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PCT/ US98/ 13369, - ADHESI VE FAECAL COLLECTOR W TH
OPTI MAL APERYbsoss Field of the invention Feanio b
i nvention relates to faecal nmanagenent devices for babies, ﬂﬁfef?%?en or

adults, to be adhesively attached in a rel easpbl e manner to the
perianal area of the wearer, said devices being particularly easy to put in

pl ace and providing a largely inproved performance in collecting
faecal matter. Backgr ound Faecal managenent devi ces are known
articles of manufacture that are designed to be worn principally by

I nconti nence sufferers and in particular by bedri dden patients. Such
faecal managenent devi Ce?\DﬁEﬁV@WA%@R@%DLPECIJBQ WIITH Omph@%b{ﬁfkﬁa of the
wearer and are intended to entrap and 1 nmediately contarn f aecal

mat eri al and other bodily discharges. Such devices as they are
nostly known today are constituted of a bag, at one extremty of which
is positioned the aperture and the attachment device. Such bags are

di sclosed in, e. g. US 3,577,989 and in US 3,522, 807. A probl em

natural ly associated with these devices is their secure attachnment to

Field of the invention

The present invention reiates to faecal management devices for babies,
children or adults, to be adhesively attached in a releasable manner to the
perianal area of the wearer, said devices being particularly easy to put in place
and providing a largely improved performance in collecting faecal matter.

Background
Faecal management devices are known articles of manufacture that are

designed to be worn principally by incontinence sufferers and in particular by
bedridden patients. Such faecal management devices are attached to the
perianal area of the wearer and are intended to entrap and immediately contain

faecal material and other bodily discharges.

Such devices as they are mostly known today are constituted of a bag, at one
extremity of which is positioned the aperture and the attachment device. Such
bags are disclosed in, e. g. US 3,577,989 and in US 3,522,807.

A probiem naturally associated with these devices is their secure attachment to
the human body whilst allowing for the faecal matter to be safely contained
within the bag. The approach which is mostly used in the field is to provide the
device with a flange which surrounds an aperture and provide adhesive on the



t he human body whilst allowing for the faecal matter to be safely contained
within the bag. The approach which is nostly used in the fieldis to

provi de the WO9/08e89 ce with a fl ange whi ch surrounds an aperPOT/AESERN3369
provi de adhesive on the 2
flange, which will stick to the perianal area. The aperture is to be
brought in registry wwth the anal openi ng of a wearer and allows for the
faecal matter to be contajined in bag. US 3,522,807 and US 3, 734, 096
describe a ci rit@ngs vsf,ysht\ﬁi&lest&kdmathee@géanalaaneﬁ e apedure ihte be hrpughten

5. 529,507 1t cactEOha e oftpl PPegihb Bt eflenfirard alhik e tecEh maRet fape

to allow for tgentamedntidebay. enl argenent of the sphincter nuscle during
def ecati on. US 5,593, 397 di scl oses an approach of how to better adapt a
ring-like flange surrounding a circular aperture to the anatony of the

LAt fl ked and th k
are i ni ended ?ﬂ%‘gﬂ,?ég%ﬁh rEhST 3798096, desi b CWouioh a%EnaF@SSS@?é@”%any
thought o' mpesuER Aoy, FRRHRs faHGd, 3hial AeiritsnBiivs do, M e TR Tordepl ey
area of the wegpiihcter mudBlet USSB, 628 807 tebores tt@atdvémmynhqnbm:wc%cﬁon is

smal |l circular aperture, the flange of which is provid kings to
al low to cut ob@n&ﬂclaldpaa"%éﬂt’ lih%sagamtnadcaifemiasgammtao‘éttbe §phTrhnter mysdhe

beneficial to cgette %fa t the faecal managenent device to the anatony of
different wear WYt he use a cutti ng devi ce, such as scissors, has

several drawbacks. The required cutting device may not be at hand, the
cutting device may cause injuries to a person or damge to the faecal
managenent devil8e5,588,897 udiscloges anaapproachosfshowto bettarcadaptaa dingikah fangs e
may not be accurate.
surrounding a circular aperture to the anatomy of the wearer. A triangular portion
of the flange is marked and those markings are intended to guide the caretaker
in cutting out a triangle of the flange, e.g. by using scissors. Such an adaptation
of the flange is thought to improve the fit of the faecal management device in the

perineal area of the wearer.

US 4,784,656 discloses a device provided with a small circular aperture, the
flange of which is provided with markings to aliow to cut out circular apertures
with different diameters. This may be beneficial to better adapt the faecal
management device to the anatomy of different wearers, however the use a
cutting device, such as scissors, has several drawbacks. The required cutting
device may not be at hand, the cutting device may cause injuries to a person or
damage to the faecal management device, the cutting is a time consuming

process and furthermore may not be accurate.

Ancther solution to this problem is brought up in GB-A-2,116,849. Again, a
flange having a circular outer contour is used in combination with a circular

aperture. Here, the aperture and the flange are not concentric, so that the flange



Anot her solution to this problemis brought up in GB-A-2,116,849. Again, a

flange havigg 4 .cidecul ar outer contour is used in conbinati Opcyisbe/Rase
circul ar aperture. Here, the aperture and the flange are not concentric, so

that the fl ange 3 3 has a
smaller width at one end and nmay better fit~“the perineal area of the
wear er . In US 3,577,989 a device is disclosed, which has a non circular,

in fact very Ihggga%ﬁ%%tdtﬁpﬁr Bﬁé?end-r@n% Hﬁw Sgﬁef‘(ﬁY‘QH§rpeﬁr?e 85 éOthe

entrap both, urine an ces, and is as such’a device of a different kind.
The aperture tWasehei ng | ong enough to cover the urinary duct and the anal
openi ng. Kokai Patent Application No. HEI8 (1996) 117 261 discl oses a
faecal managenent device, where the aperture, which is neant to entrap

faecal matter, | [V [ e f r - I § e
slit is provi &Mtﬁﬁ%ﬁéﬁv{&% R ﬁﬁ%é;#)éodewg%ﬁ?g acﬁ%fz8*’{’%'8;(”@@&0‘&”2#‘?’{&
after the det gaangfbll Aperfife. dNisClevidd)! ﬁoWévéﬂ?Qslgﬁéa:ﬁStoaeﬁﬁ‘a?sbdtﬁ, dtifg Nrih
t he mal odour escaping fromthe aperture after detachnent of the device.

Sai d appl i cat faecespandisasgiuch adgvidetadid diffecentddngt Than apértutesthustbeirg ddng

t he aperture or of the flaigge.,The fact, .that the hgle or slit can be
closed with aSnRHGBO GP¥eY 'ﬁ%f’”%@"‘&gﬁ AALOREIRG .ot have a const ant
or elastic form the slit seens to be cut in a soft, flexible, somewhat
flimsy material. Such a seal able aperture may be beneficial after the

detachment of Kdkai fRsteat ApphcstioRntN6leVHER (1996yen17e264 tdisdiesss a faecal
di sadvant ages whil st the device is being used. A constant or elastic form

of the apertumanagement davice, wheseithe apertures ek is meant feaisap fasaal satiars
st 10 o0t LB T R0 ST e 5P o i SO S T W B RS i
nos: T pamhat, R o 18/ BT 1 BRP0G 8 SUEIIMSI g gim it e
Appl i cati on sdewigel Thisl ig thougkt as ai iedns rto tdiminisl tha malodouroescapingifrotrhthe
alternative a%%éhﬂrree aiﬁ%r Oclieestgétimplggt IoP ’tr?leE c?evjigé gé ;apgﬁ)c\:ﬂaﬁi\é)%r does not give any
detailed description of the nature of the aperture or of the flange. The fact, that
the hole or slit can be closed with a thread discloses that the aperture does not
have a constant or elastic form; the slit seems to be cut in a soft, flexible,
somewhat flimsy material. Such a sealable aperture may be beneficial after the
detachment of the faecal management device, however seems to have
disadvantages whilst the device is being used. A constant or elastic form of the
aperture is much more beneficial to ensure that the aperture offers a sufficient
area to entrap faeces in the device. Otherwise substantial portions of the faecal
matter may not be entrapped in the bag. Furthermore such a constant or elastic
form of the aperture avoids soiling of the flange; in particular the siit as described
in said Kokai Patent Application seems likely to get soiled in the defecation
process. Another aiternative aperture is described in SE 8 104 934 ; however,
such aperture forms which are chosen so that they depend on the form of the
bag, are not desirable. Furthermore, if the aperture is not carefully chosen to be
of a sufficient size and an appropriate form, substantial pressure on the flange

may build up during the defecation process. Such substantial pressure can lead



such aperture fornms which are chosen so that they depend on the formof the
bag, are not desirable. Furthernore, if the aperture is not careful

chosen t o- BEO@PIOMBSUffi ci ent size and an appropriate form §GE§{S§?{H%?
pressure on the flange may build up during the defecation process. Such
substantial pressure can | ead 4

