WO 2010/118850PCT/EP2010/002260 1 Urinary Device FIELD OF THE INVENTION The invention
relates to a device for improving accuracy and 5hygiene during urination, which incorporates a means
for detectind'd1s€4%e188Mness through in situ urine testing. The invention, iIRGERIEIIIOees to the
provision of a urinary directional device for use by en when urinating standing up, which device has
the effect of improving the hygiene of this procedure. The invention further relates to a method of
manufacturing such a device. 10 BACKGROUND OF THE INVENTION In public and
domestic toilet facilities, it is a common probldininaay dhiltinge and misdirection during urination by an
individual causes unpleasant and unhygienic stains and odours around the edges of the toilet or urinal,
the 15surrounding floor area and even minor urine stains to the clothing of the individual. This is
particularly a problem with children or FRERR@F oFFHESNMENIBMNic transport where the motion of the
vehicle makes accuracy morergifficiilb: B WeHes Ry aiemtisrthah e GeRYarlignal toilet and hand

washing facilities are not available, even if using a urinary directional device, there typically no 20
opportunity fo wit@EpESHRARYTIRIERW RIS IRGSERO M 8 dBsans Seaif s SredistAsi el othing.

Several potentiaijpebdtiprnia At dnaskthedormer meolosmhayehranprapesads altiheugh no entirely
satisfactory solution exists, some of which are described below. 25JP 10-234763 discloses a male

urination adjustrﬂﬁ?ﬁ‘%?ﬂrﬁ’é@r“ﬁ’i‘%ﬁgﬁfﬁfﬁ‘gﬁ%ﬂﬁ? fondseume oy BeR urrdiragettitate. The device
described is cylinglrieaicvitbvactansred elitial @ jesdigcihagaiehe onehiltpeterignerhto be worn on the

penis of the male urirtlatir}%rtég im r(t)vetdirectignal flow ar{ld reduce soili% of the toilet bowl or clothing.
The cylindrical plcl)l?‘[?(r)ln'%c UdES T ASAAIS 16F 36the % Ui ﬁ‘r‘fhé‘tl '§fid to aid with application

and remov&). The described device, however, has the disadvantage that it has to be fitted substantially
on to the BACKGROUND OF THE INVENTION

In public and domestic toilet facilities, it is a common problem that
spillage and misdirection during urination by an individual causes unpleasant and
unhygienic stains and odours around the edges of the toilet or urinal, the _'

15  surrounding floor area and even minor urine stains to the clothing of the
individual. This is particularly a problem with children or the infirm or in toilets
in public transport where the motion of the vehicle makes accuracy hore difficult.
A further problem is that where conventional toilet and hand washing facilities are
not available, even if using a urinary directional device, there typically no

20  opportunity to wipe up or hand wash which causes unpleasant staining or odour in
clothing.

Several potential solutions to at least the former problem have been
proposed, although no entirely satisfactory solution exists, some of which are
described below.

25 JP 10-234763 discloses a male urination adjustment cylinder for
correcting an orbit when males of advanced age urinate. The device described is
cylindrical with a tapered distal end for discharge of urine. It is designed to be
worn on the penis of the male urinating to improve directional flow and reduce
Soiling of the toilet bowl or clothing. The cylindrical portion includes a handle for

30 the user to direct urination and to aid with application and removal. The described

device, however, has the disadvantage that it has to be fitted substantially on to the

CONFIRMATION COPY



CONFIRMATION COPY WO 21)10/118850PCT/EP2010/002261) 2 penis which is a fiddly procedure
and it does not address the hygiene issues of wiping or mopping excess urine remaining on the penis.
JP 2001-16 WAB20d¢st¥#5es an alternative solution to assist in directional uriR@ligiP10twGe2ae8le. Rather
than the male wearing the device on his 5penis dufing urination, this document describes a guide
cylinder of conical or other funnel-like configurations which is supported in a support structure
positioned above the toilet bowl so that urination into the funnel will reduce scatter and avoid soiling of
the toilet bow! orptwesdrshThe fddepeytintiee puttiotoesap treldissobableianed ifsnesed of water
dissolvable papey. 1! q_%qlrl (iq éﬂ ene or polypropylene to enable a
lightweight elemqé[]ﬁgt{ﬂ%%ﬁ %é?ehggg gsv%gﬂﬁjgb e.gjl' le%guﬁl) egg’l%}%ipically has a length of from 10 to 50
cm, a large opening diameter!BiZefin 190 1143 emban anzaBemedtivp epliviipuiterasgist of 1 to 5 cm. The

support S”UCtur%iP&%mﬁ%ﬁiﬁ%%ﬂl&"@%&l@.‘%%ﬂﬂéﬁ'ﬂ?edn%é’%a‘?ﬂ% Mig @inegtp;the under side

of the toilet lid or to a wall via an extendable arm and 15 having at the other end a retaining ring for
supporting the chfiRidslugnoe BarenthiTosupeth detrribsre suisy pdindePhranka @h-slip material such

as rubber, or a chapPrithEedNeR SiRRAGGRS heuida,syIREEIPOLIRRIR dhecaupport. There is no
disclosure in JP 2001-161734 of the structure being movable such that the Euide cylinder is in contact

engagement witROHEYER RPaKY S teilehbgleothatiination doie Hirfumictngilirives spray or miss the
funnel. The assegabky alsiahiaia seltiiioppdnaatiletewEed tiheupras Slructymadr thadonnel itself is

reusable) which has the potential for gathering spilled urine and becoming a hygiene hazard itself
Furthermore, th@&%gﬁa‘gﬁ?sﬁgifs %Mgg%ﬁgﬁﬁﬁ?év PI&,RAREE U PR PEATIFRP 5t and
surrounding® nofotiaes of proyidey kareanypalytizbpyteriab enabita Aphtagaltusietent thatis ES 2181547
describes a singrle

. g 0,0 Siposabismale yrination device with a wall dispenser, The device is
designed to preve'?ﬁi‘?a%mg oﬁﬁe ﬁ—go an sur%gﬁn(ﬁﬁgs and resut mé"ga@?é?la and Sdour when men
urinate standinglange Phendwvicanettricih ferforiiéad 4 arstight pmeatemproogetafedednf 1 to 5
cm. The support structure portion consists of a movable arm attached at one end .
via a hinge to the under side of the toilet lid or to a wall via an extendable arm and
15  having at the other end a retaining ring for supporting the cylinder guide portion.
The support structure may be fitted with a non-slip material such as rubber, or a
clamf), to reduce slippage of the guide cylinder portion in the support. There is no
disclosure in JP 2001-161734 of the struéture being movable such that the guide
cylinder is in contact engagement with the penis and as such there is still the
20  potential for the urine to spray or miss the funnel. The assembly also has
additional hardware (e.g. the support structure or the funnel itself is reusable)
which has the potential for gathering spilled urine and becoming a hygiene hazard
itself. Furthermore, the document does not address the wiping of excess urine
from the penis and surroundings nor does it provide for any anti-bacterial or anti-
25  fungal function. |
ES 2181547 describes a single use or disposable male urination
device with a wall dispenser. The device is designed to prevent staining of the
floor and surroundings and resulting bacteria and odour when men urinate
standing up. The device, which is formed of a slightly waterproofed (e.g. by
30 corﬁpression or waxing) cellulose or paper adapter, consists of a truncated cone

which extends as a cylinder to form a one-piece Y-shaped form, or altematively a



30compression or waxing) cellulose or paper adapter, consists of a truncated cone which extends as a
cylinder to form a one-piece Y-shaped form, or alternatively a WO 2010/118850PCT/EP2010/002260
3 simpler triMO2E@/ U338 ped cone or a cylinder, which leads urine from thQEHB2Y te28&sllet. The
described device is of length in the region of 50 cn?, which in the case of a Y-shaped device is typically
25 cm of truncated cone and 25 cm cylinder portion. The large diameter opening, in which the penis
engages, is typically 5about 5cm whilst the small diameter opening is typically about 1.5cm. A range of
dispenser arrangémmenirareatddsribaekdsensiing eybisk ofhivielesdacking fpndthepiiniidrs and a role of

connected devicgg &ei?eéi%m%r&@&iee&'i&aqyéﬁtegre%m Ht%ﬁ&@&%ﬁﬁ’&ﬂ,%ﬁ& 2431547 is the length

of the device may make it awkward to use and would increase the volume of residual urine in the
device after use c3% Pheré-hansddevitersityrifial lotusient Bunesigdernp padehem ofiigdgiene by wiping

excess urine from,therertie Rr AW MNP 3pLRNIR, NGHRRA the penis ekt 4RAdifFloses a female
urinary device to allow women to urinate in an upright position. It comprises a foldable tubular body

which in us€ asthfids sevitedhriRall dippirahaeerih xRty oMb b Pee ard B tErably

15quadrangular gispbsaogidatdmenanr dle-puapastualibe demics inde-anabig fammles to urinate in a
standing position, 'Fggarticulart avoid contact with toilets_in public conveniences which may not be

hygienic. The deEBIEPBRFABI YiSpRRehid dBreRidadiTREsshs it Ees8iisd of material
enabling reuse. Ihdddelderiirdriads af 815wR ey itk Rauthapeicatceirehnagviageatualerinapermeable 20or

water repellant coating. ever Ih(lntlhe%g 9}?,3'9 ures, ¥}0|U(9d2 ugr% 2r§ 1871, WQ 2004/028322, WO

00/15166 and G@ o818 Vesthive'thing dredfonalt evices, whic er’rqg‘f/'?fea Ep“égable or reusable,

typically deHignethtoeassistveotivaninrthisidadimyestaus dint) cim 26 Sevenad fii@iakt biosuphents propose

potential SOIUtior&ctgsé ﬁrciléet H‘om the penis or any anti-bacterial function. |
EP 1055402 discloses a female urinary device to allow women to
urinate in an upright position. It comprises a foldable tubular body which in use
assumes a reverse trur;cated pyramid form in which the apertures are preferably

15  quadrangular or rhomboidal in shape. The purpose of the device is to enable
females to urinate in a standing position, in particular to avoid contact with toilets
in public conveniences which may not be hygienic. The device is preferably
disposable, for hygiene reasons, but may be formed of material enabling reuse.
The device is made of a material, e.g. paper or card, having a water impermeable

20  or water repellant coating.

cheral other disclosures, including GB 2361 371 , WO
2004/028322, WO 00/15166 and GB 2396819 describe urine directional devices,
which may be disposable or reusable, typically designed to assist women in
urinating standing up. '

25 Several prior art documents propose potential solutions to assist in
reducing spraying and improving directional urination for men (and women) when
urinating standing up. However, several of these potential solutions have
disadvantages associated with them, such as the excessive length of the funnel.
Furthermore, there is no adequate means to enable improved directional flow in

30  men and thereby reduce spraying when urinating standing up whilst providing

improved hygiene to the user.



reducing spraying and improving directional urination for men (and women) when urinating standing
up. However, several of these potential solutions have disadvantages associated with them, such as
the excessiveQefidftH BMe funnel. Furthermore, there is no adequate mear® AN RIHPoved
directional flow in 30 men and thereby reduce spraing when urinating standing up whilst providing
improved hygiene to the user. WO 2010/118850PCT/EP2010/002260 4 A further problem
related to health is early detection of diseases which can improve prognosis and prevent a condition
worsening. Men in particular AdWéhGeRIAbIoN 18lpgd dedreabih earbaiesptiessootisegigiar check-ups. An

easy means for lvidiag RahAIRERSOIERRYERANIANS IS Arsiahle peg & preferably achieved

by urine testing. Urine test strips are readily available and commonly used in clinics for testing

for a range of coRftiHfYR AaEruReglpAisl dnviaraRidnsdicrigRRyShifRs TS BT S IsAKIEAR infections

amongst others. #h egylacproRiepioiiatiias deendsestiedaiousBendindests dssayofmioviding a
suitable sample andﬁlg g nicall 1§) illing a sample bottle, particularly for women. Accordingly, there
has been much &S %1 ﬁ%@%g FeNABIBSE Bk collecting devices. US2003/0149408, for example,

describes a urine sample colleetienappsatus ferdiBeabyi RbAOMARNIEROMY Sitiaghan@dilet, which

comprises a body-contacting aperture thraugh which the woman will urinate, a first outlet aperature to
which is remov:gﬁ qigglgc%gr'geadr 3 &5 s é]'c%)J Feur (i‘aage%%ﬁ%eﬁﬂi‘ée{gﬁfg?ﬁfr

v ured 3 sample botte s ih may be directed to
a toilet or a secdnuctohettioratioti iffscthissmeangstutingsmAyrée o bechean thth & firseqample bottle

and when full, t | ticall sses to the second outlet. . . Pevices for in situ
testing in the sahrgf)#g %%ﬁ(i%ﬁe?}i‘ ggi% ﬁg}%t% 7 SVCS({BH %Sgﬁé:rﬁl)esseacril? ple and h{%e-ﬂgg 05161 describes
a disposabl@ urififlipsis srvide bohiehprtiovnlads foy wrttes anddendiajgy, thacihatdavhitstch an upright

position while praysating:Seilig o ALOMN clatiing, The.devise g iimgf a cone or funne

which may be stored in a collapsed, compact profile and when addresse 25for’use is dimensioned to
envelop the extéridlafaieteibate vagmeanaplecoticiion apparatus for use by a woman

without sitting on a toilet, which comprises a body-contacting aperture through
which the woman will urinate, a first outlet aperature to which is removably

15 secured a sample bottle and a second outlet aperture which may be directed to a
toilet or a second collection bottle. By this means, urine may be collected in the
first sample bottle and when full, the urine stream automatically passes to the
second outlet.

Devices for in situ testing in the sample collection process have

20" also been proposed.

US-B-5605161 describes a disposable urinalysis device which is
for use by males and females to urinate whilst in an upright position while
preventing soiling of the body or clothing. The device is in the form of a cone or
funnel which may be stored in a collapsed, compacf profile and when addressed

25  for use is dimensioned to envelop the exterior of the female vaginal area. It is
fitted urinalysis test strips which after exposure to urine are detached from the
device for urinalysis. The urinalysis test strips may be fitted to the device by
fixing a urinalysis réagent ring at the distal end of the device which is configured

- to carry one or more urinalysis test strips, or providing them in a pouch on the

30  exterior surface and attached with string whereby they can be disposed inside the



fitted urinalysis test strips which after exposure to urine are detached from the device for urinalysis.
The urinalysis test strips may be fitted to the device by fixing a urinalysis reagent ring at the distal end
of the devic@RIOK/I¥ahfigured to carry one or more urinalysis test strips, R TFazdi¢g0a3em in a
pouch on the 30exterior surface and attached with55tring whereby they can be disposed inside the
WO 21)10/118850PCT/EP2010/002261) 5 cone or funnel prior to use. In this example, it is required to
remove the test strip from the cone or funnel in order to assess the result. GB-A-2392842
describes a urinappelevfuensiovidetd asca kethéhesufleitisrial oirtd dedroposh dpedst sip-section which
may be fastenedlangdbg,sidem f90es igdaunadubiiacyjpary device. The urinary device may
further comprise a reagent test strip, capable of indicating the presence or absence of a substance in
the urine by a colour change HBhA-ES828%2rdpwriess proAtedrvics preyided atnflebstpsible so that it is
not necessary to,paleH e @H?ﬁé?@r&%%%ﬂ%i@i@%%%ﬁ&%ﬁk@aﬁ%ﬁg'EhAQGQVdi”g'% itis

a

preferred according to GB-A-2392842 that the 10test member is formed on the outer wall of the device
or is formedon &8RPI AR LT SETRANAB AR dTRAHT D A S isRame A COMRIE AW so that it

can be viewed exdgiaaltystkigpieapmerobaidiambendtirehadtorthasnieapadayicmbyiwelding to the
interior, by using an adhesive aor by forming a slot on the interjor of the urinary device to receive the

test member. 15PREFNENG GRS Bl SsgERosEing SrorifsddghlsHss s R rinary
directional aid a vasigesb thaterisincapatdenl indiaatirg:the -poasenicated lesaripambdbstances

indicating a disease or bodily condition, e.g..by colour change. There is further. n é‘jgiasc osure of
providing in the ﬁ?isﬁgsryt/haifgsc l|t(jn‘% %ﬁ&‘p g %Pgéh‘é HF@#H fﬁt%c‘ff?glﬁlé}%§ {J’E)‘&?é)g&%%% fie from the
penis and p(bvidesarﬁenlmmsihgr(eﬂgmaheidmmwal aff taaitiefivgal)isfoatied @nathiateatis. 6 PROBLEM
TO BE SOLVEDW%\(;[IQE INVENTI&%QIWi bair Thef%n%g%ef re a.géo‘pvlgnhg)f prowdgng a urinary

. . . region provi ans rial or wi at 1t cal . .
directional device that DFO%Iae improve mdepe gence an yglenecfor t?\e user. B\ evice In

accordance withvéereshentiureatlis cldseidshareirbenanay be attached to the urinary device by

welding to the interior, by using an adhesive or by forming a slot on the interior of
the urinary device to receive the test member.

