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OVULATI ONCYCLE MONI TORI NG AND MANAGEMENT CROSS
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and Len Blackwell, entitled "Ovul ati on Cycle
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FI ELD The field includes nethods, devices, kits, and

Sys or .monjtorin a naqnajian

ov uﬁif i8R 0398‘? & ‘mSBRE&@CﬁﬂQD%TWQB?‘@ﬂ |ARRAipR§ion N@ S el 60/729,554

filddrdonsteR 240 1005) Ay Rﬁb)ért b@hﬁ&ﬁfaua L BIRGGER! aﬁﬁﬁa‘ 9Jvlition Cycle
ntions. is not an adnlsS|on that an ?

resent ve
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entiréyevant, to the presently described or clained
i nventions, or that any publication or docunent that
is specifically or inplicitly referenced is prior art.
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fert xéaﬁ? | fet(gg tlgns ermgnd epdy qn&glay N pt’lépql(iﬁldio alkepv for the fertilizable life of

the daingr INuB@I CRNJ Heprod FePMIWhiBhios7 Lt t1974)S Ged Q0YE d'fycouﬁ)les in the

i.n fertlllty an reproductlve managene
Umg?ﬂ%ms US BiAty In esbie¥ing eregpansy+ Eberads Fam Rlgre Reaspavt 30:34-

42 @998) dMB%ﬁéﬂ thes@Rbids rbﬁiﬁ%?ﬁédic@ﬁln%%ng&g' ?—ﬁ%gert &n{enﬁay achieve

rep roducti ve and breed I Ng nanagenents 0
Pre%lﬁ?%‘dﬁiyshavméd?réﬁwwsq:@ﬁ@g dher faxtilighwindew ofi theamvillatarry cycle and timing

it tothée %lstrlgrtﬁ?élﬁérfb@%? tl{eeé}er ﬁldod%%&ﬁatg get‘é%ﬁ&tﬁ)hgﬂ% Vilatory cycle

reproductive cycle and
has many prasticekbapplieationhia ﬂ@f‘amny?lgqmﬁﬂlugfh‘uyl}anff@'tlll‘e)aad‘pif@'tllmyh e

pe f r dur |

i E\gcgl:ﬁ%ﬁ&gaelgs%:n afl&?& | 1?(2 g?ﬂﬁg& ??fgggglrs% YpStant in fertility
and ;wnwduc:m malnajgemerrt m hlaamstqhushmdr)n daemmerabtmsqwes ofl iii fain and
donﬁgtlceaﬁltn{lé’ismaﬁk% gva% @édl&%datr eiprodglcté\ﬁ %eql: %{glslggrlla%ements of

condi t 1 oONns, manag enen
thesg fapintajlsf | Eq:ogabmliq gtlmtsndﬂgtums abf plmamrmalehmcmag bﬁsitﬁ@st RGeS owners to

o h br eeder
815 B0 R L 8l oY 2 S SBGEkefi e oi
industinatfor examptegthe dxefcémtagel df cbWs fiaebicoine WrdgRar Muring a breeding season

has a direct effect on ranch profitability. In the equine industry, the periodicity of estrus and
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reagent or particle that has been linked to an
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SUC at ex,
Saﬂdﬁféﬂhdmmoﬁeomﬁfb@aphmpnoc@ums miis larsamglethhvang a detectable analyte with

a le Gl ed
enSRag e AN TR PRttt R Shont b B o et or o
reagap,tsu,w}easzb'ndalamm ailloilal mﬁakﬂol ioZ & chd ot dpe.d TRSmix@re b&lﬁammg the

o P Ty VI sl o S
capturembmd | Plesl capire bothi @ataiis idiebilized Hlﬁib@@lé@ﬂﬁltﬂe A& BT interest.

d t | ed ant.i bodi
Wit P S 8 i o oy o therzoue e inmobilzed
antibbéledelsﬂreeﬁroamajgﬁpmc dtiin ttﬁﬁdiﬂfg BebrsCaid tﬂ@bMQQQaﬂe%d antibodies

areqpﬁ?ﬁeglag alltat sultﬁ npl es of sand
o nBe ERteShe 8"&?@‘”@? Pfﬁ@ dﬁ?‘@d@é?@l&et bl fephnique
canlz Bad to d‘l@am éuali@%w&ﬂ&u&sp I@i’aﬂ%ﬁs F saﬁidww‘lﬁmﬁﬁﬁmassags performed on
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conponent present in inversely related the anmount of

bound tagged conponent. In addition to
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ed to

o e B e, oG RSP ol
carry@ygotesti ang contrad dmbefomtl& predeadecotahel amdhytéJﬁn fiatsah¥ple, are noted in US
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that nmeasuring the LH change can be visualized by the
human eye on a col or coded standardi zed chart.
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|ty st at us assays that rivals the accur acy
vertigal alisplapsanenb pib profiled ruewltm froyp e biasgaused by A %rH‘ga%“B“ams in
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desgrl bed, i, dBtb?%lé%l %\ﬂom':' 3&1 -8 feljtlﬂ‘gf Whii, & Ess@% haugbals the
acctirat & E0F¥er from the di sadvant age not havi ng
acduleey eﬁsssa;cfped‘senqdrlu\cihdled sotyings, gudwhich ard si@plst pqnfyement and cost
Ste S U
e %Q/I %ﬁa (ije Ve Sa€s &?errée 5y ‘rengrgplea%&éﬁﬁsfomp 1Liek and home

I NgsS an ccurate and
ferﬁm@tca&f ﬁhac Monétod aslubly asrdeﬂctlb:erdl m@laﬂm@ﬂdr Famt abt Id which although

Addi ti_on ti t iV [
acqumt)er %\;éa largtg cthlef ‘i' E&L\% te I?avugtﬁe 9a§§ g{ uéé &o&%etdrbé/ da cHJantltatlve
striphsgsteri \6aeH asom@cmaeiemmdﬂmhszssayh eseldgravidt hensiderable savings and
eds. BRI EF, SU ven ions descri d
en,BFUERh s RS e Y eI E G b i B ycgiionaly a
quArdidtivel hoible addbly kid @ithl 1tn§i'tdve(d adcoracy bas etteettripgydtémoris needed. The

described aqr re eren& %I his Sunmary and
inventions herein address these and other needs.
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el sewhere. The inventions are not limted to or by the
features or enbodinents identified in this Summary,
waoiock44187 i ncl uded for purposes of illustrati oPCDIB2906/003925

and not restriction. R SuMmdRdevi ces for use in
o) e in femal e
ool bR S B s AR S pcimens
inoluskirig, byt fiad ﬂmnbedump |thgse fsetr forth @S déslcfi@edt dr@efeitdd intthis Hunfary and

e and ertility managenent.
elsp RS TR R iofRernd] HRHRY b b e i o epaineny it i
thifSurampry] whiok Bdnoheidd Gor pRipRkesaif dbhsiatiod ShBGhil A6t reR8GIkI C
ana in bod %H uids. Partjcular anal ytes detected
%h‘?g%l §“da$f’<¥ ‘%% I SS I gRiqying theopailation i5x¢le dre female animals are
mcﬂl@lédim'ﬂl%meth&fs AR 8evikRE pro¥lde IS rm ABH ult@l "BPExam é)le for measuring the

rrf goht such _as estrogen net abolites an
ferB §feé‘? “H%taﬁ‘ﬂ)@ripf(é’é,dmgéﬁﬁll% @gnaegmer@y det ect ed by

I mmmi Q@pceBihe RERGRE BT lﬁ‘ﬁgﬂ
met hods? nl!())w k?lomnﬁ%r ?2@5 C(gdg g@e gﬁ %P%ured or evaluated
by lgteriyigesraifiaBaalytes in b@fb’f fhwids. annmlﬂromab@Stdv@cwwMands and
devades | Bovidkal ML r u | hor no
O Aol i LR orONS RARloRE Sty ] Born R TRlbotcs,
sucl| ascestregandaetplligs, andnpremsteugwenncteltoaltael i Amglytanndan by detected by

| t ero
lmlﬁ{él?g(;hg&??ﬂogédxn gstdéfs?éacﬁaeﬁené)g&?x{letﬁ R%8 %w?] 81inlﬂ r ihécovered
bi niiiable dgumans mmhws nstfuliin Imod&mngetﬂe aﬁﬂatmntcyclaﬁﬂi:lude urinary

gluaﬂgﬁgés'd C%JSrthu a§lf1|o¥n§81e rpa Igloqilﬁetrs]%'ra geetgc&;i%a:n?cz ge £gjrone glucuronide
(E1684 rapnestrpigerc uneiaboﬁte aandl @l’dghiil&dioESglﬁhchﬁﬁdeede@) a progesterone

di_jrent directed
T RO M e
afﬁumyrpmd spemfjcitj]eSmtabltsblﬁﬂmg ager@Pindludé BEibAIRY RYr Exaniple, antibodies

a fe ct contacting the
o TR) S O R e SO Ll o
agede emlpalithent af dbedieli g adfetBSd bP aRAsufRE 3RO rdrlifry381%a Fnammal
secon b|n ent c bl e, of binding a eSterone
COMBKP B b Y@S OF@ a‘%ﬁ'&% 211?8 hfuidisamplg dogy 3 @maﬂaﬁl jeeft (b3 gprfacting
the eshiple g&tﬂ a@ﬁtﬁﬁ@lénﬁeﬁt BdVehgSATiflt Bih@de %ﬁe%\f S4pabIaRE @Rﬁ#n'gtaﬁ e dtrogen

det ning the ovul ation cycle 'status o
met?‘?—:‘ﬁ’éel Gbie Woding) agest sapable pEbindingen progesserpom metabelite; ()

quaftfifymgithe €5rdtidf Hhte @tsﬁa@sﬁeﬁnmab%ﬁ{edanﬁrsgﬂ n@%&és%%e metabolite;

boI ite. The relative excretion rate
andgﬁ)( Seiayinine the oxwatiansests sausof sid f?malersub]emased upon the relatlve

excRUBY et &id @sltﬂagérﬁgleﬁgﬁﬁe %n@rsﬁd ﬁ%&bﬂohé ?rgete}bghf% Sf’hda relative

phase capture el ement such
excrleﬂ%n‘[aFeﬁ@”‘aylohﬁ%’éWb@meﬁﬁéwﬁmws estrone gI ucurom de

angy gy
i mu nélgfgéshg{} g%?égtsegihérﬁgg agkh u%?rﬁobqlgzt ? % ? Ohfa Rpasesaptprs element
such pystEpy asemliranss andrthe r]llke I rIn feemtaii embcdambnts nestrone glucuronide and

preg‘?n%ﬁﬂil %ﬁﬁ@gmd%}ef&% &qgﬁn%ﬂeasg roc %rg 16:]16%%%1}%@1: limited

& ucur ar e ua n
to thpse, dessbedohenging e faan &h‘fhee scertain hﬁbc&lﬂﬁén@t &fthof¢ glucuronide and

fluid
test | ngﬂ“"er?/’?‘g%&e ﬂﬁa%l 8&‘%{% Oésé@g’%rgf) - of reading
mJQne,pjwe oSy agalyiepsan bmd\alluaeﬂmatmeaﬁired iﬂyorﬂei\ssaﬁjﬁﬁlng a single

c I di n n ip.faor the
bod #lle Be"BRRY, Heuing G efhablent” Endng oBUFly sseghetrps, and
exenpl ary enbodlnent a single strip conpr|5|ng

ant i bodi es agai nst estrone gl ucuroni de and anti bodi es
agai nst pregnanedi ol glucuronide is provided.




10

15

20

25

30

Det ecti on of anal ytes can be acconplished, for

exanple, by a sinple positive or negative format based
waip@r/0#91pT edet er mi ned t hreshol d val ue. 1 n ot hePCT/IB2006/003925
alte@ABady BRdévcesttie afen@apatile of rebdieg arsilglet wrip forghradetedtion @f two or

In certain embodi ments,, anal,yt.e excret.i . . N
A
againft gb%hé \CAghwcaﬁntﬁiEmdi dneibbdies agatmt ipdztgpehlmdiel tgbstropideiip previded.

used in iC e para etic particles.are : .
Detegtiop rfpwpyies san £8 W@P@%ﬂp%ﬁu%‘g‘aﬂ%{ e Sé‘?%‘&&%?‘?‘g% 4P legative
forRA BhdQipeie h SFelidbrmiifedrh@ ol thlid) ah okifer e@paidhentgfthe amount of the

etecting anal ytes of interest, such as e%t ron

analgfe s uaHiTied. An G ERMEEFTEY. A0 HEREICTIoE GF° GS{ctTRied by the
use Irg)g as gzgﬁi?dti% REViIEETh %lartikﬁ‘lﬁr S avhéntsl 8 k61ed shasd st strip is used in

e and I's suitable for use in a home or field
whiblothatpremagiiitie pardeletare pmbedded erdmmabilizghiodhofiot | may

be I%x Qn&%%% Cal Lrgg'tewlek 1R ORI AR iCcafMIabBRecting analytes of
Certalrn enbodrnments Include a portable detector in )

intecastyTsuch asatstrone glucironide andepregnsnedioloelvaurrpide, £ E5PMBlengn certain
hi,st ori gal . f r ohi 1 on.

oo A 65 08 8505 A RSp A AL RS0 of i

Thenteteztpy whxehdr ouahde oty bein. cosormicatitrowithem elsctyniq fatabase.

nal yt e. detector utilijze r . .
co BT RThET s b B PP IREARE duss
confiaishgBlgstefidat and othepenipes afrbayalsiekaretiar tatas| fos ofigor more estrogen

detecti anal ytes, including.,but not limted to
met@ﬁ?lll??r?é‘géfw r%l%m%‘??%mﬁ\? gﬁieftgic"ol gl ucuroni de. In _
an e endtsididnts & theeanialytd deyectm rikitizer a tatpral yoweassdysformat.  Certain

Aemli?c{ﬁig*\éqi:fgqe g%thﬁﬁggl%f%ie:mgg ui%?e%n%cgfl {CS%‘ES?IP%’FO)M%HE \ﬁnﬁtéc garticles for

det&AAP| MabkBPeNGRTing DAt npt Giiitdestoa eftione dglsamqplide wod ynegnanediol
to a test strip. Certain enbodinments of a fertility
glugrspRidey provi ded herein conprise a sanple dispenser

t hag, FiofREASRS, aNferlliyfbfitbri@nggbtemViel pioREdddo A ihesitoring system
strip. In_sone enbodinents, aﬁ_ almg?gri thmis useg f.or that
acceuling foathe iy BEPIRRY SHBRIISE A FEHY PBPRFRaY ERFOMM R ESPgPer tha
probfa€s b &lxkd shihle VOTbdeQb MM shiils:! LERaiR RMbOdImERHS ©F @f feility monitor
sensor for detecting the presence of anal yt e(i in . the
progigdasg hereincopmsie 8 serple dispenser Btrdispgnies ep gigsted sumple yglume to a
test GRS for communication to an external database or an
internal data storage database, In sone embodinents,
t helneseme smbodiments.cay algorithar isaised fap proEnge adiysteq winary volume.
f i i ' BHEP&Y B6reldF ABsensor for detecting th
Emtc?g%eﬁ%ﬁ?glﬁea%ﬁ ﬂg}g%g’ﬁ@g ?ﬁ% %ggﬁ: c{ijgloar a}r? al yt gl?o{'h%r clecting e
presowpiof abalyns of thd sr@pleny phosesser o wetfoning palgpations, and means for
el ectroni ' i i ts a
B G R G MR LR S
par i sounleaemisydinasnés thefexanmafiomtatesof cenaim hpmang dgtabolites from urine
i ndi vi.dual , . or a o] ofr ki du h
o DAY St ¥ eBHBERle o, MCLEL Bl e
corfigilatiof of dets ey beinghaform ofiaddecdmodicpieebssarradiibtertain embodiments a
| ucuroni.de.excretion.tates det ' . . ' .
cofe ;S80S AR SERUARED LR B S P it

ind1iedione Bétr biteet@X indbiduals or gtoaps éfindieidealor@ertain databases relate to
datg kérc%%gg%gﬂs%\?&qg z{nﬁﬂa?%ggg%g% ggllc%(éxgl\rg? gylécg&io{;l%tesa aetelzn%?nse% under a
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In certain enbodi nents, urine sanples are coll ected

over a specified interval (s) of tine as part of a
woreiohod1sor determ ni ng or providi ng excreti onPCEIBE2806/003925
variét fof peledted bbmiitioanalFyt examipte, S0 o@rtagrrobbdimets theuaxiretion gates for

e e S P A B RS e At it e
providddust ed to a normalized vol unme that corresponds to
the tine |nterval of the collec eriod..In ce HF
et Ao, B RSBES e SF PR spepigied infevall) B ime

as le‘t) Bf@ﬁlb&l@&i fRldeRfmihRg &8 bl%ﬁﬂldgleﬁgeﬁéﬁplﬁﬁs f@paftivhil@Sarklte. dn some
tabolite, for exanple, an estraogen metaboli te and

embadmea@ew@rls aellested quey)at least 2 3hayp Hine pppiedandehe ¥olume o the urine

sampf%rlg?rlebﬁré@ afld Yﬁ%h sle@HPh nS@sal2el VSitinB %a@’é&&&bbrﬁﬁ to the time
ates using a co er algorithmfor correction of

interval ofdhe/collottiompetip s I n anot her aspect, information
obtai REg, &ARIdh Y Ot‘fﬁgl %th.}lﬁ’é" o‘fyé3|u‘?in§ts% & iisS nB3RMiz4D prior to

measure or quanti erti msty in a e ani mal
determiningdéxveetive tratesvifori  gretabeliterefor ﬁml*ﬁ,cﬂn @sppgqmmetabohte and/or a

f I hi
pro%e(se%}olggl té{aé\mo{g d: Iﬁesﬁ ?ﬁ@h‘cs cgtnt%}%& d\&gléﬂ?e! Oprlses adjusting

excieeimerates asieg useﬁpﬁtexfaﬂgorlﬁmt for porrection of urimafyrvaines Hiasr
imal  fertilit er.f.or r .
7 ot ptogt fopheto mloasyR e BhE TRl bRich Gele ety weed 10
med3ti@ VérdQanti®r fitllitaie aufemblsl arﬁmal i dirgr dﬂgnamdg @rtime frame for
treatgent .of a female u' sufferlngfromor ,
Optwg%étgﬁ%ﬁ'ltgﬁn AHASASTRR 83'%30&51 BIE SYRIEENdi t i on.
EmpmetiodRidngs ¢Ffthd 1heemleym&drmecshaaacafa Wsefil foe defermiaing time frames
al so useful for_ detecting and/or.treatin ause
for G EerG SOOI EOREBE &1 Lo ep HIHLRAIAG A0 A LTS VR { ed e
Sulp)iB&Gtentioafhdh® pOviBed herBiatans atefilEdO BRMASng and/or treatment of a
peri menopause, induced nengpause, ﬁrenature menopause,

femaleubjens Ui G s &) Susneri® of }H‘E’ﬁ‘g 2 Pg¥t PRI CORALRY ons

desgiioafsknReseInB iRehtiohs &lestribéd her8fMdré lakb rugéfubfor @btecting and/or
hor none repl acenent associ ated w th nenopause.

treafing JHENPRASS T0/Qr hEYMRRT 2PYRaed cWEh | HERPPREF et 2afcgnale subject
(indtRfe . ¢ nBfurdl BEnIRASL b&IHRAbpbe, TRiuddROhédoBaus8 i éRdure menopause,

analytes or the detéction of cancers. In particular
andgpoifoeinapanse); hor none netabolites are nonitored for the

det]&? ddﬁﬂen?% of Ghd HvanGRs C&Eélb@@ WRreif Sbd Q880 fof VlRknifitRfion of

oring breast cancer). her conditions that are
hormna@mpbeﬂnmmﬁ’swatcdwah@dnctwusenbodl ments of the

in Ft% ldﬁﬂ?ﬂtsn 6t HilSn é’illﬁ&){su!ie%ribgﬁ h%ﬁ:%? GleAt R Wbl fhe measurement of

i nf'e unexp T2 ned 1 h menopausal
meﬁibmmscand/o( pmlytn:emoqha dstattiomsdi oanchrsgi Ia pa@gglam@pigggﬁq hormone

me{) h@g nr%) m?&) Mol E"ol%rf?le 3%3&9!?@1” 3f Cer?aggF %Qx&c{ege a(’e ({gﬂ %Eﬁ%é@ﬁ levels for

unspecifie ecrease roni
moﬁlairinguzﬁe,astmame@usness ost eoporosi s, prenenstral

vul ation bl eedi.n dys . .
bi e@tﬁ} %ondﬁxgps_rﬂﬁé Frgch %%18%:‘%336/0};‘2{ éc%&l %% e%%gllnq% e invention
inchig&t mamamws@mma withyipfeniiing runb»qmmddylpkrtﬁtty, mdnapadal symptoms
TR AR T LRI -
horhRhERIRARALe @Rsyetified), decreased libido, chronic fatigue, nervousness osteoporosis,

premenstral syndrome, ovulation bleeding, dysfunctional uterine bleeding, hormone
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I n anot her aspect, enbodi nents of the invention are

used in making detection devices (e.g. strips for the
wore@ssasent of hornones) with |ong shel f |ifePCT/IB2006/003925
repl@@fﬂeﬁﬂ mexﬁplbmﬁylcmﬁ Iﬁieﬁopauﬁeesymdromr byﬂmmnmﬂeanﬂpatzdfnhtaeﬂ ovaries,

i s/are neasure ne or nore. days r on a.dajly .
polsaeRvpERh 5 ety vzt (GPesngrbgtent pasdl, Rigig! aborsion, and
threRef 86@om! gorithnms may be used to determ ne or

anal yze excretlon ates Qr to set one ar,

¢ hi 3401 RSPl EPRAANA P I YRR YT aseld Spaking dstegtigpydevices

(gl W%Q%asu@ﬁ%ﬁbfﬁ&n{oﬁész%tﬁMng@ﬂélfhi@lﬂ ar anal ytes
are stored in a database t isin commnlcatlon wi_th

an lmeertajn embpsliments. GRe @b worscharRoRsomaabRltes ivals mpasyred Ry one or
mmg ttaﬂ;b 8r6h a %}grc}%ﬁi% o @Jsxrgc?ée?iromof‘ tild oﬁﬂﬁiley t ehEXOTiakd MBorithms

€S prov erein conprises applying a urine
mayvbﬁ usee tca@te:gmmtanal@q gxgietion ratas I e fit ¢, pF Mmprecthegshold value for

ana %{S‘ég"%t L8NSt W Ldige ¥8L6§ﬁ’ﬁent§ Nx@eliG] Pds féﬁgémc%lar analytes are

HERt S ur i Vol URe CorPections are
storagh phya ndptabasel ot | Shin tcomauipigstiony ithesn | analykee detectlon device in

uanti.fic n anal yte or determ nation of
cong& G 1?%W%$g1§§at8€»as§n anal yte, for exanple. In sone
e i mainidsof dateunmmg asaimplexcremdnumes provided hérein comprised epplying

with ref to t
o ol bt SG585R! el b PR B2 B B AR Pyme. 10
altefrraave élnb?ddhh@ﬁd; thld h)lm’ﬁe véridotiers arcamiedty applymgspzdgorfthredo adjust

per i of enbod

valiFS T 6 BRGSO TP p TSN 50 Rt PR apepelvee for

exaftipfl. VIR sdm® bmBodBHRk, & urind Ghiplie ﬁfglum&:bﬁemfohriemla&e w1th reference to
collected froma suggfct w t ho

the §1ge@g'}cfgreé/gy ldptﬁgmﬁg}qn dielﬁorgnsarpﬁét in élg therg dyrige is collected from a
subj%Pﬁlﬁﬁ%'r REthSWSlesEbt & £ spicied ARtk piodUska doﬁxep@ﬂilfcﬁi‘m‘ﬂntbg a urine

nmet hods of the invention. Certain enhodi nents
sample EQNTBRICQrES R K GRS GRSCHIATT &FREFEPSEIRIS BIRPSI! Ggpiple, including
whéib ﬁhffe%s 0511e01R8 fidtn IRbRcH WiRuEleYpetias akRLiffd RinfGefiod N

need of therapeutic managenment. In one data progessing

sy sinengther aspast, idale PReeessingr yRies pie gravydsd 4 ys ip B?#q@mgéaethods
of 11119 gfvgﬂﬂl;‘d” AL e%b%ﬁmﬁﬂg a?ee&l?e'cfé@ téj Aletholld SMMONIRAE HEPHSsiologic

ect nonitoring sy Each subject nonitoring

statmyeﬁcmmor worapabiely lgcfatqdwebmts imeed fothqr@z,eetwmﬁ@agement

stori FHoured

- ?Tlé " tﬂg ddagai1 %40%553?1% | ntéh‘lggis C meﬂi?a{t% gﬁ'&c@ssnég ?}Eﬁ{n@ €orfHigured to
corhrhenifatd mwﬂmg xscee‘{psdatm ftozi phengr motrasybiast Wﬁ?@%%}e&?t Each