4 to the detachnment of the adhesively secured device, obviously entailing

t he nost unwant ed conseguences. T rabl em of . uni.nt ent i.onal detachpent of
faecal managorbiie BBTRBBES! e, Adfedhelk soiiac SRRSO Bl ER st
exanpl e in GB-A; 3 ﬁ%‘ddﬁﬁa?i&) ]l y | il

at t achnent anc}ﬁ'gﬁaarg%% cal e?'i"’?, the pr periép ggerrentbhg@%vhg&gg@%dgemig fz?el?g'y
i ssue in the frehagerhenidevitesisragoblen idowrcistheTart,ads disclosedtfonekammple in
m spl acement of the device will lead to a severe misfunctioning, in
particul ar i ncoBA-@i&349.ecti on of faeces and I|eaking. The placenent of

adhesi ve faecal nanagenent devices is rendered difficult, inter alia by
premature sticking of the device, i.e. sticking to the buttocks of a wearer

before the i ntpagess Qh@frfv‘e@iﬁedﬁ@ﬁivﬁit'rpéptirﬁalré?@&fdhﬂﬁbnt!d‘ndé}?ataﬁﬁééllﬁ!,ethéfqrbﬁér

faecal management device is not sufficiently in registry with the ana
openi ng, substpiatémméntooédbardevice tibiea fleynigsuef int tire deld cof taecabuhackaggment

t he def ti g , i n leading. t i ntenti | .det t. If th
i <pl acomont  GIOMHR. JBIAIE PSIBRIR) THSBROTEIH A8, GeiEs WAJBAR BEcveis
det achment andTPSHRBRRREHE herbiRar ficotiete, BRUSHHOR of Itk BRE 1eaKina, The o

af f ect ed ar eapladernéntrofeidhesiveiaacsimandgemeridavices ishrendeseddifficultsimterfalia
faecal managenent devices have a sensitive skin due to their age, whether

very ol d or vény plasuaiyre Stekingrefhhengpdiceohe: ishielkingl tootheubuttecks efas wegrer
irritations. PRraper,pl. t 4.CE ] e first i eretore
i ghly des  abfedore B Rk p bemaf BEYHGE 46 Toactiet of e, Bpiel i g TaBesf
adhesi ve faecghandiiaentMevice is not sufficiently in registry with the anal opening,
substantial pressure on the flange of the device can build up in the defecation

process, again leading to unintentional detachment.

If the misplacement of the device is recognised before use, the placement of the
device is normally corrected, typically by the carer. The necessary detachment
and reattachment of the device means an additional stress on the affected areas
of skin of the wearer. Many wearers, who may make use of faecal management
devices have a sensitive skin due to their age, whether very old or very young,
and furthermore sometimes also suffer from skin irritations. Proper placement of

the device in the first place is therefore highly desirable.

in GB-A-2,116,849 it was attempted to provide an adhesive faecal management
device which, among other properties, was easier to put in place on the patient.
The solution brought up by GB-A-2,116,849 is, however, quite complex,
invoiving individually removable sections of the release layer covering the
adhesive layer on the flange surrounding the aperture, said sections having to

be removed in a predetermined sequence in order to ensure optimum



devi ce whi ch, anong other properties, was easier to put in place on the

patient. Th%vﬁ%/bﬁohé’” brought up by GB-A-2,116,849 is, howeveior Gkl e
conplex, i-nvolving 1ndividually renovable sections of the release |ayer

covering the adhesive |ayer on the flange sgrrounding the aperture, said
sections having to be renoved in a predeterm ned sequence in order to
ensure optinmum 5 adherence.

The renoval ofgRérericad. Pd irémovhl tdfeohl! aapBrRAPF the felbhES! papEIC aiTB tfirst
step allows in fact easier detachment and reattachnment in the above

descri bed casplasemrentstép atlows dip fact @asier. detaghmoeht and resttachmensbin thecabave h
f aecal managegent devices |s tﬁgéd] behavi our, after unintentional detachnent
and their han8eseripesd ¢ase ofa RO pisppeRBeRthey regul arly are a source of
mal odour and possibly of |eakage, the area of the aperture should not be
chosen | arger than necessary for good performance. A neans to close the

aperture aftepnofiferasobiess asdsclaied Witk daeddirmatagemencaéviess Mo theiltbéh4vigeo)
117 261 still cannot prevent mal odour to escape before said thread is

pul | ed and noe#er ppintentiona) detachimerd and pheir handiing afterdetaghment. Sincethays
det ached uni ntentional |ly. Thus,. cansidering th oss| bl e unint ended

det achnent  antPAURHh 214 SQULR BF nidedolr andrposail, OF leakaog. e iFd. of the
Moreover, a s f | | aqt
W th | ar e ar SBSMUBPERONAMAIRY ERbgerl RAGEL LTEH HECosdfY EP BoBH nddimiREs
probl ems. On nieansttbasiosmthe apeftbre afler ds¢ @st desdriedrinatoikal Patent Applichtion
proper placenent of the device a |large aperture may seem desirabl e. The man

sEi Il edf i nht hBloa HEIBS(1986: 4 14 261 sl icanngt pﬁ‘@;}téﬁamoyﬁéflase%pﬁr@fer% gaighd
hene Db v B84 T B HAS SR koL F o TR Y, okl Rpdfiment

particul ar i ndeliee Redeehbd Uniftenfionsllyal e wearers. On the other hand again,

the flange has to provide the aperturée of the required size and has to
provide a sufficient area to be covered with an adhesive for the attachnent

O 1 2ecal TR 0SB e ok8eld iR b CERSHN RoRt RG VB i, B
pai n and use, a small aperture is desirable. Moreover, a small aperture prevents faecal
matter from coming into contact with large areas of the wearer's skin. This
reduces skin irritation problems. On the other hand, with regard to the
importance of easy and proper placement of the device a large aperture may
seem desirable. The man skilled in the art is faced with a similar problem in
choosing the size and shape of the flange. The outer contour of the flange
should not be too large to avoid bad anatomical fit of the device for some
wearers, in particular in the perineal area of female wearers. On the other hand
again, the flange has to provide the aperture of the required size and has to
provide a sufficient area to be covered with an adhesive for the attachment of
the faecal management device to the wearer. Secure attachment with a small
flange area requires the use of an aggressive adhesive, which causes pain and
possibly skin irritation, when the device is removed, whilst providing a larger
surface area of the flange results in an excessively large flange which is difficuit

to handle, particularly with infants, or results in a smaller aperture.
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possi bly skin irritation, when the device is renoved, whilst providing a
targer surface area of the flange results in an excessively |arge flange
which i s di WQ¥M08% o0 handl e, particularly with infants, or PEEUFSENPE a
smal | er aperture. 6 Al of
the problens known in the art and ment i oned®are addressed by the present
I nvention. Certain other substantial aspects of the performance and

Che or i or et Pk pfng prbBEET KRB TAs if Apds e ieBel iy BREreUcRy e "
nvention.  iksdtinviAfort Cofig! bS5t ilbecldd thiCosiariie tha

the aperture i'n Irection of the anal groove In the intended wearing
position is ofhandlieg praperies ofifascab managentent agvicdst lavehnopbeer medressiedt ine
device. The placenent of the device is nore difficult in the |ongitudinal
direction, i.dhegarengt:heweyrs theyssesuseessidiyaddressed Ry ihe present invention.
transversal direction. Wen placing the device between the buttock cheeks,
the cheeks normally prevent severe m splacenent in the transversal

direction. Hoywseay. tHaOphbMaradoddinet dbasmattnitha! diatémerf #hé aapertus Qi i wed
in the longitudinal direction. Thus a placenent sonmewhat out of registry
wi th the anal dipectiore of sher@@l igréedeyin the indendied searing. positiom i of iarparticular

desi d f | t devi hig fact shoul d . ref ted b h
and Che i se. JTPPRETGR B segars i the Mcnent 4€ the, dBdices 1 biEcement &l hRed
shapes are Corb‘é%fc@qg’m@’%gkgffﬁblt¥nrtﬁé‘ tudtHal d‘?r’ef:ﬁ#,%e.aaggﬁiiﬁgénabggotove of

Secondly, the prior ar es not provide any teaching, ow to

choose the shane wiader, tiears iy theofrahdeersakdirestion. Wihére plaoims Wes delicei betaieenn.
The flange is typically bent al oggean axi s substantially parallel to the
anal groove, \{h@bultack rbeeks the gbeeks normally peevemd rseveRD drispiacement in the

ransver sal atPLSYsAl SrPaer HoPsVeECH divaE FRLTaL Erald BBl Padhd e 2,
it would be Orbr@ﬂdéﬂ‘bﬁhbIéhgiﬂﬂﬁnaﬂaiﬁcﬁbﬁ!?hl!@b'ﬁéce?néﬂlt@ddh%hép&ﬁttdﬂregwé

when correctly placed, offer a sufficient diameter to entrap faeces il
| ongi t udi nal ovithethtei anal groaveais most likely incthat ainegtion.f by an optinaly designed

F ﬁZSI bly i nSUffgécCél ?nnénagle%@ntte(fev%‘eftﬁlcst fa\é?sgmgﬂld%oel rle Cetc{e%gbyfr fhe' %'nn”g},é Hhe size
of the aperture. The prior art, as far as apertures of defined shapes are

concerned, generally teaches only circular apertures.