15 There is no disclosure of providing a coating on or impregnating
into a urinary directional aid a reagent material capable of indicating the presence
or absence of substances indicating a disease or bodily condition, e.g. by colour
change. There is further no disclosure of providing in the urinary directional aid a
means internal to the device to wipe excess urine from the penis and provide a

20  cleansing (e.g. anti-bacterial or anti-fungal) function on the penis.



5enable the hands and urinogenital area of the user to remain hygienically clean or cleansed.

A device in accordance with a technique disclosed herein can be discarded at the site of use and
reduce any bacterial build up or discomfort for the user. 10The techniques disclosed herein may
provide a means for early warning of disease or bodily health-related condition which will alert the user
of the need to see a doctor or medical professional about possible treatment or avoidance of a medical

or health condition. 158UM¥@8 T Vq&lﬁT{%}% ? { lgn.is defined in the
independent claim. Some op |on§Ff%e§/t[uf§s %}l‘:t e inven i(?r?{a?eHéEe &ggfﬁﬁ € dependent claims. In a
first exemplary technique, thefbdésepsahitefd® anmabiedireCtionaduiedceicamplisicigpaatonduit for the
passage of urln(aez%ri]cdetaznaa\{ln a OS [i)rrrtlmmal en&i?a ted for.en agemen \éVlltlksletrhe urogenital area of the

da
d R d eu .
user and having a proxmaﬂ aperture 0 enable R%npgg%%aré or'utrine into the conduit and a distal end

having a distal aperture to enabllethve passagdaotemnth froeatthieoodduibssdibedsuiceaving an interior

surface ancgan eXtﬁﬂ:ot glflrafl%gseaﬁiaeulnterlor.§aLFrface r%wdln one or.more. of.a ﬁle%psm%t an

. . cna I c11 rca the user to remain 1€nically Clc .
anti-bacterial or an septc or an antl-lfg nga ]aUI’]CtIOH ?ang or otner mey(ﬁcallﬂy agtlveafl&nctlon such as

anti-viral functioelpamkedeby the urogenital area of the user can be cleansed by wiping on the interior
surface of the device after uriajion, he deviee, fuhiel charagterizeddnabat ftfuher,comprises a
health detection indicator capable o‘f Indicating a hormalities in-urine indicative of disease or
health-related cdnditidet aB0In satseConel a@xarthies\atedintigue] thekup pravidediamfiorathedirectional
device comprisi conduit for the passage of urine and having a proximal end adapted for
engagement with the urogenital area of the user and 7 having a proximal aperture to enable the
passage ofurine into the condihit taetiraquistali whebbdibimgia distairapeltwatorsfabksithe passage of

urine from the C%ﬂjﬂﬂg of disease or bodily health-related condition which will alert the user of
the need to see a doctor or medical professional about possible treatment or

avoidance of a medical or health condition.

15 SUMMARY OF THE INVENTION
The invention is defined in the independent claim. Some optional
features of the invention are defined in the dependent claims.
In a first exemplary technique, there is provided a urinary
directional device comprising a conduit for the passage of urine and having a

20  proximal end adapted for engagement with the urogenital area of the user and
having a proximal aperture to enable the passage of urine into the conduit and a
distal end having a distal aperture to enable the passage of urine from the conduit,
said device having an interior surface and an exterior surface, the interior surface
providing one or more of a cleansing, an anti-bacterial or antiseptic or an anti-

25  fungal function (and/or other medically active function such as anti-viral function)
whereby the urogenital area of the user can be cleansed by wiping on the interior
surface of the device after urination, the device further characterized in that it
further comprises a health detection indicator capable of indicating abnormalities
in urine indicative of disease or health-related conditions.

30 In a second exemplary technique, there is provided a urinary
directional device comprising a conduit for the passage of urine and having a

proximal end adapted for engagement with the urogenital area of the user and



further having a distal portion characterized by providing for the passage of a stream of urine and a
proximal portion, which during urination does not con}e into Ssubstantial contact with the stream of
urine, said device characterized in that it is provided with one or more reagent compositions coated
onto or impregnated into the distal portion of the device, the reagent compositions being capable of
indicating one or more abnormalities in the urine that are indicative of disease and/or health-related

conditions. 10Inh%\;[1r}lirdae>§8rri1gllglrx tes hréi%Jgﬁg erﬁlés agogi%eq ar}Jnrir}a[lgt iécaccgril ﬂﬁl Egn vailce comprising
a conduit for the pas§a ot urlnepanénhaving a proxima e%doaé’apf:eél1 or engagement with the

urogenital area disthiecugdraang halstg approximaleapelduhe tosagble thevpdissageeaourdng, into the
conduit and a dist he d having,a distal aperture to enahble the sage of urine from the conduit,
Saturthor having A S By s A e Bt ine and a
proximal portiorstwinicloidunimgandnationidoe p orviooo mie chtdusulgstamtitiboahtach evitetirei stream of
urine, said sevi%%b%tggnr&\cﬁeriz d.in Ipa[tntit i%rQJOVCiQed.in the gta.l ortion with a ssreen. or grill capable

. . coitact with the ur’, , Sdl €V c@ characterizZe .
of allowing fluid to pass through the distal aperture. 5bin A Yourth exemp(iary technique, there is

provided a dispesabléihsett forcaunnarydigectiomapdevices toetdévive havingaconduitdor the

passage of urin, 2 proyimal sndranapler orenaagsment il b winogeiglagea of the user, a
proximal aperture to ena le the passage of urine irito the ¢ ndlwt, a distal eh having a distal aperture
for the passageioflgrinegfirom chexcondhuibanadivavingtlze 26disthbhportionlcharactédzedsby providing for

the passage of a stream. Elylré' ea%%&m%gmal portion, which during urination does not come into
direct contact with the stream 0 urine, said disposable insert being adapted to removably fit about

and/or inside the proximal endnof ﬂhied@ﬁwlgrwtcﬁa@u@rihw bymwidddwg lu_tii@r)r more of the
following: 30A)°c1’1?£c"f’i%l%4 e@i@é‘@o%ﬁnéﬁé‘iP%%Ixém?dﬁpf%%ﬁhg[aBQEagf%kCSn%@[ AdinRagteral, antiseptic or

anti-fungal function whereby the urinogenital area of t usercan be cleanse wiping with the at
least part of theproxinadkpdribntafdongirzagonment wBh thenetdesst agsariohthesdistad portion of the

e e R ghdieatan RO el 9/ RPN BASHAGR A DA UG RANT Peing
pable of indicating abnormalities in urine indicative of disease or health-relate
distal end having a distal aperture to enable the passage of urine from the conduit,

15  further having a distal portion characterized by providing for the passage of a
stream of urine and a proximal portion, which during urination does not come into
substantial contact with the stream of urine, said device characterized in that it is
provided in the distal portion with a screen or grill capable of allowing fluid to
pass through the distal aperture.

20 In a fourth exemplary technique, there is provided a disposable
insert for a urinary directional device, the device having a conduit for the passage
of urine, a proximal end adapted for engagement with the urinogenital area of the
user, a proximal aperture to enable the passage of urine into the conduit, a distal
end having a distal aperture for the passage of urine from the conduit and having a

25  distal portion characterized by providing for the passage of a stream of urine and a
proximal portion, which during urination does not come into direct contact with
the stream of urine, said disposable insert being adapted to removably fit about
and/or inside the proximal end of the device and characterized by providing one or
more of the following:

30 A) over at least a part of the proximal portion of the device an anti-

bacterial, antiseptic or anti-fungal function whereby the urinogenital area of the



conditions, wherein the health detection indicator is provided by one or more reagent compositions
impregnated into and/or coated onto the interior surface of the insert; and C) in the distal portion of
the device a screen or grill capable of 10allowing fluid to pass through the distal aperture. Ina
fifth exemplary technique, there is provided a method of manufacturing a urinary direction device or a
disposable insert as described above, said method comprising providing in sheet form a material with
which to form the device, impregnating or. coati t least a portion of said material with an anti-
15bacterial or aRC AR ALEHE &ty Ea Sha st st Rtk P st cevice.

In a sixth exemplangtiechnique, there is provided a stacking assembly of the device or the disposable
insert as defined above, said assemply comprising a dispensing c ent for dispensing said
devices and a plurality%o)f 20said %i%]f‘?(%gad%%:%@%? fir%%?ertgf)r 'ﬁ%/gg\‘rﬂ%%gge@ INVENTION

The present invéetitoncanablestimproligurdirectimeal cpmtvag©d Uinnatidnrg menaod Wwanen when
urinating standingyp, wilshalse mroving RNvgiene by enabing b usels wageniial 4o be cleansed
by a portion of the device aving a cleansing, anti bacterial/an Iseptic andlor anti- ngal function
(and/or other medichlifumctibrrsucthabati-dirglcfunctiohamd ppovidésidry eatdydisease detection
means by way of a urinalysis function. By having the cleansing,.antibacterial.and/of anti-fungal
funtion (andror cRE T T T B B R B crtons of he
device, the cleatisimgsattionican be performed on the user simply by the action of removing the device
after use. WO 2010/118850R 4 / This. ti it of reducing the
likelihood of infection a@d im[)lrgc:)£\|;-1|/%1zg,‘iE égfﬁgﬁéﬁﬁﬁt%y%%gﬁi%%ﬁé %P%%%ﬁ%{é%e{%c{%n indicator
capable ofl fhdicalfiogiaphondhtditiess ithurigs thdidatilepfrtlissase or health-related conditions as an
integral part of the device or iﬂ?‘?%ﬂﬂe&?@%{%&h%‘%ﬁ% E\tlagrgggrﬁ%&a&o&qg&i@ﬂo{i%@ahh problems at

an early stage and in the normal course of activities prompting
manufacturing a urinary direction device or a disposable insert as described above,

said method comprising providing in sheet form a material with which to form the
device, impregnating or coating at least a portion of said material with an anti-
15  bacterial or anti-fungal agent, cutting said sheet material and assembling
therefrom the device.
In a sixth exemplary technique, there is provided a stacking
assembly of the device or the disposable insert as defined above, said assembly
comprising a dispensing component for dispensing said devices and a plurality of

20  said stacked devices or inserts.

ADVANTAGES OF THE INVENTION
The present invention enables improved directional control of
urination by men or women when urinating standing up, whilst also improving
25  hygiene by enabling the user’s urogenital to be cleansed by a portion of the device
having a cleansing, anti-bacterial/antiseptic and/or anti-fungal function (and/or
other medical function such as anti-viral function) and provides an early disease
detection means by way of a urinalysis function. By having the cleansing, anti-
bacterial and/or anti-fungal function (and/or other medical function such as anti-
30  viral function) located at specific portions of the device, the cleansing action can

be performed on the user simply by the action of removing the device after use.



them to seek medical advice and thereby improving disease prognosis. In particular, the device, for
example where provided with anti-bacterial function and bacterial infection indicator (e.g. the bacteria
Chlamydia ¥&@Bomati#gSimay be capable of reducing the incidence of cervi®&TZEPXEPI2R female
sexual partners 100of (male) users of the device (edpecially uncircumcised users) since such infections
sexually transmitted are believed to be a risk factor in the contraction of cervical cancer. Further, the
device reduces spillage and soiling of the area surrounding a toilet or urinal and of the user's clothing
as well as improVingireapartonlal hguiéhefotdneinsthe likeIMONiIOABS6OROMAER2(210/002260 10

BRIEF DESCRIETIQN, Qs REAWINGS, s I ADASRRGLYISH.A1A @scligngh yrinary device of

the present invention; Fig. 2 isa plan view of the directional urinary device depicte Figure 1; Fig. 3
is a side view ofapoanaiirsralansardiseives tidistessdirhfalinrslated conditiomgs41is a cross sectional

view from A-B ofg-gieclionalkWinRy Aevicr FRRIFRY ik TRV Shd DRl S8R ARReECt View of a

disposable insert for use with a )
5 health problems at an early stage and in the normal course of activities prompting

them to seek medical advice and thereby improving disease prognosis. In
particuiar, the device, for example where provided with anti-bacterial function and
bacterial infection indicator (e.g. the bacteria Chlamydia trachomatis), may be
capable of reducing the incidence of cervical cancer in the female sexual partners

10 of (male) users of the device (especially uncircumcised users) since such
infections sexually transmitted are believed to be a risk factor in the contraction of
cervical cancer. Further, the device reduces spillage and soiling of the area
surrounding a toilét or urinal and of the user’s clothing as well as improving the
personal hygiene of the user.

15



directional urinary device of Figure |. DETAILED DESCRIPTION OF THE INVENTION The device
according to the present invention may be used in any 15location as and when required. It is
particularly ¥eesifgrid@iiectional urination into a urinal or toilet bowl in dome¥tit/BP9UR1162260
conveniences, where cleanliness and hygiene issds result from directional errors during urination. It
also provides the additional benefits of hygienic absorbency or anti-bacterial function for the user and
the passive detection or indication of the presence of disease, illness, 20poor health or negative

condition. Typically, the health BRIERIPEPGHIBIHINOEKBE BRAAYINEDIour change of a reagent.
In general, the invention providgs p;ybRatyreRIPHAL ARUIGRNANLIMRFOYING e diectional urination of

the user, or an insert for such a device, which is adapted for engagement with the urinogenital area of
the user, which Z5ERHCE G [H¥Ert preferably has on at least a portion thereof an anti-

bacterial/antiseptic/anti-fun'gah:@g]Q/(p; 2PRArPRI JanigrevdRLE YIRS USieaBpIRE RxCess urine from
the urinogenital area on removal following urination. Additionally or alternatively, the device or insert

provides a hgaltﬁ@@f&!ﬁon indicator which is capable of indicating abnormalities in urine which
30abnormalities may be indicaiiyes ¢f diseaseardiendthnaiatad osnaiicesict degiaaltindetection
indicator is prefeably provided by means of one or more reagent WO

2010/118850PC 7E1¥e2 10/002260 11 compositions capable of reacting with components present in
the urine and which provide aRignditationsusitana eaelUrahangeofiihedisetivedmpongnts are present

in abnormal amoynt e\g%'qgtéﬂq'cﬂe dlsje,ase or illness. For further describing the invention and its

various embodiments reina er,gtlhrg térms proximal and distal shall be used to refer to positions on
the device &f insert relative toftige Useancasriedy vise of théishewadés; insert for use with a

directional urinary device of Figure 1.

'DETAILED DESCRIPTION OF THE INVENTION
The device according to the present invention may be used in any
15  location as and when required. It is particularly useful for directional urination
into a urinal or toilet bowl in domestic or public conveniences, where cleanliness
and hygiene issues result from directional errors during urination. It also provides
the additional benefits of hygienic absorbency or anti-bacterial function for the
user and the passive detection or indication of the presence of disease, illness,
20 poor health or negative condition. Typically, the health indicator provides its
indication by way of colour change of a reagent.

In general, the invention provides a urinary directional device, for
improving the directional urination of the user, or an insert for such a device,
which is adapted for engagement with the urinogenital area of the user, which

25 device or insert preferably has on at least a portion thereof an anti-
bacterial/antiseptic/anti-fungal and/or absorbent function whereby the user can
wipe excess urine from the urinogenital area on removal following urination.
Additionally or alternatively, the device or insert provides a health detection
indicator which is capable of indicating abnormalities in urine which

30  abnormalities may be indicative of disease or health-related conditions. The

health detection indicator is preferably provided by means of one or more reagent



The urinary directional device comprises a conduit for the passage of urine, has a proximal end
adapted for engagement with the urinogenital area of the user and a proximal aperture to enable the
passage of Wih&0itd1#t3e0conduit 10and a distal end having a distal apertur@td/ERabl¢Paq9assage of
urine from the conduit. The device may further be Hefined as having a distal portion characterized by
providing for the passage of a stream of urine and a proximal portion, which during urination does not
come into substantial contact with the stream of urine. The device has an interior surface and an
exterior surface. SYPSftiendFaAtlce neastingaiitre TSRl Bseihin AeiHtB2Id YISt formed in the

device by coveringoigOintalaandich Quimal aREISUFRRMWED RrRIPARNM YHRRRBents are preddie device of the
invention may be used, according to its configuration, by a man or a woman. The device finds

particular applicafidRI0REA' commERd i ideyy dissash BBy it is configured to receive the penis
in the 20proximal end, since itsdsayrtHACHRRrasn BRSHIVEn A GAtDI OV LRIlY sNdsdRgdusction is most

useful for pegple who regularly urinate standing up rather than on rare occasions or simply for the
purpose of testinfCEIMAARE, ¢ éﬁ%@ﬁf&éﬁ%@s@?ﬁgfﬂég% Uigh e 53:?(90811'8ﬁﬁi8"f61?é§heck-ups and

as such symptondswaagomiaskealetoiditionz aasr dorlng-naticBticodeeiwise. Also, in its preferred 25

embodiment, where the devicc}lprovjdes (% cletansiln&or antibacterial fun tio#})q at% well as health-related

. . . . eU{ma rectiona Vlf%com riS€s a conduit for ﬁ assa%e . . .
indicator, there is a dual function of improving personal hygiene and sexual health as well as indicating
at an early stageqiotémd]diahegitbxprablewsdapttddursagagaventivelbsbe arlegeatatasedifg to the
present inventioqh% ge Qf' r?\]g Qr gﬁggy ndt fplg ing d tgggr ﬁting to the
30content and func?%n g{ﬁ eﬂ’(?ltgéngné) .corﬁpgg{i{é%{%%%?nc%eg%egrt}llcu}%rlf?/‘?kﬁé hegfﬁ‘ln WO
21)10/118850P GiEPistbrod 2aging p tabanistuin dicna¢chapiasiaes maipa ppip #iso to such a

device configured fof serig agvist thyyaman Atk SRNAINE M P distal portiofrccordingly, in the device

aspects of the invention, there is an embodiment where the devices or inserts can be adapted for use

by a man or Sad4prEssHES L HPravifiradar R BETRIHFEI afffsinhapddieRait the shape of the
proximal end for gslaptatiicieditaRakinii K oo iR Rl MaANASHRBPRIeALe @ woman.

stream of urine. The device has an interior surface and an exterior surface. By
15 interior surface, it is meant the surface defining an internal volume formed in the
device by covering the distal and proximal apertures with a planar surface.