9 a I

sl AR S O RE R SBALPRLn S, osin
subﬁmaslatm n@m axquiyd¢ offet metbodof moextdzrmgaa:lsmbj@t Shy %alperformed by the
folféﬁlglrg% S C({ Ita]q ng%% 8%12@19 #%%rngt X n_%?t t{opgna fs?%%nlrtﬁ%ﬂn ﬁ\\é'sgrﬁple with an
anﬁytél lietegrer adsoclattd whitat aveeecs amﬂntsmulrg systenrmmasmungng photometric or

stem and, said central dat e e
clRE 4R S ORBOEr 3P S0 LI AR g P detesing oneor
mo&O Mt | paffordiifig ai Ieﬁcﬂian@ﬁdﬁ duta betakent same Sqlijlgcs in@hogring system and
.Status assessnent data of er
soid GG e BRSO SR UE BGPTP Qe oSBT e Fh omprising
hisdritdl dnbRr et plsioiglty aaes ssse@msmsdawbﬁ seddl wbjm, whérein said
subj ect data fromone, or nore subje

COTgRUErHREraTyy E'EOSP%OHWHEJISﬂ%@‘@?‘ﬂ‘c“iﬁ‘%‘%{”‘tﬁ fe °§‘Ef[f] 3@? Plbggsipe system;
on the analysis perfornmed by said conputer program
and conmmuni cating, transm tt§ ng, or displaying the
identified subject status and/or a therapeutic
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managenent recomendation for one or nore subjects. In
certain enbodi nents, assays are perfornmed on sanpl es
waiging4esdet ecti on device suitable for a | aterBCT/iB2006/003925
anal@ﬁﬁ@)ﬁaﬂys‘abﬁm datn from] cmaairl masre wubjbctanenifoyieg Bysna:m tdo‘te'rmiging the
em A.detection for .use.in th

satiRoR] (0 ST g S BTG BTy B ohf o HRARE g and

confunitlaBsd, tRAGHIING, & &@;ﬂgﬁng areeidaitifidd fsulgent tsfaaxssqndtor fai therapeutic
anal ytes. In sone nments, subject data is

manageipdacoumendagipn 3" Shpyreeere SEHTtor i n g systemto, for

exqm?:kﬁam %nfbgﬁlh{eﬁlls £34¥3 e 961?&*%1(38 Q)nSSéﬂﬁanisIMngBtiaédﬁoﬁ&levme
a subject's clinical and/or hsmlgl‘lc status, |t

suitghergari anb@rqé lomeaspayPyStRRt In CERiiBEtan SYithy 2 ybicgh mgnitoring system. A
detetcflgxfﬁ c&t sk O @1 Pin@ﬁﬁor n‘i Ry BEcapHsik SFHét&tmg photometric
substanti a y simultaneously with t

or elacuoaphvssgr@ds gwﬁeramdafrdmtthe spgcifig araldssanpl e, a cent ral

datIn sgm? gl%ﬁg'dl 9:1':55 ¥\ﬁ‘%§cmd5t iOEAehiHle oMY a8j: AbRidEhE §¥1stem to,

ica gl ca status. ['n other aspects't
for céemmplm laad:emtml dafta tymecessintg eystens te| dotirmite drsupiegtd elinep! cand/or
tus _incluydes_r e

L
subjedi mehireing symm fid wnatlyzed substantiallyssimsitangouslyc with mlneetransmlssmn of

t.abl di
the &, dUGERET T BB PR BBV AP p DoP oshlf (bR clinical
or plhzbtswlkiglc(ae s@ius alrd atteb asgktsc thiepddternimgtin f ghé cabjeetisdclinical or

time si ol ogi ¢ status.asses tdata o
o5 s e &35 57 SRS 0B ol P v o
withotR0BlhRetrid agj@fine @l fod@ii@ vElnme 8BS sige 5 ymhpmiar eknu&bl@mlgorlthm

enbodi nents, .the netho |nclﬁ?es transm ssi on. and

andfyems cPodinents i metod icldes STt ¥ TPUHD R produc

outpR(€g Ok dhthisis®BinBESin d@@i@ﬂoﬁ@dl laR@realtich & piysiolbgid Witus assessment data
exanple, a central

abase or dat roc SSIn ?X
of they éu‘iﬂ‘?ﬂ OF @Peresk‘élﬁ‘ﬁ? 3 CW%H%W@ fg’f 5‘%’5‘ ata processmg
sy sfefcei ving device of a physician or designated health
care professional. In certain enbodinents, the net E%
i ndhsgas embaﬁglﬁ‘i‘tséb%ﬁe‘ﬁﬂél}W}“dﬁﬁw‘é?‘?@f%‘%@nq/ ?i‘ean§\¥6‘j5é’ fne subject
datS AhRnlitiNSoR bied nflJrQHTﬂ’iQ Quijéct Hﬁﬁﬁorﬂfg syfiem$ e R @kample, a central

monitoring systens to, for exanple, a central data
dataitasy ongdatapratessing Pysteasaid g, By Sxamnle (hesequmaufes or gther data receiving

dev?den&l :% gr %’eﬁll I &@sfgﬂat&&‘ ReditheBed h%dsOPnd N ak %@ftalﬁ Q:n{bﬁﬁlments the

or other “data recelving device of a physician
meﬂmd de:mdgmammlshlea kadiorpamnlysip pbthe Suhient dita tlmiﬁng om oOne or more
g’e nké‘ rE@?xlisht%d rn& €S5a qgﬂneaf H!itg'sfbga and/or processing
forh or b yS|o gi ¢ status based on an

syswhﬂilﬂvstamlaﬁsa Blﬁmﬂtmmdusuywah trertpuseissipn dgieaftoti domphter pyother data
recglvlgjgglg{lgl Cfaa rP aqgi/ £0r %ﬁdéc?c{ t?er%{)l? dﬁ%‘r@foﬁﬁm&faﬂ ndi vi dual

FRY a program
evalnuséres eprbbemtenm tleb method| intiudes vikterminipgparsebject’s clinical or

i nst, clini si ol t t
PthSg)i IR é)Fse u%ﬁ %Q:fl aé{sbsu%eg?ogm O‘; %&r %pgop Lﬁ%%e %%(?é?rﬂ to qaén‘rﬁfy the
clifi €T Rine/ad @dysfmﬁgns statu enfrindividdalcsmbjectss el @rtmnomthermam)cxdfments,
conmunj cati n in and/or .di s i.ng the. .
Pro e PR G PR LR L AP er B BE R TG e Wb selpgie seus
ass@d@ﬂleﬁmﬁfaaaﬁxubﬂosdmmegmps andoepapatutiand. on f or each
respective suhject via at. | east one renpt Sﬁe Iot%cgggnqunicaﬁng’

cl i Bnfome St MSHh SO (BF

st orage/ processi ng system and/ or
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respective subject nonitor system In sone

enbodi nents, the nethod conprises optim zing accuracy
wobooa/odEstility status assessment and/ or fertiP@1/yB2006/003925
tranSthi@tings aﬁd/@xdﬂ@ﬁlbﬁﬁlg dfe idedified dulbjectf dintcal alicyore]lild'ﬁlologtcsswtus and

based upon statistic arison di vi
therpea, PR R GRS ) St NS SE 1h S BA o emotely
locafkAt 8lient NinS BSEmSNELIGh TRIH % cérh&l ndatah Qdrape/pRucksSing system and/or
transmtting information pertaining to the clinical

respgetiye SHbIpm pemBPIsy$teMst at us of i ndivi dual subj ects when
CORPEL g el‘ﬁg%inﬁ%ts Ghd ﬁibt‘ﬁ@dl c&ﬁpri%@é/ Shtithiolil Godifr@ly WS a fertility status

assessnent from broader su ] ect

assopupl aonetli Sows reTan i Sk oendeas: based upon
statgwl%gg&npg%ngt 15&10@ ltlﬁs‘td?ﬂal cﬁtEsz(n‘aror gﬁb}é@t Pbﬁhﬂ'@loh Rtorical data.

ject C|n|ca /or phySiologic status
In samelembastimpes ttheomethorhepapeisgs tmemﬁmnm@tmaéwnmmal@a&w the clinical

andr féﬁ%otlégxce sl EGhiy dhﬁ sﬁf) c‘% ﬁ@'ﬁén &ﬁ?paaﬁ%%galﬁé%hhi@é’l% ?Hysnologlc

MG cat a centr ata proces |ng
statfssyastesmemm dite fromelsqmelelt sulnectsguhgpe ot papulationsy  syst em

nbodi t
| n BrS ?}E‘F?%‘Eﬁ ngg?qsngs tﬁ‘e m@ﬁ%l&l ?(‘%“{PREAS %ﬁ?&rﬁﬁﬂﬁﬁlytg%dgﬂgté?g, and/or
dispidydipthe RRGHiRd Saneald‘mnd/aod/OmWs‘DhD@@gﬁatusl apd thesapeiitic management

i ndi vi dual. subjects Lncl pot e
recqmg?pde%qpp éc?reaach grgfs;ﬁgtfve Cf a 8tr ?es%t on o?egrgi %@%&a&éd Slient in
conﬂﬁﬁﬁ&ﬁﬂie Rbithd at gnfralodatd mmelﬂrngssys;eec ancyoro nqspecamj/swlmect monitor

pul ati ons nafu rt t he LS.
systﬁ@r B Sorag 6‘390455?%?’ 0%13%‘1?6@ ttp}l%ﬁgxg §ﬁ%f%%]ton ?)crtzﬂmng to the
clinRARLY PhisicoEe GaRlsUdnd ncgmtchle alﬁdknpﬁlﬁ/sﬁtbgdne tsaet iof rindleidiiad esubjects
suitable for_ detection on or w gld’ {Z,l}l [éﬂg status
inclygiag cpatentinl afrar@alities nWhRDy, caPar é‘%%'ags 1cay g
ass&Sh&R ARQ B WoddRer SBRcOFroupR afd/ Mlafi6nsalr € nmeasur ed on
or wwth the detection device. The subject data

h t is ..
obtla |arferéhqr smiprimgitetie msthae isqierfprmed by hining * eanp ‘iaﬁl‘?fe gsubject
for Ghal oéw?ﬂlhﬁg Headaiple ohhRtRHB B&hicetkattablé %rme%fzt@dna&i ¥ with a

ana thin a short period of time, including ’é%
Submbmylzltqmgg stsensyBpecdstection device dnasaestedeandy ﬁl%wisfacogaﬂwf }g to one

or {Eﬁfy %I’& gh&garé Xﬁéa@t%f ldpso‘i' %ﬁl‘ k| détestiop it aneound ¥ubjéc ri'la’ca that is

nsm Ssi on subj ect data to a central data
obtgn@blessalmdsqzéqt@mmem W@mwp‘mg%ham@glee@@ﬁ &bg pect data is

pre%?abgio % angl?%r a'shor¥ %Qﬁd’dagpgﬂk hab ugi‘ﬂgﬁfy' 'crcrﬁﬁlzmg the subject data

real tine SIO ogrc”st at
tramst&dsrfwm alaubjectf nemoring mmt@n s sibpstentiadlyt ﬁlatultame@uqﬂh with the

tratgpxéséxeon ocﬁﬁe g«%@é tdle?ta%g] Q&L %ﬁlda%a%y@%égl el A compuéer program

SSI ng sy e Su e transmitt
protiugnowme (@rg.,mdatabase)bjse gttnermmh that jcompuisest kistoriead and/or real time

phyélgﬂo&ﬁ %t?tgl%%sasgﬁss%gﬁtaogg FonB'oPfifore é@%c&%ﬁ&tea@ ﬁx%nﬁﬁmyﬂﬁon with a

a receiving I ew ng device o
cerm’awdtac Staﬂagm or piesasgm@mmnh Bt sobjecir dataparo frewsgiitgadafiom one or more

subift R oneisy RBES Fohieriohiong Cytel e RRE e el ARTLAE computer
or %@f Wte@éwmg@mﬁﬁg mrlcféyﬁtaqmyﬁtmdn oo dedignaed lhpaltfecrarfoprofessmnal
g recei vi n%ls e\%?o deV| ce of ﬁf sn|10| an of < ioa
Preéfé%hbjr? SRpigeE dftp s Eapsmitly oo EHEY TR ERaPg System
cer@[ d4l st@ifagé bﬂﬁocé‘sk&ﬁ@ %&te&ﬂ&iﬂtta Iﬂtd cnlpyites bfmﬂléraiawlﬂsdwlnglﬁewmg
subject's clinica ‘i E‘\{SI ol oqi c. Stlatt [ %eterJntjj( ch
et rows e oS Bl Pt Atk sy RAiRTGh gt gprod of e, s
programin order to identify clinical or physiologic

I ssues of individual subj eCtli’ i ncl udi ng potenti al
abnormal iti es when conpared "agai nst clini cal
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or physiologic status assessnent data from broader

subj ect popul ations. The subject's clinical or
w@byogioedieyi cal status, including any detected PCT/IB2006/003925
as sabyR@tiathyt 511ﬁ611an6‘6us1)beA sitdécr’atclinieal of physivlagibhjtatos issletermined based

fertiljty nore subject's clinical.or.. . C s
on tht sl e g0 o Tt vt 55 0o B et piyeiooete
issuB€61f ipdiviabal BMbjtdie 11€dllmihgt tenfisledhamalitiescwhei cb@lptu@d agamst clinical

i dentify clinical gsml I C . ssues of i g 9 inical
or I%‘beﬁ’l@%‘? g asresimeptlets HOR LRI SHVET PGP E)tb‘%nén5 e olinica

or @?ﬁ&ﬁﬁ@dl'sﬁaﬁﬁsm\ﬁﬁﬁﬁ QR BGEREH dbholilied] i b@ ﬁndi’d%ﬁﬁd of @ bubject’s
at us assessnent gat a from broader su

fortiitys uOze | a5 risore Aubiges; seelinical @r PRYSL0Ei0 rstaBﬁygudsieagwed based on the
anaiéfs?:1 ﬁﬁom BE e ﬁﬁ}ep %%#ﬁﬁ elgclﬁdﬂné’% fi&&nﬂﬁ“@lﬂn&ﬁ o physiologic

revi ew or anal YSI' S I ncl ude th
issuesl exfit individnali subjests sdchndsc thie rdw&rf@ﬁthslhyfé.p@rea@zilcahngmws when

con&ﬂaredr{? 19&1 %k #&Q F%tatu's Rl itHeMOadid" Frohaqﬁﬂa{def' ktﬁﬁéct 96bulatlons

tres en conpare 1 hical
A sobjecplfsmnmhlagl physolagmstaagsees'sbmdﬁermmed baaredmnmea’amqnce of a data

revl(sg:}lijvlb %ﬁa,olﬁl S ma\gﬁ( %qélgnﬂf' a%@ﬁ of élrﬁéﬁph&%r p?ngsmlgglc issues of

O 1 C S atus I's communic
mdivtdﬁ!lSsriibjetie dmclamdg olre rdemtpﬂca}cmcbf patentiar abpeunalities when compared to

BT T T N AR
A suEjeétrsadlinidal éhdfor Phpgiogic s1p1u® (sominnmicaiess Emsamtbﬁoand/or displayed.

- respective subject no e net hod
A therapeuty pngREre Trlf?ﬁﬂnmm#a tion, ‘é’rﬁlp ma%eyp o OPRG" gwé‘eeﬁ motely located
subfat B QREMSEGY with St @ftrslalatal @ch‘ﬁ@CbrtplomsmigJ mysteat endfertrbspective

S SFERBRST SHigho DiScTEIRDl e PRFIONg ot i oy s bentl

datk BRE&LRg st BorFlgufEdte cOhmuERs With @nd sdceive daxa fevida one or more
anal yzi ng subj ect” data. In, certain, enbodi nents,

subipst BIBBIEEING SHTLEM T SVheEet SRCk B1bisct BANHYTE SYHEM df CRRpble ‘one or more

ofx%@éﬁhé"sioﬂﬂ Qﬁdgﬁb)lﬁn% Bje& dat a and behavioral data. In
her~ enbodi ment s e dat abase conprises historic

O inrcamain ebaa P& bF G Ese POl s e orE e roupyonsiting
of g%%ﬁﬁoeg‘?{]‘tagtg' efﬁﬁnﬁéﬁav&ﬁ? dskat ahasierc AR diB8is, hth§td@fabz£‘s@| comprises

time fertility status assessnent data. In
histogiel adnd mslpéne physiclegielstaisaessesenombrdalies doicr smbpdigrents, the
datal%sp&%ﬁp(?fsésclﬂgto%‘fl fiﬁ(?l%lal fichdRertHf t%&ét"uéx’ aﬁ@&ﬁ@ﬁ’ﬂ dat£ In certain aspects,
i‘on rat n certaln ot nbodi nents, the
thed@ta@basn@nrpuﬂqsr dagae eldtéds toohibtorieal andy reab simet yriperyggtgbolite excretion
di recte I .
L
direcsqgle ot x;atlbrhetrld anealaseent® mqjatedsetsuldlwrla megdbaligdexcrgtion rates. In yet
ancg‘n%zagéegﬁ ?lbeegaé%gr e?clmoptﬁ{ser:rrsg ilatzi perla[tgcf(%rﬁggtgncalll h@ @aY time, for example,

urifdfp Qicivnide xvectidat ateas el gett aloﬂfer pahql@dmieogu the datakase contains
rel ate too or nore of .urina b

Py Bt BB et ® osS g Hitarh b8 Bl hucoll furements

bod REGOGRrOheAhRaRaR, wbsehid srebsencaotlillasseasinssisgnant data related
relatedto ie xer Incr

t, and s
to digh &a?rﬁléqﬂag S{ress: g[gtcglgad fn@gcﬁlpgr?tﬁ stﬁ?‘j g?tg a3e rc%%t%lgé H%ta directed to
getpA@kath faa, et Sdxaiciss, andi reddicatixBriaiede datanad fimdiinfatmasios of the

taken; date nd ti i nf or on of t

sk S BHOH (and PP LB Ao BB JAggpme embodimens, the
regi men(s). In some enbodi nents, thedatabase of
medi cation interaction |nforgat|on is configured to
allow a subject to query the dat abase for information
related to the subject's use of multiple medications.
I n other enbodi ments, the database of nedication
interaction information is configured to allow a
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subj ect to query the database for specific historica

fertility data profile for each subject and/or
whe@vosdisal fertility profiles for groups and/BET/IB2006/003925
dataBeRUfahd dRatio integatipe GﬁfBrmdtlﬁn @meonﬁgmect to alldve assubjectitb hyaery the

assesses_a subje S cI|n| and/ o
cntedpsg; 1% BIRGRAIBT oS MEOMOREL NS SIS Mgy I ofter
emlﬁtiif&én%'{ ey &hta?ﬂa{kt bﬁm@&@ﬁﬁ)‘ﬁ”ﬁt&acﬁ% ﬁlfcﬁrtﬁﬁﬂblb i aﬁﬂ]’gured to allow a
ect popul ations, groups, and/or e sybj.ec
SubJ@f»tH@ Auery thectetabase ey speiic histricad Agrdbiy gﬁ*éémﬁﬂ JE@ ﬁ@WEAect and/or
hlstf)rﬁcral RrfHPhidfles %r%i’dﬁbé‘&ﬂd/’& p\salna%b BfsuBfe6e! d| ng t 0 a

Iclan's or other health care professional’
pr deond gspéch thecedeauitiyn pesgssena suhiecinelmicahindics @hysiglgis s based

on éo}ééstaﬁ %alhﬁ%hr?ﬂ!gjaﬁf% ﬂﬁmﬁ%’}b‘ slfféﬁﬁs A58kt dh%om broadetr subject

mzese |cac the specific fertili
p0pubgonsegroiMsw/<m theasupiect. i lowttwr aspadsp. dlax algorithag calguletes gdiustments
for %g’u%?ec{ 8vuéat{oﬂ er?a&wﬂ'a (% txl(ﬁfl % glClalTl B6r &h&q{ehﬁ}h@ré professional’s
|c a justnents
presxmpqlcems applreé ltd thﬁrdatammered gntath@ sf/mm by the;sulmacnagemmer aSpect the

o TRHESAeRY 31 R TR SR, by B PRy o

repleuﬁdtmabmmﬁncmf Ih lyet amfoﬂer: bspeaf the algotithmeis tconfig@wainty rhake automatic
i,ndi cat,i.on..whi ch t aff

f, [
adjlfsga'aetnitq tf)t%)r} @gcrt%{fal'f tg{ [ng?]rlrbgyael'd é’ 18%1tytrﬂaé1a§e e%p retglmeinebasedt on subject-

ent@amam n enbodi msnt s, the algorithmall ows interactive

p r g tggtfgqrng%ngli?odf g@aa? ol&lg]?o }:?I}g{iléslgtfa%{/ltggglﬁ g?rrgyaluation of the effects

of SIABR eIy @djoufzt RefHfertiBgi ifBiostion! Whicle miightnaffect the fertility or
enbodi ments, the subject nonitor systemsuitable for
ovulRHAR £¥51G ofgh & whieet | ty managenent data of subjects is

c anakkRaif fenfhSligfhisNhe RAEAMBE RELWE idétadtive Gn;ﬁit@ffbixlx 9. phlygician or
some enbodi ments, the system communi cation

othgebwéthn%e Hyolassimagl ¢ %@qléfcff‘é‘iﬂ’sﬂ%Yﬁ @pdor rSBlaFﬁemental adjustment
Mrl sing a transmtter, a beeper, a receiver, a
teI ephone, a nodem a ceI | ul ar phone, a cabl e,

i ntlarcadain @mbg@memg,nthe Fubieet] oniior sysigp spifakle fog momtormg fertility
maxk%latﬁffﬂt FhQf sud e@is stc%gaﬂé bEdkdct i P drenetf a?ngﬁﬁtl-ﬁﬁlﬁls

play scree hone ansmerlng mach I ne,
f adBismine embaditienis, the rSySé\enp) cPmmgpicatigngp @altfmmdatmaag@ﬂ@f selected

frox% L%‘rglgpe&%#ﬂ’gﬁg rtt%ﬂnﬂﬁgr Q%Ee]‘f)!mn a‘?é'c@wE &ldle e&Bf?@ta modem, a cellular

evel eas use.
phoﬁel,rat b@ﬂeman mtemerqoanwtlemtmwpnié ml@ w@b Jinko i telswisigar @iclesed circuit

mom{or ey %:en}é)ul?e"r %bcil{;)lag{}»ggﬁg\égflg?}{pgg Qnsw%ﬁ{lé le(]:hfl éfa;ggﬂn?le apabhme ora

a’ver rmthat®1s un ecte
prlmelaffect ed by aging, heat or humidity, or other

g? %’[FI Ca %cgﬁnqgg% 0 th%énve P grgdprf;\g@e%shte{e?n 44 ﬁfyir géag a&:’uracy high level

of ﬁttlnigj?,hand az:se fof tuge. oBmmerm@rer mﬂgin: emb;bkiumentsnofcm'ovldcdqherem are very
odj nen si.on a

sy ARG o2 T T PONGE & 0 ol ora € gppeccd by

unafifctb@® by h@ﬁg %eat@ﬂﬂurhiﬂ&ﬂ A ntteephisital @bpertidseTheediagnostrngbms (e.g.
rved oV