Secondly, the prior art does not provide any teaching, as how to best choose the
shape and the size of the aperture in the transversal direction. The flange is
typically bent along an axis substantially paraliel to the anal groove, when the
device is worn. it is therefore important to consider, that wh_en the device is worn
the diameter of the aperture in the transversal direction effective for collecting
faecal material is less than it would be on an unbent flange. Therefore whilst a
circular aperture may, when correctly placed, offer a sufficient diameter to entrap
faeces in the longitudinal direction, in real use will regularly offer a reduced and
possibly insufficient diameter effective for collecting faecal matter in the

transversal direction,



P
transversal direction.

7 I n
attenpting t me all the aforenentioned problens relati
prior - art, iw[d) agsér?ow been found that adhesive faecal nanagepngvﬁ{tg%%&g?es

can be designed which have excellent placegent and functioning properties,
through the selection of specific aperture paraneters. Brief summary of
the invention This invention relates to a faecal nanagenent device (10)

conpri sing a haatehbtingatodovertomaasll the’aforerhBptibhéd probidis FEMiHg &S the pyior

adhesive (20) used to attach the device (10) to the perianal area o
wearer. The | @ert has novsbees feunddhptrdhesive faecal thanagementdevicesdcam dee

of the aperture (21), of.sal d devi 10). One referred enbodi nent of the
i nvent i oﬁ is Qﬁsﬁﬁsbt WL@E?%‘F \ﬁﬁﬁé‘ger&dﬁ%’ﬁ%mepg agge%-ﬁ”ﬁ@ﬁmﬁg propeglies, sbeoygh
the transvers ' | BPspatifd nbodi ment of the invention
Is an a erturié]l'e %b@ﬁ rlé)ggs%ont Oﬁﬁérﬁ@eﬁ%ﬁ@e%, two ellipses whose mmjor

p ( y _ ! .
axes are perpendicul ar. Brief description of the drawings Figure 1 is a

perspective view of a preferred enbodi nent of the faecal managenent
device. L den ' s, T denotes a transversal axis.

s n
Faure 2 1 TR G e Yo red) ABRRo SRR el el BORBRR A 55
o s o o704 9HGY (1 HENaRgE AgE ket ohoshol) Goch QoM i
i nventi on. deviger(40) taathenperianal rarea df¢hetwearer.cTise irnvartionstesides prirkipally
| n-use positi %np%cvic?iné aaencglptimised shape of the aperture (21) of said device (10). One
preferred embodiment of the invention is an aperture (21) whose contour is
defined by one ellipse in the transversal direction; another preferred embodiment
of the invention is an aperture (21) whose contour is defined by two ellipses

whose major axes are perpendicular.

Brief description of the drawings
Figure 1 is a perspective view of a preferred embodiment of the faecal

management device. L denotes a longitudinal axis, T denotes a transversal axis.

Figure 2 is a perspective view of a diaper and a faecal management device,

which can be worn in combination according to the present invention.

Figure 3 is a partially cut-away perspective view of a diaper to be worn in
combination with a faecal management device according to the present

invention.

Figure 4 a and 4b are schematic views to illustrate the in-use position of a faecal
management device. The effective transversal diameter is denoted as “e”. Figure
4a illustrates the bending of the flange which occurs in placing the device in the

perianal area. Figure 4b illustrates the difference in contour between the



P
managenent device. The effective transversal dianeter is denoted as "e".
Figure 4a illustrates the bending of the flange which occurs in placing the
devi ce in-t WO P40P8nal area. Figure 4b illustrates the di ffe‘f('érﬁ'ég"sﬂ#@
contour between the 8
aperture of the flat flange and the proj ect§ on of the aperture in the
I n-use position. Figure 5is atop plan view onto a preferred enbodi nent

of the aperture ich.ig | it udi nal obl ong,. Flgure 6 js a t pl an
view onto a pP@Pgﬂf%&feﬁﬂﬁoﬁ?%ﬁ?g%fa’}41éh%dEPﬁ?‘F@”V\?fi gp]e i@mﬁs'\?eﬂgeal'm'yse
obl ong. Fi g:ﬁ!’o‘.%iti?)ni s atop plan view onto a preferred enbodi nent of the
aperture having the formof a cross. Figure 8 is a top plan viewonto a

preferred enbodi nent of the aperture having a form based on two ellipses

wi th perpendi cul ar nmaj or axes. , Flg)ure 9is atopplan viewonto a ., . .
preferred enb&dgurerh iSa tapriag yigw gpto a preferred amBodimant 194 $oR) aparturgwhich is

ellipses with . InGul jor axes and flattened ends to either sides
of the two mji%fd'@@w%bwl ed description of the invention The
i nvention relates to a faecal managenent device (10) as shown in Figure 1.

The device (10) conprises a bag (11) and a flange (12).
Figure 6 is a top plan view onto a preferred embodiment of the aperture which is

transversally oblong.

Figure 7 is a top plan view onto a preferred embodiment of the aperture having

the form of a cross.

Figure 8 is a top plan view onto a preferred embodiment of the aperture having a

form based on two ellipses with perpendicular major axes.

Figure 9 is a top plan view onto a preferred embodiment of the aperture, which
has a form based on two ellipses with perpendicular major axes and flattened

ends to either sides of the two major axes.

Detailed description of the invention
The invention relates to a faecal management device (10) as shown in Figure 1.

The device (10) comprises a bag (11) and a flange (12).

Description of the faecal management device as a whole
Typically faecal management devices comprise a bag (11) having an aperture

(21) and a flange (12) surrounding the aperture for preferably adhesive
attachment to the perianal area of a wearer as visible from Figure 1. Any faecal
management device known in the art can be provided according to the present

invention.



Description of the faecal managenent device as a whole Typically faecal

managenment. degbsegseonpri se a bag (11) having an aperture (2peraiddsasdshange
(12) surrounding the aperture for preferably adhesive attachnent to the

perianal area of a wearer as visible fromFkgure 1. Any faecal nanagenent
device known in the art can be provided according to the present invention.
9 The bag (11) as used herein is a flexible receptacle for the contai nnent

of excreted fareadagriti)ens USed begeihli)a dlexidle recepiadisl fom tive \conbdinment of
si ze depending on the intended use thereof, i.e. whether the device is

i ntended for exdeteguiaecghimaliars e hagi (Ad) ean bat providacin ayyr shape or size

el ‘ongat od bagdeRaTaHe oM edeld e PhersBlin'e, SheiBe ik, BRvits, is iRty
utilised by bssHAdHEN pafEnits BF actns pahéﬁtrsl suffé?ﬁgrﬁérﬁ%e@ntﬁ&éﬁc@@ﬁ Wﬁmeq gRre

active wearers V\/net her 1nfants or adults, the faecal nanagenent
shoul d pref era«mﬁmabbowahoofuraaianjs d?m’pm(amplehetdmgated"ubagewmm favé [pvinsipally

contours of t@.lg P % be warn i conF usI t he wearer under
nor mal gar neneular aﬁq‘%’i‘ﬂ a1 @re Jypically sl g@ﬁag’é’ @d enypatieptsupad elgpdy
{r incat oo pyr QEoTHIUIES, sUAdiAs s'ﬁBpre?“?@?ﬂe%%%iwﬂ%ﬂﬁy'hféﬂtﬁ ", the

i nvention, t H@ebﬁlgméihéger'ﬁéﬁt devichshauld Ql'éféréﬂhg'Béaér%ioﬁMI Sih'b?éd SUGH ! v

the bags will have a wearer facing portion ( and a garnment facing
portion (17).therdeviessfollows dbe egniaiirs iobthe belly anhdtdan baavorh ineonapicunusly by
devi ce (10) ?\ di sqoosed adﬁacer]t the uttocks of the wearer. As such, the
wear er faci ngtﬁ '35“?%%’) %(mﬂﬁ the buttocks of the wearer and does
not hang between the thighs of the vvearer. In addition, the bag (11) is
preferably shaped to allow at |east partial insertion and retention of the
bag i n- bet wedPartibelady; preferedfshapeswasy dat @irdulahdypd \bagss wwonegshdped s

bet ween the flange and the skin of the wearer. For exanple, the bag (11

may be provi dBiNGAEed cang pﬁgrw% apd pygamidal or truncated pyramidal bags Ina

most preferred embodiment of the present invention, the bag (11) has a
substantially truncated cone shape. Typically the bags will have a wearer facing
portion (16) and a garment facing portion (17). The wearer facing portion (16) of
the faecal management device (10) is disposed adjacent the buttocks of the
wearer. As such, the wearer facing portion (16) amply covers the buttocks of the

wearer and does not hang between the thighs of the wearer.

in addition, the bag (11) is preferably shaped to allow at least partial insertion
and retention of the bag in-between the buttocks of the wearer and thereby
ensure good contact between the flange and the skin of the wearer. For

example, the bag (11) may be provided with a neck portion or conduit.