The device of the invention may be used, according to its
configuration, by a man or a woman. The device finds particular application when
configured for use by a man, whereby it is configured to receive the penis in the

20 proximal end, since its key function as a passive indicator or early-warning
function is most useful for people who regularly urinate standing up rather than on
rare occasions or simply for the purpose of testing. Further, men are typically less
inclined to visit the doctor or clinic for check-ups and as such symptoms and
medical conditions can go un-noticed otherwise. Also, in its preferred

25 ' embodiment, where the device provides a cleansing or antibacterial function as
well as health-related indicator, there is a dual function of improving personal
hygiene and sexual health as well as indicating at an early stage potential health
problems for the user. Nevertheless, a device according to the present invention
can be configured for use by a woman and the following details relating to the

30  content and function of the cleansing composition and more particularly the health



According to the less preferred embodiment in which the device is configured for use by a woman, the
device may be shaped the device may be 10 shaped such as to provide engagement of the proximal
aperture ab®(f? #¢0iridEYenital area of the female whilst directing the flow JCFRB20HG84Pd and
away from the body. Preferably, it is shaped to théZnverse of the contour of the external parts of the
urinogenital area (e.g. to fit about the labia majora, especially laterally and posterior to the labia
majora). Optionally, the shape of the device is 150pen to choice provided the proximal aperture may

be fitted to form éesitigritndisatartisuviabersinay aredy st thewib@ileyereraliswisdBBy positioned to

direct urine awaﬁqughgggtgqumgmjgﬁ% A&rArding. to this embodiment, the proximal aperture is
defined by a rim that is irregular and preferably elliptical and the conduit is directed downward but

angled forward in the directiof e8| ¥Ethfoi Vst fBrStSIREN I (FEEP Y RefaitiRUlarly preferred that

the rim of the prexiByali Ay viersaRUie igehey idelinecantab 4@pin tocatedpamineperiphery of the
ellipse on the opposing end to the direction in which the conduit is directed which provides additional

support and’an SAMERTLLT 48aPYR BRGRGURR SMAHE BYSLHEF BY RABIEHALYEEAPEa of the female
(e.g. in the regiosf et weaimibe:25 tseidspanchtiiefaabsui @dheinainrumesLiarahlys such a tab may
form at least part of the (E)roximal gortion of the device which provides an absorbent,
antibacteriaI/antf’sOéB?ﬁ:r%ntc?/%rwé’ |-?Ungal function which can be wiped along the urinogential area of
the female on removal of the dewiceifpaditig: et fosfinrsdamibodimantinfthielinkedtvineadapted for use
by a female, the clefanusin foz%lr&tsié gObacteriaI,g?ngse%gc ortﬁnti-fung%‘fiu&]ction iS g)fl;ovided on atab or

. h .
extended portlor? Ot the device at %\E%nxa}?ﬁ end rather than ﬁ%%essarﬁvcoenr?ﬁ Rterior 13 surface of

the device He oth@pﬁ@@l@bﬁné@mevéd_n)@ﬂgﬁmms_é,thherab_i;mbamctmwtbl_uautéﬁallantiseptic and/or
ant-fungal functigih i APLARY FERVIBRAINARIRAIRAHIR.O dPedrussAmrigdhe rear (n use) of

a rim defining the proximal aperture (and optionally around the entire rim) in o at the 5absorbent,

anti-bacterial/anfi¥@pfioarififobastyti-Rupi§eabdtrdiscihansed felthgporerembi eirearddhee after use.

Suitable shapesdgra£19¥ite AtRORHRGLLR LAY @.'.Mﬁ%mﬁlmiqm%ﬁaﬁ%{le%ﬁe@fﬁl escribed in
WO 2005/089687 (especially the figures), WO 2004/028322 (esp. quures 1-4), GB 2396819

(especially the fi aRd RSEISS 1B (BB &R N ORigEREY) thRstaRCRILhF &S YEich are

15  open to choice provided the proximal aperture may be fitted to form a snug fit
about the urinogenital area and the distal aperturé is thereby positioned to direct
urine away from the body. Preferably, according to this embodiment, the proximal
aperture is defined by a rim that is irregular and preferably elliptical and the
conduit is directed downward but angled forward in the direction of the ellipse (to

20  the fore, when in use). It is particularly preferred that the rim of the proxirﬁal '
aperture should further define a tab (or lip) located one the periphery of the ellipse
on the opposing end to the direction in which the conduit is directed which
provides additional support and an enhanced seal on engagement with the
posterior of the urinogenital area of the female (e.g. in the region between the

25  urethra and the anus, i.e the perineum). Preferably, such a tab may form at least
part of the proximal portion of the device which provides an absorbent, anti-
bacterial/antiseptic and/or anti-fungal function which can be wiped along the
urinogential area of the female on removal of the device (noting that for this
embodiment of the invention adapted for use by a female, the cleansing, anti-

30  bacterial, antiseptic or anti-fungal function is provided on a tab or extended

portion of the device at the proximal end rather than necessarily on the interior



10incorporated herein by reference. The device of the present invention, in those embodiments
incorporating the shape of devices described in prior inventions, is characterized by having at least
part of a proXinzl1pa1i8850 providing an adsorbent, anti-bacterial/antiseptic aRGERZMIOPRIAD function,
which contacts or is easily contacted with the urindgenital area of the user upon removal of the device.
15In a device according to the preferred embodiment of the invention in which the device is adapted

and configured for use by a male user urinating standing up, the internal surface preferably provides
one or more of autfeemefites M@ﬁﬁ%ﬁb?@ﬂ&ﬂ%ﬁ%ﬁﬁﬂééﬁfﬁ‘ﬁr bneansaan i H0PREERS This is preferably

achieved by cogfing,andiofimpeanatinthainterion suitacs wikafapplatirem2dcomposition

having said function. Preferably, at least part of the proximal portion provides one or more of a

cleansing, an amfiosHeRartimAtae daries Qvarihe At HSR aHErdpimee Ber's penis can be

cleansed by winipg with ip&@tdeast BtibpithapindmalaartigimaiiesidanaidomeSimilarly, in the aspect
of the invention which provides an insert 25into a reusable ég%afr% direc}}?igr%ﬁl device having a conduit

for the passage¥9FRiRRL AYrBRAREP LAY SERisAR1EE ZhY fitAn nBG&hnital area of the
user, a proximalapeviuks iRcanakiedher passsgeableutiageintar thécereduiodidistaltend having a distal

aperture for the passage of urine from the conduit and havin i i aracterized by
providing for thérﬁ'ﬁgggﬁé?ﬁcf H’Qﬁéﬁfﬁg’g? G Rea%ﬁ’c??%8‘5?§£%@|%%@%%%%@3B‘Ff’r%%eﬁa rination does
not come into diteCh gORIACMAIONE0BR20(«ap UFigerdhe-MSER B3 a6RiIctEchpecieliydbably fit about and/or

inside the 14 proximal e ice and proyides o tl t iinferior surface of the
insert, preferabl)f/?%llirfég?%sgg%o %’%?J{r%%%g\'lagﬁr%gf W{E@Cf&%%%&%ﬁ%%%ﬁ%ﬁ%n ~
anti-bacteril/aniisefticatrddre it ngeichnsctiBre dhdeelof treprrsentipenmiiaainibosieansed by wiping

with the at least pag, 1“%&901;1%@ @r]aﬁﬁétiﬂg SIBE BHENAUQ Yescribed in PRSIGHESHRRA! fevice according

to the invention may be disposable or may be a reusable device fitted with the described disposable
insert. It is a prefbareciciizad iy bhvirgiphieptinetrittarrdaE ROSENRI PO AR BrRAWPEYY directional

device is used opgeand then,dispassdbalter salinduriniainithe dantihastasay/antiseptic or

anti-fungal or absorbency features of the invention are intended for a single use. As can be seen from
the above, theraHa¢xe ‘é@bé’?ﬁé‘ﬁf‘ﬂgémtal area of the user upon removal of the device.

15 In a device according to the preferred embodiment of the invention
in which the device is adapted and configured for use by a male user urinating
standing up, the internal surface preferably provides one or more of a cleansing, an
anti-bacterial or antiseptic or an anti-fungal function. This is prefere\lbly achieved
by coating and/or impregnating the interior surface with a formulation or

20 . composition having said function. Preferably, at least part of the proximal portion
provides one or more of a cleansing, an anti-bacterial or antiseptic or an anti- »
fungal function whereby the user’s penis can be cleansed by wiping with the at
least part of the proximal portion after urination.

Similarly, in the aspect of the invention which provides an insert

25  into a reusable urinary directional device having a conduit for the passage of urine,
a proximal end adapted for engagement with the urinogenital area of the user, a
proximal aperture to enable the passage of urine into the conduit, a distal end
having a distal aperture for the passage of urine from the conduit and having a
distal portion characterized by providing for the passage of a stream of urine and a

30  proximal portion, which during urination does not come into direct contact with

the stream of urine, the insert is adapted to removably fit about and/or inside the



invention - a urinary directional device and an insert for a urinary directional device, which device
and/or insert provide an anti-bacterial/antiseptic and/or anti- 15 fungal and/or absorbency function
(and/or othéWvthadigrdl#8Fiction such as an antiviral function), whereby the uS€ZEFam18/¢3d9e cleansed
on removal of the device after urination and/or a ht4lth detection indicator function. In the
description that follows, the text shall refer to the urinary directional device according to the first aspect
of the invention. However, where 20the context allows, it is intended also to refer to an insert for such
a urinary directiorealiieling, of the devipg andeneryidamayst af Gt mpaneb A S effectional device

(or the insert thefefare)isadapteiioL Ysaipan sran WhSinHIRaHNG o inpdevedirectional accuracy

whilst providing a passive health détection indicator function. 25The device finds particular benefit for

use by uncircuns¢sesingdeantmaedirkanbatGer AR ALHP N WBFERY £§P8Het likelihood of a

build up of bacteyia; o fBgaldiestionwabisySntRr@senaeipdialinfepliodmasponiatesfiaith the foreskin
and the application of improved hygiene in this way can reduce the risk of developing infection.

According té thig'diatiRitiment, the proximal end is of a 30shape and dimension to allow the tip of the
penis to fit, preferably snuglyrwéthireéhenar dswival sxperditg tanbkémgagiewitaythe device (preferably so

as to form a loose WQ 2010/118850PCT/EP2010/, 6 seal about,the ci nce of the
penis) to allow, Sﬁﬂﬂﬁ’ﬂﬁrﬁ’éﬂ%ﬁéf,%a%g%ﬁﬁbgf ?ﬁ?’rllceetﬁtr%%zg Rﬁtgecg%s ﬂﬁec()}#jtﬁgo g%/%én g%%e out the distal

aperture. The preximatapestiifenmeaypihkedfomiden ohany lsaitabissitabeotitn stiffisisntoverall
dimension, such as a quadrangle, pentagaon a ;I Is f?é’rasBﬁ’ pesfal @p elliptical 5or
circular shape téhﬁ?g\lﬁ%"é‘?ag vé??elrs eﬁ%da%er%gﬁasﬁfﬁg%g eg:saﬁjsi%pe of thé{; 'de\./iceglzg(i:b’(l:ording to this
embodiment mayntiansrislfitatisepshapenfdiege mibstbedeyicatwien b EhamyislRB @Syramid (the
larger end of th,?{é,?od%@ id is thlg &rgximal end of the device) of triangular, quadrangular, pentagonal,

Fara 1n . . .
hexagonal or other form or alterhatively a fluted 10arrangement to encourage passage of urine rapidly

through the conduit or a conids §awrhe Fisa SevidbeabyvRuitas asrriaersta ¥dhifcal or inverted
pyramidal Shap%‘@&ﬂi@rﬂ'%%%ﬁr@éﬁbﬁ&l Rtamiga disiakaxsnsipmaRrefRiallyalthe device is a

truncated conical (or frusto-conical) form in which the proximal aperture is . .
" device, which device and/or insert provide an antl-bacterlal/antlseptnc and/or anti-

15  fungal and/or absorbency function (and/or other medical function such as an anti-
viral function), whereby the user’s penis can be cleansed on removal of the device
after urination and/or a health detection indicator function.

In the description that follows, the text shall refer to the uriﬁary
directional device according to the first aspect of the invention. However, where
20 the context allows, it is intended also to refer to an insert for such a urinary
directional device.
In an embodiment of the invention, the urinary directional device
(or the insert therefore) is adapted for use by a man when urinating to improve
directional accuracy whilst providing a passive health detection indicator function.

25  The device finds particular benefit for use by uncircumcised males, since
directional aim is more difficult and there is a greater likelihood of a build up of
bacteria or fungal infection, or even presence of viral infection, associated with the
foreskin and the application of improved hygiene in this way can reduce the risk of
developing infection. According to this embodiment, the proximal end is ofa

30 shape and dimension to allow the tip of the penis to fit, preferably snugly, within

the proximal aperture and engage with the device (preferably so as to form a loose



formed as the base of the cone and the distal aperture is defined by the truncated 15peak of the cone.
The cleansing and/or anti-bacterial/antiseptic and/or anti-fungal function may be provided in any
Suitable arran@efientissrthe interior surface, preferably on the proximal porti6h/BPIhEHe34ce.
Preferably, it is provided such that on removal of th® device by the male user, that part of the proximal
portion 20comes into direct contact with the external terminus of the urethra and surrounding area
providing an absorbency and/or cleansing effect. In one embodiment in which the device is
substantially frustertanisathinateapdentreabbthdpertiartd/diceantibaite ridiamisgptsagndfor anti-fungal

function is providathinsaapd A AR UMAL BeHa/LRE g :ﬁé@ﬁﬁ%ﬂfg}%ﬁét@rﬂgjéﬁgﬁ% or more

preferably fully 25around the interior surface of the device (e.g. in afrusto-conic m) to enable the
benefit to be effetiteititaxpbaRIGE hrofcrationtabboshiton thotufisidessoerbl dimansiom.Preferably, the

longitudinal dimegsipgy Q-suaiﬂrﬁh%@,i m&fﬂ%geﬂ,saoﬁ&% §H£E@%9&Ef&§b@§’§ﬂ%9ibﬁil!&ﬁhe range of
from 10 to 50 mm, more preferably 15 to 30 mm. In another embodiment the entire interior surface (or
internal facey is S0SHAHEEShaREAREVIS AbRHCrENBas8BteRal/antiseptic and/or anti-fungal function, 16

preferably by coating or imprepadianayith-pdoinmdation Oiccorpasitianshaviadisisab Ragperty.
Optionally, the device may further comprise of an extended tab (extending externally from the

aperture, define®b§™y P GikaRpe Fek &Y MAIERMASYS MY N5 BLIRRFEE i Gderside of the

penis and optionaliyermay bevatispaeith anid/ve prskhagteniabaniisepticeydrarahyom removal of the
device after use, th tig oti the%)enis nlja be c:l%ﬁ:se further. Such a tab has the further benefit of
%a

increasing the e 58 G 1 HiEVRTHHR RSP E URSERORIY A Rag etk dd e dispensed from the

proximal eri@ of threadignica) Gr ascucigg phssa@loﬁﬁﬁndii@&ilb&diﬁpgmsﬁn@cﬁndiﬂrerthecﬁh&\dpes are

hor oo e b TR e 15 RGP Loh L BPUOH RL ORIV FRMGA epe 1o Preferred
with a cylindrical or further pyramidal distal extension. Preferably, the device is a
truncated conical (or frusto-conical) form in which the proximal aperture is
formed as the base of the cone and the distal aperture is defined by the truncated

15  peak of the cone.