.read
strips] oon, BF F65t 1GMETHED iy T Gt R s 00 SO egyiE. Thus in
ceriableein%bﬁin%.ntst ﬁﬁf@méloflgd thatd ﬁl‘n?tu{ d:dn)belafav&lﬁ?hr(e QEcampn}g, on a cruise
acenent thera (0] Xa es S r
shigyelo)BH FR GergFots (B 1150 @R FSHE: 215166 508 Parbrrepl A Uhroiyels Of EIG or

The ease of use and
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this stability encourage conpliance and provide much

nmore conveni ent and efficient protocols than the
waeoooresisart. A further advantage is the ease PET/IB006/®3925
PDIGQ,earhleg olesatvad ovet thhemotdlme hsaal\d#},el This eatlbe ubedl toSwdhitor the cycle,

abi | i erform
theg%iy? Olil“e%%t ll&% g%ﬁo\?lg?l%crg vcee H‘F‘étn ergl@'c W?Ya‘ftle%(ﬂ’é&?sgsul t can
be Thisabw dainbyf testidg of the mmhcm 1dmtebixﬁl HiRHREE MR dag of use and
. de renot ter vely, for exanple, .a
thif SRR B Fads SR inkt, il BB b mbin coversast MELEHgifRS protocols
thahchadwiree agt. pArfunittr ablvamage b el @ké of ubeyis fﬁt’tﬁﬁr%hanced when the
entj.ons provided herein are their

I8 PSR G4 S et v

convesientrsuch ther the keult R BearbdeivRADOdl JEEIBP Sndd d&fo%’ feg&ﬁimendatlon can
herein are very stable and have a | ong shel

be S reptoRlY- diemgtively.yfosexample, bre&@mmendattlhmnay gome from a computer,

for'éﬂzﬂﬁﬁl@?&lesg)ﬁp%@lfcff%kﬁx%npfértﬂﬁ#ng’ heat or humidity,
or ot her $hy3| cal properties he di agnostic agents

( e.4).8reat pdvgptpgeefithdiaventians pravidet! herein yre their gredtlaccusacpialyigh level
of @t'ihtgm RhfSadedCfse.t FuR-AbR, Borl ﬁ?ﬁk{;od&}% of E‘rogﬁgiﬂ&em are very

dinments, it is enV|S|one
Stalflﬁ &Ws haveg l(ogg gheliclifapi Hijs peowidas e Wgnywbkhplptformt that)is anz{ffected by

oty ey, S BT el

stripflsapde iresd ivimdiatelyavasywellTas days anmbeths et 1 obtahind tesilt. Thus in

f fertili
cerf;ale}xp ngl%:og rTngen {st pqsr é}m/smngci b4 wgya%%q?ggmgﬁog CAPINE, P A Cruise
shipfetct)ewt idn erctbsts, hmd |then en tetum albthe @i lcarfbtheidgHld theeletkls of EIG or

ST

therapy for iirefertilifyr homedns rdph@emé ehefdply Ibg May BF Examldsur t her
ad nta e.i s %Ee ea of use (s férther enhanced when

t he esmﬁFélélan 1sevel apdl muck pesdi dBe prss o wse and
thlsvstabﬂlty hm:o&hlgé bdrypliaﬁcemﬂfpﬁfvﬁﬁoiﬁlhdh héé tcorWéﬁ’ BR\e8H efficient protocols
tha g@venl e t SUCE‘ET hatdthe result can be received by a

8t BFeh et HEUST adveRiegivitete spicor waris bethengehanced when the
handlesi®tvelsion 1l §sed.Mekik Wall Yoro¥igd pmlﬁl th@ arbﬂ&p 'IH?&%M QBIf test

cone froma conputer, for exanple to advis

Wheﬂ@%/qro%fmo?m?f’éx%“ﬁ% rﬂ“fteﬁhf* i neyulty canribe sigceivrd b rredoceperd @ doctors
recchitderRIFRGH EAFERY Sa@ reﬁﬁ%l}} Wﬁeﬂ{ah%] eSS dﬁ?@dﬂ égkq%mendatlon may

clained herein will be par ent roman thro
comefEomya BPMRUET; 19 Cxpledp ad\ﬁ@e a peripd of mokimom femidityl be

COMgbes o
harLAciRe B B Sl e SR IR g i
herein @il berapnagent frpmand shrpeghows the apmdication ang ctmnsagﬂ rofwhich shall be
cons?&e%cﬂ@ge‘a aRléE’”Eh@ V@?[g{} Hclgs?ttq%t% thdrégure 2 is a schematic

illustrati on of y managenent system for

non- human appl i BRIET BESCREITION OF Toginasviaas exanpl e of

Rl S | t first rise in

us?ﬁ%gé ?ro% ?%C%:g{ﬁtl& qﬁ&%%%ag n%ﬁgl R R G AR STy Cf"% uman
appliqatienki ng si gnal was caI cul at ed for each day of the

Cyg 6{1 agi t cl e&-’@' rst daé%
et 2T DO by Xs o REUEY ReRbashieRopRibfr gn-human
application| at i on i s necessary.

Figure 3 shows an example of RIA data used for identifying the first rise in E1G using

14



10

15

20

25

30

Figure 4 shows a standard curve for neasurenment of El G

in human urine sanples utilizing strips which have
wheanospsayed W th an El G oval bumi n conj ugat e. PET/IBR06/®3925
a raoftitiesl Erigef etrasking stgnahadgorithm. nBlsstracking signelf wiRd@iculated fomdach da

. N : whi h b aved 7
of . RIS IR, Shiihdifs B8 &0 BRI U8B B Rl oy
praspevsive. b basplinescajpnlafion BaedessaryEl G and PdG based on

uripar [ none _excretion rates as nea d t he |
col g‘%"‘?én‘P 3‘%%?.”% % Stéﬂ‘fﬁ“ﬁ EUIYy f?rp@?as‘f’i?@%%f ﬂ L‘S dn %mén Fing, samples
utitizing sipsewhicinhaebben sptafed ek aVBEG-de4iIBGhRGonTbdslr € 7A
and 7B 2§1ol?w standard, cur v&s for measurepment of El G and
Pd GBI th PH]VSch fandard Surye F mpasurgpiepieofs Bakp (i dumamh aring. @mples
utiBdiek; 9065 viatiBhave beenpiage Wil PAGBSELIs T @aﬁﬁ@é’ﬁatexfﬁélg ure 8
[

sho the daily El G and PdG excretion rate profiles

f r ofHEWEW BEWs micysrupl oyclhprpgles i Biki pyd PdGbaged opdnary hormone

ex®eton &bl s hithQurdy 6 ileCSoldr iRhGorBfhe bs?rm%d P BRY data_were only
consecutjve cycles. These cyclés are a correct ed for

colipgted qroedhsEl G peak was deisptedre by use of creatinine
ex le?igfu‘g (7]!"1- anfi78Wh6w LanShOWRvds 16 (ng%v%n‘g@)%g)g;?ggteahg BdG in dairy cow

profile for an individual cow
as aepswise rewrinersamplas.i He RAST andPdGolatrawize oltaioediwitlg ELISA assays.

cr [ e ' I, t cl pse
cor Era SRR 8 il BIC SHEIG ko RO Buc SIS B5F e S8
andFigire 9rshowe thef daily @1PdBdiRdGoexdestion catagjofitds ffoni céwW68 based on

V, I ' hne vel ume.. Figure 12 shows
twopr&g%e? tlé‘%o °f6$e%ﬁr}§%§;&h egl%regﬁ u°8hr?%%‘f%’ VR MRS 8‘%“‘3% by use of
cregtvdsiexendtiom il k (cow 68). The profile was sinmlar to
. t hat. h rynary dat however, the PG| evel from

th?‘ﬁ% Emélga"n“%ltg%#‘\{/\aé% neepin o i@ A nHB‘E]‘E‘é‘PSQB‘EVi(EW G sbefore a
adjwstrdent fonrivavolame dnmaderacstrdikg to@kdafiBine piofil, € 13 shows

t he..snoot hi n ffect on the PdG cqoncentratjon profile

oy TPl BTy B i abUAOR perh T bulliss sk SimsrRt the animal and
the ¢atiafolf €8 1G#RAIG iroutjler t&hdjumt or 1tk vahawds ih@e SAROIINMY ef f ect

on t.he Ff?GBexcreti n rate profile obtained with )

| at'éfBf ' ISEWSE PreiLe B@W@ﬂ?ﬁé*?&%ﬁ%@ﬂl%@@eﬂﬁrﬁﬂ@p&:mﬁ@sered in
millg (@wi 68). Clherpeétile ¥as simiBik toPthdiSr S WSuriiatyeddi, Malvb @, 8L PG level

regnancy vja the use of PdG neasurenents utilizing
fmIEE‘?t‘ss&?’Eéélayfef 8ras Bareh pWe aad dgtcorpsiion s edei fon varkitiges i milk
voldfie.Shows simlarity in the excretion rate profiles for
El G,and PdG between neasurenents obtai ned by the half
st HigEe e FBeMarthe t mootings ffeste AR sthe bPAF neelicoyiratipre profile by
noriXldatiGH oo bt &Eatﬁﬁfel?x%qsﬁé?ﬁen%hﬁwﬁémidﬁ‘}' ne sanpl es.

Fi %ure 17 illustrates an El R Standard Curve. Figure
18 Fagveind? shavisrthesmecdhingrafiest pushe RAG prsratioG raig prafilé olriained with

e B R P o e B R ar o

cudigare 15 shows determination of pregnancy via the use of PdG measurements utilizing

ELISA assay for PdG with creatinine correction.

Figure 16 shows similarity in the excretion rate profiles for E1G and PdG between
measurements obtained by the half strips method and the measurements obtained by the
Ovarian Monitor method for the same urine samples.

Figure 17 illustrates an E1G MAR Standard Curve.
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Fi gure 20 shows a normalised nenstrual cycle PdG

excretion rates as measured by the MAR system and the
wo@viognsnonitor. Figure 2 1 illustrates the fPCHIB20®®3925

da¥iduee ESsdhowa b edrmidigedmerstrudlayélo F1GRixepatien 21es g tgesured by the

ays fro EIGgeak to PdG cut-off day. Figure 23
W\ge%%t@?én & oG e anci ng the PdG MAR standard curve

COIFiged 190MudmRtcs a®aGIVIgRIseindakd cluveist r at es uri nary
excretion of PdG wi thout corre
1@?@

i n Figwee 28/hops g noBI? Menstagl ciyf(‘flfb a’ggreg{)rggorma OFN yleasrﬁ?ed by the

%%‘ggt@ﬁq'aﬁﬁ‘th@fovﬁﬁﬁrﬂurﬁtbr correction for ur| ne volune in
cycling cow. Figure 26 shows 51 qt&?/ excretion

of FH@M“M@S\WQWS%E?FP@&@FW‘%‘ WS e in the

CV%%JPM&WWSE ﬁtffo%l BYG E@;dk%i’&@k@t’soffh@ ratio of

uri nary excretion of Gin the cowfor th

d etFagtm bﬁwde@fct%fgttpusnﬂwm @EW@@@E&F@WWWN@C%E&%‘N rpgthods

ﬁfﬁ{xl te§ Eﬁ:‘?et Yof PB! WithovifbdriéBon for urine volume in
co v%ln?l ues 0 rml ecul ar bi ol ogy

the ¢ydliag valv ng recorrbl nant t echni ques) m cr obi ol ogy, cell

Pl}‘%}%&? 8% 5}!&1&%@ a?ﬁe/ e}\imcy%fﬁh %'f Exl %P@E@icﬁxt fo¥ urifd¥blume in the

of the art.
cycﬁhlg)dfbvst echni ques are expl ai ned fuI ly in the literature,

oni ety cpepor A R IR AT o FHEAR, for wine

volﬁiﬁétﬂtﬁﬂc;(cﬁ"@hjwok et al, 1989) and I\/[lECULAR CLONI NG

Rusai gl Jfgfpﬁ%fﬁt{?h%{n%lﬂ%%df’ﬁe ioh R TPACOPHG 3 the cow for the

detdtBibR bfles@fs. ' Sanbr ook OL1 GONUCLEOTI DE SYNTHES| S (M]
Gait, ed., 1984); | VAL %EL CULTURE (RJ. Freshney,
ed., 1987); HANDB(I]( | MVUNOCLOGY (D. M
Vi TheSpridiace BF 86 k&b, 1n%ﬁﬁoﬁ na@eiploy RANSKERN VOGRS ch@Rues of
MAMVALI AN CELLS J. |\/l Cal os

M
molegez) ; bielorRERC! bttt @@8&% giil biology,

biofHERL nfdleidheid cﬁéiﬁ}st:rl_y Ja%a Tmmiufslbgigi |mhsara mithiretht skill of the art.
through 2001); HE PQLYMERAS REACTI ON

Suc(hwmhnmesare axﬁlam@c@ly inqthe Hieratise opegp & fjnpted to, by way
of %%qu X diBetiar@@longRN AGtapBkaATOREMANU AL $dJond Bltion (Sambrook

Y HANDBOOK (D. WIld, ed., Stockto ﬁll::
et d/9943%9) @ﬂmwm@qwm OUBORATERE MANUAl t H‘é §S‘H°n (Sambrook
and I\%Bs\?écf: ggw ¢ Bﬁﬂ?sa??lgﬁﬁ}wd Hd8S rddr tb MYl Ohd CAJambrook™;

sse e bert, and N. A Staj nel§
OmechammrSemmmmweemg@ 40843 ANIMAR (GELLGLLTURGI Ry [, Freshney,

SRR AR S DMLt

GENB TRAMSFAR (V ECE0RS Koxg\gsyﬂwawm@mmﬂm &\MRB@?’JR?GQ‘% 1987),
CU%@IF%C&&E@LS%rW%J&I R ; ())/Ll'c%k%o@%oﬁﬁs@%pésal @k.d1987, including

and' i ndi vidual |y referred
sufiptente@tsethrougls 2621)] BURaAHE PANEYERABR SHABYBEACTIRH,, (Maglés et al., eds.,

1994); CURRENT PROTOCOLS IN IMMUNOLOGY (J.E. Coligan et al., eds., 1991); THE

IMMUNOASSAY HANDBOOK (D. Wild, ed., Stockton Press NY, 1994); BIOCONJUGATE
TECHNIQUES (Greg T. Hermanson, ed., Academic Press, 1996); METHODS OF IMMUNOLOGICAL
ANALYSIS (R. Masseyeff, W.H. Albert, and N.A. Staines, eds., Weinheim: VCH Verlags
gesellschaft mbH, 1993), Harlow and Lane (1988) ANTIBODIES, A LABORATORY MANUAL.,
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CURRENT PROTOCOLS I N NUCLEI C ACI D CHEM STRY John W I ey
& Sons, Inc., New York, 2000); and Agrawal ., ed.,
WEPROTORAES FOR OLI GONUCLECOTI DES AND ANALOGS, SrMTHEBS66R03925

’ Cold\BP mmuﬁﬁsaﬁummw szmnd Harlow m\Lahe r(h‘29)9) U$®IG3)NTIBODIES:

ess indi cate t f r
A LARERN G OMPHGbalh e o, Lahersy BRRacHR SPnddiEvor, Ny
(,mﬁtl%,pﬁﬁtﬂ echi AR BrefeliB@I6 HeRil®is tmbatowaam Ill@ﬁe),d Bfeamgb et al. eds.,
bel ow or elsev\herelnthesemflcat\v@p ‘gglb h]g] New York,
CURRRNT FPRAFRCLE (O STHCEEE Prﬁé%rﬁﬂ#&mmgbryt oY > YPSeo Now Yor
2000854 R{g‘ra‘wﬁl téae PRURTLASESR OQcEGUE SbABELNDINATDGIESYNIEESIS AND

presen test sanple. The anal yte can be any
PR@W%%W@@FGSWCCNGWHW@Bé%?%ts a naturally occurring

Spqﬁ'Lésgcln&éa[Péﬁ' OferWRELEE f()ﬁ(%?iﬂg 3&ms %v@me' #006Wihg Méanfn@§ when

speci fic bl ndi ng menbér can repared. Thus
usec herainzing tire thie appendesdociains c dhogederms dhat Brermt flefnsd évelew %@ﬂsswhere

mt ec'lgca%og rs]l%jll ?et'ﬂap?r? E'e%o 7z ARmgY "Anal yte" al so

i géni ¢ suBst ances, haptens
ant Maljrteéms uaenﬂlelmmm thewsubstascetth &¢ deséctedaxhich mayrbrpregsnt ig a test

N an felgflal trclzgr:; ge[g?r{g(as%stantcg ?or%%}ythgr %Qigtb ﬂ%l@%‘:@t@n@% specific

occurring n partn
b1nd1pglm61)bes Wsueh as, srhentitedy)pfor sfoﬂ whtchra alsecéicnla jog nagimhgr can be

speci i c bi ndi air . for t t
e SBEE eSS L el 15,5 BT 030 i i
meﬁﬁérﬁl(ih aChdsy. hanalpmsresso mtledeslady ,antwgehmrmb&tancdsr bggens, antibodies,

5 o 1 S BRSO B
by B4R Re hath@ly 6dcutingdpdcifasthdisg partnesYpaiis) i\hh? asfhowse of a lectin as a

subst ances. The details faor the prepara
meggher A oipedlia huding @ais dpr e SPtFWn“F@P Oggéaégﬁ%iﬁ%& Apgies include
pro{??:lll{%d'ﬂ%gtld@ Mgk AbM-s, VBbimdhBY Wierbfdls! hrﬁﬁtﬁmSkldfdge d(lhcﬂudﬂ@ those
To those skilled in the art, it will

adr@zpme&sh for clfierepratic tAvEPosRSd9s Myelli & dligih e&WPi"eé)e t&ﬁ‘e“%f vipysgs, and

meaPORE o8N ahitioRie® fo ARV YHeSboRefBsthftes. PEh RN F61Cthé Preparation of
absolute terns. The anal yte concentrati on may

suchpniihndied apdthe spitabilipefor Byerns speélfg‘, binding rgerpbaqxibge aﬁeﬁ Anown to those

sklﬁé?it 1noth5 Gt atiViRode QL IRE if BRCRA I @flf A% B apbrdcRha ¢ tﬁﬁllclfhe body fluid
present in the same sanple of body f

lu
“co@mmamrl”wf thetchosen pnahye e dtralyigsaged 1) be gsagpred in a‘Pﬁszl% fgrms. The
anarlﬂ @o 1CEnt ?g am& &b e'aﬁlr%isaneﬁﬁ&nt@}ms €. ?n %&h tdn3t 8r b Patio relative to

to the actual concentration
thegontentationofh re:fa‘we@aaiy@ @rasentiuihe damg wmpid ofiody fluidy Senerally, it

WﬂE t%te al fed 8l a, ts%gfa%egn%ﬁftet $ ggﬁaﬂn!g GIHEehCYield€ of Qgnal, convertible to

er m ne aS|gn| i cant” change"i n
nuraerficabtate,orelaeedtto ditd autmah asnosuization.ceb. thaicsioh datacpey be\gaapared with

Slm"@{)ﬂ%g ﬂﬁtlﬁifglﬁf %tt c? @g@&%&a lsﬁl“r gi%meg‘f% %\é\ée&e%}‘nﬁ{e vglf%ﬂ{epgr n(ﬁ a significant

an ana yt e
chagp ires&Biab boricenttatiob Basuederesit Godoridinghyd Wwhere e memﬁcetthe and claims

foll pwi nqg gpbbre ONS, ed f
belii T 4 e commtirot ! ot B mE Pl 1 alél%a A Bl is 1o be
und?d’rgd)dﬂlﬁead(lﬁrg R); asparagi ne (Asn, N); aspart| c acid
gl uﬁgtﬁ% t@g%ﬁg\%ég g}ﬂgr%?ﬁ@gﬁ?aggl!?eyn@ge?% gt’ge 81%0“)11’@ amino acids (and
reshi)u§§ iheebB{ lﬂaﬁine {7&1’;1(, AB @ﬂg&mﬁ‘d @eg,(R)easphrhgint (Asnj N} afaetis, acid (Asp,
;. lysine S,. ; on|
D) eI i o R B ClE O SHEHT R G ERgl: EY) dluiamine (i QY histdine
S); threonine (Thr, T); trypt ophan (Trp, W; tyrosine
(Tyr, Y); and valine (ValL, \{)7 ,




10

15

20

25

30

The term "am no acid sequence"” refers to an

ol i gopepti de, peptide, pol ypeptide, or protein
waegaenas? a fragment of any of these, and to Pelt/B20d/003925
(Hisc &l risodgpcie dientlh elendnemglens Ul)e dysims (Wa) IK)@Snédtlgionine (Met, M);

Holgl .ot her represent ations of foregoin

phéty iR Rfe 39; SIS CLEM TR Ber it wconiss, 3 afboptgpban (T,
Wk aosiled TyAY ) md dalver(®aly, V)anal yt e signals which are

pho trig i.nclude signals. characterized by ]

{r ARGk it 2 Sebp R (oI erit o) cdearde apidep gphpepide, or
proteis sajuénce Alaghibint o aayi of th¥seD3hd T8 hARY 86 RAN Synthetic molecules,
re %?rtn zed in the art, including for® exanple, Visible )
as FV.E 1o plegfamics proother repfpenBHensH JPregeiag switabksfor gesdin conjunction

with@lcemPuted fdleXhfipls] gnal s whi ch are el ectroactive
i ncl uded signals which are characterized by the

gene? Bieddsresn apalye signals whigh siegmetametria iapldde sigtabsathatatterized by
rer et ) oot
traf®hididn-drRFREAI vAdIcHRh t&}?l?itﬁlgg QO%S%E%HQL i dar{%lg-vgs%l%%?ngthods and

el ectric and magnetic ve a
megisq egpgnizadc iydbe drprineluding| for eempll svifivlendight, fluorescence, and
phd?.ﬁﬂcﬁ‘é@&{&‘é,ti c particles and/ or supermagnetic particles

in a magnetic field. The term"antibody" is used in

t heAbrssddesseinsenabts signals whichude slavbomtivo hatudad sighgislivitsch are

IRC: ' f . cl gnal .antibodi e nd ,
chadb Bt b) e neral S0 QedBe BEL B0B1e R Tl SR B arrecognived
metands nddnews fondetertinpeddctriccand mhdghetiti Sddy, R @reselitbReglileGignals

: [ j , <antl body fra nt s . g.,, Fab, F(ab')2 . .
B 0L AR BB BREE b oo b s i s
magpetigfieltthet i c) so |l ong as they exhibit a desired
bi i.cal tiyity. These antj bodies,, binding L
por I%g%rél oapﬁ?c%dg g }FE%F% quﬁ%§r86$qst :ﬁapﬁeg @dplaplpfl%ﬁ%ongplonal antibodies
(includirgyvefulll slehgtier @ofiocloanld affifodizh,0fand EHoRBE a8 HRicbhioN @ntibodies),
the constructs of the

ltﬂer of . gre alll useful, i ( S 0 >
polyclonatibpdiosr miltsasaio antibeditsc(s2s PRprriis aniipedies antibods fragments
(e.gp @b, K{ab"R fan@F )\ hid dn@iB&Hy HeAitdtiveO (s, redtshimiat Mds?yﬁtfhhji@ so long as

anti.gen binding or variable regions. Exanples o
theyaﬁ’fh“%Ba Pl g‘i’f&%@ali 78yt e Thes antibgdies, pinding)pRrtigng oFfragments

therb6FABINRE pErtioMARRf fintinBa s jr QS
7 Efgﬁcg anti e%nndi ﬁ%@?‘%ﬁ%ﬁ% %g% l%ﬁ%ﬁﬁg&ﬁggéomm all
uset}"‘ 4 .?ﬂn,smé%sc‘ﬁ%lwlflﬁnﬁo@i ngl e antigen binding site, and
a Imas kddmabndiod) a t refePselB\%gﬁrﬁdh% %E—Ien%ﬂh%h%odﬁnand includes
en bi ndi ng