The bag (11) is preferably designed to provide sufficient volume for faecal
material under a variety of wearing conditions, also when worn by a freely
moving, i.e. not bedridden wearer. Sitting on the bag, for example, will result in a

largely reduced volume in some areas of the bag. Thus, the bag is preferably



The bag (11) is preferably designed to provide sufficient volunme for faecal
material under a variety of wearing conditions, also when worn by a freely
movi ng, i.eWOBY00B¥dri dden wearer. Sitting on the bag, for eRGREFE13FI |
result in a largely reduced volunme in sonme areas of the bag. Thus, the bag
is preferably 10 10 shaped to
provide sufficient volune in areas which are not subjected to nmuch pressure
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yet it may bepPéé%ﬁP@W@arir?@o@ﬂor\%éﬁcﬂ gsgﬁﬁﬁ@ned of sufficient strength
al so

to withstand fupture 1 n use, en pressure on the bag (11) is exerted
in typical wearing conditions, such as sitting. According to the present
i nvention, depending on the shape of the bag (11) required, the bag
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portion (16) &) is brexied imetypichweagng condition$,1sycheasesifiing.ed at t he

peri phery of the bag (11), thus creating a bag peripheral rim(18). As is
visible fromFigure 1, the wearer facing portion (16) of the bag (11) may

conprise two f | o al ch h
rreggsl known té‘%ﬁ@ﬁ{#ﬁﬁ&g% Icq}é%iérli'tn%%’ ﬁé\ﬁ?ﬂ:’t dééﬁ'&ﬁﬁggf ngg‘hée%h\%ég ?fr)]gtréerréggﬁ i”}g
or pressure beafliifed, the bagl€11)traapbe\prowded drone ai uridnp pieceastimgterial bpfromai d
rim(18) nmay al so be inside the bag, thus being coextensive with the inner
surface (15) DEMbEEohsgparats pienasce! mederiali whichhaay he identicahek diffssgntoand he

bag (11). Prefet3Pl¥ sealed at their respective peripheries.

In one preferred embodiment the bags herein have a wearer facing portion (16)
and a garrhent facing portion (17) which comprise separate pieces of material.
The wearer facing portion (16) and the garment facing portion (17) are sealed at
the periphery of the bag (11), thus creating a bag peripheral rim (18). As is
visibie from Figure 1, the wearer facing portion (16) of the bag (11) may
comprise fwo further sections (19), which are secured to each other by means
known to the man skilled in the art, such as adhesive, thermobonding or
pressure bonding in order to provide the desired bag configuration. Said rim (18)
may also be inside the bag, thus being coextensive with the inner surface (15) of
the bag (11) rather than with the outer surface (30) of the bag (11). Preferably
the bag (11) is asymmetrical to the transversal axis, so that the distance
measured in the longitudinal direction from the centre of the aperture (21) to the
front end of the bag (11) is shorter than the distance measured to the rear end of
the bag (11).

According to the present invention the bag (11) can comprise one or multiple

layers, preferably two or three layers. The layer on the inside of the bag {11),



the‘ bag (11) is asymetrical to the transversal axis, so that the distance
measured in_the | ongitudinal direction fromthe centre of thg-ap6gdsi4sd (21)
to the fronW%?‘%?“%p the bag (11) is shorter than the distance neasured to
the rear end of the bag (11). According tq the present invention the bag
(11) can conprise one or nultiple layers, preferably two or three | ayers.
The | ayer on the inside of the bag (11),

11 which will wihydh el tyically b?lé%%t eamauﬁlcb»hecmr@omacpmh asécwrﬁﬁtehaﬁ%aéaned
material is called the inner |ayer. The outernost |ayer of the bag, whi

will typicallyths mrmslayaar'ﬂnaldtyem Iayecoﬁtthetbag tWhtdmewkrtyplcaim m !east
wearer and the garnents of the vvear ca d t he outer

| ayers of the BQB' tm%lmﬁﬁy%vﬁ H'“f %W%& @F‘f’é}’e Qﬁ@f%ﬂtﬁtﬂfyth?o
that the bag '§v é’r“lsdcdll'éa%éé'o?xﬂ?rlagé}e Iayers may in particular conprise

any materi al sUCR &S “ndhowovens or In a preferred enbodi ment of the
present invention a |lam nate may be forrred froma non-wven | ayer and a

film The lam nate can be formed by neans known to the man skilled in the
art . Any nonTheJayers ©f éhe bag maﬁepai mayflm praovided irgrn spyimatedal, paeferawy SO

fluid jet enta fabri.c aid fabri

bt cse et - Bikscher 88 i€ Joull ippdiviaus: bffted?%n% masr'ncea el ssouiss any
fabrics, stitc f f

above or the IF‘ERM%% taé%{) o?rgnﬁ%tao? Zi?ﬁ A PE an%a 'lcq iaydgrtgéfﬁ?esent
preferably conjnvestiom d lmmnatd may berfatmeda’rommmdmwomllawéﬁ andad dirmalThe
can be selected from am)ng aI I pes of hot-nelt adhesives, polyolefins
especi al ly pol Wﬂ'ﬁ?ﬁeeﬁ?ﬂﬂ be fon %le?@s knewpieoihe 'B@Pﬂﬂ'@fjl'ﬂéhe afd the

| i ke; material containing neltable conponents conprising fibres or

pol ymeric binders including natural fibres such as cellulose - wood pul p,

cotton, jute, AAYPhoRWOVeA! layel | diire ToRipiizeatelt ibeﬁé&.%ﬁunlé@é’d)'fabrics, fluid jet
entangled fabrics, air-laid fabrics, wet-laid fabrics, dry-laid fabrics, melt-blown
fabrics, staple fibre carding fabrics, spunbonded fabrics, stitch-bonded fabrics,
aperiured fabrics, combinations of the above or the like.

Suitable film materials for any of said layers preferably comprise a thermoplastic
material. The thermoplastic material can be selected from among all types of
hot-melt adhesives, polyolefins especially polyethylene, polypropylene,
amorphous polyolefins, and the like; material containing meitable components
comprising fibres or polymeric binders including natural fibres such as cellulose -
wood pulp, cotton, jute, hemp; synthetic fibres such as fibreglass, rayon,
polyester, polyolefin, acrylic, polyamid, aramid, polytetrafluroethylene metal,
polyimide; binders such as bicomponent high melt/iow meit polymer, copolymer
polyester, polyviny! chloride, polyvinyl-acetate/chioride copolymer, copolymer
polyamide, materials comprising blends wherein some of the constituent
materials are not meltable; air and vapour permeable materials including
microporous films such as those supplied by EXXON Chemical Co., {il, US
under the designation EXXAIRE or those supplied by Mitsui Toatsu Co., Japan
under the designation ESPOIR NO; and monolithic breathable materials such as



pol yester, polyolefin, acrylic, polyamd, aram d, polytetrafluroethylene
metal, polyimde; binders such as biconponent high nelt/low nelt polyner,
copol yner polWRVRAE pol yvinyl chloride, polyvinyl acetate/ chPETAUSe8/13369
copol ynmer, copol ynmer pol yam de, materials conprising bl ends wherein sone of
the constituent materials are not neltable; l&dir and vapour perneabl e
materials including mcroporous filnms such as those supplied by EXXON

Chem cal Co., WS t dgskgnat.i o E or. ose supplied
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12 Hytrel [err] available from DuPont and Pebax[err] available from ELF
At ochem  France. In a preferred enbodinent a film which is conprised

in any |ayer, is preferapl ernmeabl e to gases such as air and to vapour
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| ayer. Such nmaterial |ayers present an uneven surface to the s

wear er and thuby thedbedy sofgthe iwearer yanm]?hms.o?aa?bab{j dmnms?udhancbrgfwwblt ley
i mprove skin heal.thiness. Ln _an referred enbodi ment of the presen
im;ention t he ﬁ%fbé'ﬁ?ﬂﬁp?ﬁ%'e%s{'%pef'%@@?é’?"’Pr eferably the outer |ayer

conpri ses a non-woven |ayer and the inner |ayer conprises a film In
yet anot her preferred enbodi nent of the present invention, the bag (11)
conpri ses t hr e€hé ayterdayer ef thealdg isopreférably providetbwithna wonaovety River. SucHn

material iayers present an uneven surface to the skin of the wearer and thus

reduce significantly the problem of occlusion and greatly improve skin

healthiness.

in one preferred embodiment of the present invention the bag comprises two
layers. Preferably the outer layer comprises a non-woven layer and the inner
tayer comprises a film.

In yet another preferred embodiment of the present invention, the bag (11)
comprises three layers, preferably one film and two non-woven layers. In an
even more preferable embodiment the film is interposed between the two non-
woven layers. This sequence of layers results in a closed fibrous structure,
which has a particularly pleasing sensation on contact with the skin of the
wearer. In yet another preferred embodiment the inner layer comprises a film
and the other two layers comprise non-wovens.