The cleansing and/or anti-bacterial/antiseptic and/or anti-fungal
function may be provided in any suitable arrangement on the interior surface,
preferably on the proximal portion of the device. Preferably, it is provided such
that on removal of the device by the male user, that part of the proximal portion

20 comes into direct contact with the external terminus of the urethra and surrounding
area providing an absorbency and/or cleansing effect. In one embodiment in
which the device is substantially frusto-conical in shape, the absorbent and/or anti-
bacterial/antiseptic and/or anti-fungal function is provided in a part of the
proximal portion of the device which extends largely or more preferably fully

25  around the interior surface of the device (e.g. in a frusto-conical form) to enable
the benefit to be effected irrespective of the rotational positioning of the device by
the user. Preferably, the longitudinal dimension (i.e. in the direction of the axis of
the conduit) of the coating is in the range of from 10 to 50 mm, more preferably 15

to 30 mm. In another embodiment the entire interior surface (or internal face) is

30  provided with the cleansing, anti-bacterial/antiseptic and/or anti-fungal function,



Optionally, the cleansing and/or anti-bacterial/antiseptic and/or anti-fungal function may also be
provided on the exterior surface of the device to 15enable the hands of the user to be cleansed or kept
sanitary. WO 201PHé8R&nIth detection indicator, capable of indicating abnoPGTEKIRE81H002R%E indicative
of disease or health related conditions is preferabl{fa function that is provided in the distal portion of
the device and preferably on the interior surface of the device and/or about the distal extremity of the
device (interior and 20exterior) such that urine passing through the device contacts with the health
detection indicatBFS5RINDY coating omrimprreartactdttivfomuitatior ¢ erafeesibisnriided by one or
more reagent cosnppsiipagimpregnated into and/or coated onto the distal portion of the device,
preferably the interior surface. The reagent compositions, being 25 capable of indicating one or more

abnormalities in the urine thalSRERMk SleYicFanar Shercamprspedanerentsdsamay be provided

in any suitable lqeatinding duerdistalipaitinn HerisdavinRypically erHbssigroaliarg)iand in any
suitable congiguration. Fgr examgle th nt compositions may be provided to cover the entire

reage _
interior surface ot the distaPPor ﬁdotf’tﬁ'g H’é%ﬁ&édﬁr%% B SR R FRa8S0RN b configuration as to
form a ring aboustihetiate iod/stiafasbaoteiie/aaviepidVWAcrdhyl 0ALL8RRAPE THERRGID/A02261) 17
whereby urine inl%\éitﬁ]t%w. cgp; cts with thebéec ent £om ositjon to trigger a response.

health detection indicator, and in 1te pretened Tonm as or&: ortfibPdaR AttRe LIS BRI, is pr;-fr:ably
capable of detectinigctitespretermecoifornmdal nfohe dorpdnentisndtie(whse: sideelsdnslicative of the
presence qf disqﬂ%ngg,g@(g'qiﬁ% %ﬂfrﬁfdpr? (I)tpt-relgé%d t§orrlg‘iat(i%g, an eargsg_gi:ed tewrfnined level or
concentration of such a componeht provide suitable indication to the UELF Fora%y Ble, the health
detection inficatdipraginse whpalihe d¢deteetindisnsased faretiod diviebsel ditands;ibipod, haemoglobin,
protein, nitrite, 1y ohineasar hillfdRiBaSHORAREY B SPERIE- AN IDL ALRqgies associated with
provided.
Optionally, the cleansing and/or anti-bacterial/antiseptic and/or
anti-fungal function may also be provided on the exterior surface of the device to
15 enable the hands of the user to be cleansed or kept sanitary.
The health detection indicator, capable of indicating abnormalities
in urine indicative of disease or health related conditions is preferably a function
that is provided in the distal portion of the device and preferably on the interior
surface of the device and/or about the distal extremity of the device (interior and
20  exterior) such that urine passing through the device contacts with the health
detection indicator portion.
The health detection indicator is preferably provided by one or
more reagent compositions impregnated into and/or coated onto the distal portion
of the device, preferably the interior surface. The reagent compositions, being
25  capable of indicating one or more abnormalities in the urine that are indicative of
disease or health-related conditions, may be provided in any suitable location on
the distal portion of the device (typically on the internal face) and in any suitable
configuration. For example, the reagent compositions may be provided to cover

the entire interior surface of the distal portion of the device or may be provided in

30 ° such a configuration as to form a ring about the interior surface of the device



infection, and hormones associated with the presence of disease in a body. Indication of
predetermined levels of components in the urine is preferably provided by means of a colour change.
This is typicBlfy IdigRsdby means of an indicator or an indicator-coupled r@&ddiR20IpgGRR$icator, or
indicator- 15coupled reagents, that are contained i the one or more reagent compositions is
dependent upon which substance(s) or component(s) is/are to be detected. However, any suitable
indicator or indicator-coupled reagent may be used in accordance with this preferred embodiment in
order to provide AHSFOCAHSR BFYHAYERRATES Wit Bif Foser RRPRYIERN ARIEIREST And/or reagent being
present in 20suffisigphguantities and concentrations as to provide an indication at certain pre-
determined levels indicative of a problem. The amount of reagent necessary to indicate a problem

associated with the detected cO¥nPEHESHHING BAigRiPR 2B {FRE Berdd PR 88 Asording to the
efficiency of the painitaetpeitcooifigiyntnB gafices pecasslingrigeibwiipvasipadiay gpkenally 25provide

an indication for further investigation as ta the presence in the yser of one or more of diabetes, liver
dysfunctionrﬁ fic enar a‘)?%ezla rlfé(?fﬁgﬁﬁfgg?ﬁ ?6??8'\?&69{@8?%?@{& lism, kidney

. or,more compo 1n t
Jliver dlsease,rﬁeer ailure, renal g
damage, urinarydfaitenfectionhddtineylaedataditealcar anygeedetiamiiaddtios],anuscle damage,
bacterial infection Eh(%g{dn titis, testicular cancer %Psta(}ie zﬁancertﬁmd HIV 30infection. WO

2010/1.18650PC LSO TLI0b340 18 BURBanp el A LA

detection m?iicgt%?epr)'rovides a range of
possible results through indic&ttorxefmple, the denltk dftentiabimdinatirquantitycafablspdcified substance or

component, suchag:islyBiEIMRIRAIS Y Laliel: IR AIIRR.AE S RLAR Y hpwever, the

indicator provides qualitative rather than quantitative information, Whereby indication is given only
when the rdfativér@sibnresropipebifleldunsyiamid spestingonstt antibadits asspdtedevifelinood of a

problem, which agpouats WAUGRRRRRRLEHLRH SRITIRDIROM B REFM Skilletbifuihe art. Thereby, one

of two results may be provided by the health detection
Indication of predetermined levels of components in the urine is

preferably provided by means of a colour change. This is typically provided by
means of an indicator or an indicator-coupled reagent. The indicator, or indicator-

15 coupled reagents, that are contained in the one or more reagent compositions is
dependent upon which substance(s) or component(s) is/are to be detected.
However, any suitable indicator or indicator-coupled reagent may be used in
accordance with this preferred embodiment in order to provide an indication of the
substance or component and such indicator and/or reagent being present in

20  sufficient quantities and concentrations as to provide an indication at certain pre-
determined levels indicative of a problem. The amount of reagent necessafy to
indicate a problem associated with the detected component should be derivable by
the skilled person according to the efficiency of the particular

Accordingly, the devices according to the invention may optionally

25  provide an indication for further investigation as to the presence in the user of one
or more of diabetes, liver dysfunction, liver disease, liver failure, renal glycosuria,
insufficient food intake or metabolism, kidney damage, urinary tract infection,
kidney or balder calculi, myocardial infarction, muscle damage, bacterial
infection, haematoma, cystitis, testicular_ cancer, prostate cancer and HIV

30 infection.



10 indicator on use of the device: if the concentration or amount of substance to be detected does not
exceed a pre-determined 'danger’ value (as determined during formulation with the assistance of a
clinician), navepoww/ ttsdfge occurs; if the concentration or amount of subst®iGEER2bWMHe2eeted
exceeds the pre-determined 'danger' value, a detééable colour change occurs indicating to the user
that they 15should seek further investigation. Examples of suitable indicators may be as follows. A
glucose indicator, which may indicate the presence of high levels of glucose (e.g. in excess of 15mg
glucose per dl of urine) associréanaity fenb¢ado drsentiwf iddibete provadebe fogexdmple a sequential

enzyme reactiongdisats R e MMACITBHSP AGNRARE.Npss (0 axdzs llsese o gluconic acid

and peroxide, and a peroxidase catalysis reaction of peroxide with potassium iodide to provide a
colour change inthEStisH BPAPISHRE SPIKSRIRESSHERITS isrinricolyieroidediatviaabifsis range of possible
problems includipggdressigd infection but specifically diabetes, may be detected 25for example by
the reaction of acetoacetic acid in urine with nitroprusside, the colour change occurring when any

ketone is detected (since the REtAPdia¥RKerithe iRliGaorpryvides qualitgiueimihgrithanwhich may be
indicative of haeguatiitai(kidimepatibladaRE b3 e @ idARATR IO KifdAaNt Iufipary tract),
haemaglobulinuria 30(tbre kdown of red blood cells or poison) or myoglobinuria (myocardial infarction

or muscle dama§ B Sy bPFAHSE P IENS SRR RREALABH Y B Rdifstctbsldesd of g activity of
haemaglobin whicbbtatalyaésh tircieactionid b3, 3pSafenteiraanathylbenzigansnansdiadauffered organic

per(.)xic!ase' to pr%\%igﬁal%%lr%gr cor;%ngﬁwo results ma @rot%i‘r)%&ra%ﬁ %e ﬂletectgﬁd for exa}mple based on
the indication by bte rabromoﬁheno ue. NI REY Wi fe ﬁ‘i‘&i‘& V@t&"urlnary tract
infection orl 8themidamsteriahinfe cfidie siseivas itbervcenceilraadmoneatiauciso bastanaico beay be detected
O e S LSS O 06 2 (R o Wit
formulation with the assistance of a clinician), no colour change occurs; if the
concentration or amount of substance to be detected exceeds the pre—determ‘ined
‘danger’ value, a detectable colour change océurs indicating to the user that they
15.  should seek further invéstigation.
Examples of suitable indicators may be as follows.
A glucose indicator, which may indicate the presence of high levels
of glucose (e.g. in excess of 15mg glucose per dl of urine) associated with renal
problems of diabetes, may be for example a sequential enzyme reaction indicator.
20 This may comprise a glucose oxidase to oxidize glucose to gluconic acid and
peroxide, and a peroxidase catalysis reaction of peroxide with potassium iodide to -
provide a colour change indication of a problem. | A
Ketones in the urine, which is indicative of a range of possible
problems including stress and infection but specifically diabetes, may be detected
25  for example by the reaction of acetoacetic acid in urine with nitroprusside, the
colour change occurring when any ketone is detected (since the normal incidence
in urine is zero).
Blood in urine, which may be indicative of haematuria (kidney or
bladder calculi or damage to the kidney or urinary tract), haemaglobulinuria
30  (breakdown of red blood cells or poison) or myoglobinuria (myocardial infarction

or muscle damage), may be detected for example based on the pseudoperoxidase



10nitrites should be investigated.. The presence or bilirubin, which is useful in indicating liver
disease before presence of clinical symptoms, may be identified as a result of coupling of bilirubin with
2,4-dichlorob@nzend/¢iag®nium salt to cause a colour change. Human Chorigfie/iemadonziein (HCG)
ho_rmone, which is 15indicative of testicular cancetand other forms of cancer, may be detected in
urine by utilizing a monoclonal antibody that binds (preferably specifically) to beta-hCG as antigen and
which is coupled to a colour change indicator. Such a system is described for example in
W02008/01356@ctivitecsttingdglvbicertish pralenss be prastige @Betientes coupled to 20an indicator
may be used (o gaplif sRerifnd hanihralesinde pipadhase Ikvarius pther suitable
reagents are known in the art and may be used or adapted for use in the present invention.
_Optionally, thfa tebaitkedetection indicator, typically being a reagent formulation, is provided
|mpregn_ated into a portion of}tmemgtﬁgpggi@a&{g@eoggp@f@@Q@Maﬁlaﬁé@m}](b'fyreservoir for
conducting the test. This may be achieved by means of a fluid absorbent area such as by padding
material or,¥or é%?ﬁfﬂ@,%i)eﬁ‘ﬂllhbl% micro-fluidic pores formed on the internal surface over a specified
g(r)e; lrfl or%elrr t?hcontrol thte VW@?@QWﬁﬂlﬁafgﬂﬁﬂwm dTedndigative iigfstiesult isheeing achieved.

referably, the reagent composition may be provided as a dry, powder formulatjon, e.g. onto the
distal tip of the dagieBalP fgUgsaURGIHE Brecat: é@“ﬁm"&%??e&& H%t%rerﬁclhﬁ%léerg%tﬁgﬁ?gcomposition
onto the correspgpeiae pribphetdhgicevite asthiltowlidgro ryitomamnethdosuitable method of

application. . The device m e provided with indicators for one or mor, bstance or disease.
For example, thglﬁ@ﬂﬂ’énlﬁg\?%oé"ﬁ)%i 653 \(/)v‘fﬁ"lﬁa’g ‘r‘géﬁzjaenn]tn%?cator' Thepresthtedfany

10 nitrites should be investigated.

The presence or bilirubin, which is useful in indicating liver disease
before presence of clinical symptoms, may be identified as a result of coupling of
bilirubin with 2,4-dichlorobenzen diazonium salt to cause a colour change.

Human Chorionic Gonadotropin (HCG) hormone, which is

15 indicative of testicular cancer and other forms of cancer, may be detected in urine
by utilizing a monoclonal antibody that binds (preferably specifically) to beta-hCG
as antigen and which is coupled to a colour change indicator. Such a system is |
described for example in W02008/013560.

In detecting HIV, certain proteins or peptide sequences coupled to

20 an indicator may be used to capture specified HIV antibodies in the urine.

These and various other suitable réagents are known in the art and
may be used or adapted for use in the present invention.

Optionally, the health detection indicator, typically being a reagent

| formulation, is provided impregnated into a portion of the distal portion of the
25  device designed as a form of reservoir for conducting the test. This may be
achieved by means of a fluid absorbent area such as by padding material or, for
-example, by multiple micro-fluidic pores formed on the internal surface over a
specified area in order to ‘control the volume of urine from which the indicative
test result is being achieved. ‘ '
30 Preferably, the reagent composition may be provided as a dry

powder formulation, e.g. onto the distal tip of the device, or by spraying the one or



5composition comprising indicators and/or indicator-coupled reagents capable of detecting a range of
substances or components associated with disease or ill-health, such as for example glucose, protein,
nitrites, leuky@28ANBBHIIrubin. The configuration of such indicators or indRETBERSUYIWAA@agents in
the reagent composition as applied to the distal pdftion of the device may be varied. For 10 example,
all the reagents may be mixed to form a reagent composition which colour change indicates a problem
associated with one or more of the identified substances or components. Alternatively, each reagent
may be configurePERIFAREIEN MRS HsTargsaftramBrtiior eniedhs cemearoadingipsrtibemfcentric rings

formed on the intaeiae suefase MNMmERY g, WhRIRINA SHMIE FRANILRLAHREGTIC 15position on the
device is indicative of a problem corresponding to a specific substance or component to be identified.

For the latter alternative, the USEr ¥IGRIMRERF RaRidsidarifrédrdicaters forinnerprararte result as compared
with the simpler ‘pitaliace’ dndisaier. Pacsslingly (ibadaicrsy ReRIGY VR Az a.disease-specific or

ZOsubstanc%#sp%(c)mcgng.icator, or, altemgtivel may be provided as a general health indicator which is
not specific fo any paricuiar AieRAEAS lfﬁg(fgfr?d@ or indicatseaouplemh i 450 @adhRGuration of a

reagent compositiecongtheadisial pastiance§ the depicenit By hecusatuldrdaci iate the viewing of the

results. Colour cp&qtglesi& icgtpn ma peg;“)rovided n the inter;%lgf the device, 250ptionally, the
’ e

material of the device’may be formadin certamn regions Of Aafariaryis@audPiiYbent whereby the

colour change offhaeenfeguraaontsd sichviad ifrmmstheisdietior @uileddexgentsAlieiaasieiy, the reagent
composition ma}é&ﬁﬂ@ﬂfcﬁg&aﬁﬁ&féﬂ% %?sYJ#% (;[Hi%f}leo %ﬁg%g "[/tl1at cololyr chiaqtgei:ls detectable on the

exterior of the device Se.g. if the material 1s suffiCiently absor ent 10 atow Yo 39(5pass to the
impregnated reatjsatplevetbtha yapantgsBYPE MiREDO 0002 8RB LM LompositioT vaicombination of

urinary directionalist bRuiao e SR (B callan i ANG asansIRAnd aplgacterial function

which will give improved health (and in particular sexual health and reduction of Hisk of cervical
cancer). 5The déVICEHEESIHTRBRG IS et BemtEplyistsieferatiy fonnbedenfigired

separately on the distal portion of the device, such as a series of concentric rings
formed on the interior surface of the device, whereby a colour change at a specific
15 position on the device is indicative of a problem corresponding to a specific |
substance or component to be identified. For the latter alternative, the user would
need additional information to interpret the result as compared with the simpler
‘problem’ indicator.
Accordingly, the device may be provided as a disease-specific or
20  substance-specific indicator, or alternatively may be provided as a general health
indicator which is not specific to any particular disease or substance.

Depending upon the configuration of a reagent composition on the
distal portion of the device, it may be useful to facilitate the viewing of the results.
Colour change indication may be provided on the interior of the device.