F( ab%_z fragment that has t antig
the pRtigepdinding, ¢ wHable cegicnpa Bixemples of aibolly fivgmentaintiuge fiab, Fab',
F Ghnd FeghsHaks O o f n | [ ermed .pFc. ). .
.(a% Ssed he%gi rt]s tPE o id%&@a%fn%ﬁ@b&% #)ﬁod{rlgg ggvg tle%xgwgl antigen
bindipg fragpgnis calless the Fab drapmentF¢agh)witne sighebantigerd bmgimgrits, and a

. ' f. The Fab . .
e g AL A A0 ARG mebhEh I nad 05, hDeippindine
fragmepis fvhinh ato papable of crobrelinkinghantigépiand angidubleothdr f&Ement (which is

|nt [ AT h hai Fabl..
o s R ek bl b NS e axfeso P

F(aby ané W(abds frdgreentsagnd foectivasl autyits bt shaligs thdredfherhb ey Yragment,

' in includ one, or .nor.e steines from
s SRR s HOPF i OGO SBLATRES o 0 S o
consteat domaih (CHERONIthe heawichdint Feb' Giiginents iffef HoAUIRL Raghibnts by the

1. opst ant, dommai ns.have a.free thiol agroup. F(ab') ]
s RS A 3 Bl Jerbinua 5L gt v Ahaniat el mtuding
bond at the hinge cysteines of the F(ab')2
18
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pepsi n di gestion product. Additional chem cal

couplings of antibody fragnments are known to those of
woeainaty7 skill in the art. "Binding protei ns"PCHB20a2003925
ong 9t Moteysteinesdivor the ratibalythitpedegion FabHSHbi3dle fe &M Berein for

' b’ f
RSt 4 B bbb AT B
fragmbltts g eroduced Iﬁ;ndiledmgh &fthé disutade bardrat StHIRRWY steines ot;c the F(ab"),

any

r other. ant i gen-bi ndi rot eins,
pek’/%“ %ﬁe ﬁ%‘@ b‘é’g“%th .ﬁf@ﬂ%q ﬁl*fgm’aﬁ‘. mgg Ppatttlbeﬁwrégnwt& ap kgown to
thdseoﬁmdlhmsmlumujaqgem C in a subject. The term
npcl.onal ant | ' as, used herein refers to an

ant | Bdipeoppsinge dnﬁe{@n?‘gib%i% |magroglengs al‘&il?b@?% rantibgdyyfragments
(inbloding FaBOBSY', aPab’ ﬁo@h@&?v fraﬁnents? NEndaP ShifbsiuR) smgle -chain antibody

z%? beOd' es conprising t Fropu ation are |
MORERIES, inuligpecifie §¢t&0@eﬁ&rmﬂb PR aaelzqﬁwrfra@@entm artothen sntigendbinding

profdiiys, tE@y PsESARth dy Bene mﬁﬂg UR an1%¥9 ng He%vlsg ne%]l{ep QL% Tess
may bri

be made, for ‘exanple y t
impRogenig st bised by Kohler and M| stel n, Nature 256: 495

(1 Fm
s 9%1?;81;11? gﬁﬁé the{eﬁ‘?ig(?(%)p )éR/E)]nOC érs FE {) %ﬂggdy”%tgalhed from a
popylatign @ésqbgf@ntml]ydlomogcmepwabcahﬁs; beo,djae iridiwidvral aﬁlbld&ban)mprlsmg

T N e N T

preginglin mRiRcr BAOWEQ7 No8&Ignal hmtibgdiaemady, bé headee Ifcm example, by the

BB SN BREhy KBl B S5 AT 7 o

maéﬂ:by mpdnyblmnt aetliods, td g sasrieseribed in&BéS art. hMbno@bﬁﬁh@tiboHﬁ@Hmay also
ogcurring nol ecu

v R0, e S o O L i o o,

Natore3s2 6al- 6&8)@1991)9mwﬂhasdﬁ MarlQk ¥ROPMoH Biol. 222:581-597 (1991).
I n the context of

poI nucl e of, .ot her nol ecul e.
Pl Hfh o ferma ot e ptgpapa Melsoul diing & specified
funeticang | fenctione Mfuﬁbtﬁﬂalbéétlﬁlhy&oa%ﬁbﬁ% Ry bBeaY lighi ?‘@ate%an or

b g% si il ar ogyess r et a| ns at |east one activity
abop e JAme asy anatyrlly Qogprsing guojecylss i ve" of bi ndi ng protein

I m‘AstSéii el N@le Pleh EtRAvativar '1@6115(1%3 Qrchfeﬁlﬁzgmcﬁf idall& of a

been chem cally nodified, as, for exanple
POI%RTHF“{% Bymclegtides 6F 0 @Olﬁ%ﬂky eltﬂﬁkﬁ eanéexg of this lnmmltlemull ‘lerivative

polﬁdé eS, fop&&ﬁﬂl@bﬁ§ modiih By gg;cl ke d;ﬁﬁ’ %g%gﬂécﬁl? g# g'aresmllar process,

epti des al so be
retaﬁ’é I "% %@ﬁt qng @C%Xltyh alarrryamples the keampderivative'h of bindlidg protem includes
blnéﬁ%teﬁdét {leﬁ‘ﬁﬁts &eﬁ]&g{eﬁﬂschat Rhvd 1513%1? flén‘? Q?ﬂyr drﬁl)cﬁf' LG B 5,0 & éxample,

erence pol ypept
by adgitjon\af e fof @mr%npwwtbylmap@y@d) hmb@phs,(mlgm, Ifhospha’&a,yand/or other

sucmn%&ulaol €/> ma@%lsﬂ%@ ddé}ﬁzlre&" Pr%m 4, rgf%%ceeggyl?elpggﬁ by having,

including p pept i
for example.y IamrnoS eml ceubstitationgx dnlpﬂlcmsf 00 nmsaertmmst fetativ@rto a reference

[ [ e f ¥ Om art,
ol BERBRL S, S5y SO BB B et o
othgy pelspaptids. PAsused hereinua mmpmgna m}]c&m@rpoaypamdes crhdyaﬂso be “derived”
1 t t
frorﬁ ' Sﬁa‘x’t?cuia)‘ %‘ég{a‘% t&? %gd ar()alr i 021? a; part, 7 éc‘ui}aglro?ga}%lxs%n ftgﬂg:lr gflpe or from a
partwgla,qulmptldty ohcéelc sgid,uriotigr ¢dmpoai®ihiat ©predviitli@é b&ficular organism

Wil IS possible that intercourse wl|l
Orageslu‘lngrtl Ao rt| li zati on, because of the nornal

viability of spermatozoa and ova.
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The term "high affinity" for binding proteins
described herein refers to an associ ati on const ant

wQ@ B@y/oefisat | east about 106M'1 or 107M 1, pr ef PeEIB290G103925
| ea&%tusabﬁwém,ltﬁh%ﬁpre‘ssiomrﬁfeﬂﬂ@plm‘sé’r 1alu’se}1 taimepe tet inddyvaltin a female

menf]fgg @qggpgr@?%t&gé Pve?x?éf o 33{95; urin Fyﬁ}lch ﬁgsséﬁ?f%%at intercourse

w1llgés%ﬁli&fertxhzhml Be%h@sé of fhageﬂﬁzﬁ waHﬂiyy ckfep&rmetzbzozmnda)va ous
assay formats

n_the inve n
£ hBb S E AT BRISS ORISR BELF GRS fRE TG Bappeociation
con§t§rﬁg(?i‘3 of GPMERL ARGt 20°V8T epab’MEnaEeRiablygatcCleamd abost” 10°M™', more

whi ch apabl e of eneratln
prefbiagizat esdh abovAITM" B EESeiéo HEIE PREFIARY LRt GBp a0 R or greater,
forg)gyp?ecgﬁg,)lotzmlaor%p&gérfl c binding nmenber for the
an Speci fic binding menber"” as used herein
rreérhshcatmm@rts ‘ohag bgpmd i verions assay fgsmpts usefghn the inventions,
mclw]ﬁ% leoﬁé ?{?gﬂiedn‘? feSdt b%& h\@i‘%ﬁ{ eTQ@%n&Eat&J‘ﬁaéﬁ{’eMﬁﬁesda “signal

em ca physi cal means specifically b
generatlmmnﬂmwdlah@) whnqh &. capablmfcgenqr@imgtadn@élﬂrh@e gignal detectable by

ant.i bod C f “
exteé%aé Imetany cotxr{ﬁggga g@tgcl{%df{%ea § e&ﬁ% éxlﬂglg ngeéﬁn& gor gﬁ’é' n%ﬁaﬂger K fpeclﬁc
bindiny n&mben”fasmstd hateingngas e, m¢mmlr wliarsgedfi¢ hiading pair. That is, two

dlffgrﬁgﬁ n@%ﬁeﬁ wrhget %5%3 E F’e&flgs Qﬁro%ho%hé?m%l or_physical means

aVI
speﬁﬁml@mwktsameth@ secand au:ﬂecnle aIncmidpioenB rﬁealgyamwlbeéx mgamber of a

ffector or ecept ecu _
Spegﬁg §ﬁlaln§ quagqr 3} léfP ey the Iﬁg reagﬁnq gﬁ%y?rne € An%blglg of fany specific
bindifg P#iZ YiEudigélthehkapkdnketi- h%pten systenoyr shelc bd bietis peaiti- blotm, avidin,

bi ndi ng nmenber c an antj bod n antige
stregi¥lSo &y PIHE e @Hﬁw ¥ 1 FF&Pm.as iy A0 B hence, an
eff@tor BEA rdebptbiBoladudd, W Snzg'ﬁlelcﬁfaatoﬁﬁm dﬁbym &ﬁ)énzytnﬂ: ihhibitor or an

capture reagent as in ti.ve assa
enzgies K1, o AR FMETBPTRERIG ° § SHetfschines TRy PR giibody, an
anti@S BY an ARibE&FshtiZEN Ediple:d het i Sagablcl T bR either to the analyte as in a

I'ncorporates the term "conputer network"” such]PFe a}p £
sandyigh 2664 1o"thes PRPILE JeoE R 8P &ha SSMPRITE GEsal Hgo thppancillary specific

blnﬂlﬂ% eﬁl‘Bt:r a%h%rl infifectdgy st ood to nean accessing a

W red conputer network as well. Herein, the term

" c ohpused hermiat the tem ‘Sniaret’ ipeaspQsePsathe tgsmbloprpyfer network” such s
an aﬁm?l%ﬁe?'”bzlnﬂ 3%&&?{%%?6 WHeksnoP i RifdriéR tsRalf PERIAEEKto0d to mean

wor ks e understood to support nodem .,
accdsswlg-adprctyumde:gmp@mlsnetwprk '4s Sesilla theaein, fi¢ teEm | “eorpipuser networ shall

mcc%ﬁg%  fblilly ?AaX&tﬁ@beﬂg\ﬁ&r neRPK K ?rWa dmpubd: Gefvohi, find shal

I's present outside of fromits original
be emieistood hesuppat mhdan diekwp ¢onnestiens. f rom its ori gi nal

envAr Qn petd” QIIILO%CUEX ggpg,g‘a pt@% E&g@ﬁhﬁ 891651&8&?&%«:)‘ fefers to a

uraI y occ rri ng
momaﬁla n}mlt isyprcselommslda of fromyitsueigoet crrj/aomnerp ot bz;sé:p’@m thmoved from its

orlggeﬁeenﬁlgrnyﬁag tJ%r ?xagl le??heﬂural en?i?cgléﬂeﬁg lefe}g rﬁg‘l tl.géd;y &:Iaﬁmng) For
exanplE aofamadlly-o@éurhﬁ@pml;maml@endmg pnkstpeptmlrsesemt in laélvnmt amraal is not

) tem (for exa ot e| t

15015%%1 EPE&'ﬁ 1ol Pe r?ngel]egtgc{ e PR 5{-1?168 lg ér e dratFﬁ? é);ﬁg¥grg§ ogsa’ll of the

codx&tlh@ﬂlaﬁflﬁls @nthe hatwahdyisem (f@ferimple opramins, g@m carbohydrates, nucleic
ant.i bo‘q(llt? hapt ens, hornones and their receptors,

amaﬁdﬁﬁP nucl ei ¢ acid and ot her or gani ¢ substances for
whi ch a specific- binding material can be provided.
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"Manmal " for purposes of treatnent refers to any
animal classified as a manmal , i ncl udi ng human,
waleowsid167 and farm ani nal s, nonhunman pri mat es, PENB2p@m03925

SPahé SernP Flige H” a8 'uﬁé%l' B, the U;ﬁbseﬁls irfegon ﬂ&f&s&s ant(mhs antibodies,
cows, etc. The term"sa | ude

[
haP@%ﬂP@gonﬁhar@ﬁh@hﬁcqpéorf,éig galb@gp Qif-a ch gfga[uﬁ gubstances for

whi@f @%E‘ﬁic“ﬁﬂcﬁﬂéin%nﬂ%&&ﬁd hedd&er ei n and i ncl ude hunman
an ani mal dy fluids such as crevicular fly

e Gon pfessFost YRRETPRAITCIRTSO Y AR Rt as @ mammal,
1ncl§fﬁ$‘ ghmg atg)%su&%{deﬂfrﬂ%hﬁ‘ﬁi rlohiirfhn pithAes, ah&’ '2'9(51 sports, or pet

arious external secretions of t
anlmdspuﬁlasdng&, horagseesats, eryvs, &ad geni touri nary tract s,

?h? ’te(r&al %ﬁ{@r&” Holubies Bﬁ@bélgal kla gs Ghich %fn Wﬁét%t@%ﬁods of

0ogl Ca ds SU as ce ture
the mqsent riateatiors describescherdin sné inqbusts mas aardohnfm‘c}l hgdy dlujds such as

An d
cre‘?'g“i?refg‘e (E STRE; %P S“? b%;(rg rr’p?l nXYhﬁugJ; 5‘% B o@‘?r%“? Eér*éﬁés C rﬁgd gerebrospinal
fluidl drﬁhie; hyingdh freidgiand arareousmxteerrqblsatracbns of ltlee vespitatary.t h@stlnal and

e of h ent_inve S
st ol S SR N e SR Lm0 4 1 o
ﬂu1ad1§1ﬁhragedlscultox&tsabamarms rﬁxéd thsuespeyimess arlduined el gpecimens. Any

sub R 41 66 St D SR sen B SRR Ge Pt s desgtiped o
iderliffe@ Gbreinl a5 @nteniphddso bEM?tHw thSscope cﬁh]ieymnﬂ inedntioke

al kal i ne phosphat ase, hor ser agj er o

Dot e AR IR S8 s AODHBET bR e EBIP ALY Byl spmosens,
catddfd k! & chABRL, IubnimtQent lcbinpGualds Gt ab tﬂuMdsJ;enbend rhodamine,

capabl e of producrng a signha erthe

r by itself
che@éﬁwmréqenforpwq*lﬁd% rrdionetiYfo plemaRisi adoftEet §1§E?§ la‘?rgsegéxamples of

ﬁlélti@é aﬁkaﬁﬁ@ pﬁdsﬁ&taﬁ@ hétsetalisk pérafighse, ﬁe@[-gmlaﬁ:., and the like.
coI | oi dal gol d, col ored | atex particle,

The splectipmpia partienlar laksl isenod eptieal Hyarta\ﬁ@gtﬁeqap%!ﬂfpaﬁ prpdycing a signal
cithbf) %Pﬁge’&] l\éprhq Wﬁﬂ&ﬂox? WhE bR bARBRNRALHEnd 3ubskmbRs Th@ rflabe:ls can also

have surface properties that al
be alnlbleblebﬁl,e@r @xamréwguwalca@m &plered latgx maﬁelanpru@wéalbﬂeolabel for

oxalr E?Eﬁl%eﬁcc‘pa da& b n%@ﬁ%éﬁ% ahdghe®f ﬂaﬁfc‘iésV& other PMPs

ans t e arrou J ect” conpound t hat
whmh lhhveedurfaed praperties th@tcallpwmb@bes dr apcogniting labels ity by conjugated to
thegar‘?%llé? system animal, or human that is sought, for
e, by a researcher veterinarian, medical -
dochmr fermr “theiapéutically. eﬂwleat ameownt” st ghet @mpwnthof the  subject

t her tre e [
oGRS A SRR PPN bl ARSI Yo
thafllis eaubint, Wiot fextrhple.condi tdseanclas vatdrinadan, ttheBel jdectahi @hclinician.
« gnditio Sl b even fackli [

TTBZI#B’ﬁ? to Jefers t831[9 Sriapesul 18% P{ %rtx)dn?r{ogtpg%ﬁtlc Io'}}] %&eﬁrgntgtﬁve théasures.
Theés e éed df hﬁaﬂﬂ&hﬁ_ﬁtludmthbie atkiesdycw étd the @omditiort rweallgastthese in which

NCENIINT R RUNT EETGENCR 1 T
| nVﬁMﬂe%péW,)’th@@nveﬂmeﬁb eltte@sd o Mdhi@thg the coutpitnedycle in female
pro ram pro t, a.device, ta pr Si ystem ..
anihiS 6 8 PRTA S DY SRPTETA BEnd YOI B Mot Vi pebion may
be &hbddi& dsPufdthéd 8 cbﬁpM&ﬁfr@%ramfpﬁﬁdu&XaﬂW1&, aldat Iib"ﬁﬁssrtfﬂgmgstem or
the fertility of tqlgeferraerramr? which.int le,
as gkibf {gllforfr@poréﬂﬁgﬁgq o farqus |a§p[e9t thF dpveption is Bi?gg’t Of, ﬁxamp e, for
One aspect of the invention includes neasuring the

fertility of a mammal (inclﬁging humans) by detecting
specific analytes in body fFluids.
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Various body fluids may be tested, including for

exanpl e bl ood, crevicular fluid, fecal material, mlKk,
worwas491sieat , sebum tears, urine, saliva, anEk?T//Hgmﬁaﬂ03925
mqapysing thecfartilisy of the toymafld mardmalmwghh inmirpisekeful fod edtancing fertility or

th
ORSSIASHE OO ok ISR TR 00 LA 5
(indlading bympnsd by deebting slmctﬁccaaaiylbﬂndmdy finident | y used by

per A re no erfor

P oo igus B3} 0RloF oS we 1R EuliBle B et Blods casiaur fud, fecal
mabaial, afilkemscust $vest, sebunt) aeatssﬁﬁleaslahh@ﬁﬁd Odginal fl@id. Certain body fluids
mlelﬁé )] rrqutf wher e u?ertal aninal s are | ocated. \Were

i Do pEASTTeA o mipardcuiar aimal snorim Ad o dhan oy Re-afPay i can be
andlgzetia K‘Bdﬂmbbhoﬂsh th§a&bll ROiced \RbvE@dd hedin Bih &r&h{?%ﬁenﬁﬁ ﬁsceg'?) persons

Al t er nat.i nple is taken wi thout direct %]

thay, a'iet’HOEF?}B‘qu ‘BrPerfP%‘%m%WSﬁ*ﬁ?' desting progeduresy Ilaﬁplmmbﬁdtm@ts they are

pofedbld QLtheyPEandRMiseE atHonRl R %?&?env?x@ﬁnéﬂ%ﬁé;eecertam ammals are located
concentration may be neasured in absolute terns, or In

Whez the ibody theifl ds frefy @rhuzan subjent. the pasple pancbettokenty the subject herself
or BY ik 'b@tltsdnp nAB?érnﬁlvE?i #5dt ﬁﬁ]ﬁ@lSQ{iléhWﬁoW cﬁ%@ﬁﬁdm#a% éotta glpatlon for

sane s tes can

exgmle, é&ﬁ%‘l’fé‘n asgwmamﬁuﬁc@@ dexice or proeehsr es knovvn in the
ar tTheAcﬂl@iy?/et c%ﬁ%oiraﬁ(ﬂlt ﬁﬁflﬁet méa'gutIe&] A6 ttclar(r)nr% (I)rgﬁlac e(ljuvb terms such

for exa rmones,” hor none erlva ives;
as h@%ttmwbun@tcawglqon@str@mmf asrefesdnce gmaiytawtabml ih ﬁlﬁﬁsam&ctample of

boc@f f‘rﬂtg? ls’%;tﬁaﬁgfgse%%&/‘pﬁgﬁwe%ﬁr eg< Fm]gla,ebﬁ/ 1%?“38@510? §°°teﬁ‘§f35 Wn in the
arthAnglpteeef intdrasio Itlm:iBYentloll lnebudafnfd)r&axalﬁﬁlﬂ laoks, sdimbid ®Rrivatives,
d t nmet h

BB SUUECBIGES R BB RS EL ee oe
lndilzamcifcﬁerybm rone 3-gl ucuronide,

pﬁ%m{% gx%%%t%rg?qgtgl’éqh esél&?pg& !bg :Fllete%%lgisslfgcrig ér(z:lxamlglg estrone 3-
sulfﬂtegl Bduydmmyed&oneesﬂﬂ@dﬂo@}estrdn-ébet-&heﬂm%yésﬁﬁﬁ@ 4-methoxyestrone, 2-

droxy es 7b, 2- netho -estradiol-17 b,

met% S &?y ésﬁuﬁtrﬂ m ]]%gquO@ S?U-g ‘Ir@mde 16  alpha-hydroxyestrone,

estrﬂdlmalm)@ﬁt-rﬁﬁdilrlaﬂl - glﬁﬁb&ﬁ@ Sridl; USHARSIL F8eta 3- lucuronide; estradiol-
7b, 2- net hoxyest r adi o%

17688 Y | BRSO deola,  BE P Adiier bt Rawtspyestradiol-

17b¢fa B-shiysls, Ogsﬁéﬂﬂﬁ?vestile@holﬂ%e@@tj lﬁéuroﬂlﬂh CES-hyir y-estr?dl%l 178, 2-
metﬁn‘ood nts, estrogen and netabolites thereo i nc e,

gfye }Pb ]J-el%gsfrfo&d@ -Bydroxyestradiod 16gkeetqestaidiol 2 { @Bphydroestrone, 16-
epidsriol.ONBY, ceftafhyHEVEUn SR, LRRY %en R ﬁ’leﬁﬁ&ﬁ%%ﬂ%ﬁf nBhife fﬁryexample

met hox¥est rone, and 4 oxyestrone. A particu
estradiply sfrence esirigly e?w(%ﬁt Eﬁtﬂnp,t é hysroxyeastrond, otp mshyésxxyasmone 2-

metﬁl))@‘éé’cfo%@' a1 4Anahytesroat. | At Ee[rﬁcctﬁarf Gyifablet @%ﬁ%ﬁen metabolite for

enbodi ments i ncl udé progesterone and proges
det%?‘hﬁ@ﬂ"@é@“%ﬂﬁp’dﬁ urinary netabolite of progesterone

| NGrdHGes Jﬂﬁte?e’é@fﬂ?lcgrtaé ng@l?xﬁ?lgﬁ‘@ 1§c%de gérgges{erone and progesterone

| ucuroni de. Plasm neta eron
metphpdifesdajor a¥inery angsatolite5ef. poggtesme Saclucd] f@Gxbmple, 5-pregnan-a,

( an- 3a-
20aa(§(grggfcg%ﬁo one%’]'%) lRangorl I?C?Ofﬁ)F §? Tpfemg%} Iglg? éo 8‘&8&%@@%‘”‘3“‘
ol-2dt 5(6 tegaerfobame )y encédurmwgnamscpbbmam&dpmgn@bmmr O @erticularly
te of ..i terest [ apabl e
Sult&géjlf? Lﬁeg{eﬁ(g{evq\ﬁ%tt%%ﬁggé sdlA?eg Teﬁﬁnﬁd?gg UCUEPIdR (ﬁﬁahg ent
descri bed herein. Suitable b| ndi ng agents i ncl ude
anti bodi es or fragnents thejzeof, i gand and
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bi ndi ng agent pairs, receptors, and the |like. Certain
enbodi nents have a first binding el ement conprising

waedorbedses or fragments thereof capable of biPdi/mpo06/003925
est Bmdenggig@mw oni de and a second bi ndi ng el enent

ot 38 STRLAGK B BRI DR B8 %l e

demnlbecph@gm afuitkibid bigding ugemm ideludepantibddiés @>aigpletts tlfeof, ligand and

| b
il sieeptomadhe R “CaPGEmiBdinnih favey B bieing clemon
comprisiagd hetibadies O dragmeitd thaledreapaid oPbirlifde! €88 glucuronide and a