The non-woven layer or the non-woven layers comprised by the bag (1 1) may be
hydrophobic or hydrophilic. If the bag (11) does not comprise a film layer,
preferably at least one non-woven layer is hydrophobic. As a consequence, fluid
penetration is resisted through the wearer facing portion (16) and the garment



even nore preferable enbodinent the filmis interposed between the two non-

woven | ayer swobghfggequence of layers results in a closed fi t?’rﬁ‘ﬁ?ﬁ%/lsss
structure, which has a particularly pleasing sensation on contact w tﬁ t he

skin of the wearer. In yet another preferngd enbodi nent the inner |ayer
conprises a film and the other two | ayers conprise non-wovens. The
non-woven | ayer or the non-woven | ayers conprised by the bag (11) nay be
hydr ophobi c offadiig portivnl (17) of the faechiaabadementaevioé (¢0) thechay Eomprises e
preferably at | east one non-woven |ayer is hydrophobic. As a consequence,
flui d penetr afiiranof @ hygrephedic Masuywaven dayear Birthescheg-waven dayers 6maynde

t he garnent - 13 facing portion
(17) of the f&ggaphﬂlé’nagenent device (10). If the bag conprises a filmor a
hydr ophobi ¢ non-woven | ayer, further non-woven | ayers may be hydrophilic.
Typical ly, the non-woven layer is treated with a surface active material,
such as a fl udypically,dhe non-woven ldyedi® freatedowith i sivfags active prateriale stibie as
requi si te hydrophobicity. The non-woven |ayer, however, may equally be
treated with @dUPrhemial iofuptherhydarhebicydinishiags dac Rravide otherglequisite

adhesi ves or ' : st L 0 obi upds, such as
rubbers and vg'gg{dgg'gé'cggdﬁh\gnﬁ&&ﬁv%geﬁa%ﬁ F%%rg%?tfgagh%@@@l Bg ttr?%kfpeﬂmh
usi ng nano- pagbiafingsPéfarRull inpervitasiRalerial SIRHNEd Haﬁﬁweltféuhe%w%ﬁcoatin Cof
non-woven | ayer can also be treated with agents to inprove the tacti
per cei vabl e seilicons or athehbydwophebicf carnpgunds sucm gsl A)bbensl antevegetable and
facing portion.(17). The agents incilmude bﬁt are not limted, to vegetabl e,
ani mal or syn{THRermalwaxes or & Ppy hechysically {reated using.nanepa g OrPlasmase
agents are k”E&Qtiﬁotheicﬁﬂﬁ%safo?iekg% @ flannel-like feel to the non-woven
| ayer without rendering it greasy or oily to the tactile sense of the
wearer. Additionally, surfactant material, including anionic, non-anionic,
cationic and pnon-cationic surfactants, may be added to further enhance
sof t ness and dDEfPREWONEDIAYRIs6an also be treated with agents to improve the tactile
perceivable softness of the wearer facing portion (16) and the garment facing
portion (17). The agents include but are not limited to vegetable, animal or
synthetic oils, silicone oils and the like. The presence of these agents are known
to impart a silky or flannel-like feel to the non-woven layer without rendering it
greasy or oily to the tactile sense of the wearer. Additionally, surfactant material,
including anionic, non-anionic, cationic and non-cationic surfactants, may be

added to further enhance softness and surface smoothness.

Furthermore, the non-woven layer may be impregnated with a lotion to provide
desirable therapeutic or protective coating lotion benefits. The lotion coating on
the wearer facing portion (16) and the garment facing portion (17) is transferable
to the skin of the wearer by normal contact and wearer motion and/or body heat.
Generally, mineral oil in the form of a lotion is recognised as being effective in
imparting a soothing, protective coating to the skin of the wearer. It is also
possible to impregnate the non-woven layer with a solid oil phase of cream
formulation or to incorporate into the non-woven layer an array of pressure- or
thermal- or hydrorupturable capsules containing for example, baby oil.



Furthernore, the non-woven |ayer may be inpregnated with a lotion to

provi de desi&g?%ﬁ t herapeutic or protective coating |otion benefits. The

| oti on coafi 0% wear er facing portion (16) and the gar RGRUIIEHRIY
portion (17) is transferable to the skin of the wearer by normal contact
and wearer notion and/or body heat. GEner%ﬁly, mneral oil in the formof a
|l otion is recogni sed as being effective in inparting a soothing, protective
coating to the skin of the wearer. It is also possible to inpregnate the
non-woven |ayer with a solid oil phase of creamfornulation or to
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such as conispasatie/diapersar othehabboibengartiied such & esmpsintRdasodd LRt -
Exanpl es of aqther suitable absorbent materials include creped cellulose

waddi ng; e Mhieh i 9pperalireferred: t @snairfelio Examplesh ofriother| suitabile fabserbent

nodi fied or | i C osi,c, fibers: . .tissu i ncl ydi ng tissue wraps
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mat erial or combinations of materials. The absorbent material 'may e
posi ti oned iinclydiag btissuel Wrapa ang tissuendaminates;n absofbent efoamm: e abkbbent
absorbent material ma osel ¥; arranged within the bag or may be

be |
secured to CREMIFMTY rggsaqgggr@tlg yBiershabseipept gelingninateriale ot eennothees
for securi ngnggﬁqbggg;erﬁ%ﬁéﬁgil%g&ﬁnﬁyﬁ%ﬂﬂgéf#@ substrates may be

used to secure the absorbent naterl surface (15) of the bag.
The absorbent material nmay al so be arranged to have any desired shape or

The absorbent material may be positioned in the bag (11) in any suitable
manner. For example, the absorbent material may be loosely arranged within the
bag or may be secured to the inner surface (15) of the bag (11). Any known
techniques for securing absorbent material to nonwoven and film substrates may
be used to secure the absorbent material to the inner surface (15) of the bag.
The absorbent material may also be arranged to have any desired shape or

configuration (e.g., rectangular, oval, circular, etc.).

As shown in Figure 1 the bag (11) is provided with an aperture (21) whereby
faecal matter is received from the body prior to storage within the bag cavity.
The aperture (21) is surrounded by a flange (12) and may be provided in any
shape or size, such as circular, oblong, heart shaped and may be symmetrical or
asymmetrical.

The flange (12) is attached to the bag (11) according to any means known to the
man skilled in the art which may provide permanent or releasable attachment.
Preferably however, the flange is attached to the bag by adhesive. Typically, the



configuration (e.g., rectangular, oval, circular, etc.). As shown in

Figure 1 thGWB%Q/og;Q; Is provided with an aperture (21) mherq}g‘é_éugggg%?lg/

matter is receive romthe body prior to storage within the ] _

The aperture (21) is surrounded by a fIa ge (12) and nmay be provided in any
shape or size, such as circular, oblong, 'heart shaped and nmay be
symmetrical or asymmetrical. The flange (12) is attached to the bag
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provi de permanent or releasable attachment. Prefer ver
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15 bag wi Il be attached to the flange, towards the outer periphery of
flange so as not to cause any obstruction for the entering faecal rratter

. . : : o
iy ch ¢ na”adhe Bind¥ MEVEBE braviy, . afy HAE YEpRRgRY b ¥ BrBterdaBiR ke,
shape and wmérembdewdf@is idteniBie Simpiary HERsndd Rl 58 broneed in aw&na e
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these are t g 4iubstantlal ly flat surfaces, however, the flange (12)
may al so co%‘% 2@ ﬁ%; ections, a front proj ection (28) and/or a rear

projection (29), designed to fit the perineal and/or coccygeal area of the
wear er . The flange (12) should be made of soft, flexible and nall eabl e

mat eri al t oThblftangecamprisesce ganhert facing ﬁémBG%ZQ)Lahdta)wbbmrﬁabing:}%méﬁ ea.
Typical materials include nonwven materials, wovens, open cel

t her nopl ast (43)f buar prefeged @mkadiment these are two large, substantlally flat surfaces,
however, the flange (12) may also comprise projections, a front projection (28)

and/or a rear projection (29), designed to fit the perineal and/or coccygeal area

of the wearer.

The flange (12) should be made of soft, flexible and malleable material to allow
easy placement of the flange (12) to the perianal area. Typical materiais include
nonwoven materials, wovens, open celied thermoplastic foams, closed-cell
thermoplastic foams, composites of open celled foams and stretch nonwoven,
and films. A closed-cell foam of polyethyiene has been found effective, but more
preferably an open celled polyurethane foam is used. Preferably, such foams
have a thickness within the general range of 0.1 to 5 millimetres and a density of
5 to 250 g/m? more preferably 50 g/m?. Other thermoplastic foam materials, or
other suitable plastics sheet materials having the described properties of such
foams (i.e., softness, pliability, stretchability, and contractability) might also be
used. Preferably, the material of garment facing portion (22) of the flange (12)
may extend into the defined aperture area so as to form a skirt or flap of material
which prevents unintentional adhesion of the surface edges of the flange (12)
defining the aperture (21) to one another during use.



t her nopl astic foans, conposites of open celled foans and stretch nonwoven,
and filnms. A closed-cell foam of polyethylene has been found effective, but
more prefer¥939/088%pen cel | ed pol yuret hane foamis used. PPETaIsa$iiaped such
foanms have a thickness within the general range of 0.1 to 5 mllinetres
and a density of 5 to 250 g/nferr], norelépreferably 50 g/nferr]. O her
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defining the aperture (21) to one another dur| ng use.
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further corr%sges 32 attachnent neans to secure the device to the wearer.
Such neans i f‘r traps and nore preferably conprises a body-conpatible
pressure sensitive adhesive (20) applied to the wearer facing portion (23)
of the flange (12). The adhesive (20) is preferably covered with a

rel ease nearkhg adhesite(20) mpmfehabl)ﬁ coveret ewith aheleabeemicans(@dt shoual ins
The adhesi ve can cover the entire wearer facin
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means if pr ¢gevidelesbese(hd)4£t4) on either side of the ﬂange (1 2) which are non-adhesive
and can thereby serve to facilitate placement and removal of the device whilst
avoiding contact with the adhesive. These lobes (13)/(14) are however
preferably also covered by the release means. Before application of the faecal
management device (10) to the skin of the wearer, the release means if present

is removed.