25  Optionally, the material of the device may be formed in certain regions of a
material that is translucent whereby the colour change of a reégent can be viewed
from the exterior of the device. Alternatively, the reagent composition may be °
impregnated into the device to the extent that colour change is detectable on the
exterior of the device (e.g. if the material is sufficiently absorbent to allow fluid to

30  pass to the impregnated reagent).



proximal end of a rolled edge to reduce abrasion and improve comfort, particularly when the device is
formed of a paper or paper-like material. The dimensions of the device according to this embodiment
may be any¥W@itdBE1E#E8rding to the circumstances. Preferably however, tREBEFRE ISR a length
in the range 50 to 150 mm, more preferably 60102100 mm and most preferably in the range 65 to 80
mm. Preferably, the proximal aperture is in the range 40 to 75mm, more preferably 50 to 65 mm and
most preferably 55 to 60 mm. The distal aperture is preferably in the range of from 5 to 30 mm, more
preferably 10 to 25 mm and m&sterebéiN fornasy diredignalsidihaona beth isearssert for a reusable

device may prefa@plyitakadhe.ahaneeidthinLirximabens al iecrRansritvaRiqsipal aperture of the
reusable device or a portion thereof. An insert may comprise of an external lip or sleeve portion around

of a portion of thEBrEYsBFA bR dvinsE ey s Bredhantredusiien eftrigk ebcemiade with the.

reusable device siebrshat the sleeve or lip slips over the 20 proximal end to cover a portion of the
exterior of the reusable device, An insert may, be shaped to mimic the whole of internal surface of the

reusable device to which it maJ I YHEE A Bkt A eRadEibid R HRRX )RS IRt e internal
surface of the repisablaideiios andiéd pigéataklyusbapediso ad improxdenaepgaavarthe proximal
portion (or at Ieasﬁan rtdtQ/(lereof)fwhere ‘ nlfgpon remova!]cﬂ‘ the 25device the urinogenital area can
come into contalt with the Inseft é’ﬁ'&“’tﬂé’ ar ﬁpﬁégfé)r?op\%r'a%{ﬂ%eﬁba il or absorbent portion thereof in
order to cleanse the user. Foil bxdmpeiesians isiSbet datdca anenalipglivebiiosrabddiviieatnmay berm a sleeve

over at least the fgar Ropfion (I se) e Rigmal apsitice. (i Andior My e shapsd to fit at east a
rear portion of the ‘proximal portionof the device and provide theéreon 30an abSorbent and/or
anti-bacterll/anismstic ianbgoregetis fulegifomotiowwipesBinnbbrofeim b0 hohtirel desdte by the user, the

nsert and its VgIERIAMNNSAR FALBS WP A MABRORTIERRAAANREON) 23 6aused to come

into contact with or maé/ be conveniently contacted with the urinary area to absorb any residual urine

and/or apply a H§ESHE SubXRRcadw e arabbyehiap anea apdmasierriarmblus dtet® urinary tract. In
this way, the insgth. The distal aperture is preferably in the range of from 5 to 30 mm, more

preferably 10 to 25 mm and most preferably from about 15 to about 20 mm.

15 An insert for a reusable device may preferably take thé shape at the
proximal end of the respective proximal aperture of the reusable device or a
portion thereof. An insert may comprise of an external lip or sleeve portion
around of a portion of the proximal aperture whereby the insert and lip or sleeve
thereof engage with the reusable device such that the sleeve or lip slips over the

20  proximal end to cover a portion of the exterior of the reusable device. An insert
may be shaped to mimic the whole of internal surface of the reusable device to
which it may be fitted, but preferably shaped to only partially cover the internal
surface of the reusable device and is preferably shaped so as to provide coverage
over the proximal portion (or at least a part thereof) whereby upon removal of the

25  device the urinogenital area can come into contact with the insert and the anti-
bacterial or anti-fungal or absorbent portion thereof in order to cleanse the user.
For example, an insert into a urinary directional device may form a sleeve over at
least the rear portion (in use) of the proximal aperture rim and/or may be shaped to
fit at least a rear portion of the proximal portion of the device and provide thereon

30  an absorbent and/or anti-bacterial/antiseptic and/or anti-fungal function whereby

on removal of the device by the user, the insert and its hygienic function may be



according to the invention can substantially improve the hygienic use of reusable 5urinary directional
devices. The insert according to the invention may be shaped or adapted to fit to existing or new
urinary dired¥Or?dilefé188&s (including, for example, a simple reusable truncaR€d/EBRIEBPMRA%ILe) in order
to improve the hygienic performance of the device?2100ptionally, an insert may be provided for a
device according to the invention which insert comprises a screen or grill which when fitted to the
device finds a position in the distal portion of the device and through which fluid must pass in order to
pass through the&alistd [tagemaiattopsidtrlyits ge maydur senvernignillymentdseeithveigrally formed in a device

according 1o the JpyGAligad RS 6aGkoLheIRGALAIMEL Y BN RSB Ssreen raril may serve

for example to retain solids whilst allowing urine fluid to pass through the distal aperture, which solids
may be particul B8R BlSatirRay rHRiteN 42 thesarimdmsthi thisar the igeeden). Such a

screen or filter maycfiaw 4 itvemidaRbly b eib ki thest ARRFRAIIRIR RARVGKidNeYsstanes treated, for
assessing the progression of kidney 20calculi or for identifying the presence of other solids in urine. A

screen or grill mEyRR iatigRpeYifttionally provide a location for a reagent composition or other

health detection indicator. Theiscreen ac@dlingay fis Ryaniiehs tReHT inudgenpied with a
reagent composition as described above. %he screen may he formed of any suitable arrangement of

25members, whith Hia{ HIE S AT I Ba% BroraRgA b pAranansidihedbisednalsds Melfibers or
cross-members réisaiowansiel cesgdiecaryiasitiun mayfrevepreiigioni parficiianeudrstance to be
detected or dise&se or.may be a general indicator of a health problem. An insertable screen or grid
may provide an additionsl or complementary test option for a device according to the invention.
Optionally, ithe 30inserts may®wiusatyiampimed enayr bageoilsd far atdeincicatordimctiaths which may be

selected by the YRRn IRAWRIRTHAPYSRRARLEIULEE NP MUR HIRR MG (FR2 40/Q02260 23
finds a position in the distal portion of the device and through which fluid must
pass in order to pass through the distal aperture (optionally, such a screen or grill
may be integrally formed in a device according to the invention instead of being

15  formed only as an insert). The screen or grill may serve for example to retain
solids whilst allo“;ing urine fluid to pass through the distal aperture, which solids
may be particulates of a predefined minimum size (according to the mesh of the
screen). Such a screen or filter may find utility in identify when it is most
appropriate to have kidney stones treated, for assessing the progression of kidney

20  calculi or for identifying the presence of other solids in urine.

A screen or grill may alternatively or additionally provide a
location for a reagent composition or other health detection 'indicator. The screen
or grill may for example be coated or impregnated with a reagent composition as
described above. The screen may be formed of any suitable arrangement of

25 members, which may for example be a plurality of parallel or otherwise oriented
members or cross-members. As above, such reagent composition may be specific
to a particular substance to be detected or diseasg: or may be a general indicator of
a health problem. An insertable screen or grid may provide an additional or
complementary test option for a device according to the invention. Optionally, the -

30  inserts may be used to provide a range of separate indicator functions which may

be selected by the user to fit to their device as required.



As a disposable insert having a screen or grill, there may be a screen portion corresponding to the
distal end of the insert and a sleeve portion, which is preferably a short sleeve but of sufficient
dimensions ¥0e¥abiE§B® screen portion to be stabilized within the device WHEHERSH)/GRRE device
according to the invention is preferably for a singlédise and as such is made of a disposable material,
such as paper, cellulose or other fibrous material or of a plastic material. Preferably, the device is
formed from a paper or cellulose material and, for environmental reasons, most preferably paper or
other biodegradable material 4§@diprasatdamprstthasinghaaragnor eaidliyidispogetel0of. In order to

maintain robustngss ARGHVRIGRESINE A0SR AL PG MDSIS NG da e s fared of a core

material that can absorb liquid or is biodegradable (such as paper), it is prefera at at least the

internal face of tR&IEIsEEPESFIRIYEh prievisryB hua R HBGXAmENSOfTR erable thstecervice,

optionally other WicanabsaHdemidaark @l dhrRIXINAhRR iR, is made water proof or water repellent,
15by, for example, compression, coating with a water proof or water repellent material or impregnating

with a water’proof or water reggﬂgﬁYﬁ?a?&?fHﬂiPﬁé?éF‘&UMefﬁé)ﬁé%%%%rﬁbb’éﬁféé@g%ﬁétﬁr-proofing (in

order to assist inadsipgie LM veuRIK)ISAEhipMeddnyscempressioonkibe Rapalematerial forming
the device. Accordingly, the .device, and in particular, the distal portion of the device 20 repels water
e AR e

AR L B e hatedthicd hehfetnuiss sdmead #Bdtity until after

allowing urine to pass unimp
use. Preferably, gagepooxirtisloaperitindaisadéfifoe drivyrenrirnuhielshas mdalladreder @epecially if the
device is formed of erorli roduct),to reduce abrasi nd increase the comfort of the device
in use. In one er%%%ﬁﬁgﬁéeﬂé’%ﬁg% %ré%{ 0 ﬁ1e %r%%i’ﬁg&%&n ¥ eoﬁ%sg\yigg‘b% des an
absorbent &hd aof.ahtiobdettrialmtaiseptiosarediomd ntidprigad ffitheotionc cedpdgialle amharti-bacterial or
antisepiic funclion. yich AR SRRYISLAR BRI S ik, d0c ghaoibent pation my be provided in
the proximal portion of the device, for exampﬂe where the device 1S formed ot aan absorbent core
material, by watEupRasigamelidevicdcsthlertianal igashhointhmprtixindlthodisal Boriidrich is to remain

absorbent. AlteraaliyRiliriBs, BRSQHRSHRARRLBN HerftRae bk RYING A5t IEARLAREL ! the internal
surface of the proximal portion a Iaﬁ/er or
an absorbent part of the proximal portion, is made water proof or water repellent,

15 by, for example, compression, coating with a water proof or water repellent
material or impregnating with a water proof or water repellent material.
Preferably, the necessary degree of water-proofing (in order to assist in a single
urination event) is achieved by compression of the paper material forming the
device. Accordingly, the device, and in particular, the distal portion of the device

20  repels water allowing urine to pass unimpeded through the device while the device
retains its integrity until after use. Preferably, the proximal aperture is defined by
arim which has a rolled edge (especially if the device is formed of a paper or like
product) to reduce abrasion and increase the comfort of the device in use.

In one embodiment, the at least part of the proximal portion of the

25  device provides an absorbent and an anti-bacterial/antiseptic and/(;r anti-fungal
function, especially an anti-bacterial or antiseptic function, which function should
be hypoallergenic. The absorbent portion may be provided in the proximal portion
of the device, for example where the device is formed of a an absorbent core
material, by water proofing the device other than in part of the proximal portion

- 30 which is to remain absorbent. Alternatively, the absorbent portion may be formed

by laying on at least part of the internal surface of the proximal portion a layer or



WO 21)10/118850PCT/EP2010/002261) 24 coating of an absorbent material, such as an absorbent
hydrophilic material, textile or hydrophilic foam, or by coating on at least a portion of the internal
surface a pAveud MALSAHSI such as a coating of silica or clay containing a hyB€gpERo 1merzant. Suitable
layer or coating materials for use as the absorbentfunction, 5include wicking materials such as rayon
acetate needled felting, single component fibres (or blended component fibre materials) comprising
wool, cotton, rayon, nylon ancUor polyester. Other suitable absorbent materials include foamed
polymer materiaf9afifethcdgipahyoreshianatfoalnsicnas e sbsphentiedeopbilimmetesiall ftasilsle solids such

as latex, but prefaraliiolfie RAbmeUFdp Bel ARG e IR AL DN SR iR AL Syellable

polymers, such as polyvinyl alcohol, may also be used to provide the absorbent function. The

absorbent functiBArdtayralesiH atce g BepriRaRIs hgaors/ay epriaainga(ardrpphdimation) of an

inorganic particulaeimateliabwbichPGigama PRIGHAIMHELRLs SHEBRSBUItFuflayncalcium sulfate or
calcium carbonate or other such inorganic water absorbing material. Optionally, 15the absorbent

material (such a"fRmBIEHRRCTRAFGRL SHShSE IR A6stAtedics e Sl potifelecomegasivickable fibre)
may comprise OEBMW@@H@&@@MH@@H@M@%MF?WW@ F?J%%%Réﬁm}%éﬁlne_ (leSpgci%llly the
urea and ammoniym compounds) thereby improving the effect of the absorbent material and reducing
the odour assoch'Lljé’B 9\5\&‘%%‘3&?&88 (G sulble 2horbeniartidnclide s¥medorbent layer or

coating material paBynbenfiatéhialsisphieg pateorethimbibad swvitlashds agnarriwpithneeptianally released

on contact with a liquid, to.reduce proplems with. odour from used devices or to further provide a
fiextpleselidgsuc uagllla ex’g)]cl)lrtTPerg Fcratqec)f' tP °fh°§§%§8§88?ﬂef%8f?on is provided by a

fragrance release etfect for the public or
layer/layers®r alpdatpigl ofialnsonse river] abdk ablgnmet esiah, at isopreferiadity 28, piayitled ba a layer of up
t0 2.5 mm deptyllipknees ARG A RIGIPEARN oAU A I8B0M & MM ermativety SUCT AN
absorbent function as described above may?oe Utilized fo trap urine *or testing In a por?’lon of the distal
portion as descritsat@tdrdby a layer or coating (or impregnation) of an inorganic particulate

material which provides a porous material, such as silica, clay, calcium sulfate or
calcium carbonate or other such inorganic water absorbing material. Optionally,
15  the absorbent material (such as the inorganic particulate, polymer foam or
swellable polymer or even wickable fibre) may comprise or be impregnated with a
mordant material capable of trapping the urine (especially the urea and ammonium
compounds) thereby improving the effect of the absorbent material and reducing
the odour associated with discarded used devices. As a further option, the
20  absorbent layer or coating material may be further impregnated or imbibed with a
, ﬁagmnce, which is optionally released on contact with a liquid, to reduce
problems with odour from used devices or to further provide a fragrance release
effect for the public or domestic toilet. Where the absorbent function is provided
by a layet/layers or a coating of absorbent or wickable material, it is preferably
25  provided in a layer of up t0 2.5 mm depth/thickness and more preferably from
about 0.5 to about 2 mm.
Such an absorbent function as described above may be utilized to
trap urine for testing in a portion of the distal portion as described above. |
Optionally, an absorbent coating or portion may be provided on the
30  exterior surface of the device whereby any soiling of the users hand or fingers can

be cleansed simply by use of the material.



Optionally, an absorbent coating or portion may be provided on the 30exterior surface of the device
whereby any soiling of the users hand or fingers can be cleansed simply by use of the material. WO
2010/118850PCT1EP3830/002260 25 In a preferred embodiment of the preBEREPREANORHhe device
is capable of carrying advertisements primarily onhe exterior surface. Typically, this will be achieved
by ink-jet printing and as such the device is preferably manufactured from a medium having one
surface (which will form the exterior 5surface of the device) capable of receiving an ink-jet image.
Preferably, in order to providéneaiitsiieeiad im bashmentiof throptiesénd invweition,tthe dexiiseiss formed

comprises on ong SIS ARl 18\ EREATBEAINT, WHIED SRURKAINREY PR AARIOUS or a

non-porous (i.e. swellable) medium. Preferably, the média is a porous me . By ilizing_ a porous
10 medium, an itNAGEhPsAHHEh RIS R isgead asieyel ﬁmﬂmgcméme&wwst providing an
additional functigifardiersasiiantAsvies Htdhe R SWiAEWATItREHSYIGisRighly absorbent to

liquid (especially agueous fluid) sq that any splash or drip of water or urine is rapidly absorbe(_:l and not
transferred to thi* (18638 HBH A8V i APARl B fISE MR Ahtek-d5t iMARe o irferallyr dnHRiAers is rapidly

absorbed. 15Any guitaldteapogausaigdinapaytanisrdiBrelesahdaeverausmedium is biodegradable
or suitable for being flushed or othgrwisedﬂ%%{)osed of Theﬁporous medium is typically formed of_
particulate mate¥al PlypicalTorgatie PRCHEEE BN BoRSAMT, SyShiRPHSRER e B by a resin.
Any suitable respormaybe useporsusiii asspelyaiiy) mteiinal. Optionally, the porous 20 medium is a
swellable polymer material h%/ f d there coating the swellable

I

. R e I it D Somrae Swe
polymer in the presence of a bIOWITY AGSnEahich TPHEHS AReVARy Bt PA2EiR B9 M sthis option, the
swellable gélymeriunrederaiigeapolyeifiyhaid biyel bigbtpeedikeeusrsninplagiaddmaiisaterial.