{l]alﬂ ‘Jdlte i ncl ude, .for exanpple, nouse anti-eSstrone 3
Sert o mﬁB‘h GRPBSine aPHhOHGS;Pf (@W}Su&lﬁfeéﬁ capgblgnef binding

proy&lRdRB kldcoemdEl t PeRsm %u&lﬁf@ﬁl% rah@sprég?ltaﬁ{dmt tr)lc(lje may, for

noyse anti-estrone sul pha (ES) .nonocl onal
ex"i"ﬁéi%gﬁ j‘g Egy the) usr ©f RElyclenal aptibedieriof 2’@@@@1@1 antlbodles that serve

ashaﬂuﬁgagﬂ; International); and anti-estrone 3
glucuronlde mpnocl onal ~anti body (unconjugated, clone
9. FSyitable agtibadisistiaridatection of BitwierymetabolitesSnelugs dort ¢xample, mouse

anfLASRA -3 RRRGLRAREL ﬁ&hh%cg?@ﬂtahmqp 6@3&&%{ ed! %ﬁor}%emﬁ A1 from

of progesterone net ite inc
Fitggerald W@tﬁ%lﬁma‘i@nw,p mzouey adiiestronad Slllbl’tatﬁoﬁlS() nmbnoclonal antibody

(ungplg?@% CldhE M%g afr?;? F‘%ﬁé}g@glg(}’;"?% Irngh?rg h?n antl-estrone 3

glugufpmdb h@nmnabwnbggy ayeingiatel] vV H from IdmteﬂrStdlésiBlloR)glcal

: Sw%ﬂgscut gﬁﬂ%g&’é@ ;ge%refﬁarlt V%S%lﬁ?of ?ngseﬁé ot SétSﬂmR q{j proggsterone

me@boht@lmchxd@l—fm mmle BetPR8nDdid(-2R1phd-Glucfihide M8 longidkktibody,

d b f h
undBhiuBLE B1ord SICERT ERTE SRer ilieueh StrmSrormhts 4129n
c onPretianizalysyitableadntipbdies e(gaasttm@m& bBindeagitea it he Nerithve. See,

tur,e The invention na
Tor IS VeV it QRTHGTS KNG DA ISPANE HeRAg ok M. e al
Clie iﬂhf’m Uictag Dad 393435(3) 1951-@3 g&;ﬂg‘)%hgz g??%ledgqa e}lmgﬁaﬁraé?d by reference

her o PP RS SRR
RRovkericarkstitahle afé ioh gesb RES armagorpaerrisiy Byaileble dEest Coast
Bloﬁﬁgﬁ'tﬁlsy\NslﬂqBérbvagkhEﬁHkp one or nore capture el enents. A
re element is preferably associated with a solid
Ca%‘fg"sé PRt liquid phase capture elenents may al so be
Us€erhe 1§ant161b hﬁ% earﬁJuﬁ "f@rﬁ?@ndl rﬁ?éaHsd ?orpiﬁfn%ﬁﬂlzm§ or capturing

teri suc Iass nbr anes

pa
ana qsl(ﬁg aho&gatg:s a%lyormq@e met@éohtg),, 1p%{b¢1@g ﬂ’@ﬁibdfgﬁé@d |hm§lnmdmown
in t}i’é/ hi@.N Birdirfg! 4364 HA&/ @g e?mm%@ 11¥&§5r%the%fs§ bthed B &irk J??nore gapture

ke. In certain enbodi nents, strips and

elerﬂq;qgg” ée%ﬁpﬂﬁf‘aﬁleﬁlﬁét ﬁmf@fp@blyaasmla@ewmm af sotid rpbadet btltl ln‘cgnd phase
capiulﬁéz-‘el@ﬁﬁéﬁts@‘ltnb&3 AsC¥Eh dOfSuﬁatflg g%lttﬁ‘e ATl inc tpo}o\ﬁ@ maPerlﬁls such

nore_anal yt'es rmy captur on a Ssi ng
as glass Afibgr, rrgerr@bra@s,embrsf btoips, Stads, pind Flor likex aISpitsz,le mmmﬂes include

nylﬁm%baﬁ[bgé& ur%“'ﬁr&m&m %H@th%'ﬁ(% body is i mobilized to

a single ca enent such that asingle capture
el dnreertain embpdingents, tespitripssand kjits blegprofidedeaha cid puytldmlwlyafseﬁxl for

a [ i.es,or .ot bi ndi n ent
oo Lm0 T, A AT o
captgre@nemta smg‘le oirép, esubio ks e winglealateral Adv Strlp. P FoP F&ﬁmﬁlb Néh some

emb%ﬁﬁlllelﬂ%d}ngrse tﬁglaénrésatnngg&yr I(S) ?rgmgi)iﬂ%e%rtg re]tl s?negleaga%tu?en gller?lggl s%gh that a

23
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agai nst pregnanedi ol glucuronide is provided. One or

nore anal ytes can be measured in a single assay,
WO p@t70ei1ny an assay performed using a single bedyIBAeH/@3925
singleesibturgelelnstit (. & Isaip) lsszapzﬁ);tfaﬁldetecﬁngpmp pompaterigalites.afatibndies or

than one stri two or. Mor.e.str
othef e erparey o e in e Solbiall ofrd byBilon ment. In one
emt@ﬁﬂnﬁéﬁt eSsihdlél Ep rddmpxﬁduyg atibadiss m@lmst sdtrong gluamemde and antibodies
diment is d|r (gﬂa single quantitative test

aga%‘FtrHr‘ig“P‘&ﬁd‘Oé é'l“‘"e‘lff“i“ %‘SQFﬂY‘ antifying estrone
9l SrdreR Mo arRRfesRbe B le@siied| in glsu@wa@myﬁmcluﬂmg an assay performed

enbodi ments_where npre than o d(&I eren analyte is
usingel Qesle Body TSSO F6VES i3 8 CPIAgts of PeTTPITIEE Ghaeye oS gn one
Stl‘l]y?élg WGt hQe shRRHIdk iafBhathRly2 ACRSick GhdlaNictls Ztﬁfo or more analytes

ciency for the detection of each anal

indepehdsatlyrens singlestrin. Oresymipdimpgnt i direpted 13 ﬂ%@? 8“%‘&“’3 test strip
for ! c?e?e%hﬁ ef?x@r é {;\S/nfgo bstRb eghiRthilid ahd C?&@'ﬁ{ ah8®§l @Mcuronide. In

for the first anal % The strip has
emla)ddnmwhammzmrtbalt amadiffesens pnals is detpstsr i the game, %ﬂnml% igid, it is

ly f65¥8Ne det f each
s BO1So s SFRI AT AR (e i o
mmEhE amount of blologically active antibody for a
articul a nal.yte.o . :
2 BGoRE A BB B 470 B8 € 4820 et el gstion
thamm{pngwean antibtly gpetific 1forcthe fioh enayto.u The b‘@plhas @)d@@séorbzone that
the effe tLv centrat s
co e S IE B L P20 LR R EAGRRH AR P omprie o
pluﬁﬁfyt d)iClldemicﬂlbe&ﬂtlB@Hy&ﬁbllebﬂeky ‘Hwaarhait of biolagivellpmegivg antibody for a

e o RS8R s P SR, AR g g o

anaﬂ%ué‘dh yisd @éleion tZoad slﬁdmﬁl bé 46 encss of the effectinalcyteentration (molar
anpl e result

LA NIRRT AT T e

in 8O &kshy ¥hDuld BB iidéxcSss e e 1@ the artidPated bhdlyt eorcalimltion i thé eample
i mobi | i zed anpal gt e/ anal ogue i na{/ge de ectign zo

Thesg leyshveren hesdpstst! sahat thoprotses gy EPh g 36%?’1? mpf resilts in o

sight@¥st devet bf 'bﬁxklﬁ@tofrtﬁéﬁﬁ%é afAlyRCbi tHE afifoleo @y th®lpetidleeand thus
to ensure bindin particle in t et ect

inhjbifa dindingtof the P&ﬁlcgr}@hﬁhfo to mrotifsd ﬁpaéxts}rg}eaé%lﬁ 1%H‘£|‘§F&“°“ zone.

8206 b sifAcibitingmBbisiiab@ve antibod
fei g&ﬁeﬁﬁlé g@? ﬁngﬁt%eaav%ﬂﬁg@ lgeeg?%%t tao wfu c%l thempart |acl e?sam Y

motaealem dpourn dindingtaf éhedl@rfé&‘t ingthe defp@ion Fopg, pigingngmount where the
pregéﬁ\ég Etseﬁll %teqf'n %%xtn a ﬁﬁlt n?%ﬂ@&%ﬁ ek Bﬁﬁl'ng nhPtins%ﬁﬁJoHﬁrﬁnt the

tain embodi nents. of
extsitr iopwhisk atlyq pamelepémqmﬂ bounéb@l tag dgiectigpoagne; is %Prﬁg)é‘?j inversely

t I d
e
car Inl oaﬂamtembodlmhms oot s a&sw, therperticlerjabelrdgntiasiyis plpgedjugstream
that th
fro&hgﬁee({ g Hon, zc?nﬁe o RatPP t11 d, s@%ng e%)‘l“l{acg Inth g&ﬁﬁgﬁ Mabdd r'n'éﬁ’:ﬁal and

partlc y I's at leas
carBiedB tcﬁﬁhé idetedtion zomyp [ Te thds bwéygiitds prefeed ntmgermsnn@a@a@twmbetween

the e:etea%%llp/t%gné ?rﬁ d)a{tlgﬁz bellesd rﬁ;}%@ aqgrl is gtggaf §%{b§t?xgt ag a&gg u% biteﬁ)?e these

rea@hﬁs ehatletk iderctiohy@nd. sIrathfsmasayg tha esfent toevhigsthd paiticles bind to the

T R TR T e T

the detection zone should be high in order to pronote
efficient capture of the particles as they pass
through this zone. It is also desirable that the

anti body on the particles has a high
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affinity for the analyte to enhance the efficiency of

the previous binding of the particle-Iabeled antibody
wo eoof7i0edsanal yte in the sanple |iquid. This afPCTiB2004/®3925
antlb()dyl rembﬂniﬁgaih th@p&ﬁﬂiclab dihtis, H8conpentrhiierady] 1mrrwblliz@h$talyte/analogue

ut 109, refera | e
in tlpq f}tg-‘glpwp@e s %M@ %Qer§ﬂ¥>fo§é%% @éhen céap{élr Y]? 8rt1cles as
the}%ﬂsﬁ) tﬂr&%httﬁﬁzoﬁé‘ dit GPAIES @ds1rhblél et the ahhlﬁ)dymi’(ttheipmldmjhas a high
coupl ed Wlthg ratei ns

afﬁglfyf @bfhg@p@[m to pphgpge eamcéwéwqw%q%%@aancle-labeled
antlyc?'dynﬁ RLOGKIAD lrpﬂlfefsﬁlﬁﬁletlhfﬁld C‘I’Hits %‘fﬁhl@uﬂs Kyﬂiézﬂ’l@/&it Néast about 10°,

casel’n, bovine serumalb otreated with

prefablyit antbout 6" AR REERR PRI § QST PGl
Cha}ﬂ[tﬁﬁ&%é %f' 'aﬁﬁ%eng:ecraﬁ AN dfsh@eN bitto"Y 0§ AAAeshtioP 1#be on the

striping so ns to ensure noreconsistent di spens; nd
merabrandanttinay be zouplest witk anchay grasyies (eigei avjdimtstrepfaviigs piotm). The

mergg g{é& at%%l bl!)ék')gc? %Flﬁg %%@ag%uff@ sg{gﬁdcoﬂ{amvﬁlfﬂf pr@¥ns, (e.g., casein,

i ons n°cer
bovirenseeunh redbumm}s and trabtcd hvdihs surfeptante fosdld long-torme csighilitgtand flow

cha%ﬂ,%gleti:q? Z n o t h of usef{i at{%eg'ddgg t@%ﬁé §ttng 8@ 43 dﬁ%ﬂ% ensure more-

conplatrehﬂ (msﬁ»eamhg/ and blntdmgs amd gfeaen; h‘yldtm@hlhgxty pbtlyetgstemdg@gtrol lines

t b dded t
(T“f‘?ﬁ?g@r g atﬁﬁ'gq%‘ﬁao%gﬁfapg?s %/Ln(:rfsl g?vyr a?ea I(re1 ce?t ain

enfiadiefsint énbodinidntsp thive somentetioay ob ioctimdarineg(berwsad énpecipitate
ur e, red.bl ogd.c

o Bt ASEC G S A5 kg o

hydsaphillic, patticalafRrplie isna | JlasP efibat of pdg&stme @ad?) Hnwtwlaml embodlments

reaches the conj. u [
polymers imay he added fo glél%ﬁléqp Sr@ﬁé:g wera t %taétb gmbodlments
antibbBSor JURE BloBhdnhicAl KA g@ﬁi ﬁaﬁb@@ﬁ&&fo&aﬁh&ﬁ%bboc&&lﬁ or mucins. In
treatments may inclu for exanpl e, renoving

furihproergbediments, dqufﬁee%wwnﬁ%% b uestlriuph ot érﬁag’ﬁ’? Gyill be at a

desﬁgm%eﬁﬁréaemtﬁe&aﬁ@&tspmfore it reaches a capture
el enment. I n certain ‘enbodi nents, a sanp

pr ehestiead and biclogical freafments |gan By @Pﬂf%meﬂ|®w WP&%PH Yaigpg times,
befBleliLonfR aac\égﬁl}eaé?&ﬁ‘ent OSuchhx%aﬁx%ﬁﬁ){nanylclﬁ&"R#%ﬁample removmg red
Pnterferi ng conponents before adding a sang .
blodé celbt prorenivagi myeng Pro nthmyneéfmnwomawea@s @rarﬁcﬁq%ﬂ%ubefore it
rea @résca Ure gl%{n)i@ L rl‘)eﬂgﬁﬁl %ﬁm(eﬁts?ﬁ sBRAPIERO SR urBAEH to facilitate the
rmone et a ncl udi n ose described herein
avaﬂablktyowmnmemm stearare avadatde fqrdhr: ASSAYy ON FRYNQHEY iftesfaring components
X h an anal yte or binding elenent to allow )
bet(grr?mdﬁ %% % be detected. These may include conpl exes
Anb@tw@a&ebtmnal yt e-specific binding nolecules (for

exag@ ﬁve E](}nl ﬁﬁg e%%;%l aﬁ%irloq{ f[f.\ﬁétﬁ)ﬁ&l 919'3%' f&g%igébfe@@&{ taﬁz{lytes (cg.

es Suc enzynes
hotinhsse sl harmope mekabdibiss),) mchiglmg thcvsadies;mbgd hereim, or known in the art.

De@gq%angig%fel srsléagftrfg%xp (‘édgn ftlg(gg\cv%& %g?{al)gégrﬁ%dl?%élﬁééeng toee%llogvha:n analyte
to B dbtddted. @h@ﬁya@ﬂﬁclﬁdb cﬁglpmxmw\emn aadlyte-spexdifid blndlhg mlktsules (for

exS“‘ih ot P b e e TR R gt enaymes
elﬂﬂ&rad@s%r Oxiddsa lﬂyés@bﬁhm{ublﬁle?&tumm@cenﬁ 2mPs, 4Q@résoent groups,

SR KON L) N E R T N

t he

25
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use of |iposones nedi ated carrier dye nol ecul es, and

non-vi sual reporting nol ecules or |abels such as, for
wex@mphdas7 paramagneti c particles. The det ecti oPCEIBE0®N03925
et al}p ngtal Q@llmdlgaicﬁ)as goljoidx galdlznd Iselgnival nmemptahmibic(s,enagopamcles

t hapt ' d b
polsf%geﬁllg oelcé aﬁ(? Pattee;& epds, %a,F naag%c&tlﬂagt ﬁﬁ%ag %%t%%?&%gg {c}vllé%ng)et &l) and
metgrxrsomageﬁ\w aﬁlﬁ%ﬁ_]uh?mg(l&t MNo. SEZ“ﬂﬂﬁ:m?nBtdoks p?rev uh)] B)well as the
e conjugation o N n O reporier
use PSR ST e SO A B0 o) PROTE R H5R g labels
suctPds, er@kzﬂﬁ‘ﬁlé’ p%lﬁxﬂdgnéti& pafiRle8r ThedAediby cRmSR: (B g AfuphepRely be a
r

con ug at ed a varlet of reporter groups

blOl@g}W@p@]CﬂgéﬁﬁC%lb?@ @ntlgez,y}g?@@ ) thsb ishagdedte a gé;gﬁnl%bel (e.g.,
coll@glr%dlcf chloréaaﬂafegi partﬁl’é§i i Bl Rsiblastel @é% pé‘rﬂ-rﬁa@netlc partlcle) The

tron of anal'ytes can be accorrp i's by standard
conpigatiop afex hmd@g@gen@ﬁgmpqrtﬁr E198D ARaY. Weyp@gmggﬁtab@ard methods

kno%gttc? AN g%?ar? SR S thl ﬁ'aﬁ%ﬁ‘lﬁ}a%o F@&ﬁ&ﬂa&‘éﬁ Jo%lgﬂad Ras@fety of

pon-a pre m ned thres

repmdocgmupe rfto) niahy |csmpremiaé rsperdest (¢e, Z¥meedafrghematorids, Sire Francisco,

naI ed. This may be, for exanple, an
Cal 0] ﬂl?rge’zﬁ)gﬂﬁ%%l cation or a excretion rate

qu a)Eltecflom af amlytesAnn by hewmptishet by gtanderd hssey taohniques known in the

me ing t he i nt ensi t str a
art R PRI CF S B b R hBallf format bosed ypon o
predldﬂéiﬁiirﬁﬂ ehrashaldyﬁaeua SIncketne cehfbddlmentqumm pricfeerdd ithrat the amount of the

L GBS 58 o0 SPAFL o735 oG o  crion

quaitifdatio. 2 AnY§tes toah e quaitifiet dymessitndiey B rtasd idtensoy foara strip that

enbodi nent's, an [ bod thI nanopar
conegondy ey taf anafs pi“e?oél? e (a"mg rthatnh(gleaéi“f‘%{:eh‘rsre%? ected or
quaBfifidd THR b il edeld QBsal aKﬁ@oﬂieﬁ&s@edﬂ,FKﬁElyfbyéibﬁtlb@fate@fare?dbtermmed by
anti body or bi nding ent t her with a art i cl hod
the paeef VDY 0 IB SedaiR gmbedimens. 1 O fr e fpqaggy an antibody-

partxc‘fbs y(@"g‘Etrfah&%HcYe) Bl’:&ﬂfgta%d isPaby Wfoxﬁfbﬁl ugat xﬁﬁlelami’e attachment or
croarraa; Assays' i ncor porated by reference herei E%’ b
immobilization f eseﬁ‘B%f‘dPH?@rhY§raé‘°’é /b ew eatitedy p hinding- peentiogefper with a

nanU%{m & e Wb%fOS/@tj [d9BA2 18MGh, tR1&: ol KentRle8 “USRAfmbtiically Branched
unction W th paramagnetic particle mediated

Polwecreféqrmugntes eeMjsaoaaian gy’ ¢ ingerperated by refassagerherein.
magheLifn %Jhﬂ&ﬁl‘h%t& ?Eebd?ﬁre SleARAHEEas fabis, %b\‘in%§ t&4 strips, and the
I nt er est e use o ar amag netic partlc e detectlon

likeemw's sed imeahj wgme with mh@m@@f@tl@ hastiele tregiatedlptestinn. dthepregypgnetic

pars%&es gglggl Budif ﬁx%ﬁjﬁﬁﬁt' of Sighdhur€ QSRR |8 Bfthterest

| oc em cal separations
ap pTheaae o paamegdetw) pattitle gatectimaasays endsistencenhanegh desefficiency

an<#J ﬁ(écugzﬁ:glsytt rEl%te‘?tpon a}icy rg{atl?enttdt) c%m/e%‘f’loxtn ﬂlﬁh%ﬁétgﬁiox }ne% In

I nter magneti ¢ nanopartic .
bioBleirteil esparbliens apphcutions) cotboydad pqrbmygmm-pamsle flabelstutidipes|the ability

n f det.ect forthed e.g.
of Epissd vy TR i et B PR S B makns P RirbiBct
Detieweri bed herein or known in the art. A detector for
det.ect.i ng.anal ytes of interest ze
el vehriah B e oy LEh g ey of ChekER dor PR Gpigetion of
andl A&t jgOlbrmEadstaat homndae mmnnﬁs)ameluding gigise descibeal herein or known
ortabl e, detector ca se for as
in B3 ot A alrepiar dOOeSRRE FRATET ohBrashmAde Mo, R fample, in a
enbodi nents, the detector is not portable. The
det ect or, vvhet her portable 9k not, may be
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in communi cation with a database. The dat abase may be

el ectronic, for exanple conputer or internet based.
wabaes/044187 cert ai n enbodi nents a portabl e det ecPOT/IB2806/003925
lahspratd>r|yzsetﬂmg hmtln IaShcbm]e oD m’iﬁldnioCzﬂbnorCeMatd‘letﬁbbcﬁlhaﬁﬁ RN Hifected to a

hi storic es of xcretlon
poflHERARTor GG B8 S hiabiningdbe SHRIPR et o Mitiouar dhghglites. Tn
othes Emb@m‘lenﬁ; t}&hﬁtelotoe isa1dfl pertabRN The HetBRSIS WREREGFEH1O BLnot, may be
in net ab olkte % (;zgnenhipuseful for t he detection,
i iof With ¢ atapse, e latabasg may bg elcetionia forpramplecemputer or
1ntbna&eﬁas@cn t gl eh eghthiNeMbodiHRRY R HoAEIRE Rl for Qérurtﬂl%deﬁlat is in
known in the art. Representative instrunen

re
CO‘?’H’GP'S%FEH With angSlegtropis da%@ﬂﬁ Epmprisiagshistorigad yelpey Moaxyrem:mates for
A tafMinteRsit, Jihcl I e
andescrl bgd el se\?\,{lwlgég %e:g)i;’vn\lﬁ;é&l&%s{rg 1\91?%%82% Blgtﬁ&alo?e or more
progpstoromeymatabolifes Catt et al, US Pat. No. 6, 046,585 to
Si MmRRkds t 0 S.Pa e .
No. 6. 4367m5L5J§S§ B%u %%%dge%&%n ﬁ‘j"[‘g&@t mop % S‘%é’%i’b"fl‘e‘“‘cal
anajyfey pased om MR deteetiona of sapripdUBa3gB eI, 921210135) draBmod'ﬁ in the art.

Reﬁ@%nﬁzﬂ% Q%Qﬁmg§ts eiﬂ@]ﬁd fPﬁ’fele'xng SMa HcP gré%%tpfiﬂﬁag?{ (@ﬁ%@ from

entlret y re erence. Su e’rpa anmagn
Quat;t@mt% gu.aan\Dipgn@alift & wilkbasghask ylb@rlbeml eﬂse&dlexéy\d;ee hwessAags31 to

cof TP TS 9S50 U TR S0 EBRVL ol us pu

NoredJf.681 ¢o p&mtmazdde,sUS rPat.hNo.i W%&ﬂﬁidﬁd@%t tl. 2pBe®ht.i App. No.