According to the present invention any medically approved water resistant
pressure sensitive adhesive may be used to attach the device to the perianal
area of the wearer, such as hydrocolloid adhesives and hydrogel adhesives.
Particularly effective adhesives in providing the desired adhesive properties to
secure the flange to the skin of the wearer at the sensitive perianal area, whilst
allowing for relatively painless application and removal, are formed from

crosslinking polymers with a plastisicer to form a 3-dimensional matrix.

The adhesive (20) can be applied to the wearer facing surface (...) of the flange

(12) by any means known in the art such as slot coating, spiral, or bead



According to the present invention any nedically approved water resistant
pressure sengioldogesgdhesi ve may be used to attach the device 36
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in addition, to providing excellent selpar ation between urine and faecal
material, tManagemenhaeviceetis) irenatrsablyt firgk plased( inoshea perianalparea sbthe
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very young igngoéifisnad hewdrt the REE#" Management device (10) and fastened in a
conventional manner around the body of the wearer. It has been found that, in
addition, to providing excellent separation between urine and faecal material, the
combined faecal management device (10) and diaper (50) system actually
reduces skin irritation, which may at times occur, especially since the group of
typical wearers includes the very old, the very young and the unhealthy wearers.
In effect, the presence of the faecal management device (10) permits the
formation of a separation layer between the skin of the wearer and the diaper
(80), i. e. a part of the absorbent core (58) of the diaper (10). The diaper (50)
can be of the conventional type (an embodiment of which is described below
although not a limiting example by any means) or can be adapted to contain in
an effective and comfortable manner the faecal management device (10)

according to the teachings of the present invention.

As used herein, the term “disposable diapers” refers to articles which absorb and

contain body extrudates; and more specifically, refers to articles which are



In effect, the presence of the faecal managenent device (10) permts the
formation of a separation | ayer between the skin of the wearer and the

di aper: (50) WQ99/0808%95 part of the absorbent core (58) of thePETAS88/13369) .
The di aper (50) can be of the conventional type (an enbodi nent of which is
described below although not a limting ¥xanple by any neans) or can be
adapted to contain in an effective and confortable nmanner the faecal
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generally worn by infants or incontinence sufferers that is drawn up

bet ween t he sufigsersithat issdrewadipbeimeentibevieys andffastesedaont the waistofahe i s
a partially cut-away perspective view of a diaper (50) enbodying the
present inve¥®36h prior to it being placed on the wearer over the faecal
managenent device (10). As is visible fromFigure 3, a preferred diaper
(50) conprises a body portion (52) and a refastenabl e nmechani cal fastening

devi ce (54) .Figurr 2isa pantidllydgutaway perspéctivecriewrdfzediapel (30) empedyinguthe
topsheet (56), and, absgrbent core (58), a liquid inpervious backsheet (60),
and el ast i cdt'e§ertofvention ppdon &g it (heiag (Blaced cor nthecyeaieh quep) the daesalp) v

SOl oty ndhdferheRtdecd (360 AR Ui M3 BaiEed dard?lB0), | 4,
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t he side fl\a,(gg (64), and the elastic nmenbers (66) nmay be assenbled in a
variety of ). -Apoelieriegnbedyu partioond2) comprises a liquid pervious topsheet (56),

and ‘absorbent core (58), a liquid impervious backsheet (60), and elastically
contractible leg cuffs (62), each leg cuff (62) preferably comprising a side flap
(64) and one or more elastic members (66). For simplicity purposes, only one
elastic member (66) is shown in the side flap (64). While the topsheet (56), the
absorbent core (68), the backsheet (60), the side flaps (64), and the elastic
members (66) may be assembled in a variety of well-known configurations. A
preferred disposable diaper configuration is shown and generally described in
US 3,860,003, an even more preferred disposable diaper configuration is shown
and generally described in WO 983/16669. in this preferred diaper configuration,
the backsheet (60) is joined to the topsheet (56); the absorbent core (58) is
positioned between the topsheet (56) and the backsheet (60); the side flaps (64)
extend outwardly from and along each side edge of the absorbent core (58); and
the elastic member (66) is operatively associated with each side flap (64).

Figure 3 shows the body portion (52) in which the topsheet (56) and the
backsheet (60) are coextensive and have length and width dimensions generally



preferred disposable diaper configuration is shown and generally described
i'n US 3, 860, ¥B99/¢¢A8% ven nore preferred di sposabl e di aper confCusesizesy i S
shown ‘and general |y described in WO 93/16669. In this preferred diaper
configuration, the backsheet (60) is join& to the topsheet (56); the
absorbent core (58) is positioned between the topsheet (56) and the
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coext ensi ve and have | ength and wi dth di nensi ons generally
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Bhcor bent _cdpanpbsfiars ErBRRREher Wb e dsR8 it ) ABLAnienis Mrathe
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the wearer, and capabl e of absorbing and retalni uch as urine
and ot her certa| n bodlly di scharges. The absorbent core (58) may be
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referred to wearer,rdrel tapablengflabsosing Wetauingawtﬁdﬁbeﬂﬁ Reniringand iodhésr
' nclude cr epc%?ta?nelbggllif %?sc\agggdesngfhenggégrbem core (58) may be manufactured in a
variety of sizes and shapes (for example, rectangular, hour-glass, "T"-shaped,
asymmetric, etc.) and from a wide variety of liquid absorbent materials
commonly used in disposable diapers and other absorbent articles such as
comminuted wood pulp which is generally referred to as airfelt. Examples of
other suitable absorbent materials include creped cellulose wadding, meltblown
polymers including coform, crosslinked cellulosic fibers, tissue including tissue
wraps, absorbent foams, absorbent sponges, superabsorbent polymers,
absorbent gelling materials, or any equivalent materials or combinations of
materials. The configuration and construction of the absorbent core (58) may
also be varied (for example, the absorbent core (58) may have varying caliper
zones, hydrophilic gradients, superabsorbent gradients, or lower average density
and lower average basis weight acquisition zones; or may comprise one or more
layers or structures). Further, the size and absorbent capacity of the absorbent

core (58) may be varied to accommodate wearers ranging from infants to aduits.



pol ymers including coform crosslinked cellulosic fibers, tissue including
t ssue waps, absorbent foans, absorbent sponges, superabsorbent pol yners,
absorbent gelVPAR¥OWBY erials, or any equivalent materials or cPEDUSSIdMS of
materials. The configuration and construction of the absorbent core (58)
may also be varied (for exanple, the abs@Pbent core (58) may have varying
cal i per zones, hydrophilic gradients, superabsorbent gradients, or |ower
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backsheet (60) is preferably textured to provide a nore clothlike
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fromthe abs ] 5 I till t exudat es from passing
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m croapertures. The size of the backsheet (60) is dictated by the size of
the absorbent core (58) and the exact diaper design selected. The

t opsheet (567hef backsheehpB0)i is cpnefitrablyt texinfed f toel progidenda notorér cldtilikeng
to the appearance. Further, the backsheet (60) may aiso permit vapours to escape
from the absorbent core (58) while still preventing exudates from passing
through the backsheet (60) by, for example, being supplied with microapertures.
The size of the backsheet (60) is dictated by the size of the absorbent core (58)

and the exact diaper design selected.

The topsheet (56) of the diaper is compliant, soft feeling and non-irritating to the
skin of the wearer. Further, the topsheet (56) is liquid pervious permitting liquids
(for example, urine) to readily penetrate through its thickness. A suitable
topsheet (56) may be manufactured from a wide range of materials, such as
porous foams, reticulated foams, apertured films; or woven or non-woven webs
of natural fibres (for example, wood or cotton fibres) or from a combination of
natural and synthetic fibres. Preferably, it is made of a material that isolates the

skin of the wearer from liquids retained in the absorbent core (58).



skin of the wearer. Further, the topsheet (56) is liquid pervious
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t hi cknmess. A suitable topsheet (56) may be manufactured froma w de range
of materials, such as porous foams, retiqul ated foans, apertured filns; or
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her ei n. Relgsrebphasticfitmar ti cul ar the flange (12) the longitudinal axis is
to be understood as follows: The direction which is substantially defined
by the anal groove in the intended wearing position shall define the
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i ntended to be placed in parallel to the anal groove when placing the
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as follows: The direction which is substantially defined by the anal groove in the

intended wearing position shall define the longitudinal direction. The longitudinal
axis is an axis in the longitudinal direction, which croéses the centre of the
aperture (21). The most preferred indication of the intended wearing position is
the presence of one or- two projections (28) and/or (29) designed to fit the
perineal and/or coccygeal area of the wearer, a less preferred indication of the
intended wearing position is a fold in said flange (12) prior to use intended to be
placed in paraliel to the anal groove when placing the product. The longitudinal

axis is typically also an axis of symmetry.