providing an additional function for the resultant device that the exterior surface of
the device is highly absorbent to liquid (especially aqueous fluid) so that any v
splash or drip of water or urine is rapidly absorbed and not transferred to the user’s
hands and similarly that any water or urine on the users hands is rapidly absorbed.
15 Any suitable porous media may be used. Preferably, the porous
medium is biodegradable or suitable for being flushed or otherwised disposed of.
The porous medium is typically formed of particulate material,
typicélly inorganic particulate but optionally organic particles, bound by a resin.
Any suitable resin may be used, such as polyvinyl alcohol. Optionally, the porous
20  medium is a swellable polymer material having a network of pores formed therein
(e.g. by coating the swellable polymer in the presence of a blowing agent which is
then activated before curing). In this option, the swellable polymer is preferably a
polyvinyl alcohol or other aqueous soluble polymer material.
Suitable such inorganiq particulate materials may include, for
25  example, one or more of silica (e.g. colloidal silica), alumina (e.g. alumina sols,
colloidal alumina, cationic aluminium oxide or hydrates thereof, pseudoboehmite,
etc.), surface-treated cationic colloidal silica, magnesium silicate, aluminium
silicate, magnesium carbonate, kaolin, talc, calcium sulfate, barium sulfate,
titanium dioxide, zinc oxide, zinc sulfide, zinc carbonate, satin white,

30  diatomaceous earth, calcium silicate, aluminium hydroxide, lithopone, zeolites



Suitable such inorganic particulate materials may include, for 25example, one or more of silica (e.qg.
colloidal silica), alumina (e.g. alumina sols, colloidal alumina, cationic aluminium oxide or hydrates
thereof, psewdouenmdis) etc.), surface-treated cationic colloidal silica, mag{&8ERROSHieRES0aluMinium
silicate, magnesium carbonate, kaolin, talc, calciuA® sulfate, barium sulfate, titanium dioxide, zinc
oxide, zinc sulfide, zinc carbonate, satin white, 30diatomaceous earth, calcium silicate, aluminium
hydroxide, lithopone, zeolites WO 21)10/118850PCT/EP2010/002261) 26 (such as molecular sieves
3A, 4A, 5A and {8}, asydetaelanslkyeyRiadtd nddgrekiim)hiydimtedehal locyte andThe binder may be any
suitable binder ¢gp, ol ﬁp‘@l%q‘{géy binding the inorganic particular materials to form a porous
ink-receiving layer 5 capablé of retaining a pigment or dye, preferably a pigment, to form a printed
image having good image propérii@desuaybrasy hitiblgdriadathageblfopfstieipielyone or more of

naturally occurripgugiabiE GRIOIHNRIM MRS SNCR RS/ @ TRy aRAham, acacia and

chitosan and their derivatives, functionalised proteins, functionalised gums and starches, cellulose

ethers and their GEAYSRIgEBREAPERPHAs et BERIR BigNaVe 19 HREP RMsHse and
ca:b(othr;ethy! qgia%@aeriizgIga?mh@%@%?e{amhsqlwﬁwmgmm@%@w% ﬁgl_xsal idas, polyethers,
oly(ethylene imine), poly(acrylic acid), poly(methacrylic acid), n- vinyl amiades includin
goliacrysllamide 8H8%M&%%W&§H&%§"ﬁﬁ%@m ‘Bﬁ%‘éoﬁ&%gﬂwuﬁfbﬁﬁ%ﬂ%?gerivatives and
copolymers andatbostify gharakdyitAapodyuiny hadcetitdsnrafe tably déhie doinele fisdpiesEstdn an amount as
a ratio of inorganictgarti%‘glap m@terials to binder %f fronl 70:30 to 99:1 ;Egeef%{ablg 75:25 t0 96:4 and
of

still more prefer&hiy B5: fREigransed gums angigarches, celltlose R HPEERYE the ink-jet

receiving nédiusndheluldelrfoyehaheplzlesshfdctapprapg acthdodanhdSaitalsierehsdants, 20which may

be useful o bind fhelye of RATISALIARIE Ik NS NsTegslng dayer i orda to improve silfurther
the image density, Include, for example, a cationic polymer,’e.g. a polymetic quaternary ammonium
compound, or ansdgithers, poly(ethylene imine), poly(acrylic acid), poly(methacrylic acid), n-

vinyl amides including polyacrylamide and polyvinyl pyrrolidone, polyethylene
oxide and polyvinyl alcohol, its derivatives and copolymers and most preferably
15  polyvinyl alcohol. Preferably, the binder is present in an amount as a ratio of
inorganic particulate materials to binder of from 70:30 to 99:1, preferably 75:25 to
96:4 and still more preferably 85:15 to 95:5. A
Other components which may be present in the ink-jet receiving
medium include, for example, a surfactant and a mordant. Suitable mordants,
20 which may be useful to bind the dye or pigmeﬁt in the ink in the ink-receiving
| layer in order to improve still further the image density, include, for example, a
cationic polymer, e.g. a polymeric quaternary ammonium compound, or a basic
polymer, such as poly(dimethylaminoethyl)methacrylate, polyalkylenepolyamines,
and products of the condensation thereof with dicyanodiamide, amine-
25> epichlorohydrin polycondensates, divalent Group '11 metal ions, lecithin and
phospholipid compounds or any suitable mordant that is capable of assisting with
fixing a dye material transferred to it. Examples of such mordants include
vinylbenzyl trimethyl ammonium chloride/ethylene glycol dimethacrylate,
poly(diallyl dimethyl ammonium chloride), poly(2-N,N,N-
30  trimethylammonium)ethyl methacrylate methosulfate, poly(3-N,N,N-



polymer, such as poly(dimethylaminoethyl)methacrylate, polyalkylenepolyamines, and products of the
condensation thereof with dicyanodiamide, amine- 25epichlorohydrin polycondensates, divalent Group
11 metal ions0OleeitHinsamd phospholipid compounds or any suitable mordarmGhatH20¢e/pete of
assisting with fixing a dye material transferred to i2‘Examples of such mordants include vinylbenzyl
trimethyl ammonium chloride/ethylene glycol dimethacrylate, poly(diallyldimethyl ammonium chloride),
poly(2-N,N,N- 30 trimethylammonium)ethyl methacrylate methosulfate, poly(3-N,N,N- WO
2010/118850P CTitE¢2yia00 0228027ty el inidaminprsiigrmd ropydach ieodd ba pastgeraarmordant would
be a quaternarymg%mommnd. Optionally, the medium from which the device is made may
comprise, on the side on which an image will be visible, an amorphous hydrated 5aluminosilicate, such
as an allophane, for the reduétiR$PBH Smiba ks BB oM agaahilemdavivinieradeaioer is stored at high

temperatures angAuridiiashasidBan WRigal Reathesask iRhthe MeserbRsMesapich is likely to be

used in washrooms. In the embodiment of the invention, where the media forming the 10device

comprises oh orfdUiRetiHentsx B e arralenharsnianbs sxdiciing ehpmpmige gfiandpreserably achieved

by providing a pausaipkniegebdigelaetdra sasehhed RPaVR) aREnsHitakies sspRayt: The non-image
receiving surface of the support will typically define the interior surface of the device. Any suitable
support in the ci%‘ﬁ‘?&%ﬁ% G55 198 e LEesenbAexies Yhigh s ikl Ussisd@g. resin coated
15paper), but is pasiesamly, a non resin-coated support, more preferably a non resin- coated paper. In a

preferred embodiment, the urinary dr}lr%:&%%n%lt ((Jl)gl\tggc:eei\ r?% é%??{freﬁgnt é‘nven%%%g?%ﬁ gﬁ%ﬁﬁeﬁﬁxle\?ﬁsh

on the exterior surface. In a particuiarly prefera e T
rooms whek@ thdevice comprises on one side (the exterior surface) an image-receiving capability,

this is preferably achieved by providing a porous ink-receiving layer (as described
above) on a suitable support. The non-image receiving surface of the support will
typically define the interior surface of the device. Any suitable support in the
circumstances may be used, such as a resin-coated support (e.g. resin coated

15 paper), but is preferably a non resin-coated support, more preferably a non resin-
coated paper.

Ina preferréd embodiment, the urinary directional device of the
present invention has an image provided on the ex}erior surface. In a particularly
preferable embodiment, due to the moist envirohment in wash rooms where the

20  device will be used, the image formed is water fast to prevent blurring or
smudging of the ink forming the image. A water-fast image may be achieved by
any suitable means, but one such method is to utilize an epoxy resin in the image
receiving surface of the media from which the device is formed and providing an
epoxy curing agent with the ink during printing.

25 ‘ According to this preferred embodiment, in which the device
according to the invention carries an image on the exterior surface, which may be
a personalized message or advertising, it is preferred that the image is fixed to
prevent blurring in a humid atmosphere as may be present in a washroom
environment. The exterior surface carrying the image is preferably formed of a

30  porous ink-receiving layer as defined above whereby the image is formed in good

colour and resolution characteristics. The interior surface of the device may be



20device will be used, the image formed is water fast to prevent blurring or smudging of the ink
forming the image. A water-fast image may be achieved by any suitable means, but one such method
is to utilize AMGEPOA 18%iH in the image receiving surface of the media fromREAiGPIhB Me246e is formed
and providing an epoxy curing agent with the ink ddring printing. 25According to this prefe_rred
embodiment, in which the device according to the invention carries an image on the exterior surface,
which may be a personalized message or advertising, it is preferred that the image is fixeo_l to prevent
blurring in a hunfiefHiFsspRaper 28 disysedmeaerfrisoatorkistoahicesivimponaniy Whsrexterior surface

carrying the imaggiiganrefenailvefrmed:eb @s%%mw&im@eﬁiyﬂﬁ%mﬁf as defined above whereby

the image is formed in good colour and resolution characteristics. The interior surface of the device

may be WO 20 P8 BERBHeRE RSN GItSo6e b nssiomrisSaabbupr epsintseussed above or coated

to be at least termpewaibtingiRs sesiRiankifiheckipdorisHhacmisir avidadwilb slaensing, anti-
bacterial/ang’septic ang/or. ?nti-f'il;]mal function, preferablg\;\gl;y coating or impregnating thé medium with

a composition hARYIHEHIRERYRIRISLsratitabls Sis b Hirad ibg fsrisepRATRAGSa4iRg the shelf life

of the device as lopridpéaredlatibnkiqulitt harmutadions sukighstaggry out during storage). The
image may be provided on thtlah%%terior surfg\ce in '?%ﬁ orientation desired. I[n one embodiment,

however, it is preferred that the Imags 1 Torm B 81T HEEXE P LOHAEER S Na it is viewed in the
desired manner eiserti@tidesitedicin imeoreradadedistaivendrupwasttfsuehtthathyhaagstacked distal end

upward, it may j ficial angle. nti-hacterial pr antiseptic or an an‘ti-fungal function
is preferably prﬁ%@ﬁ%ﬁe@x&%ﬁré lg? the p‘r%xfl%r"rﬁr:ta’?l]t [l)%‘r/fﬁ)%e%f ?ﬁgeo%\%{:ee% ‘A }ﬁli.’g?lor surfa_ce of the
device, andbptidsalpy aksisprientised distat afdbpvextbiochlbstvihee stidkel devaterfor contact with the

user's fingers. %@QPH,Q@E&Q&'BL MRt a beneficial angle. )

An anti-bacterial or antiseptic or an anti-fungal function is
- preferably provided in at least part of the proximal portion of the device, on the
interior surface of the device, and optionally also.on at least part of the exterior
15 surface of the device for contact with the user’s fingers. An anti-bacterial material
can be applied to an absorbent material (where an absorbent material is included in
the device), or to the interior surface of the device, as a surface coating or
treatment or can be compounded into the material (e.g. fibres/polymer/pores of an
absorbent material). Preferably, commercially available anti-bacterial
20 compositions known and appropriate for use and contact with humans and that are
effective against bacterial organisms (e.g. Escherichia coli, Pseudomonas
' aeruginosa) are utilized. An example of such an anti-bacterial composition is
Surfacine ® a silver-based anti-bacterial from Surfacine Development Company,
Tewksbury, Massachusetts. Alternatively, an antiseptic agent agent may be used.
25  Any suitable antiseptic agent may be applied, such as D DON-2 ™ available from
Cosmic Discovery SDN BHD of Selangor Darul Ehsan, Malaysia, which agent is
a mixture of water, silicone oil, cetylpyridinium chloride (a quaternary ammonium
salt).
The term “antiseptics™ is intended to mean any 6f a category of
30  antimicrobial substances that inhibits the action of microorganisms, of which

examples include (not limited to) chlorhexidine, methylisothiazolone, thymol,



can be applied to an absorbent material (where an absorbent material is included in the device), or to
the interior surface of the device, as a surface coating or treatment or can be compounded into the
material (e.§y€i3ra8/pBBither/pores of an absorbent material). Preferably, careiERsietiyoazzmable
anti-bacterial , 20 compositions known and appropflate for use and contact with humans and that are
effective against bacterial organisms (e.g. Escherichia coli, Pseudomonas aeruginosa) are utilized. An
example of such an anti-bacterial composition is Surfacine (r) a silver-based anti-bacterial from

Surfacine Develspphancmateplaesty ipatidisbunchlpaissaastd chderoxnieaphafihety, exanapitiseftic agent agent
may be used. 2anARIRRIAEIEEBYSAHFRL BARR ARRIIRLSUEL AR MAN & TM gyailable from
a

Cosmic Discovery SUN BI-ID of Selangor Darul Ehsan, Malaysia, which agent is a mixture of water,
silicone oil, cetyfSPaRinaieerhsmas %at%aa&é%%@ﬂamﬂ%mwgmlpomon of therletmefantiseptics” is
intended to meaghany &ftcategory of 30antimicrobial substances that inhibits the action of
microorganisms, of which examples include (not limited to) chlorhexidine, methylisothiazolone, thymol,

29 alpha.-trpineol, cetylpyridiifiARXn1EMIE R denrschayRsisss anibserbsat fmgtioppadtiseptics may be

used by applyingrodrirRpaegrialingi spedieciive RmauniRiione Vaacormbinatiomthamehia the at least
part of the proximaligortiog ;f the device of the invention. 5Preferabg;,? where the device comprises an

O B dHRCHAR e RSNTe SPURtRRIn S ARGt aRtissRi% part of the

absorbent functidfi and 3
proximal portiongrstiist futidfiepsl dreccontigpausd€apyangitygiaenani-bacteitaiantisertisiand/or
anti-fungal function is provided by impregnating an anti-bacterial/antiseptic and/or anti-fungal
substance or su%nsgtg)rﬁé%g if:llltnog:élnsél Sé%r oAt AN Spcht)(\)/i%neaﬁ?S &ﬁ"&ﬂﬁﬁ@é‘é‘ Pipwded.

anti-bacterl&@/antiseptic and/dn anyi<esegtiefantittontsticdidotiseppravidied Dyi donggkfinoticubstance that is
hypoallergenic. gou1q ne (YBURRAIY ARGRIPERALBALIOR R the,devine comprises a cleansing fluid,

which is released or applied on contact with the user, such as"dn encapsulated alcohol formulation.
15In a particularly useful emtSértiaveHy, theiatesmalavidien afi tho devissroamdisteandiagsipgrtion on at least

a part of the intqfigs RURKMRBRIEN AP AR AbIFashA PRI INR S GLRLSYLace of the device, which
absorbent and cleansing portions are arranged such that on stacking the absorbent cleansing portion

on the internal FAfEBFYAELRIGRNS ORHERIMth the absorbent cleansing portion on the 20 external
portion of agother. This has the.gdvaniRay tRethsrea-raanrRgilividnideansingrRgent is present,

drying or degrad?%gcéi] of the material is reduced due to sealing of the area during storage. A device or

insert accordinga ANERYHIA 39 Btel%ﬁ%?fé?e interior proximal portion and on at

least a part of the exterior surface of the device, which absorbent and cleansing
portions are arranged such that on stacking the absorbent cleansing portion on the
internal part of one device contacts with the absorbent cleansing portion on the

20  external portion of another. This has the advantage that where a cleansing fluid or
cleansing agent is present, drying or degradation of the material is reduced due to
sealing of the area during storage.