2, 48 B 75 S RO Y o B SPAAF Bddytio

incorporated rie it tretilety d)ytréléreﬂw’rbﬂfe sOperpaRarfaprb@SpRiicléstr fypichily bound
_mtﬁggﬁﬁsentatlv d.nstru nts re adaptable to existing
assay w?d?ﬁﬁ?% ﬂﬁa%ﬁ% Q%?ggﬁﬁP ﬁ@§brﬁ%¥QRWrﬁ$a“F6ﬂWIomﬂ
mag)eamﬂekl, e)dpﬁis&ﬁaiy th QWaITﬁﬁgér&T}ﬁaﬁgm%rﬁélésaﬂlsﬂle 3Rfhune complexes
tra & {hcg 5 netic particles may be coupled to
&Ps gethe S{PEHIOR | Eiorh I e RYSHH o Rl HAiGa sstaipishedoesiibration curve,

the ﬁmhﬁit ivalu® map Be COAPLRY 16 BRRuRDer JMBolbRNQF imelell RPfesentative
i ncl u oms, i ndi vi dual nol ecul es and bi ol ogica

inSIRERqnLs 215 AERRLFOM, Ko dsting Heseilgmmats ndcRbamiptty daginiawes meluding, for

" exafPlEplagsal Ao ntARRSeh GENA 'arr%%CM{H'-H1]%EblP&§ yef several to

several hundred particles redetern1ned | ocati ons.
DatMpgiei WIWYQ?I cphpl%f@ttaréet Partigles by cenveuticnl mttbods to create

magﬂéﬂé tHRhAD GoRYRk ChiphesP r"l%é ' ﬁ@g 1 é)yfgle ;%%g Gh Qi andividual

mpl oy various functional ases,
mOISﬂHeSs%W& bialogicalnerllsy smenss others. haimagnétivgbaumdl qomspﬂ;exammes are

depUﬁi@H ﬁtpa{cbﬁ}ﬁ’ulgtﬁﬁlg bt ée'i/é(ra &Q&lei'lcﬁi hﬁ}girédrb%ﬁlcles Fie ;))/re%ieteermlrfé)}ocap ions.

known in the art arian nonito
Da@b&@apﬂ§wﬂ@nn1of an entirely hardmare enbodlnent an

e nt
1k SR RIS B A SITEE TR i oy oo
Varlgmﬁmptgmal means eof adapribeses, alwrdware) I%Ipallkmwaﬁé dil ay@t@ﬁ@ﬂﬂ(ﬁlomtormg
R AT TR L W ——
mom@dngj mysteﬂmw gay ttalke thecfonp Lrtfeern etaelg Haerwred léfﬁbﬁﬁ)heﬁle an entirely

softfhs ol 3%88 el egle g ‘%%8%%’{‘1%8“%& %Cs’%&va@ R spects. They may
be dﬁlﬁwd@d,nﬁ)ntmalmﬂe tdsen cmmmretrlmsgraﬁ rétRsiCod b%@m@ﬁdeﬂi/@!a&ﬂblchstorage

rence to
medi lﬁlfl avmg computer-re\/\gab% program code means embodied in the medium. Any

27
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illustrations of methods, apparatus (systens) and

conput er program products. Each bl ock of the flowchart
WO kdoassaiat i ons, and conbi nations of bl ocks in PEEIB2006/003925
suitﬁﬁlewhp\ftér rehdabis tnfcdtunomay be atilized inchpdiegrand diskeyCD-ROMs, optical

uf er ram.instructions. These conputer program
StorF‘ng VigEY © g g‘ﬁﬂ Styaes GAKEY onto a general purpose

COmmbodimenSP O itRd ipefithds areC dexptibedr below - withaeference to flowchart

progr anmabl e dat a cessin aratus to produce.a
B, el AR CYEETIE! TS FOMPURT PREBHAPILL . Fath block of
the %%Hérf AstPHRhS Fhd BbAbiAatfond @F ®l0dRY inCthe fE)WCliart Hlattrdtiogs, can be
i nstructions which execute on_the conputer or

implmesgted s meutghRrag A dRdyeiong. AReSS ConpIerdysi® ! W&rgﬂéons may be
loaéegrodt(ﬂ‘g rgt%ﬂe‘gﬁlt st BEmpHES Ef)&ﬁ@ pﬁr?sfe' donfpltel,Nort diRer programmable

'ock or bl ocks. progra
data processingiapparatifip moéwpet?en@t:fweedvhlwrh @aié B?rﬁ jped, @ity the analyte

detéyag}? E})/stewgfo é:%xgg 1Jid &Gt suth BRI §REru@lon®WARA execute on the computer

ramma a processing apparatus to functjion in
or cahqm a»mg:ramh@hie drinprogessing epparaistcreateameans for inplepgating the Betions

specﬁeépl ﬁWéﬁtaﬁ%foldlgﬁpﬁlgcﬂgemry produce an article of

ure I'nc ng Instruction means which
i mpCemendr prégrarh instuétions s @lshibedtored intfecompyigeHeable memory that

or bI cks The c 0
can G petorBafE e sith ProSARHb AL RLOHEARubE Shisthe O Byltéh in 2
pardaﬂza haee mb ltlgtt thp astrattions stored anithe camwcn-@gblginemory produce an

amle E?rg %%?%%PQ,{P@E‘?@ %5%%}1 ’? %ge%ﬁs plF L I%Ig%n? gma}lﬁfon%lbemﬁed in
the ifTSRIcBAEPIbECo 1 60ke.S The cidhpuitdt qiro drdne inistrsdtions tiap ak‘so \bhilezlded onto a

execute on the conmputer or other rammbl e . .

cori T FHORHBALR 6 PRSP PR RARE hGNERE IR 1 gpegeions
steSs6 6k hérfimedon he c&h@mm bfhebblﬁ@ﬂﬂmﬁfabhlappdtaius to produce a computer

Accordj ngly, blocks of . th h illustration ther
imaleTg. DRBE WL Fih ot nsHBLiReS PO BIeEHIP i e geghpter or ofhe
progRgmhdblee dpfaritest bRNRle Gep¥bFdR afnipkidsentihg Shee@onctions specified in the

perform ng the specified functions and program
flowehertibleekiophlogksans for perforning the specified

f un&&doﬁﬂﬁ‘gly |l§loc‘l¥§ lof ttR! SRvdasrt WINER 4SS @bpoltddomBaationd! cftlteans for
of the flowchart illustrations, and comnbi natjons

perfirméies thensrenidied | fugtings: t combingbipnsa of SHBS 185 pepaming e specifed
fun'cﬁ&ls%ﬁ@ B&E@npﬁﬁsﬁﬁﬁ&l AkarRYbNRe@riiag heaperifMASaRLHASTIW Bl also be

erformthe specified functions or

un@rséqml htreacipiscle af ferflowshars alé@rr@nonﬁwlﬂé@@ HaHeRfafdlogky in the
ﬂo&gﬂ?ﬂ‘qlﬁlﬁt{dﬂaﬁg rclﬁiﬁtﬂe leneRFUbE rs?eR:'ia‘P q{u?ﬂ&e SRl Baséd computer

ent 1 nvention may be witten in
sysmrsu whush q;b]f@m the rspmﬁeéofumtwm ariEreg of gerakinaions of gragiah gurpose

har dg&gagﬁwgggﬁhmngbmever ot her object oriented

anguages, such as C++ and Smalltal k, as
vvel Computexqrwgmhs suitable Forigipdamreinting tha easeny e@ven@mmasabe written in

Varbqus E@I\L(ﬁlem%)mﬁra 1&@%@%' ?éhe% Igé ﬁyg{l&;%@g@w}%ﬁpﬁ other
objeetr oriebtealpmgregnmmj adngrageg), sus ay Cﬁg andaﬁmalltalk as well as conventional

pm:gré%g%{gﬁ tn;g'g fe‘rg%ﬂlhlsala EY)@@I‘?J ", e Bnt%ﬁgilgte&) bs within the scope
of the agetient accordlng to the present Inventlon is

; ICE ”Hfm'[bg& olé":qléilj %8{02%5{1 goa E%Bﬁmét%na%m'gt ot g transmlttmg
(SM5) are configured to establish
28
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conmuni cations directly wwth a central data processing
system (CDPS) via conmuni cations |inks. The
wa@oromegisat i on | inks can be a device sel ect ed PEDIBWOR003925

fel'ghtYLﬁﬂ}at@&)aqsessmentgiam dsfnamsneiyt bbeated subjpepa rn,eedioit‘) lﬁ@‘tﬁity @fanagement
a cable, an

eodtebfit TEAE Brnu R o oo Mgty o e 1. R shown, o
plttraiityswfswmntel}a lazhted exdbjedt rmotiitor HREHO(SMS) %f]@méﬂf@ﬁred %o establish

con% gxc%ﬁng %&g@l}l W@h ta%lpnt%tf ggtig rp?cg;rsessmrgl %ptﬁglgq%]]}l%ns? &fa communications
linke mathe | somniadatieh Mgk tACBE @ MIVRYI RRLte8 SRk Fhe oup. cognprlsmg a
ablis

racessing units (CPU s) are configured to es
el AP AR PR MOBe. il phoetecabipgn internc

COMRELIA[ aVWBrl@qmleﬁNG@hhl@rh teleRison, hLIGEd LRk omtor 2 computer, a
odi ments, the communication link s an inter
dlngg SCIFRD: 2 felsphone agswaringmaghipe daosisrilegnachive, Qrcamtmwr cat i on

I nk ﬁllﬁalﬁy B’Pf%ﬁﬂo?el}‘ Rk m%uhclaleeryﬁr Cﬂ?&%gg}aﬁ] grogees:s]l\é% Snglts (H’U’s) are

i s envisaged t hat ot er commu i O ND
cordigred e @Sﬁﬁéhsﬁlff@?mbéﬁmw@!ﬁm&b¢remumcﬁiVBs oith GDPEDPS server via

corlviestioR ik N aRRa Qﬁ%%lﬁﬁ&l?&f UL xgrrntuﬁlg%ﬁgﬂﬁfegl ap Hjé?net or

program code enmbodi ed w thin ¢onp
intrgpes r liftke T sothas samsboldinmentse rclieopcrmmgmtdmnvlaﬂq BUS riabile ttbleptiony text

f f th
me R PR Rlrk BN B SREE RO sl Suf ERed o e

beomnlelavalbbieous cl | ent server conmuni cati ons protocol s,

|nc b d to specifi rotocol s such
'&f‘@\f/[ F%’ p?fg ocsgfver §5\? “5I12PRHHBYC ﬂ%ﬁﬁ“gedafoe CYfeulE prpgrgm code
emm;lnqgﬁ wlthm tdempetsp esablet media/ alaly UpeRWCACmBDR | fbOpdritBmMBGhe various
ver ssays for a w.de

[ nment .
T S BT e B APPSR 1501 Ggdiments ofthe
invagion myﬂmtuseﬁ wilny&iook ogine-sa/commahRhiRHk GrdddtoRNRERAR but not

to faci or achieve clinical or
hqu%detf) 5{’%&? G Rrotgeqls ?Pé"(l? gé@mall’rg@c@o ntenpl ated. A SVB
se rSeeéraBﬁnlmdhmts)/arm&%eﬁ BEremOhkEeldeBGo @%r?an P&lﬁhﬁmtormg and

fert ﬁ%ject and aﬁineans for case managers or care
© ﬁ VRIRSCMBT i VYW e SRH'Y Fora? SYidy eariety F%fpﬁ@ch@htcandm@ns where

moﬁ@aﬁxgi aftbasedssientiYPpiyRMBIdRGhH AL biofoBlc gﬁ?r[gﬂalr?are ﬁé‘éﬁla toFh&Btate or

h gort b| lity, data processing Ca
ac ‘6 Ug $lfnica Brrth%fPPeé‘EﬁS@P@Y@ﬂ%Wptemw for communi cati on

Wit SMSke@eks G PRAAEHh&ams F6it Ill@&in% Qfatal 2 %asﬁéj?étl anfi%is means for

frombodily fluids,” data col |l ectfon capab
CasGMARAEETS QT b%l@&memw@ea ppiniesldcataitiaa @WbJMaRtﬂTe$htamwsﬁeatures ofa

o i3orPh ata ssin -
SMS iy TRMdeOfol BShnfAR &Rkl &ife, gﬁ%ﬁ%& Yo 85%0 : u%a gat%el%)lhp igs and built

medical /fertility regine.
in og jafteshablgsxigenal esarsuier cemnamication thfﬂ]l%S(ede:bmpbnenﬁ, & collection

capa[ﬂ}fy Ef}o%P b&ﬁﬂl‘:ﬁ\h@@ b BNAYA S p}'ﬂgﬁf 1recgeﬁit & s l&t/e%lﬁaghed data on

deliver “l1ve or pre-recor
healﬂb’l”"@“i‘%l@? mrateieeneapability of sabgexd abmphmlcds)asmddléxﬂ/féitlhty reglme A

f t t
SO A} ety ST b0 BRI b L S0
funciign 4o eralZRRSbRelr daty callectspend Heldar liverer pﬂ&trecfdlcwdsreﬂfonéeﬁ and/or
fertlfl%ahaﬁigg?nentcl%@(ﬂgﬁnenc{a%?nsog 5‘?‘{) ?1%“8 )%%clgf\?l?g]r c’aa?tﬂ care professionals

hysi Ci an

instrivgtirms.u ét SMBsnayngiofide taphbitity fopdeagoRig suBitt®bsto dDPEsbrver at
nmoni t or chedul es, . or ot her

0t sel f
specica RS WS ofpical gpse?apal'g[i%j EPO‘BQP&IC%!& IB@ssaggs- Wpsates to

a SI\/B may i ncl ude physiologic data (e.g., urinary
29
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net abolite, blood glucose neasure, body tenperature,
and the like) or behavioral data (e.g., assessnents
wo edoawedst o diet, exercise, stress, t he pr eseneeT/tB2006/003925
physitibmes sh)ealthbatre qﬁmhdarn insmistichsTent E:rtilith enanabinemt r@gamals fixed or
e urin et o
comér}g%tc?e]&e H’P&‘ OIESCGIR “oh g{rﬁgljsilgés(%gﬁ% glrrﬁsr?m i'r ect ed
to S&bjBﬁr tate Wollectad) bljl&ﬁ(al 'SMSr @y obhabrtie vphymohbglct data (erg., urinary

oSS o bbb R o o
asse‘éﬁﬁ%fnks%fa%ﬂ tb QichBsErcell BB} the phdpries toﬁﬁhfe&)t O €ertain embodiments,

ject's self-nonitoring and ferti rrana
the pughorelangR Bete s SEBICDIRE S0 Eabadps, the SMS
nﬁﬁpé?»ddnnﬁgérﬁhmtdh%c% AEDArtRURL et i r&itﬂﬁ&ea&ﬁﬁﬂloh Gn order to

hel p subjects evaluate the effects o concurren
optigrizeraffiacy of thetsneditinEiling Fegimany Inj cipiE smbedimeys; thp SMS may be

conﬂ%tgglf t3f x]ixﬁget aﬁﬁﬁxaﬁ@rédjds{nﬁe)ﬁtso fo QVUhRdS NseEMfdiftofthg the fertility

jeC In certain hbod I ments, Subj ects ar e
manageme séginen based pp @@m@ntﬁgter@étdataw Ip (epitain gatbpdingeass.othe SMS may

alsqbgo%&m td%fagegsﬁ 0 %e lﬂ,b%gleétg efaliad the SBFYE of %Bn@néﬁg;ﬁéxﬁ%y for other

nments, transm ssion of data
nondBEBiysiedivasions whhh gtitlyt affeat thedereilityzon @velatian qyels of tlﬁﬁulae%r

no Ill l atm En'ilggﬁn%ex’?tgbslugg&f axler}gﬁ)%ﬁﬁtlﬁb @o@ﬂgp&gfg@%swlﬂﬁn their SMS

subjec can use
andsﬂrmldﬁmdg thel dgpdhome ¢laB$< samt omvratlhgttlarebaprses sinpfther embodiments,

but t.on t abl
trancslﬁlﬁs O'Eg (#Z%b ?%Y/ms u?(}}ﬁ%tgﬂ % 1d rpc; @ﬂé E‘)L}{@fnput from a
subjebie nNIndédraint eraislimass, mnmbﬂctecmeqalthesb(smn by tpduggmgta SMS into a

sta@ggﬁglo oln?e JI?Fk @%%41 i}%né?r?s §f %ﬁlﬁfb&? gﬁs}{acl:oﬁ%gngdmﬁ%tlg esvvklﬁleas CDPS

ser@ﬁ@?@l B0k SMS fey % tﬁ@ﬁﬁllﬂiym@ promips subjéons whdnadzen framsmissions are

spl ayi ng, t ext, user, nd yarious
reaRoRid (IR S EOPIF G B4 SPROUTREE TEip AT e figh 2 for
examfle, MSQimi-Mivhfiaee My serve as the primary means of
conmmuni catj on between the CDPS server. a

d
TR eheg b B T S5 COHEnER SRy e JOr BT 5t EiPhics,

uselé:%'PHfﬁﬁs' fiva $athiug Gt RiforadaBHE M MSdefhlin Stk @bﬂb@&uﬂeﬁtst ﬂne SMS user
server; to notify suttu ects of  urgent con |

interfapeamastiserts Fsdha primary msansafcemppaisation G H ierver and the

sub}[E@F“ GRloer@lid %%b&ﬁ)en@nﬂlet SMBRH 8o 'E@tdo?d %dr&ﬂ&i notify subjects of
back to subjects based upon_ past or manc

trarsmisgion sehofles) tostip CAMSssersr 1R @efpﬁYrﬁngéﬁS S HegatH congitipps related to
fenffi B &;f&@{sg g[%n@ﬂg séék%b?ﬁ@aﬁa?deﬁﬁlﬁm hd 3 &vidPmatifaibiI feedback

SMS for nonitoring fertility

to whnetg dawdtupom past ofrfentanescles. irevard suhiedt (i kgenige e sghedils with
dat%ﬁe%bxgﬁ}ég ﬁmrﬂsﬁ‘l?sgxéns & B8 to a%ﬁ%sﬁw ' )&esuftﬁﬁé SK&SfoPtnonitoring

may 1 nc for exa stenms and
fertilitp sysdgementata df ssyeateis @rambfecj:unech byJQupJ@tpm DgsigngSayBics®s Other

rep)‘ggin%tﬂg?quﬁ%# ﬁg%@\g@ nugllrhcﬁuodﬁ dfg %%%g&eo S%EGWMQ %ubsys%ems as those

des6rit®d An QL&P&ONb.a@@‘Fﬁﬁﬁ;S tar&;imm&cﬁaﬂs PapNo. m75m®4@§mms US
el a )

pat; B S o6 S g0 Rz 72 RAPLRE 4R pr Avp

Noi 20020214B4 Tt aBxirdy agﬂ Emh‘oémreatsqu ted SMSdmay include, for example,

il o Lo GRS IPRF BREHAok tRGe ST EAN Ry feriy

communi cating with a CDPS server. In certain

enbodi nents, the SMS uses sypjectentered data and

i nt ernal softvvare to continuously nonitor ovul ation
status by neasurenent of
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met abol i ¢ byproducts such as, for exanple, urinary

netabolites. In sone enbodi nents, when the SMS anal yte
woreaoe44187 used to record fertility statusassocPer/aR006/003925
‘monifatibg slgorith@ and/oesafiztares afid uvdzrtepmae;ssqwe CPUt faeomudsing thhe SMS and

for variopus info |on|nludn
for B PE H = GIaRS et s edngr Rl ARt b SNl Yubtect
entdrél GRIEJSNORLI SORFES, to b&lﬂlnﬁhﬁly mdronavulgohtstaarséyinseasurement of

menu-driven for ease-of-use subj.ects. In certain

metabakis 4y PragCEs sugthis, %’5?%?“8%? @rlaﬁ?we?aﬁ# *Yhe fertility

N[ k6hé BEboaURentS vileaRASMIStda et tﬁetaﬂﬁ ukéd® record fertlhty status-

informati on and can be alarminiti d@é&&) Jgﬁ ’
assasfatagvEalaetn thec ISSTBMD SRIRNAD AT AV (BP o riFiGEY Gligrmation
mclhﬁ‘ing ek %'ophﬁﬁgpgi 'ﬁ@ilﬁlsstathb QliceMXeldibe £ hftPne §idtionR tfken. In some

anar'yzes the entéred data and contj nuous| y info

t he
emlpndinants; thefSMieinternat sativars/is sneav-devenfar ?F%‘g%?slek?é(&uglms In certain
emﬁo%g{xé}@q the Idgﬁ ChleleRivitTRe %rm?c? brsonjtbrii SSid é?&r@d W#th date and time

re calculates adjustnenhts for a subject's
mfunmathcat andrean e ik anitiated (3-2liangybieet & HAY st Py progptadeg perform a
taskgar 0)f ooy lrtlgﬁ?el(t)nb%ﬂﬂ{egﬁsﬁm% @Mﬁiﬂteﬂﬁ R akEhatyRed € entered data

tered e su Ject I'n‘certain
andeumhmmmn frforntstie subjeet ofter mﬁmmata@ls ohd presvibed gegimen. In certain

nf i gur.abl a n V. lati
et 6 SR M R e T S, Ay 628 bjeced ovalaton
varfagiort adcbtdmgrtaraqg@man or hgﬁlﬂTBJareandfeSS@nal’smbfcexptlorg af appdigd to the
or co el |tor|ng schedul es. These
dat%lﬁ‘}t‘?fg El&’?ﬁ’yﬁé sﬁ@% automatically within a SV
deIhrt_grtﬁlﬁLHdedmﬁatsaﬂter mnsiat softwara <ﬂ‘3[aP5M§eISV®nﬁgﬂmble by a case

addi tjon providing fertilit na
mafjget $d CHPS GHVRH % QB reEr o8 TG (AR TE5: (hheyGey foriley
maﬁégembmeglﬁla;mbn@mummﬂsed dricofiiigent selfandnitdiing sthsdules. These
the fertility manage

adismenthen e RRTRBC POV NS A S S reapiie g Mehsfek & ces

serVed! PRI oh o/ SroAaRe FértiityRina feitng la SME cimtbarsdd toeghime sebjects to
In certain enbodi nents, the, SM5 contains a database of

schedily FRPOINGRCTSIORIBOF A A XA RINEINEt | on and i s confi gured

10 RlckR¥h @mﬁéﬁ?ﬂn@nﬁ& ROy Maﬁé@@rnéiﬁta@bﬂﬁlﬁl AlDws a physwlan or other
information related to the sub ject's usetagf mul tip

health ¢t professipnal|te, spesity a@msmﬁdgq% tsg)p %@ummﬂggmens In
r\%ﬂ{gr#&ldfn%tst B ST GRS offheS¥dtRN hRtbrastRtinaR@ERation and is

contain, for exanple, medicatjion interaction,
corifighrsd nmlilama suyirst fof queTsHihe d@tﬁbaé%lforﬁ@fpmqﬂpv yelgfed tp the subject's use
of 1%[11?&) n?ed& ﬁon%athc Meﬁ%dl b%fvf%(l’n&}%e dogfibrkd foYcommunicate

or popu at| ons o | ects. certain
w1tbrab@xi&mlrda&baseW@IMPsemntmiorcPa@nplean@hftaa%Q@ﬂrﬁ%’é’aﬂ‘lf@maﬂ‘m

ef.ve t
e R0 S e By T 6 B35, i e
popmitions b subgectso nﬁncgrlalacbmlmdmelntsy\ﬁha sgbjbo;tenay qusre gtdgtsbpsgHocated
.£0 Lgati ons th e .
o QDRSO ey b e cor
ser@& N ACSNIB n@yaalm mnfgmed mmsllqyealspb]acn ab estahlisb @gmmunications with
connection devices to |and line tel ephone systens; and
otherexterpal JalghdseSs £ or conmuni cations with peri pheral

devOars featietdi lofa eMﬂ m@wﬁcméatzmmemoﬁ slotssfabjomataing p SMet various
peapeT b, oS S 35 9855 fiab oo Bara pons o

6,437,563 to Simmonds et al; and 6, 607, 922 to LaBorde,

as well as U S. Pat. App. 4
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No. 20040214347 to LaBorde et al, which are

i ncorporated herein by reference in their entirety.
w@eowmomdisat i ons nodalities for the SM5 are notPCT/IB20@®003925
comfmfunicatiéhs! wite pérgdhefah dmiacesormcldltlmal BMiSsfegtinteh for ©bjeSts in need of