The transversal axis is an axis perpendicular to said longitudinal axis, which

crosses the centre of the aperture (21).

Unbent is used with regard to the flange (12). The flange (12) is typically bent

along a longitudinal axis to place it onto the perianal area of the wearer. In an
unbent state the flange (12) is typically flattest.



The transversal axis is an axis perpendicular to said |ongitudinal axis,

whi ch crosses the centre of the aperture (21). Unbent is used with regard
to.the fl angg()(9f§’?‘.’89The flange (12) is typically bent al ong é’qTH'f?@?’H}S? nal
axis to place it onto the perianal area of,the wearer. In an unbent state
the flange (12) is typically flattest. 2

22 Flat is used in the description of a three-di nensional object, such
as the flange (12), if the object can be thought to be fully contained by a
cuboid, characterised by three characterising | engths, of which one first

length is | eat ishaedinl theQiest:iriEh@lﬁ obh thiee-Uirbendibedl objedtastiel agithe flapget hs.
If the object Is flexible in shape, so that it nay take several shapes
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under st ood winap takéeseveral tshapbe witheutt af sabgian(idl2 effecihlons ftsoptoperiies or
stated. The contour,  of a flexible aperture (21) is to_be understood as the

form of the damage,geisicalied flat B 8)is at inane obsajd shapgs.pich an flexible objeetiss

are present \whj f £.:S of t ure (21) (apart from
normal |y uné%]ﬁsm&‘lf%pgeeigé@cﬂ@%%&%{lgw.lg'ﬁqtﬂﬁﬁh"ﬁ‘bﬁ% ure (21) is
provided with a skirt, this skirt does not define the contour of the
aperture (21). Centre is used to describe a point of an object or a part

of an obj ectThevcootout of ithe daperture {21 his defined: byf thesiaper peripheny (25) aftther
part, were ofg unifaun densi ty. Thus Lot thS ARELLULE. (Al e 15 BeSildrSiond 1 ©
with reference to the unbent flange (12), unless otherwise stated. The contour of
a flexible aperture (21) is to be understood as the form of the inner periphery
(25) of the flange (12) when no outer forces are present which could affect the
shape of the aperture (21) (apart from normally unavoidable forces such as
gravity). If the aperture (21) is provided with a skirt, this skirt does not define the

contour of the aperture (21).

Centre is used to describe a point of an object or a part of an object, which

coincides with the centre of mass, if said object or part were of uniform density.
Thus for the aperture (21), the centre is to be determined when the area within
the contour of the aperture (21) is considered to be filled with a material of

uniform thickness and density, when the flange (12) is unbent.

A diameter of the aperture (21) is the length of a line through the centre of the
aperture (21), whose ends lie on the contour of the aperture (21), when the
flange is unbent, The diameter of a flexible aperture (21) has to be measured
when no outer forces are present which could affect the shape of the aperture

(21) (apart from normally unavoidable forces such as gravity). The longitudinal



the contour of the aperture (21) is considered to be filled wwth a materi al
&f uni form t Wiccdomees® and density, when the flange (12) is unipentuses/1#369

di aneter of- the aperture (21) is the length of a line through the centre of
t he aperture (21), whose ends |lie on the gontour of the aperture (21), when
the flange is unbent. The dianeter of a flexible aperture (21) has to be
nmeasured when no outer forces are present which could affect the shape of

t he apert ur diédibler( apdne dperiwred@iplis yneaswreddalong the dengitudiralasxigr ahet v) .
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used if such a local maximumis present in the transversal direction. A
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is used if such a local maximum is present in the transversal direction. A local

maximum is a maximum with regard only to the immediately adjacent diameters.

The faecal management device (10) is in the in-use position when the device
(10) is attached to the perianal area of the wearer, so that the aperture (21) is
registry with the anal opening of the wearer and the flange (12) is typically bent

along the longitudinal axis.

The term Qfo'lection plane as used herein refers to one of the following planes:
Faecal matter, which is to be collected by the faecal management device (10),
will typically be transferred along a line from the centre of the anal opening of the
wearer, to the centre of the aperture (21). Any plane perpendicular to said line is
referred to as a projection plane. The term projection, as used herein, refers to a
projection process, which yields an identical projection of an object, such as the
aperture (21), onto any one of said projections planes.

Effective transversal diameter is to be understood as the length of a line in the

transversal direction through the centre of the projection of the aperture (21)



Faecal nmatter, which is to be collected by the faecal management d$Viﬁe
("10), will typi be transferred along a line fromthe centre of the
anal dpeniﬁgxg?sgh@mhearer, to the centre of the aperture (215CT/HPRF13I6ne
perpendicular to said line is referred to %S a projection plane. The term
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position. Wsighifitentifeimprovéd Gy using an aperture (21) having different diameters in
different directions, i.e. a non-circular aperture (21) (when the flange (12) .is
unbent). More particularly, it has been found beneficial to have larger diameters
along the transversal or along the longitudinal axis or along both these axes,
than in the directions in-between.

The main benefit of a transversally oblong aperture (21) is the improved
functioning of the device (10) in its typical in-use position. When the device (10)
is attached to the perianal area of the wearer, the flange (12) will typically be
bent along the longitudinal axis, which is then is registry with the anal opening of
the wearer. Faecal matter, which is to be collected by the faecal management
device (10}, wili typically be transferred along a line from the centre of the anal
opening of the wearer, to the centre of the aperture (21). The projection of the
aperture (21) in its in-use position ontb a plane perpendicular to said line
determines if the aperture (21) is of sufficient size to transfer faecal matter of a
given size. The projection of the contour of the aperture (21) in the in-use
position differs from the contour of the aperture (21) of the unbent flange (12), as
can be seen in Figure 4. For example, a circular contour of the aperture (21) of
the unbent flange (12) corresponds to an elliptical, longitudinally oblong contour
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one of sai d Thisdifferénce petwees the contourrcfibe upbentﬂmgea(;l&iamdcmecpm;eoﬁogure
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transversal di aneter can ge chosen to appr oxi nat el Yy correspond to
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exanpl e, the apertur can, hav for ps its maj,or
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collecting faeces in the Iongltudlnaf direction. For example, the aperture (21) can

have the form of an ellipse with its major axis in the transversal direction, which

is so chosen, that the projection of the ellipse onto one of said projection planes

is circular, when the device (10) is in its in-use position. However, for reasons

discussed below, it may also be beneficial to have an aperture (21) of a more

complex form.

The main benefit of a longitudinally oblong aperture (21) is in the placement of
the faecal management device (10). The correct placement of the device (10)
involves bringing the aperture (21) in registry with the anal opening of the
wearer. The chances for a misplacement in the transversal direction are less
than the chances for a misplacement in the longitudinal direction. This is so,

because the anal groove of the wearer supports the correct placement of the



di scussed below, it may al so be beneficial to have an aperture (21) of a

rnore conpl ex The main benefit of a longitudinally oblong aperture
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pl acement of the device (10) involves brig%gi ng the aperture (21) in
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flexible to allow for the enl argenment of the sphincter nuscle during

defecation w thout detachnent of the device (10). Thus the shape of the

aperture (21) may chan when forces are present conparable to the forces
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as shown i ntite n+use poasitidn| so Eiafithe fidxibility does not need to aliow for enlargement

of the aperture (21) under the pressure of faecal matter itself.

The aperture (21) may have a multitude of shapes, all of which are within the
scope of the present invention. The choice of a particular shape will depend on
the intended wearer group and using conditions. The aperture (21) may for
example be elliptical in the longitudinal or in the transversal direction. The
aperture (21) may also have an essentially elliptical form with flattened ends,
e.g. to either side of the major axis as shown in Figure 5 and in Figure 6.
Preferred flattened elliptical forms have a length along the major axis of 65 % to
95 %, more preferably around 80%, of the major axis of the corresponding full
ellipse. Other flatiened e!lipfical forms have a length along the minor axis of 65
% to 95 %, more preferably around 80%, of the minor axis of the corresponding
full ellipse. The flat portions preferably comprise a straight line. Elliptical forms of
the aperture (21), which are flattened to either side of the major axis and to

either side of the minor axis are also preferred.