A device or insert according to the invention may be prepared, for
example, by providing in sheet form a material with which to form the device,

25 . impreghating or coating at least a portion of said material with an anti-
bacterial/antiseptic or anti-fungal agent, cutting,; said sheet material and assembling
therefrom the device described above. Preferably, the manufacture is carried out
in a continuous process in which the sheet material (e.g. paper) is coated, for
example on a roll-to-roll process, with an absorbent material (e.g. by coating with

30  aglue according to a specific pattern and then coating with fibres of the absorbent

material) and/or an anti-bacterial/antiseptic or anti-fungal agent. Cutting and



example, by providing in sheet form a material with which to form the device, 25impregnating or
coating at least a portion of said material with an anti- bacterial/antiseptic or anti-fungal agent, cutting
said sheet rédextad/amsAssembling therefrom the device described above. FEEEPANIY/ 013260
manufacture is carried out in a continuous process'in which the sheet material (e.g. paper) is coated,
for example on a roll-to-roll process, with an absorbent material (e.g. by coating with 30 a glue
according to a specific pattern and then coating with fibres of the absorbent material) and/or an
anti-bacterial/anfiséghieecr shrisheabaetagiahto Guminbealsdicoud the yno¢ntiessoPGa B9 2010/002261) 30

fnishing of the shegtmaleriabie 817 NG AME LIS RYEDIDAGRA LR D& GAHIRM out. Preferably, i

an embodiment where the device carries and image (e.g. for advertising), the mantfacturing method
further comprise&-8riby R vertivineRriBermrnifgteringanstast frrsheretmustan grémtts witsigeet material a

formulation Sfor {panpingnath iTrasiesHREEIVIRG ED elerablyiRf e sRIVING. ARG NS RIRISIADIY porous)
medium, drying the coating and forming thereon (typically also prior to cutting and finishing) one or

more desired imSGdQTENE Y IMFE SrsRanakRrEfssAIN ey SrsivaR BRI ¢ @hI¥rrangement of

templates on thgshes) faslivatieliagd Dy coampyiRid WARIEDISRGHERLANAARHhiaa device with an
image 10on the exterior surface is_provided. Optignally, the information printed on the exterior of the

u . . d or
device may be fSVWHSr?ﬂﬂwé"fﬁ%”E@e%ﬂﬁF‘é’rg BHiFeHaRgEs (Srenfidhied SBrSH it ges) is intended to
indicate and/or tprintivise tgpital ihacoextineeessarasiensindhe myrRis@nandrieatian. Where

necessary, there m rinted on the exterior surface ap 15indication .comparison strip. The printed
H%EI%}I%%I’B Vide R r?glzhra, %%qccrl]ltrtﬁna%/afbdrqfé(' Eﬁ?ﬁea &V B 1 LRBRSing to the

information maycﬁjr
particular f6®m afrinbkcatienoproviged yrtheletbvice. In any case, advertising for private health
providers, medicines, sexual Bﬁﬁgﬁaﬁ'y'[‘{ﬁé i;’rllrflgrrtrpa i(l)irl1( %rrlrx]l@é P)g reoé/)i( e%ddr of the device
may be for informing the user what a colour change (or multiple colour changes)
is intended to indicate and/or to advise as to the next necessary steps in the event
of an indication. Where necessary, there may be printed on the exterior surface an
15 indication comparison strip. The printed information may further provide
advertising, which may for example be selected according to the particular form of
indication provided by the device. In any case, advertising for private health
providers, medicines, sexual health clinics and the like may be provided.
A stacking assembly for the devices of the invention is provided for
20  dispensing of the devices, for example at a domestic or public convenience, in
which the devices (or inserts) are stacked one within another to enable the device
to be dispensed either distal end first or proximal end first. In one preferred
embodiment, the devices are stacked in the dispenser to deliver distal end first. In
this embodiment, to maximize the visibility of the images, e.g. advertising, carried
25 onthe ex;erior surfaces of the devices, the stacking assembly is arranged to
provide a stack of devices distal end upwards, which may be dispensed from the
top by removal of each device from the distal end of the stacking assembly. In this
embodiment, it is preferred to utilize devices on which images have been formed
to be viewed at the desired orientation when the device is orientated distal end

30  upward.



A stacking assembly for the devices of the invention is provided for 20dispensing of the devices, for
example at a domestic or public convenience, in which the devices (or inserts) are stacked one within
another to ewanlelthe’svice to be dispensed either distal end first or proxifB@T&iRLFikED0RIONe
preferred embodiment, the devices are stacked irPthe dispenser to deliver distal end first. In this
embodiment, to maximize the visibility of the images, e.g. advertising, carried 250n the exterior
surfaces of the devices, the stacking assembly is arranged to provide a stack of devices distal end
upwards, which may be dispdiisEdabriniestasiing reseobhl of daxiteservinfredvetisidistal end of the

stacking assemblyolfbihisRUHAHINGDY, ihisdeuierad snmiliae dRisas AR images have been

formed to be viewed at the desired orientation when the device is orientated distal end 30 upward.

WO 2010/1188558ert5ing stppepeniapovaded in a stackipgrassammplynriefeatilingels deatly of devices

carrying advertisigg@uathalcsinads ik NESaAgasatieViFRS:a 8 AHRRORA SHCtbBAt mare than one
advertising message is provided in a stacking assembly, preferably such that a consecutive device in

the stacking’ ass@mBisF et X e hsRbY RAVRTESHERTRARIRCS RS HRA HERR S AR UIREn #hereby

advertising expaguitddd ahipglayUusesitiosiinyciasteubafchhisynayihe Rarindadyattractive to
advertisers having more than one product. Optionally, the distal end of the urinary directional device is

crimped, such tRar on application of pressure of fluid during urination the distal 10aperture opens
sufficiently to enable Passag®©pfieniily,throdigtatbedafehtineindrpiliteeiahdedaasies dispensing of the

device from a stack thereof, uch a confiquration, a reagent composition for use as a health
detection indicatgci)jr}ﬁrﬁg@ [s)léc?otrﬂr%i%la Bd‘f%%e d)lgf)arf:sesrl{r c?? gll%e“%@\l/rigg \lllvrﬁnearté%@/tmg%@itacted by a
maximal vélimepdrtwianersnel ssflissutbo ot salfficpestage nfaciwithroujieticsrgtise vahiésto 15the
pressure of U””&9@%%'%iﬁ}%ﬂb%§?éi§§9ﬁﬁéfb%\ﬂ§é’ k?&ﬁ%%’“%%‘i?mergof. In 1§ gevice according to the

present invention also finds application according to a further embodiment in which it is adapted for
use in collecting-OfiigitiaAcsamiskEsTecgMipsitiodital ussay. Almalthsiteitigaiibemey find

formed about the distal end of the device whereby it is contacted by a maximal
volume of urine and is assured of sufficient contact with urine during use due to
15 the pressure of urine causing the distal end of the device to open.

The device according to the present invention also finds application
according to a further embodiment in which it is adapted for use in collecting
urination samples (e.g. for medical use). The insert in particular may find
application in devices intended for assisting patients in pasgive urination, whereby

20  the insert allows cleanliness to be maintained during removal of the passive
urination device.

In a further aspect of the invention, there is provided a diagnostic
device, which device may provide qualitative and/or Quantitative diagnosis of
(diseases or ill-health as described above. According to this aspect of the

25  invention, the device comprises a conduit for the passage of urine and having a
proximal end adapted for engagement with the urogenital area, typically the penis,
of the user and having a proximal aperture to enable the passage of urine into the
conduit and a distal end having a distal aperture to enable the passage of urine ‘
from the conduit, further having a distal portion characterized by providing for the

30  passage of a stream Qf urine and a proximal portion, which during urination does

not come into substantial contact with the stream of urine, said device



application in devices intended for assisting patients in passive urination, whereby 20the insert allows
cleanliness to be maintained during removal of the passive urination device. In a further
aspect of th&vimeenioiesihere is provided a diagnostic device, which device PeaYEPROVIW® G litative
and/or quantitative diagnosis of diseases or ill-health as described above. According to this aspect of
the 25invention, the device comprises a conduit for the passage of urine and having a proximal end
adapted for engagement with the urogenital area, typically the penis, of the user and having a proximal
aperture to enatfiBaREHsdnéhat himeravidehe b Adgrl diririgatiendndisdtorasipep ke diStal aperture to

enable the passagrcafiviifsh oI e GoDARLfHItAETding A RLARTIGR GhasRGIRsIRed by providing
for the 30passage of a stream of urine and a proximal portion, which during urination does not come
into substantial CBHEARRIThdriecsioR AR iertarte PeliTAibuRIs AVOPLOTERREN BEBORGITIEP 2010/002260

32 characterizeddatédainiiois fiEapicghwdtha h%&ﬁtﬁl%@ﬁl@fbhﬂ@é&@[c@?ﬂ@b@%}w"dicaﬂng
abnormalitiess in urine indicative of disease or health-related conditions, which health detection

indicators is’prefSIABRBRE S FaRaRe BhndisAREs AItHY BurbRaTTBabtish B diaiga into the distal
portion of the dewiieer¢HadieapentfationipositiondeingetapablaafitidicCaipg:anarmuere abnormalities
in the urine that Prree)i(rallgnic?et'vee of disease a d/or hegalth-relat%d conditions. The reagents may for
example be any Rnown M the A and Capabfe sANes RIS ghssndivepreie Aty include those for
detecting the supstaratds iorlodetpostefutsddefirieg iabovbsandeprefesaphnindicative Ohsliseases or

illnesses, such %Jrﬂg n?;] al%:)ve. OWhere the device ig for qualitative assessment, the reagent
composition should gf%(r)r e_t? on the g\%/illcszgass%sc rgan fgsferisdlscugsf'e?set%qsﬁ %&Sﬁalﬁ& 'ahge, a certain
minimum |&0el oVaatsstizmdey tee e fidanalittivwhiskstovaitishie disgtite afipositibishuulilivere the device is

for quantitative ssrsPOReic ABALeaRRIBTRASIOR SRMH 5 NEd on.Ihg deyise sych that on

passage of urine and indication is given as to 15the relative amounts of substance {8'be identified, e.g.
by variable COm[ﬁVe}&fﬁg@’stance to be identified, which level is indicative of a problem. Where

the device is for quantitative assessment, the reagent composition should be
formed on the device such that on passage of urine and indication is given as to

15 the relative amounts of substance to be identified, e.g. by variable colour change,
as is known in the art for use on urinalysis sticks. In the quantitative diagnostic
device, the device may further be provided with a diagnostic chart to enable the
colour change resulting from the test to be rapidly and coriveniently analysed as to
the extent of colour change and corresponding quantitative assessment. This chart

20  may be provided, for example, in the interior of the device.

- Optionally, the health detection indicator, typically being a reagent
formulation, is provided impregnated into a portion of the distal portion of the
device designed as a form of reservoir for conducting the test. This may be
achieved by means of a fluid absorbent area such as by padding material, such as

25  described above, or, for example, by multiple micro-fluidic pores formed on the
internal surface over a specified area in order to control the volume of urine from
which the indicative test result is being achiéved. According to this embodiment,
the fluid reservoir may be a wicking material or other such reservoir capable of
absorbing a predetermined quantity of fluid and impregnated with a predetermined

30 amount of one or more reagent composition in quantities suitable for determining



as is known in the art for use on urinalysis sticks. In the quantitative diagnostic device, the device may
further be provided with a diagnostic chart to enable the colour change resulting from the test to pe
rapidly and vameettigmgBs@analysed as to the extent of colour change and coRr€sgamainguaéntitative
assessment. This chart 20may be provided, for ex&¥mple, in the interior of the device.

Optionally, the health detection indicator, typically being a reagent formulation, is provided_
impregnated into a portion of the distal portion of the device designed as a form of reservoir for.
conducting the t84EnTdVSaRrheinehibesubpanrrspRioR o filikicbrbrbehflakkaebsodiahandy padding

material, Such afdfSCHOSHARRLE o9 9GP EAITBIeA LTV Bl6.iciaith s pgigs formed on the

internal surface over a specified area in order to control the volume of urine from which the indicative
test result is being achieved. RBtBPalRg 5 #reienseringio this arecrds&sandmty be a wicking

material or otheweﬂfar@aﬂamrf@ﬂpﬂé&erafn@t}wp@i@&ﬁ@ﬁﬁgﬂéew@&?m%&%&%ﬂﬂw a”dt_t_
impregnated with a predetermipned 30 amount of one or more reagent composition in quantities
suitable for ete??ﬁﬁﬁ%ﬂeé)fe\ﬁlféaﬁgmef% BRI GE a6 %@talfaﬁ?ﬁ?afhfe analysis of the

substance-contetiigiothie duaniiiyyaipfisichapsehedianrontisatingshaisatie 8 aby V\;ay of gollgur
change or colour.gradignt.indi r..Optionally, the devjce according to this aspect is forme ofa
material suitabIed}%%s&g@o'ﬂfﬁ%ﬁ/%?ﬁgeer%gxﬁ% " S'ésaableégﬁgﬁﬁlg Ba)ﬂfjé%ﬁ'aeél?g%rmed of suitable
materials for re-dse¢soucmdsgpasticsh :ia_ i secagsay, dhmpﬁagnﬁsﬂq)ﬁ&mﬂbﬂmyaqngmlhebe .prowded on
the reusable deyﬁgglﬁugn aeggr{s[gg%able insert. Pﬁ% erabl \l/gn%?sa reggable device is provided, the

health detection indicator, such as t nen?regré)e‘:/ﬁ?ecom%\(l)eéi Ion, IS p OV ed"bsﬁlgna?gposable insert such as

in the manHer pt@@f@l@blhb@v@ri@ﬁﬂohsqrspbsfab@pnsemﬁﬂaﬁi@meﬁarh@@mgﬁﬁe_z mreservoir for
capture of fuid (g1 caRLIIE ARANNSH @, U WA ORiEN. e loe dpviee s feusable, the

reagent composition may be applied directly to the al portion _ .céof})rrngﬁce diggnostic use
and removed aff@pPlictdiefdly forthe spalegronme fdmpdavicofermshidirdopdtsther aidgnostic use. The

device should offyavizeahercRBEMPILWORIEIRRRSARIALE AL SRSUERRIR A HiRsrqntext in any other

way as defined above. ) ] _
diagnostic use. The device should otherwise be configured where appropriate and

15 suitable in the context in any other way as defined above.

In one embodiment of the invention, it is provided with a medical
function relevant to the reduction of cervical cancer risk factors such as an anti-
bacterial function effective against Chlamydia infection and/or an anti-viral

 function effective against HPV (especially types 16, 18 and/or 31) and an indicator
20  capable of indicating urine abnormalities associated with such bacterial or viral
infections (e.g. the presence of antibodies or antigen or other indicators). Thus a
male users likelihood of having an infection that is a risk factor or co-factor in the
risk of a female sexual partner contracting cervical cancer may reduced (by
improved hygiene and/or early detection) through occasional or regular use of the
25 device. Accordingly, there is provided a method of reducing bacterial or viral
sexually transmitted infection risk by a male the method comprising regular use of
a device hereinbefore defined. And, there is provided a method of reducing the
incidence of cervical cancer in a defined area by distribution through the
population in said area and use of a device as hereinbefore defined, which device
30  is configured for enhanced hygiene and health indication for factors associated

with cervical cancer risk factors.



In one embodiment of the invention, it is provided with a medical function relevant to the reduction of
cervical cancer risk factors such as an antibacterial function effective against Chlamydia infection
and/or an aNiOfaPfueoN effective against I-[PV (especially types 16, 18 &ad/6PB1Y/a¢t@n indicator
20capable of indicating urine abnormalities associ#ted with such bacterial or viral infections (e.g. the
presence of antibodies or antigen or other indicators). Thus a male users likelihood of having an
infection that is a risk factor or co-factor in the risk of a female sexual partner contracting cervical
cancer may reduced (by imprvwWem%n%b@é?WrM&imﬁgﬁw&%ional or regular use of

the 25device. Agcpidingly. IRIGSRERUIEEFTRNQYRI sealucia RRsicHRh ot ieasesually
IS

transmitted infection r y a male the method comprising regular use of a device hereinbefore
defined. And, tikgetisobrdvigaitbs method of reducing the incidence of cervical cancer in a defined area

by distribution through the pepialieadn-saifrasaa angd disRnideiiss dasiereimbitore defined, which
device 30is configured for enhanced hygiene and health indjcatio%?f]‘?r,fﬁr%ass?lciated with cervical
cancer riskSfactafginged conical (R drisiRsrapIFANIiABR) bBR G AHEYY DL S B hreferred

embodiment, wifhoiidligyitatiancapiote Soone phide nventinamwithprefénen apdouied attached figures.
With reference to Figure 1, a directional urinary device consists of ﬁa téunce%é?(a.{%%pical (or

frusto-conical) RESRECINSLARG Y %ﬁéﬁjﬂftwgr%‘?ﬂ%%%ua‘éﬁ‘ﬁ{’éga SIS Of th

e funnel 1 and a
larger diameter peoiro 3l Rpaé @3 gdemiadetoditodidautdhdutip Bhehtepenis affmedsas and a smaller

a dital porton PERFoBURANTER Ghre DT ALSE A okl Boe i 3 S, el partion 0,
the borden between hexdistalppeition, tarihtie peoxaerathoctitn @Hiing abbiiethesiieal where the tip
of the penis engages Wil ihe AeyisR R usenl XAl g piRcerRlibe piRpaLbedion 9 will not
come into substNHAT Contactwith urine uring urination although leakage and spillage during or
immediately aftér urinafigicaiyy thassgaseeiitbeatrerémmnarian Somit @ come into ‘
substantial contact with urine during urination although leakage and spillage
during or immediately after urination may cause wetting of the proximal portion 9.
15  The proximal portion is characterized by having coating 11 (hatched area), which
may have absorbency and/or anti-septic or anfi-fungal properties. The distal edge
of the coating 11 may define or extend beyond the border of the distal portion 7
and the proximal portion 9 of the device, or it may be located and spéciﬁc areas
within the proximal portion 9. In the Figures 1, 2 and 4, the coating 11 is shown
20  as covering the internal circumference of the device and, as can be seen in Figure
4, may be several millimeters thick, which depending upon the material from
which it is made provides extra absorbency and also comfort and improved
engagement for tl;e wearer. A reagent composition coating 12 is formed in the
distal portion 7 to provide a passive health detection indication by indicating
25  through a colour change the presence of levels of one or more substances
indicative of disease or. ill-health. The reagent composition may define an internal
circumference of fhe device as illustrated in Figure 4. In Figure 4, it can be seen
that the proximal aperture 3 is defined by a rolled edge 13, which provides
structural integrity to the device and assists in maintaining the shape of the
30  proximal aperture 3 during stacking and in use as well as improve the strength of

the device and prevent it from collapsing during use. The device may be



15The proximal portion is characterized by having coating 11 (hatched area), which may have
absorbency and/or anti-septic or anti-fungal properties. The distal edge of the coating 11 may define or
extend beyoM@ #&oHasdel of the distal portion 7 and the proximal portion 9 BHERIBNEW281it may be
located and specific areas within the proximal port#én 9. In the Figures 1,2 and 4, the coating 11 is
shown 20 as covering the internal circumference of the device and, as can be seen in Figure 4, may
be several millimeters thick, which depending upon the material from which it is made provides extra

absorbency andra#sgfagtrsrtathg raapitdtizenbuigentedingiottne Higares. hasredaeth tdwihosition
coating 12 is forgad ot [RbRARIPAR Py St AobiaSE YRR ARIPAiARIBrcAtien by indicating