S S hpebaS v AR U e R THSRY immons: 2705

SimEfH3; r6 4@at563)fbsslﬁ1ﬁﬁ)hmt afyiard 6,601, 91mb|tLaBbfaib1 ﬁtWed)lras LF&rPat App
may inco ate wire ati on
No. t@@ml“%@ tq &ﬁB@Smﬁ ng}cgﬁgarwquqrpgra@gerg@ e fetpnee "% their

entiey.t @i n enbodi nents, the SM5 may al so incor por ate
diTect satellite conmunications techngl o

o e VioGHITES Ao SHRute bek AmGHY & dind Hi tlephone
commVRid¥ot wiPh]EIPY rder. 2T Bbridif dmb&iReREthé 8MSUAkA communicate

processi ng sys tem CDPS vi a connunlcatlon means
witlc en€BRP [satved usieg sinipus |commypnigatiens stedinglogiest Withqupignitation.  For

exam?fevgr é\gﬁ%&emQ orate \Vﬂ r S e[rﬁ%l) fcgﬁ(?rﬁstb&ﬂofég}y If§1€Sommunicating

rang in“a ne vvork di rect
wntlcorﬁﬁzl?ﬂ seateir o s coimenhadimerits tl@sSMSImeh@éP ineerperats diregmtellite

a,.CDPS .. s e |.rect
CO%WH%S t??hgﬁlgg%f% ﬁ@!é ?‘E)‘n Wﬁbe est ai) F@s hed between a
SV anehtérbed 1rﬁDPSl\/ESehy\aesrub)¢ctas trha@mnrtﬁdetp peentel dap peocessing system

k d bed_h t
CDg§ g}/\agﬁgogﬂ'flge}ﬁ%%lbﬁl ?rkeglge{og{eﬁg dC I(l)e ggﬁ % dng% ou(f Lh\éﬁ % glﬁ)S server
may G8Ton8 | of ahdre riatab@bowseng devidds amnadgddhm ChRgoker Peferatdy, a direct

woul.d be under.st ood e Skl | of
comipHIOGRSA PR AP isae BTerh VS pi A S @llepolierpatively
an hIBEctBM@iIvRicatidis| cdalesticiaiml ae EEStafalﬁ)she& betmieerga MS and the CDPS

mani_pul ati ng subj ect dat as ot her server. .
seryef; e |t]e¢n dnterpet) ‘de%’tﬁﬁr nw?rin&scx}lﬁalch ]ileé%}nt o Mnlglécatlg?s server Is
prefRibly 6@l BRUNESHSoung afid@bhtb&ed Waidnunicaors Gbemes a SMB/and the

servers, and the like. In certain %d fCqPt
CDBSr sasyerarmal Youd bgndersiped Byarthpse 4 et TRt e GgH-Server
comiMi€fibonsoMBe i DI sarvErS 2SRt RtYein,| 1ﬂah&stdataaweh @dri g@thg and

case managers or central specialist who can acce

.the
magigelating sbicredatheseveibes othertserRtunctinns dRohdingnBefenot gfnﬁed fo, web
ser&? ?13(?1] RReResmall Befer® rCRNRTRVAL 88vdi€ hRd the liké

a CDPS server identifies and prioritizes
Su bﬁn@cﬂalﬂ embpdiments,iasCloRS sy Applyase aphsteres o sy trom each
sub$ dcf %h € TRHDIRCE P avdiibR t@%hﬂ%ﬁze@%ﬁ% 818108 cbiftral specialist
thei't attention f1rst on subj ects wi th urgent
whé eaut adceststhombv:e e inflernsty jtranetsor qihas emsle-‘b@f qogpgpation described
or éor{%gmlﬁécﬁhe?ﬁﬁ ! % #ﬁla‘f &f EBbE s?@qgénﬁﬁ@ ad rfillog@f)é subJect fertility
Server pertorms

anal ysi s on data as
isirsiusig theimmiraraitet fom tesutiest GNSeRbis aliows case tmanagers to foous

he{r%&f L :%rstra ?1{ e%tsﬁ\ma{ ?&Qr&y’fﬁﬁih&f bi8ss b be%efc%qi'rl'tfe@d of taking

nmer gency |1
imrn ekttt laéncmd In aeraummmdlmts b EDPHsent pipesfoymiseli-timeahalysig on data

as {tﬁg]?)gﬁlgéw f?tf%%rr %fngl gl\/gDE)Sldgrﬁlfg%rtl 181 A?ltaf%h/%me eé% ’Eﬁugtlons that

case nman er nat .
reqﬁﬂfs nedigtg attentian. Ifauclodn dmergenay d; 1t1d5rmﬁsdgtq sabjectooan tba dhmddiately

oS e S5 b, PR Bl ot o
maBaHR0 A IRRRHiScly,2a 5P Man@ey en tpadtificdrand/theisohject ebitasted directly via

functi qnf; i ncl, udi n bl ovm ase t@apﬁ ‘!ﬁ t.0 change
phenges-pa fpx,ior gthsy mey ‘?8(?'“ ?‘% Lhen a

subj ect downl oads data to a CDPS server. In certain

enbodi nents, a CDPS server gy i nclude a
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“tickler systenf for rem nding case managers to verify
that communi cations with subjects have occurred and

wo ovo7werist yi ng that conditions requiring interRENB20065/003925
or Iﬂﬁéﬂtﬂmenﬂbﬂlﬁ{éhlsoﬂ ODPsescpee rperfemcsl veaeidus bther Grctons including

enbodi nent s, al so be c nfigured,t
olop eSS BTS2 BPIES (HLAGLIBRBHER PR R Gugece pia subect
downldati® ata REASCIOPS @érb&r Ideieﬂﬁhleﬁfbodmehﬁes)cmsdsdrm $nay include a
|nformat|onma be used to rovd just-in-t

“teligt PR TR BINECAI N SSBI P 11 CAmBYBES vith subects have
occGl’?Jdt Al @o@!ﬂ%éﬂﬁ&%@n&ﬁmﬁ%ﬁnﬁ@ﬁﬂt@f%ﬂ% op She@RAN attentiodthave been

comuni cate wi th manufacturers and di strij butors of
resqhs,qd» clal cestaippmtodimants, p AP PACHIE dBGOHgHTIEdJPtagh subject
p I pds S e \M\é tNand thi
s LFES HERBEeAl MPPIGE SupS: 0 0c 0o ARG nd i
mfcxmau(mrmgub,dwu&eﬂ & proeide Mt-msimpﬁ)dqhésw cdmersement SVE?l’éﬂtOt gsubject.
xQ 1ecér§bodlmerbse r BagﬁPg npquelr gg%gs be onfiPAERI B WBhAIMKAE with

server -t 0 support.
mam.lfmnlrem andh dis‘gtfbu’&rsoff mdmabWPMtwllZW svhjgctal Boompeitagisg gubject

evi M/pr SCri
usagee Pf isxmp » (Okders ea r{P ﬁglc %l i al retrg ax?d oty bﬁﬂ's directly via a
CDMa nagarsuéﬂ thenihsdi¢aCRigpli¢scac be tialmrednb sld:umﬂa celv.ms embodiments,

a se(rlr)aeﬁ%% ad'%m :?azagaaﬁeom?)hlg asdﬁ?ﬁé 0 r'fleqﬁb% ﬁerve?:%o S\@%ﬁr@ ggxﬁpl&?&halysm of

subjkcedd, ahll yna§ QISOWR usal 16 Sewévi preseripBRSciwagasanadevien salrject's fertility
I nt er net (ﬁonnect i on between the CMC and t he CDPS
reguneng and medicatiop d9528eSe hodi ment's, data encr yption may be
ut i ¢ds Sfhnagd Cltde(CRBCUri ty nmethods may be inpl errent ed
to transfer informtion between a(?é/Eand CDPS serv CPU
andnsextaip embedimgrts. £ase PaReEpRsessa (RFS srrvey vEg\jease manager
(CNIEPLERRAER S VIR 8] KBRorkNTRNCVRY pisBiritsly &Smﬁd\dﬁ}éat%@ Kmth a CDPS
pur poses of enbodi nents provi ded hereln in
seryr eoWeban| nfpret cFoprgctione SRMSEN dmfieraad ghe Shve In censin
em?&fm&ﬂté '&Qta‘éﬁ(‘/r& ﬁﬁ’maif%tﬂltlﬁﬁedléﬁ& S@Bdecitity hieﬂiod@ﬁﬁy 54 iaddpleSnented

ceftain énbodi ments, aCl\/Cg?referab

to fransfer mé@m@n@xe hetrasn »PMSead IGRPSUsrer and brtwpina CME and the CDPS
serpe(?' &t 5W§evkgﬁeseﬂwﬁ€ey BAAkd wREE 8R4y Eé?vdJ Q5 CMEeTbr Padpdses of

age, and an 1 nternet connection for connectlng to
embclrrblnem proyisied heninciaeluds, huteaid et lingitpddo, desktpp cippigers and Poﬂabk‘«

R T R S S BETATEC L s
CM@ pleferatilp llwabileeatcaltmil peocesing whis, adiselen arprintingedeyise.ie keyboard,
accgsg é)clisxstenkgata Ltgra% gﬁuaﬁ] m%m&@ gﬁ(ﬁw fo@@oﬂn@& N&the internet. In

party, c as an
certaim tembbdime sy wn aeteﬁnebwmdecﬁon( mlaSFUe) mafle, vcaerat mipdem connected to

e N

netivd ek, biCihk Yikeli la cartaih kmbodiments en Gigemetxioaakbction Ay be made via a third
i nt er net caseg,

< 3 I S p| .
pargy, ﬁH%hC'[lSe@P tgt%q%gealé% raviders ( ﬁfggac{n orrtta%lfxm dir%eélts, an internet
cortRbtivAr ay b MNady eildd\by a kditeqt @bringbtionpsfel EMCe the internet or indirectly

Vi BeEY e Pore AT P Tt BT PR R DO QR cOnnected t

th1§ hevis@nga foldcahwndyige daaudetvdrk QOANDauUAYANKOWRY eértain preferred
| ower data trapsfer rates j

eripBeae s FoLh e e e Gogngd CBEE SHigets ek By g sreater

be utilized to carry out

33
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t he enbodi nents of the invention wi thout being limted
to those enunerated herein. Al though a col or display
w0 go0p0ef1eT abl e, a bl ack and white display or sPemti0eh/003925
tharb fanaelerathbusand Gaip hendred banid 1 4400nmui). Slowessyr, lvever defal transfer rates
cb%\}ﬁtf‘ﬁl enbodi nents, a CMC preferably utilizes either
may, as(R) 3.1, Wndows 95(R), W ndows NT(R),
Unilodg &) be iridersiyop irethOart et thagvaBipes proegssws m@Bbe (ifiljzed to carry out

the E‘E}?(g?lﬁ?fﬁ%?fsfﬁ%{n%g;g{ﬂ;bﬁé\ﬁ@&ﬁfmgal{ %eﬁl at? tho%e argu%err'%ecp ﬁerexﬁ ﬁﬁhough
a coidt daplal B\irEferaBie/ Dvlaei anidraiite dfsphy nestmhfd mmmam er cabl‘d(fc)levmon

h | ted ta
motiier Bk RCISERet ORI BRORTN, BaCHs RO REs Bifer o
Wuﬁiﬁ@@(ﬂb BN A RvAWspeS \mﬁdcﬁx'smT(Rp @I SVIBgAppIe Opeiaﬁﬁg’lBsttems

ciient capacit n certain e i ment s
or Q@(ﬁ(’i’@ eperbing SEdm g }éDFﬁ’Sers dri§ e b@l‘ﬁlgg“t@%ﬂi% aﬁsw&% nof, gaving

con&ﬁ atib a'l E%}Jaﬁﬂi lishd0RSanOfs VIRl BRI Rrifiiakl &C4 Retwbik &)ﬁfpbﬁi‘ NC), or

case managers preferably are able t
havme\,lumvvd opimpuiationsl wenabidiy, @WS@WOM%%@@SMY be utilized in

accérggn\ég (’V’l g eftibbdifiidfils ‘f)ﬁ;vu%& &r\ﬂntfb{r RBsidatR iftnet iR Giclient capacity.

subjects’inc Ing data transm ssion history,
pr és ccrtqm PrObPdimente W, case RIS ACERRTPS ad}QB& spEYRr Viag EMNE to review

the ?erélﬂgfc; iftéh3 {%ﬂl ¥ ubifgts rlﬁ\@eﬁéﬁh %h‘lﬁb(ﬁ t?aéage thBhagers preferably

var i GRS lerarc
are pblolvd eaview, |vwm&dmﬁmmnméc@frmn9@5& iserveu. et swhient egtjvity and

o S DS MR RS B AR PEEFE thin.

analysic ané atsagar. A €M dtllowszl atcaseﬁmdna@ai @t wvicwr $ukjent data in various

subj ect .dat a stor ed.in r ' . .
forBilboP g e b St e e, Wb pn medica
conditiols ﬁhﬁrmg_lmmuiatéeamnﬁmbare @tesmtdsd'] fdrerhost.nfat degainamebotliments, a

nodi fy condi ti on-speci fic ,softwar,e nt aj ned,th ' .
CME i s Al 155 REREE P, <Y<l HFls ) YhleP e sored in 2
CDPS lsbrver T ceftath @sbagiaRes B OMTsi@caf inteefied dilegtly odtateach SMS to

subj ects in need, of fertilit na nt acgcording to .
progid (2 PYbIsH A PERR0RR, AR o B o FPEHRSPRY U7 GgBRere contained
theRBLCUri ty which provides case nanagers and other users

with certain circunscribed privileges to exam ne
SységmeiSesuridyli t data. These rights can linit certain users

abi Adcks b % ﬁé&@ﬁl | fBPme R ring SeHilis}! stafthsl d3bezather!d @atatol réiﬂdtély located

and may al so0 be enployed to |imt the ability to
subjaets ie npesi of dbrtidin manseehen éCC@Ffﬂng@sce%wag el g iggontolld

umﬁ%]logonséégﬁrﬁf} 'Wh?c fRbdildsichie ﬁﬁ%@é?%\drﬁﬂér WBéts Q/'ith Qa1 tiRRIfscribed

ar access control may be plied to
prltlheesdateaamlac aweﬂ w&ataev'&e@ rightsi en liait F%l%%‘jséétl’@' to examine

coﬂ‘fﬁ%ﬁti&i bltn}{ca‘i’ rhe?iﬁd an‘a% | fikPps emgﬁy&?fc; Bl the ablllfa/ to edit any
enpbodi nent s ex configuration”and associ at e .

cligext Wafat 9r mmake bl@naw ‘@I sneeific dSalns§'§tﬂElPﬁt'ﬁ dertilibyriclatsdi Gggimen or
adJBs%m I ! I% lth%n%ln}x#lﬁﬁ%cégg %S SE]‘% )f)e a%g defé) ﬁy%ﬁcﬁtsvafrlt}@st levels,

S Mman e su ault val ues and
whichadefiné i sobjtete nfszrtﬂmy qmng,dmhlcmbtlmy be cgm%mﬁmb@dmentsh dlexible

cmﬁ?/ g‘?‘ilﬁe %ﬁSOCD%I:da yéc{lrltg%e@e elgglt%?ql Pﬁtﬁg ﬂ)lnmﬁmtorln§ fertility

manner e control
corﬁiﬁ:tﬂﬁs sf mmgiet}slocétechsub,sas that mﬁrmeqmmlmw ofi theguleayeisms.at

vb?:éj élt nge aﬁ% clgﬁ& 18 1%1%Ifor rﬁ ﬁrla d.lgsgrrr]llta be ﬁ';%&ﬁ%& 2 system level.

nunbers such as for exanple, test
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strip I D nunber or bar codes. Operations In certain

enbodi nents, subject data are obtained by a CDPS
W@ eovmu91fT om a SMS. A CDPS server anal yzes t hePODIB200M 3925
Defattavaiuss intig rirei thodiSedojnerct hlsramhidal fnemte'r,l antl ymayobedednitrol& in part by

ent attention.

acfeSINEAE D s UBEN a iR uabenshy Yol IsVEF o118 cattin sambgiments,
detectlcmr@&nesyrnmy teeviedded ith AnighP el ng huibyts,busiphfsr Example, test
mg@‘ﬂﬂﬂ (({:} r other user), via a client in
S, 1% Y¥h the CDPS server, a selectable |ist
Opfations) ects vvlth identified fertility conditions

arr anged, riority order. In certain enbodi nents, a

CDPE i Riosls WS Bt AT ohan o EDF e R oM & SMS. A

CDHS RRler adBfzEPMRs ob@ined URALd mnﬁ?%ﬁbjé&i@w&h fdr@ty foBhditiods ¥quiring

condition. In certain enbodi ments,
urgﬁHWeeql% 6@;%]@ $eBEH My pﬁl@gqqeﬁ:hq; iewtified subject conditions according to

urééﬁ%{ SSSVARR! - Rr @SP$ k&@& XB llngBf ¥4 @&'e naQJr G(or other user), via a

fication thereof enment ed
clieqy in semmypicaiop Hyith ﬂ@oCIi‘) %mraerswselecptnbl@ éIIS't aﬁ subjects with identified

ferﬁl?@%h&‘iﬁ@ﬁssarraggédt in! driofiyTBRRY qutgxttalh %gn%tf)%mltaeh@ 3% r&ﬁi’éogerver may

cohmuni cat ed rectly to a su
progids thy casegbanegsraviagealienti eptipng fqr @mtmgreadmdanmﬁecdatbnmty condition.

o A SR EIRLEHASE0E 1000 S L RSPIAP
regémuaommd;ﬁtgtlen thedatf ma&rhamleﬁibﬁed foeseﬂlohlsubgectatam obtamed from a

SVBOHYSBHB5E BATRY B, B! i B B

direptiz|ty asdbjseths tantsulgedty SMSbY b aneonslayerwid B client in commumcatlon
the data for the purposes of

W‘#’&en‘?.‘%ﬁg"%a“"”e@ﬁ&%&ﬁé‘y fertility conditions requiring
Obitainiagd iDateFant SMIS on. Preferably, this analysis is
per{ or communj cat i are still established
beté%%‘ngge%g"%‘?%rw ‘?ﬂ‘daﬁg’ YR PO URLCL frte digia SMS,
ferfilfty eduey @encl ney Gkt pepdmal By RAQloritie M. | fih Qfé{rtalﬂaén%odlments data
obt. ai ned CDPS server .

T RO TR S

datﬁ b tRVitrpostsN of ﬁfehﬁfyﬁlge*gﬁﬁggeﬂ@ﬁt fertilfly ‘i@ﬁ(ﬁ@@}ﬁereﬂﬁymg immediate
Qntai n |nfornat|0n obt ai ned for Conparatlve anal SlS

attcg{ipn Rrelgepl du avelysis sutsrionned while eenmunieations ot s gsiablished
betivEentd OBIPS eRBELAd QrSMsiﬁ@nshﬂtﬁﬁﬁ kifel @b, IM&;’;&E{% ﬁ,&a t‘anE are not

downl opaded to the SM5 regardi ng what actions
ideptafiedndaty obtajeedsfinsp a SMS F@wr@mﬁm & CDPRscwyahjastbasafdgtabrse B) for
latelr b M6 tagdl rEtﬁe\LamdbégaﬁJ ¥mbé&Hifefis, SP @?t%lgdsg rﬁ’éé; ESHRai "infofnation

i medi ately seek medi cal attentidn.
obteingsh dpeamparativh anabpp v vepulemw of swhiests. clat eertainregwodiments, if

urggrﬁrédnhi'tﬁ)ﬁ/s Eﬁ%ﬁgfﬁfgy%wﬁft’r%loﬁso atle ;l&ggcf“ to Yﬁe SMS regarding what

t el ephone, acsi m ASM SSi on,
actippge shaulk be |takeadleli theo mbj@«haﬁge@(amle dhes sutijext maaje be onstructed to

lmr%%f&)agélg tl.il%/ée?lsgé%#éc; Q‘{Iﬁ)af&g{osglbj ecai%élg s%eé&fneglsal . %\{%ng?n In certam
embpglithents, itee €PEAgeryer may @@pxmme:aleoa héve fercdityt tefingedl SVIBEOt to the

i1 : al s . made 1.0. a
B0 L SRR SRARIEA o LT e
may albebieiineds. to 'fd:rahtyaaﬂ@ndbmgstasredjwithmm SMShBwitBinttieODBS 8¢rest, such

| LYer dat.abase for |ater al.ysis and
that\r/\ﬂe _Iect’ ar]ex ourse Sk ¥&tion 1S changedein response to theal entified urgent condition.
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Anal yzi ng Subject Data In certain enbodi nents, a case

manager is provided with various options for resolving
woe@7o191epre fertility conditions. In certai n PCT/IB2006/003925
Fughdywdierehdnges may alse beamadyeto aragbjdeds fixed ent@dingért selfmonitoring
Scl%gﬁlissg El"thte giafs?a (g)ttaglge:d @o\ﬂls g%{ﬁ? %%-Irhq gtm%gﬁgi qﬁgmsa%gé’er database for
latéraioslysrshr&lmrmMm ssion. A case manager may be

es d an option to adjust a fertility regimsn

A"g‘!yz g“%ﬂf‘ﬁﬁ’?gn ng schedule, either within a subject's

SNBImcrert‘ain&an(BBBi&eﬁﬁl ¥ €fse mahagdr ﬁé}ﬁ@xmr\ﬁﬂﬁ%rl@%bﬂﬁﬁs ¥R resolving
ust nmen, vvltg]n a subﬂaﬂect s SM5, the present
ond G Bihts GRS EMHtofh o1 (bis Siobndimenis AoR HOGGH BRChpgresented

Wlﬁi%h\bﬁfioﬂ Peohla subje®. TREBALE nfahded Ry %Blﬁac@ﬁts%édt S$£ &lephone, e-
ween the CDPS server and the subject's

mae:‘eAVM AN fpdlen lprirAsmissions b Pase tanager ey hegnqseried igh an option to
adj@stt ARKIRY rSBYBF A mBRRorie lIMRRNINE @ﬂheﬁl\@thﬂpg sBbiEPERMS or the

server to receive nodificafions nade case
CDPgrsegesr.. If A ceter manageredasisigs e adivst aare«gam vrithin gesubjrats BMS, the

pre@érﬁsﬁ%rﬁfgnwfatcnta@& @H?é | oW Gk hﬁ%&he aCﬂfy &bl %e ext time

visit with a health care provi der or w an option
corgmupicatiope pre eseblished befweandthe &]DHSrqgmr and the helse:t'e M nhl certain

em%cﬁmgﬁ% eacshﬁgct n} %e @E %fp%htto e %{Iﬁﬂh Patixﬁ'%ationg gétween hc% §MS and a

a su 0 VI Sl care provi
CDgS S@tbrclatpmqage mmplﬂcatiqnsmade hysdcacsahmaeagaert In cert ain

t
OB oo 52 TIRAR Y, AR R B 8o
subjegy far @rthevﬂna hahith t:arb ipexvidee ot with bty ogtiindb séekRxperofertiity medical

1np§tc %fl t}é%\sne %gtrﬂoglls tg}elo n]gil:tleé‘(f' gl}j tpgeseﬁ{g%r %J({)l’btlaﬁﬁl fatax ug'}‘ ﬁ.ﬁ af tugﬁgt to visit
a hcquhrcaxtemmmdea peolpenihg inpeiidy aanddidalexpert e E:ertalimaﬁiboaﬁxﬁérﬂs a case

after trans sion of data fr a SMs to
malgbt Erpd RO AR plln 75 e hesb o B bienda f?ﬂﬂﬁtyocosgﬁf”ééfld may
rerone afridatified fdia@ldy Bitdition Roié AREacHP aGRItioN Bt Blr S0parEdulst tsubject
es to be downl oaded to a

and/.or, co ssag
afeg TEiNinE SVEIBIe e« Pogfeiain $RbPAMENS, dho pesHONS Agperformed by a
CDPS R&vér impddfarGsdrt frﬁlsinlis@i’cbﬁ ¥ 8544 BRBm aWNIS D tRE €DES SEged
to reinf or ce correct behaviors or alter nmal adaptive
Comupnisaging Treament Informatin &Swhie’ts, a case nanager may

al s RN Qﬁn@odim@ﬁ@ SP&8e ARkidRImdy %HQJS@!@& ah@or CHESHL Telfdges to
office visit with aphyS|C|an or heal care

be dpvirieadsd thapubiech SMSy oniransmiftedayia Elessh@les AYAdra-wmeil end facsimile

| tran3mitSiH Whif Wtk Q&léﬁ@& tdl @iﬁﬁ)r@ef ngr@%h HeRVid¥ b et lgglla@a%ﬁle behaviors.

transm SSi on) I'n certain e ment s, Specl a
med8 ggiéain pabediments, ¢ cgs,elmmgwngaywﬂm compagsronetsngsking 8 lsubject

to s‘cﬁ‘&iuﬁuam &?iEe {’iglt W?tlﬁea Q)'r %Emnéare\'\%rhﬁesﬁoﬁ?;%g may,also alter a

gro essi onal pro |s or her
SM, éliﬁtlﬁillﬁﬁlmmb@ﬂuh’dm@h m@éalsl\ﬂemllmeg thetnkvet tmuhplemn)o]m certain

emlﬁ)dﬂﬁ'érﬁsy Pé?;%a!l ?raegﬁgé‘s%me'agco @Pl?etdﬁﬁr(g 8& ge gﬁ:%% %( Fxg subject to

been made, en solic
makigpdroapioingmens withea GDRS] prfigssipnal lred ampmdmhlmﬂmeﬂpm@e hmsber. In

corRSERrIcE, A SO BB 1 VBl h ot BB GREd Esbner n
appaiatnegpé has l:waw aadg)esd them solmunhuﬁeappbmgn@t datb jf(ﬁﬁipl(ﬁdlng to the CDPS.