Preferred flattened elliptical fornms have a length along the major axis of
65 % to 95. Yavomwepogor ef er abl y around 80% of the major axis ddcihesnizss
corresponding full ellipse. Oher flattened elliptical forns have a |length
along the mnor axis of 65 %to 95 % norgy preferably around 80% of the
m nor axis of the corresponding full ellipse. The flat portions preferably
conprise a straight line. Elliptical forns of the aperture (21), which are
fl attened tPrefered efiipticalcipertiresdR2ty have 2 miid betwsienhthe lehgth of thehmajomor
axis are al so
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symret ri cal dre thé forigtiginaldhd the BahsSversal d:am*e@cstdﬁﬁ%séﬁaﬂe @f)s. The
symetry of the aperture (21) to the longitudinal axis reflects the

substantial symetry of the human body to the | ongitudinal aX| s (as roughly
defi ned by e ana thus,is typicall eefiC| for the, good
anat oni cal Lﬁ'\e "hl{g @ge@ﬁ dtr&%eé‘ﬁ@nﬁ ‘f%g'i"\ﬁ?lﬁ q J‘ao""fe(YIer b’?ﬁper
adhesi on an t e
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to the longitudinal axis (as roughly defined by the anal groove) and thus is
typically beneficial for the good anatomical fit of the faecal management device
(10), as well as for proper adhesion and complete collection of faecal material.
The symmetry of the aperture (21) to the transversal axis may allow the faecal
management device (10) to be placed to the perianal area of the wearer without
ensuring a specific orientation regarding the perineal and coccygeal areas of a
wearer. Said symmetries typically also allow the easier, cheaper and more
accurate production of the flange (12) and may also ensure a more aesthetic
appearance of the device (10).

The benefits of an aperture (21) which is transversally oblong and the benefits of
an aperture (21) which is longitudinally oblong can be combined. Such a

combination can be achieved by a variety of embodiments. For example, the



appear ance of the device (10). The benefits of an aperture (21) which is
transversal | and the benefits of an aperture (21) which is

| ongi t'udi nal ?“;,/(90/ g%g can be conbined. Such a conbination caf@éUsENs¥Bded
by a variety of enbodi ments. For exanpl e,2 he _ _ _

28 aperture (21) may have sone di aneter asured in any direction between
the longitudinal and the transversal direction which is shorter by at
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preferably 20 % | ess than the dianeter neasured in either the |ongitudinal
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el lipses have a length ratio tween the ngjor axis an nor axis from

1:0. 05 to 1:thedongitudingrarfthedtdnsvemsatidirettion. iFor example,&he dperfir® (Z1) may
Particularly vpreferred elliptical forns have flattened ends as shown in
Fig. 9. Arave acoptasde femm @ ¢ess ke shape agiseendnd igweapiMore prafemblys
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as far as possible reduced. Furthermore it is a particular advant'age 0
t he apert ur 2Jlipses) haee @ langth etieibetweemp the imajor axise and uhkaminarr axis fromt he

flange (12) ¢ tq.4Re centre of the gperture (21) while nqgt _hindering
the et ecat i EA 18 J: B2 AR REIobl, Fail 2 i et 0B o VDb PGy
faecal matt Fhy 'ﬁ?ﬁ‘ﬁﬁ’n@c £]1ange (12) close to
the cent req{)r?ft he ggert l’Jre (2hl§ 'S ﬂ\?@%&%’%ﬁ%@g\’ﬁ ngg&[ ? allows for a
nore secure attachnment of the faecal managenent device (10) by adhesive

provided on ,&lpﬁhemgr%géinfie%ctis nges%cr)igateéioﬂer(eizn?’)hac\):fe ;nea;;leggrgee (&%)Z)a's small as
possible with regard to the optimal performance of the device (10) for particuar
wearer groups and uses. Thus, the risk of skin irritation due to contact of faecal
matter with the skin of the wearer is as far as possible reduced. Furthermore it is
a particular advantage of the apertures (21) described herein to provide large
surface areas of the flange (12) close to the centre of the aperture (21) while not
hindering the defecation process and thereby still aliowing effective collection of
faecal matter. The presence of such large areas of the flange (12) close to the
centre of the aperture (21) is very beneficial, as it allows for a more secure
attachment of the faecal management device (10) by adhesive provided on the

wearer facing portion (23) of the flange (12).

The size of the aperture (21) should be chosen with regard to the typical faecal
matter of the intended wearer group. It has been found that faecal matter of
various consistencies and various wearer groups has a typical maximum calliper
of 0.1 to 4.0 cm after defecation when projected onto said plane, the upper

calliper limit being 2.0 cm for babies. This maximum diameter may have to be
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8.0 cm nost preferably 4.00to 6.0 cm Preferably, the |ongest dianeter
of the apertememoaiprefesably 48 em. any of the

The longitudinal diameter of the aperture (21) should preferably be chosen to
allow for the effective functioning of the device (10) despite misplacement. It has
been found that the misplacement of the device (10) in the longitudinal direction
is typically up to 2 cm in either direction (coccygeal or perineal), mostiy only up
to 1 cm. Therefore, the longitudinal diameter should be chosen to allow for the
expected faecal matter diameter and the expected device misplacement.
Preferably the longitudina! diameter of the aperture (21) is form 1.0 cm to 8.0
cm, most preferably 4.0 to 6.0 cm.

Preferably, the longest diameter of the aperture (21) measured on any of the

embodiments decribed above is at least 5 cm.



enbodi nents decri bed above is at least 5 cm

30 C ai s 1. Faecal R%g§
devi ce (10) ‘é’gn%fofmssigng a bag (11), said bag (11) having g?l’%gper /%89(21)

and a flange (12) surrounding said aperture (21), said flange (12)
having a wearer facing portion (23) and @%arnent facing—portion  (22),

wherein said wearer facing portion (23) conprises a |ayer of adhesive
(20) for releasable attachment to the perianal area of mm!l

characterised in that said aperture (2%%l s either lon g!ﬂ“’!ﬂﬁmg or
transversally oblong or both. 2. Faedel®iMEnagement deVice (1 i ng

to claim1, characterised in that the contour of said aperture (21) is
defined by the outer contour of at |east one ellipse, said first ellipse

having a naj ar Radcal Aathagementbdevise $10)\Vdumsrising a bagy A 1edaid bagiciﬂ)' ISa\}iﬂglt he
| ongi tudi nal or transversal direction. 3. Faecal nanagenent device (10)
according to clah epertuhé2Bi and e flapgeo(i2) ssurrounsiingy apertare {2p). saidied

by th t f t | i first ellij delli ,
D, P conk el R s 680 R B A e B,
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managenent devi{26) {ot t¢ieasahie dttaghmenttodhempetianal 8readfea wiearer; | east one
of said first ell igée,or said secqond e has flattened ends.

elli as | ; 9.
Faecal managengiharaderised jn ghat,sai r3?9@"98&:11)a‘ﬁn%’“le"ob“g't\éﬁ"“aﬂy\HI%QQQ er

transversally oblong or both.

2. Faecal management device (10) according to claim 1, characterised in that
the contour of said aperture (21) is defined by the outer contour of at least
one ellipse, said first ellipse having a major axis and a minor axis, wherein

said major axis is in the longitudinal or transversal direction.

3. Faecal management device (10) according to claim 1, wherein the contour of
said aperture is provided by the contours of two ellipses, a first ellipse and a
second ellipse, said second ellipse having a major axis and a minor axis,
wherein said major axis of said second ellipse is perpendicular or

substantially perpendicular to said major axis of said first ellipse.

4. Faecal management device (10) according to claims 2 or 3, wherein at least

one of said first ellipse or said second ellipse has flattened ends.

5. Faecal management device (10) according to claims 2 or 3 or 4, wherein
each of said ellipses have a longest first diameter and a longest second
diameter perpendicular to said first diameter, characterized in that at least
one of said ellipses independently has a ratio between said first diameter
and said second diameter of 1:0.05 to 1:0.9, preferably of 1:0.5 to 1:0.7.
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each of said ellipses have a | ongest first diameter and a | ongest second
di anet er per peaddewBar to said first dianeter, characterized pOTAISS8/13369

| east ° one of sai deH-i+pses—+ndependently has a ratio between said first
di anet er and said second dianeter of 13D.05 to 1:0.9, preferably of
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t he. Iongltudlnal directi on. . Faecal managenent

any one of the ofthedange extemﬂsannhmsaldrmremm&ﬁesb astd foam 4 blertl ongest

di aneter of said aperture (21) is at | east 5 cm 9. Faecal managenent
devi ce (10) according to any one of the preceding cl ai ns, characterised
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said aperture (21) |s froml1l.0 .0 cm preférably 4
the longitudinal drrectlon

8. Faecal management device (10) according to any one of the preceding
claims, characterised in that the longest diameter of said aperture (21) is at

least 5 cm.

9. Faecal management device (10) according to any one of the preceding
claims, characterised in that the transversal diameter of said aperture (21) is
from 3.0 to 8.0 cm.

10.Faecal management device (10) according to any one of the preceding
claims, characterised in that the longitudina! diameter of said aperture (21) is
from 1.0 to 8.0 cm, preferably 4.0 to 6.0 cm.