25 through a colour change the presence of levels of one or more substances indicative of disease or
ill-health. The re2¥§&dBfposition may define an internal circumference of the device as illustrated in

Figure 4. In Figure 4, it can begegnifal heyHoxmakRRGHEY S SdaiHelinesd Dy milgd edge 13, which
provides structural intgfrity to the device and assists in maintaining the shape of the 30 proximal
[

aperture 3 durinGEEEGAgA AN ILe disel Smadsdoeating ddengroraeanadahans prevent it from

collapsing duringusseg teerdedtiabstvhyite ilia BOAREMIEP Mt Cal i Rede0/oR20Mha=. manufactured to
the required size, Qut according to the Figures, has a length 15 of about 70 mm, a proximal diameter
e o

17 of about 58 eI 1BRLB6PE RN | Thiowmsdda 1595558 manufactured by

coating onto a welnfifutaei@material from which the device 1 is made a coating 11111 a pre-determined
shape, cutting the material Sliphl;[pag iskcan be.ass%rgaied ingq a trun %tﬁd conical shaé)g and sealed

along edges 21 such that the é%at?ng g forhe D YRS E |gu"7r“a'1¥|1 %?ffﬁﬁlrle shows a view

of a disposHble astsrd 2@ lravngde streen225vilieah iisdistatenfipaned @ Sieeitbia 2, dehichlinsert is
configured to fit \ithin a devicaid.inQrder tg provide [ in.the distal portion 7., This screen may
be coated with a{ reagent fomlpgglggn ?B?rnugneg glsy%gl ;?a%@ﬁ?ﬁ?a {%sglé%%ncﬂlgﬁ%ﬁdﬁggtt%drVc\)'lr%rovided with a
mesh to trap predEaearsea BB Hidusaaicubaseyelheakie detecdevinditalorangagedadith the tip of the

user's penis SuClith a mesh to trap predetermined sized solid particulates. : '
| In use, the device 1 is engaged with the tip of the user’s penis such
15 that the urethral passage terminates in an area bordering or above the distal portion
7. During urination, the device 1 is directed as required to enable urine to pass
through the distal aperture 5 to the target, e.g. urinal or toilet bowl. Once urination
is complete, the device 1 is removed whilst allowing the tip of the penis to brush
across the coating 11 which draws up residual urine on the tip of the penis and/or
20  applies an anti-bacterial to the penis to improve hygiene. By locating the
absorbent and/or anti-septic or anti-fungal coating in the proximal zone, preferably
for positioning at the underside of the penis, improved absorbency of residual
urine (preventing later spillage, dripping and soiling of hands or clothing) and
optionally application of an anti-bacterial substance (to improve hygiene of the
25  user) can be achieved simply through the action of removal of the device 1. The
device 1, can then be disposed of in an hygienic matter in a conveniently provided
refuse container.
The invention has been described with reference to a preferred
embodiment. However, it will be appreciated that variations and modifications
30  can be effected by a person of ordinary skill in the art without departing from the

scope of the invention.



15that the urethral passage terminates in an area bordering or above the distal portion 7. During
urination, the device 1 is directed as required to enable urine to pass through the distal aperture 5 to
the target, e.g. urinal or toilet bowl. Once urination is complete, the device 1 is removed whilst allowing
the tip of the penis to brush across the coating 11 whi¢h draws up residual urine on the tip of the penis
ancUor 20applies an anti-bacterial to the penis to improve hygiene. By locating the absorbent and/or
anti-septic or anti-fungal coating in the proximal ggne,preferably for positioning at the underside of the
penis, improved absorbency of residual urine (preventing later spillage, dripping and soiling of hands
or clothing) and optionally application of an anti-bacterial substance (to improve hygiene of the 25user)
can be achieveq simply (ruah fhe actignafitemovaliofine device f, The device 1ygapdhen be
disposed of in an hygienic matter in a convenlen(if)y p?rovu%ed refuse container. o e invention
has been describethaiihg eferedoeltora pdafecketh eenbogimentwhtbweveenit willleaisppnetiated that
variations and odjfications‘SOi:an be effected by a person of ordinar%/ skill in the art without departing
from the scope FYHE MOERHBR. *BETEE Al ?Klﬁﬁﬁ%ﬂﬁg?jﬁggﬁ%ﬁéﬁl deVice&d H{bﬁ%ﬁﬁ’g a conduit for
the passage of diing anthaaiipg dipxipeal.end adagtetdgpaengagement it the @enisiof the user
and 5 having a proximal aperture to _enable the passage of urine into the conduit and a distal end

having a distal ABEHTETEHHIS R THEsHGE G UMhE oM N SEEHEIE S AMICHaYIE HECing an interior

surface and an gxieriisurtasEnibe htariasskacempreyisiogene PhmaptRi@ sleansing, an
anti-bacterial or antiseptic or an anti-fungal function whereby the penis of the user can be cleansed by

wiping on the 104REaHENStPARRSEIE RFES SfEIUTAL8M PhEdBvEe NI L AR . terized in that it

further comprisesia-dealthdetsetignindicatescanahlsotindicating Ao rmalitiesin dingdndicative of
disease or health-related conditions. 2. A urinary directional device as claimed in claim 1, having a
distal portion it further comprises a health detection indicator capable of indicating abnormalities

in urine indicative of disease or health-related conditions.

2. A urinary directional device as claimed in claim 1, having a distal portion
15  characterized by providing for the passage of a stream of urine and a proximal
portion, which during urination does not come into substantial contact with the
stream of urine, wherein the health detection indicator is provided by one or more
reagent compositions impregnated into and/or coated onto the interior surface of

the distal portion of the device.

20
3. A urinary directional device as claimed in claim 1 or claim 2, wherein the
one or more reagent compositions are provided about the distal aperture of the
device on the interior and exterior surfaces thereof.

25 4. A urinary directional device as claimed in any one of claims 1 to 3, wherein

the health detection indicator is capable of detecting the presence of one or more of
glucose, ketones, blood, haemoglobin, protein, nitrite, urobilinogen, bilirubin,
leukocytes, pH, specific gravity, antibodies associated with infection, and
hormones associated with the presence of disease in a body, each at a level

30 indicative of health abnormalities.



15 characterized by providing for the passage of a stream of urine and a proximal portion, which
during urination does not come into substantial contact with the stream of urine, wherein the health
detection indicator is provided by one or more reagent compositions impregnated into and/or coated
onto the interior surface of the distal portion of the device. 20 3. A urinary directional device as
claimed in claim 1 or claim 2, wherein the one or more reagent compositions are provided about the

distal aperture cg‘.the dgvﬁ?%ﬁgfgé%é%qﬁ?agqgegﬁétglggﬁﬁéje[ﬁag%?ﬁ%e&a{e ﬁen (‘fﬁ‘H igﬁ%girectional

device as claimed in any one aims 1 to 3, wherein etectio icator Is capable of
detecting the presdericerofidaearindoreiohdiudosdcketorregablooas trabmpgiohire, proteimenitrite,
urobilinogen, bilirubin, leukocyt specifi vity, antibodies associated with infection, and
ormones assotLba s e et T N e R RS ve o meain
abnormalities. 3K cbsuxiayinauyfidicectiondidauwcgidsegldimadduainyrgnaxafittfecprecédingyclaims, which

id indicafi furt ' t .to th in.th . f
Ciabotes, ver dJoRNUET IVAF ALESRA TWRFHSHT PERAY S eir . ACTIGEH Bod miake, Kichey

damage, urinanhisacitieciostitddnreydtn bladderealeat myacacdirkintar¢tion,. muscle damage,
bacterial infection, haematoma, cystitis, testicular cancer, prostate cancer, cancer, and 11W. 6. A
urinary directional device as claimed in any one of the preceding claims, said device having a distal

portion charactegized by pravidingdaidha passade Mimdistiaamonelofiine ek diny eximal portion,
which during urination does not come into substantial contact with the stream of urine, wherein the

cleansing, anti-SattdREceMNaNTieehHE Bl RREQRTIAHGETERERB R MBEdREBY RASR8E8 134t of the

proximal paytion,efthesteyice éﬁﬁ%@?ﬁ&ﬂ?ﬁl%ﬂ%ﬁ?j WEHIRAFRNPARHER088H Y VWRingWith the at
least part of the proximal portion after urination by removal of the device. 15 7. A urinary directional

device as claiméebiicaty spatafithahibes inigievhcis thestsasiieariii SHapaial &, A urinary
directional devicgas claimeddn any, 0 lIPERrRGRHING.0181me 120 RRTEINHb6.8ReQr more of a

cleansing, anti-bacterial/antiseptic or anti-fungal function is provided by a coating formed on the
interior surface pptrendeiibe dayios whaeay dhectionalfdbvicenerolainstdiped Binvdingherdin the coating

Is formed in a riﬂ% %p %la{tspﬂﬁr'tné? ﬂ?er ﬁ%QEﬁﬁ BI)ItHSDdﬁ%@?%Ti%gﬁon by removal of the device.
15
7. A urinary directional device as claimed in any one of the preceding claims,

which is frusto-conical in shape.

8. A urinary directional device as claimed in any one of the preceding claims,
20  wherein the one or more of a cleansing, anti-bacterial/antiseptic or anti-fungal

function is provided by a coating formed on the interior surface of the device.

9. A urinary directional device as claimed in claim 8, wherein the coating is
formed in a ring about the interior surface of the device.

25
10. A urinary directional device as claimed in any one claims 1 to 7, wherein
the one or more of a cleansing, anti-bacterial/antiseptic or anti-fungal function is
provided by a cleansing, anti-bacterial/antiseptic or anti-fungal substance or
composition impregnated into the interior surface of the device.

30



10. A urinary directional device as claimed in any one claims 1 to 7, wherein the one or more of a
cleansing, anti-bacterial/antiseptic or anti-fungal function is provided by a cleansing,
anti-bacterial/antiseptic or anti-fungal substance or composition impregnated into the interior surface of
the device. 38 11.A urinary directional device as cl&gned in claim 10, which is provided with an
anti-bacterial/antiseptic function by impregnation of an antibacterial/antiseptic powder into the interior

surface of the deyice. irlarﬁalfgj AR, ‘ifﬁ*%%'e?a?"é&?n?e%_%aé@% 10 SRRSO RO GIAL ity Wherein the

cleansing, anti-bacterial/antiseptic or anti-fungal function is provided across the entire interior surface

of the device. dBanindnanatinsctiphalitedios &y ceirret ilvany onmobibepréogdiegiclaims 10

wherein the at least (part f Héle roximal ?ortio Brca/ides an absorbent function and an anti-bacterial
wder 1o g the device

. owde € INter101r surface o . . ) .
function. 14. A Brlnary irectional device as claimed in any one of the preceding claims, wherein the

health detection indicator is provided by one or more reagent 15compositions impregnated into and/or
coated ontq the interior surface of the distal portion of the device to form a ring of the one or more
reagent co%posli |0ns.A b1 %ﬁ‘?é’&"&?ﬁe%?%ﬁ%?%él\%%%e & c‘%ia"%né%) iﬂrg% l%r?g ’o‘?’%%elﬁlréﬁceeding claims,
which device is ftmeidhatsbffepta/papesn twhichris-piayidechwith aswaieid2d pioefatcor water
resistant surface. 16. A urinary directional device as claimed in any one of the preceding claims which
has dimensionseé’ﬂﬁ?ﬂfﬁ%‘i“ﬂ‘ié%fﬁ&?r?é #¥'¥ange of from 60 to 80 mm, the proximal aperture has a
largest diameter in the range of from 50 to 60 mm and the 25 distal aperture has a largest diameter in
the range of from 15 to 25 mm. 17. A urinary directional device as claimed in any one of the preceding

claims, wherein the cirbupierentEcaenrrhgaHecHoSHEsGEErUreNe prTdBACRHASCIBINRY edge. 39

18. A urinagy dir@ﬁ@%@t@é’@@@aﬁ%ﬁl@mﬂ%iBr@Qb[rﬁﬂﬁo?fi&B%Rf@i@%QHi%ﬁ@f’ﬁ@m%%ﬁ&ﬂ at least a part
of the external surface of the device provides an absorbent and/or anti-bacterial function whereby the

hand or fingers ##41i& aaéroaaied Blegiied by the action of applying and removing the device. 5

14. A urinary directional device as claimed in any one of the preceding claims,
wherein the health detection indicator is provided by one or more reagent
15  compositions impregnated into and/or coated onto the interior surface of the distal

portion of the device to form a ring of the one or more reagent compositions.

15. A urinary directional device as claimed in any one of the preceding claims,
which device is formed of a stiffened paper, which is provided with a water-

20  proofed or water resistant surface.

16. A urinary directional device as claimed in any one of the preceding claims
which has dimensions such that the length is in the range of from 60 to 80 mm, the
proximal aperture has a largest diameter in the range of from 50 to 60 mm and the

25  distal aperture has a largest diameter in the range of from 15 to 25 mm.

17. A urinary directional device as claimed in any one of the preceding claims,
wherein the circumference defining the proximal aperture is provided with a rolled
edge.

30



19. A urinary directional device as claimed in any one of the preceding claims, wherein the exterior
surface of the device is formed of a material capable of performing as a image receiving medium for
the purpose of carrying advertising, images or persosalized messages or health-related information or
diagnostic 10 information. 20. A urinary directional device as claimed in claim 19, wherein the exterior
surface of the device is a porous media which carries a water-fast ink-jet image and is capable of

bsorbi flui inary. directional devi imed i f th
absorbing aqueoy's “'ﬂr{;ﬁ?ﬁ%?g_@%cg%ﬁﬁe@e‘é%@%ﬂﬂi&t 190 %%F%é%nr%géﬁgﬁ [ 3fYy one of Ine

preceding claims wherel istal IS crimped, such that on applicati réssure of fluid during
urination the distdlcaperititeasipensrsoffibieerlyio bnable: pdsbadevofepineitosougbteebaperture, whilst

ensuring maximum contg t of the %ilSt | end wit tt} 20 urine and ena%l% ing easier dispensing of the
. an /o1han 191?2105651% NCcon Wl%ere Y (e and or 1rL1§ers OT the %er czgl be - .
device from a stack thereof. method of manufacturing a urinary direction device of claim 1, said

method comprisiiegprovigirig icshe et tgnphy a graté riahwithgwhéctietactorm the device, impregnating or
coating at least a portion of said material with an anti- 25 bacterial or anti-fungal agent, cutting said
sheet material and assembling therefrom the device. 23. A method as claimed in claim 22, wherein

prior to cutting seid sheetimaterinlethiomhaetis: coatetnen ihensidadbatilbferaditipecexterior surface of
the 30 device with a formulation to form an ink-receiving.surface and printing on the_ ink-receiving
surface one or MOREYESIFT MR SL oS SANAISHERH OaYg?gn%%/IB? ?Lﬁﬂ%@%?%laim!, said

assembly comppsingaisispensiag campene mhdeidispensing srick devisesiantiadtwiality of said
stacked devices or inserts. 25. A stacking assembly as claimed in claim 24, wherein the device is a

substantially frubRISSEAFSIPTRIERY HiasHssRSReABIy Tl hInGnatien thakiaBeedistal end of each
device is upwarghformation.

20. A urinary directional device as claimed in claim 19, wherein the exterior
surface of the device is a porous media which carries a water-fast ink-jet image and
is capable of absorbing aqueous fluid on contact.
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21. A urinary directional device as claimed in any one of the preceding claims
wherein the distal end is crimped, such that on application of pressure of fluid
during urination the distal aperture opens sufficiently to enable passage of urine
through the aperture, whilst ensuring maximum contact of the distal end with the

20  urine and enabling easier dispensing of the device from a stack thereof.

22. A method of manufacturing a urinary direction device of claim 1, said
method comprising providing in sheet form a material with which to form the
device, impregnating or coating at least a portion of said material with an anti-

25  bacterial or anti-fungal agent, cutting said sheet material and assembling therefrom

the device.

23. A method as claimed in claim 22, wherein prior to cutting said sheet
material, the sheet is coated on the side that will form the exterior surface of the
30  device with a formulation to form an ink-receiving surface and printing on the ink-

receiving surface one or more desired images.
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24. A stacking assembly of the device of claim 1, said assembly comprising a
dispensing component for dispensing said devices and a plurality of said stacked

devices or inserts.

25. A stacking assembly as claimed in claim 24, wherein the device is a
substantially frusto-conical structure and the assembly is arranged such that the

distal end of each device is upward.



