _at each
end. 13. The #et hod feminisehygiene kitSorase by aifemale wieanse thtsaidyice i s
resiliently biasedyd@ompfigsd al ong said axis of preferred bending. 14. The
met hod of claim1l ere n sai d absorbent interlabial device is sufficiently

flushable that it co t el e nder_t Fl.u est at
| east about 70% ofﬁm%wﬁj @%@%ﬁ%&‘ﬂ%@“ﬁ%ﬂhﬁmﬁfﬁ)ﬁbﬁﬁ'%@y@ ene
_ki: florbgse l(:j)y a femquemm%&bﬂaﬂemhﬂfoﬁsMbMeﬂhmdﬂndtﬂmc? o
interl abi al device_a qﬁ?ﬁégace o] e
femal e wearer, Memcﬁg%egww%%ﬁﬁg@wgggor 'ﬁ{ m%ler abi al devi ce
duang use resi despwf&rﬂalymptmnm&hq&dpﬂ&%;&@éﬁet - imparvipusani tarkyh

napki n conpri sing gqéldsfgééi I tan Absdrbest ore'PoSitishcd etwdenk s heet
joined to said topshee g’"&gtg E%‘F#“ﬁml ng a garrren!tmf aci ng surface, an
absor bent core poshaid topshess sheet and sai d topsheet, and a
pressure sensitive adhesive dlsposed on said garnent facing surface of said

backsheet for adhenwm@mmmgmmmmmmmmmwamof t he
wear er' s under gar ngnt.g,. wher ei nd said
sanitary napkin ar QPR%&S“?EWEQQE&%’%&% eas%kmﬁ? sal
alrolsor benéI |Bt erlbabhahngiegammmfadmgaudaeeammamyabsammepo m!l;such
t hat said absorben fsm y be worn
si mul t aneousl y by %‘ﬁé%@ﬁmﬁi}%%&ﬁ* em ni ngghéglg}eé]ie‘i’ It o?&ﬁw?m 15
wher ei n sai d absorb&vﬂveldlmsedtﬁneﬁi MW%@%O ‘F‘EPS
pervi ous topsheet, n@: %‘hﬁl\? rﬂ(éa-aﬁ,h m‘mwgdraeﬂ to sai d

an econ S

second t opsheet, 0 bent core positioned between said second
t opsheet and said
said absorbent interlabial device and said sanitary napkin are packaged in a .
common package, and each of said absorbent interlabial device and said
sanitary napkin are configured such that said absorbent interlabial device and
said sanitary napkin may be worn simultaneously by the wearer.

5. The method of Claim 1 or the feminine hygiene kit of Claim 4 wherein

said absorbent interlabial device has a length, said length being greater than
60 mm and less than 130 mm;

said absorbent interlabial device has a width, said width being between 25 mm
and 50 mm;

said absorbent interlabial device has a thickness, said width and said length
each exceeding said thickness of said absorbent interlabial device; and

said absorbent interlabial device has a longitudinal centerline and an axis of
preferred bending, such that when said absorbent device is folded along said .
axis and inserted into the wearer’s interlabial space said topsheet of said
absorbent device maintains contact with the walls of the wearer’s labia.

This Sheet Has Been Replaced
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17. The fem nine ene Lm 16 wherein said absorbent interlabial
devi ce has a | engt B gﬂ eing greater than about 60 mm and | ess

t han about %80 9sm M Mlﬁl nterl abi al device has a WPETASIEREH

wi dt h bei ng between about 25 d about 50 mm said absorbent interlabial
device has a thickness, said width and said | ength each exceeding said

t hi ckness of said absorbent interl abial #vice; and said absorbent

i nterl abi al deV|ce has a |ongitudinal centerline and an, axis, of, preferred
bendi ng, sai d.axi sTheanethod, mmprmm@%iﬁqmﬁm&he

centerline, such t %ﬁ.&, maem 14l @video 'divpele intd B Bast tvel axi s
and inserted intotl?ﬂé arer's mg;r abi al _spacg i d, sec&ag to sheet
mai nt ai ns cont act atge Dispersion, °“‘3>

1 18. The fem nin Wpﬁoﬁl aim 16 wherein said second liquid
pervi ous topsheet conpri'ses rayon. 19. The fenini ne hygi ene kit of claim16

'nio at | east’wo THoBHEN Cim e ain Huieed t‘%ﬁ%ﬁ%ﬁ*‘t’es?isﬁe“e

| ess than about 2 dhswbmt:ﬂ@dabﬁdeﬁmsmlmsﬁw blode piteferably isher ei n
sai d absor bent de 'ﬂ?ﬁ% cozlga)‘;‘(%gte, theA f em ni ne
hygi ene kit for us % e wearer, sdl It co n an absor bent

i nterl abial devi ceFluMﬁtYsT% eqstaQ&’o(pf e It WOoF, i qui d

| npervi ous backsheet joined to said topsheet, and an absor bent core

posi tioned beg memahwaﬁcaaﬁ 120 thefeithiretiygiehe kit of Glubmel whereindaidbs or bent

i nterlabial device,is .t.o he rn wit t he. . nt erl,abi al .space of

the femal e wearer, abaw@ ""igﬂﬂgﬁ“%ﬂ&awﬁnﬂ@%Y%P'&P}d’%?@g&“Pnt erl abi al
devi ce during use preferabhsalsv fapers tewidsser widthlabeachlendpace; and an absor bent
vagi nal tanpon adapted to be worn within the vaginal cavity of the wearer;

wherein said bsor tarrpon
are packaged QW@%@%?%%%%%@H&%’@%‘GE&%%J vagl nal ’t anpon
and absor bent | nt ecihaiot pfiat sai d absorbent
vagi nal tanpon and said absorbent |nterlab|al deV|ce may be worn

si mul taneously by ¢afi¢ Vigr@ifg a tampon into the vaginal cavity of the wearer;

(b)  inserting an absorbent interlabial device into the interlabial space of
the wearer, said absorbent interlabial device comprising a liquid
pervious topsheet, a liquid impervious backsheet joined to said
topsheet, and an absorbent core positioned between said topsheet and
said backsheet; and

(©)  wearing said tampon and said absorbent interlabial device
simultaneously for a period of time.

10. A feminine hygiene kit for use by a female wearer, characterized in that said
kit comprises:

an absorbent interlabial device comprising a liquid pervious topsheet, a liquid
impervious backsheet joined to said topsheet, and an absorbent core
positioned between said topsheet and said backsheet, wherein said absorbent
interlabial device is adapted to be worn within the interlabial space of the
female wearer, and wherein at least half of said absorbent interlabial device
resides within such interlabial space; and

an absorbent vaginal tampon adapted to be worn within the vaginal cavity of
the wearer; wherein

This Sheet Has Been Rep
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M
said sbsorbent interlabial device and said absorbent vaginal tampon are
packaged in a common package, and each of said absorbent vaginal tampon
and absorbent interlabial device are configured such that said absorbent
vaginal tampon and said absorbent interlabial device may be womn
simultaneously by the wearer.
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