A B D i ARl i e

interface. In
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certain enbodi nents, a case nmanager nmay conmuni cate

Wi th subjects in various ways, such as via tel ephone,
W@ 200ai04915AVM and facsim |l e transm ssion. | n cePCHIBR006/003925
appaifogniveastastualikeppr esent i nvention provides

tdad I t
T R T LT —
or arescriptios,i dasedinaregére thay @e& ispub jfremt mec}nfhl G)Q:Fetta ufing a usetr interface. In
case _managers nmay utili presen
oo SRbRBR T <A iR o T iomiche 26} beis P AFgRscsuch e

v1aMeIebh(ﬁieJ ﬂnﬂllpﬁvmmﬂﬂacsixﬁﬂ@frmmld@foﬁV|Iﬁ1 Sérfaitt BMBYAYREhtd, Bhe present
alth g Once a deCéS_l on is . mude to schedule a
‘“VSE%?“eRf PIGIST-RemRAted text oy welusipn indikxtrhapad remmunipgtions such as text-

meg@@ﬁl@,aleﬂérst ks 2B eLhAB dRREddOR! £ sﬁl%étov‘fnu&rﬂdﬂlt éljnbcﬁhments case
record of a schedul ed appointnent tinme i1s input 1Int

mappgsts way yHlize the prrsent feyeaiesy torfagilidippangytragk subipas @pp@ntMS with
clihi® fefBRi ok NfEhed YR BE:s ﬁrf%ﬂ;@éf‘?n ?alﬁp L NtGRAt, %i@c?s‘#c%n is made to

subsequently query the subject for the appoin
schedyle 2 pehiect tappeistinisarp Arstee task remindon mag t benperierats! thaty requires

eﬁdcﬁ@foﬂ@wﬁxgﬁjn@w@@c&ﬁ OI?EQ&EH f}%@nﬁpém ttlﬁ}e hlgutamto a CDPS server.

appoi nt and subsequent
A ¢psh BgBageE B employa: whect@a&hés feeprgmpt the gulgeatdd makeMVgppointment,

n | n rtain
od SRR, o oA S ikl NSRRON OB p§E mce, Ote
corgand anathade rmayc alegp bé amp@yecl to prntphiansubjeoo thi nmm sn ab]hﬁntment and

' [ S racks appoi nt nent ance,
BETERY o NERD' 8F s Bebddlf KniPRRY B B o Rorn, Sypa, AVM,
teldphomse podh Faesierit cltdmma‘nm) ]neczehmhcbarnedmfems; SSMS may alke be used to
i cati ons an ap oi nt ment

ver thegngFU { B?m%liﬁnge s nf rg%#\%glgg\ége yreéggd yegtigryalso tracks
apfoiriment exatianct (e@'), d/&étﬁert o sﬁb}&ﬁ)ﬁ&pﬁ QUMRF -appéinfdeBBK In certain

t ne e with providers who cannqgt
enfRBB 0 SRRl RS o bl 5By wheneer a
appg)ﬁimeér&tlﬁs emnepwwlmw #ddo @ﬁﬁ:ﬂ)ﬁ bRb&sted Rblod\Wkdtination data to a

CD%S nderTs in order to obtain confirmation and
SEFat é?cfraél‘uaﬁP%%FPlea’a%oalpithca Sl prgviders wherqapnay directly access a

CDesbaitvare At Sase Sthadabéit hfad| geRB@leY SbrfespBiieiRt b %Lsob’latk%@ follow-up
n‘ﬁ ormed that utilizes pattern analysis, nult
re %‘&Fse@QF hto qhigipcandipmation gpdjasseqiaied %lmer@édzm lféﬁ%ﬂe%es to

C 0N\ &eRaif Wi HmeaidbitAtticl %Bﬁys?seﬁﬁy ft)?tl&énil b€, el%ﬂt@d M utilizes
to data of other appropriate sub In c

patigHrsaly e retiplg r%ﬁé%ﬁav,émpﬁpwraamoﬂsr U’Q@Obftaoalm excomm current
subftdt da¥a sefd ehrBertiatAinA tSd GRS ?%o g;%rﬁlg s%g;e?tg—h e conputer

program has_al.gorithns to inte or fertility
no AR Cet3in gmbedimegis, 2 compuisr ragrhmtifated thentersista dailg, and to obtain a

graffi&R Sasgi&. hetR Qe J%@%Qﬁal s Ol 5erﬁH§ g égﬁsrf%te&ltta for h%ertxhty

program has a user ah advisor no
monioiiag.a3s| welkmenps syghethat the gseaihbs aneessftp helptan the deteilsi afcrnnmng the

d
st SA0RT stind Se AAA RO AE o308 I e g
emaibhea fileste an Ad‘csdn e\rhoazslpm itofp ih e ddmisendoppand see Ithecb@&e amfoldmg
Thesélcﬁlﬁsgmn odd akd HE@J&' &%tgll, o%ata{;zggftéﬁpﬁﬁ %@g{;t 33 Slngenngp.' 1ncludes a

entral "advisory faci
systemdifoy |cdmaiunlc£ﬂi(moofpdm bdwehnam%rsaartd&&) céiﬁaEﬁidvls@t'}e fai‘cﬂi@}e re fertility

atg_interpret at| it
saehd an 0 Rpdl” e BORR] 7 P RDerTie hd Tt 6 oFamerpretation
herei n may be used to determ ne the ovul ation cycle
status or 37
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measure fertility in a female animal (e.g. mammal s,
birds, reptiles, anphibians, fish, etc.). Typically
wo b@7amisal is a manmal, including for exanpl ePOIIIE2066/003925
algoiitiR aid dlieartining sterfioes. donesti ¢ ani mal's, farm aninals
e.g. bovine or equine) and pets. For the assays
Meéﬁ”éﬁg/i ded herein, it is not necessary for the female
aniTrBlinveftichs proviricd d@teirmmaybsed tadetenndesthe ovulativardyele status or

enmbodi nent s, |nformat n from previ pus nstruyal.
meaéyrafe@hrygmnmfera@%anm | Ko TP R PisPy [oPPISy, i, f5fl ot
p(i)d'aﬁ itRleghilh@r B 4 nfafinddCintingitly broéxagpRTirtansf G6md3cic wAImals, non

e pre%nancy achlevenent or VO dance return to
donfeém qniitale, Tapm aymplp é‘-‘a&tbf’\élé‘?j?rr?@“m%ﬁﬂflaﬁ ©hing t he

e RQP S Ksayk ProVIBLACRBAR iChotinRESREArY Ifbrl the female animal to assume
gonadotrophi n therapy, etc. Certain enpodi ments are
regalprr raensisenl cxrles. a pertrimespbadiments (PErmation Hemmyevius megstal cycles
is ntoFﬁﬁteﬁ \WE\ {iﬁorfﬂg #ﬁn% Uthel £8aySBRvIdRE hB@id &8 1RMBE, 3k example, for

ron roni de and pr egnanedi ol
norg:lau cynlez) preanallcesmblemrm e vpidnspnr tprfgrtilise gfier hrgastfgeding,
f ol e{
apprapghi $ {8 nft %EE Z(g??agln tlﬁcf{ljttrl oni e%ér%?%ﬁﬂﬁtﬂ Ir: a}'g}F “

i ndtmmeanbddhamts eer dlracwdetom phiddeqriaEaspfc laberaigrshageurate tests
that a follicle.,.i s th I ;
Wh]éF #S, Psgﬁtﬁ Otjgr &?gpor{n ne rog Clree agsetg)rhg Fo%cf% andh;freg%lanedlol
gludﬁ‘@ﬁ@@ tedfs movitlal héngint hrat 1nﬂlu:itm15 resstat foblivich g@“@h: @ud regtpug duteum

east__sone ange of, th hoI S .
L Y e
high laegro® Bﬁéerrﬂaﬁxlty thyich golticle mged'mgnlfdhe ‘pmignarediob diupmoide excretion

Threshol d val escri.bed. in, Vi

ratqjéprpqlqe?, lﬂiﬁreaﬁ & gyeF L certhhat l%lggjlf cgin}gs Igf:callmigd tci ?t least some
exténtF A rae ofthresholdtvalues 18 pre@&nEdlol(glﬂﬂ&jmdel widetr Masaméldatblys of the

ref erence herein, be used. e
eBS B S gFR, B OB AT B P B oy BT By e P ef
dl. e%bnlﬁfhﬁ&@z@ﬂhﬁ,r SEpraqtoof) &d. BlhdkwelNEF., erbndi Sreoids, 63l;fh €1998),
only analyte t is neasured is pr egnanedl ol
1ncgqu@t9fi(bﬁm§@renq:cd}er%§}ay§>ﬁlypq cations described herein,

eSt 10051 SIS cititfle RIREFRATIE Hin® |pr@n§1€dd[dl) rglluiaroarde are each
the most useful analytes to measure.

er, er
detggied \r emantifiedpe Ippethero cBgodipets,| ‘Eheeo%ly, Y i ppé 1s measured is
pr 1%3 nn&Bf%l(lgur?\'&?%d@n@oﬂ Ho&i dpphdaRons\@isEMRE Hekei, dﬁﬁ%er%lﬁcﬁlromde and

e ovarian events are confirned
pregranagiblegluclirorids angribe mopt useful, praltesnial meagere. qu@ver other analytes

mag%l lrgﬁﬂ&%flev[%mc?e Frﬁul@cﬁ%%ﬁﬁo u(tFFﬁ?tandP E\Réﬁﬁﬁmgﬁonh&le (LH) may

exa e to have an elnltzin or none
riss butgmless the oxatidn mnt@\ncﬂ eanifiomed by, forsexamgly, plrasqupd.eoriapfunctional

tesgI 31}6 foﬂgwﬁgteggtitégjeeaﬁéﬁiﬂeﬁ Y nAtthr(WeH' ﬂ ﬁ%o&%lmeexample ﬁo have an

occurs ‘as shown by t
lutanﬁg;ga‘rmadorml suggelrizaritti e oatddlcmsthom elsg |pgs,sm4@m bave no detectable

.excretion patterns.
oy SR Ropet e B0 RO FSAE Ry TSR Blgnancaio
ghtd&nhﬁfd&hmaﬁtroxﬁxgimﬂmmde erxalteee‘n pnttems her data obtai ned

fro tine n _be 189
conf FRIEEATBTS doe SO RHOATHET Top T SPRRBRL A B from urine are
deﬂéﬁﬁl_hécDUIEﬂEremh Fads. or athgraddta obltlaaed rftzlmvnodm al morotime pant can be
cogg?rl %:cavclo?r% t&{lﬁ:‘iﬁ?f[ 0 tg}q%%&%rn% altI o¥1cglr§% ainlr;}nél gpartlcular
el ectroni ¢ database, or the Ii ke Dat a conpl | ati ons of

excretion rates for particulgr analytes, in particular
anlnal species, and under a variety of conditions are
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provi ded herein. For exanple, reference curves for

estrone gl ucuroni de and pregnanedi ol gl ucuronide
wo@baodionad? f rom cyclic urine sanples in humans BOTHIR2006003925
individug; ond seof individials.(Swh deeanmbibaiods maylb6in thé fpun @f,4or example,

a éfe&]l%%(ﬁ%lﬁge eézgprhe Q %rn gn Aagagaasg ore%? hg%efﬁr g oG 1?%91&1 of excretion
rat€} fon parierdar, an2ites, il b&tlclﬁl&%ﬁh?l spmj’ zpﬂhﬁhtiﬁfh ‘&h}‘lety of condltlons are
ut i |z eCIeS

proyfe R o B B Rt v erecaliar e <o arsmmediol
ghicaronjie @btathied Gromcsdli@htnetatnples A heRing aid Bovidark Iiiﬁ)Vlded herein (see

ovu i 0 cle atus i.n particular ani nals.
Exam i"rf)? é“‘y b; ﬁ’y%}lé? i‘}tlﬁ“% a?rﬁgﬁt%ldfrgélreel&)r &efeé?PCP avrégs in humans
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9 days, from about 2 to about 10 days, from about 2 to
about 12 days, from about 2 to about 15 days, from
wW@bwaw49st o about 20 days, from about 2 to aboRCT/BER006/003925
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When the PdG excretion rate equals or exceeds this
value a determnation is made that the cycle is no
wo orvgeuotfertil e and no further testing i s requP@EUB2006/003925

ex¢epdel Bhdiokhiet lis shbsEquentty followeBt By QindvulRnSwithc®9B) intervening
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o S K rlonn R OB, b ot pl P Mofien o, e
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o FA D, SRR, SO oL BB B e« 10
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earlh ﬁelfainh blhbmdri]lﬁénta';, r&f«&éﬁdnh?tepﬁi bl F1G a?nﬂ PdG ai‘% fle@ufedQh tandem
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In certain enmbodinments, if the excretion rates for

estrone gl ucuroni de and pregnanedi ol gl ucuroni de are
whoaoh/oa15pr bel ow a predeterm ned threshol d, aPCT/1B2006/003925
datdbase that isain icommiusicatimewithn atindlyte nfoaitadine desicen The analyte monitoring

o b 8 R ME cobfp Bt e} G BB SRS Wi S wirtss
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rregnanedi ol.. gl uc onlde has ri.sen to or above a
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hor none concentration for each day divided by the

anount of creatinine in the urine. Figure 13 shows the
w@rwobiisy ef fect on the PdG profile by such PCT/IB2006/003925
Volumlecp.elr dioino B collectiora it himads tiec tis net pﬂSSle $honpd én these cases a
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h Th i fi
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anegiyasis eperwct, tiogmal hielligelai Gdves oqcur;rﬂauwmamdiag feirml andi svulation do not

r t e N | e usual |
oosJE Rt BRRLAY nclRL RGP 8 HSHetol B, geemn
Standingsestrus aRd rebfcmirdsto ab sramchng hept, i¢ the npetrviad] sifn bf eueh edrens cycle.
l.e sta nd a by ot
il R Ut SR TP Pl B PRot o RfEhpiigasts abou
enters standi ng estrus gradually Prior to standing
estrus she may appear nervops
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and restless (for exanple, walking a fence line in

search of a bull or bawing nore than usual). Prior to
wae@ndiag7’ t o be nounted by a bull or other cowsCT/EH2006/003925
15 wodrk butwamtange fron 1dse than 6hous tdiéibseao Larhbws. Thhagle, the garod of time

whgh g roe i SR 3 loghrmoibing oy St ARl B trs Rl Gecgptve period

A fefidpb eflets rstahaulng Read, graluellye aPrishi6 Qtz!tﬁdldg S6h3IsBE nfa¥ QPpdah Bervous

i na, and en vul va. , Howeve

and. glemt dpnasaplgral klas 2 4once fine i sepchetd P}ép‘i’rsba&”!‘% Bopftharpusual).
Prifi€to 84408 do BY nfoluhted bR bl & - otHe? |cl)VQsWsH69wﬁl ﬁtﬁﬂllﬁ &y to mount other

estrus, the ovulatory follicle that is present
amfn;lbr Thpseysigny Wik peogress untd standige estens @gers. {Othes vz ihat a cow might

t f

be B PHAIE Bl ot RAERAD plIRbd 456 rRodyB RERERe Ein e yagina, and
a syplat vudva. silewryen dheealy aenclusiyk [signithey atdew is éi esimie instansiing to be
mofiftd by %meﬁqmg]hsgt A oW eOlthrdfloPed e EOG My RRTR thE present
typfceﬂﬁbvallat@ss refipasing thategg it CIéotlainaV\Rng:ueaxf thestognietinh Eplléd¢ isusferred to

as @vuﬂﬁx\é’n ?ix?c} Ec%{ﬁ% b&%é\%lﬂ? ZXV‘P:H 3P ould fE& &1% %QSet hpsst’%éiﬁ%reﬁgl sI )i?ollowing

erva V\E en eac
theeslba'sa Qf &hcggl frbnban exdatdry Zollicld mgg ikl ey, the tetmaldreprodugive tract

strous .cygle length is.fro 7 Lo 24 days.
ond R ARLOR TR 0P Y e o8 o inpcsR vy @l Bhy tous
cydlapill beinitiated. Ineadormellyt f@ling hrdmalnthe invaval betwser Bach standing estrus

shogl et Tk 076 L Y bt B breims i pavie opst g 17 o 2

daypsr Mﬂfent@alﬁhtﬁlgnﬁpiod(laivﬁ egligéehey 0RSib ghé§ortaﬁh it® réddiz€ ltR@rthy interval
seen in. the urine orinhg.P xcretion rates.
betyesty sipingo Pyt Gers V¢ ‘fg‘? HdrRodedays mekhgrsols aedbruptydrop in serum
progéster@RhIeRld 2 RyNBHE 18 tBS ndx@|(Lpv&ied) Bebarus, BBk iPMBarly seen in the
gl ucur oni de; PdG - pregnanedi ol gl ucuronide, PM -
urinshy AAYRERS Ed%sefcrert@pé%tes MES - 2- (N nor phol i no)
et hagasidohBintds A&k ormGHs, l—iﬁ@tﬁ%hfes e@:ﬁre aﬁbr&tlzﬂé/d he?eng as follows:
di met hyl am nopr ogyl ) car bodi i m de, - nonocl onal
E1@ ntestiesisyslucappnides REG borrggnapgiol glwmmrd@ BMP mparrpagrcHs particles,

MHEEDTA 35 (QIhRmRS aemeéu%ﬁ@a%ah' Csoﬁﬁl ' RECEDC —  Loethyl-3-(3-
pol hyl ene gl yco - dicycl ocarbodiimde, NHS -

dm@hﬁ(ijﬂ“d?@k@l’é’l)%b?ﬁllml‘é?e MEiME mopfoheneh phtfhedymAb de antfpagyr BSA —
bovine seiil bib 1n MHSES Mﬁ?l &ﬁ%&%ce%@%gﬁr g I\/Btg{}e@ltl}}léhe glycol,

Assay Rea evl at1 on
DCfad d@yﬁm@ﬁmdsmmly,, NHES|-Sk hyr@wymmhmldkoe]dMiF mdimethylfoemsmide, T-

tesﬁ%ea%/mﬁw Nid Qtlé\/%ps'a %%a gl’ érké"u@ }A%Eaill Ige%dﬁgr 85 %tandard

uhen nNeno
deviiationy REY l—craxabunmunp&saﬁEHS@ enantwnc dphednmrhl@@serbbm raasay, OM —
I, estli rrat ed da
OV%&&%WS LQ%T%EQ l;x 1?1% rﬂoH]ﬂon‘é rGIr aﬁ 1I11Fnolpa1tls¥11 %Snrehd%trsophm U -
inteymmatipsgl WBEtR GT bagmtadomcﬁmmrt,llﬂféG pahtmam cHdronicogdradstrgphin, EDO -

es car & off ed b of, illustration and no y . .
estimgfFTay oF ArfaProf SEskatis B aHe Melier Shesaresige gt GHB- basi
infeMile ipatkifs 213- 5 Antl body gol d conjugate Pol ycl onal

anti-PdG Ab 213-5 was partially purified by octanoic
acid precipitation followed by an ammoni um sul phat e
cut. The anti body was diluted 1/10 with 10 nM
phosphate buffer, pH 7.4. The gold sanple was from
British Biocell International 40 nm m crospere and
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adjusted to pH 7.8 with 0.02 M K2C 3. The gol d
solution (10 nL) was added to 100 nL of a 1/10

waedoawias7 of the Ab + 400 nL 10 mM phosphat e beET/EB20¢qaid3925
7. AThefotlowin Bslaiyley 26 bfed of ifthdtrafien arfnbPb b8 finitation.
at room tenperature. Bl ocklg}rllgaguffer (300 nmL o}?w?% Yo
BSA in 10 mM phosphate, BIAMPEE} if f er ) was added and

the soppthaABobKFelyQ¥nal hAE 1995 A e gold for
10 m nut gs '(I)'h %(qg’(t ul}aehvva?a@en cent rda?ugedgo ’ﬁéﬂkooo

r prP9lgglonel ppti-PeGeAk 2ha-brvasaprrtiallyspuified 4w desingitdacith grecipitation
folﬁfvx%ﬁ Ib b %ﬁloﬁ‘ﬁﬁﬁﬁﬁ)hg’te tcht”??e Mif_lhgdijm'dﬂg{edslh%r\%%l PUM SHosphate

Aln PBS w azi de e “conj ugate wa

bu @splé Pénddd gpid sampie V@tS(froagBrlmthleqell Imeﬁ]atx@mti #®nmanhicrospere and

oo HSAL73 i\ R SSRT S RI5, 8 A U ASSE DL or

1/11)2111uﬁ&80ﬂxh8 Ab(29E0NL. 10 rﬂmrpmgpame Gutiyr (pEHf m)eauﬂqtlﬂ@d BY Rertexing
MPLE 2 Methods for Preg nanciq%Avm dance a

an@k@gﬁ%ﬁﬂ;&’ TR WS e tetReratire- Blasking b pfférgﬁaﬂgslu of 10% BSA in 10
mMYYRbDHERE SHHY arquﬁ Qvab QhAddGIng R QNAoR nh&fa @?&%ﬁsevﬁéxmg, and

an |ncreaS|nam excretion rate of
lefy foE 10 sxinutes: 3 m]xtge wast thero¢entrifugsd at 8HA0 ¢orgdor) 1 hr, the supernatant

wab B rﬁ’é?lrﬁ%lggeEPréméﬁa{tg Wabted 3 e Rl PPt §f Etggb%g@é} (9% BSA in

pea Xcretionraté and a risi
PBE xitle nzidg). The eonjilateciwasetesyspended in étmhIStorageSmffeoi @opjugation of

antﬁ):g)dés vx(l&xgl%%}%spﬁé?? og@% rcﬁlrlg&j g?’ agc%];a%%? fic Elgeé'\ o RUSnd Stewart 1.,

eumis In y Tisi ERCret '8
Reprad. d%rtilTRey, h2r1i8ai182 YZQIOQ), mom:pn&tesl bgfrefbﬂan@ehemq uenti al
phases: (1) an infertil egggase %I) of variable |length
when the ovaries are qui or inactive), whichis
shown by coMéthadsigr Pregnimly s oifanbdd Ilegnaticgd PAG
excretion; (2) a fertile of variable |length
when an egg is groﬁcﬁ{bevflﬂgfq ‘eil“isﬁ)@“?ﬂf)port system (the
PrégmbhctycA\a))dan\ohl ch is indicated by the first
stati sti.cal nifi.cant rigse in the, El G excretion
" eh giwine ot sfRaRIs S PPk B At i Y Geretipnratesgf E1G.
Blaakwell; om;r iafd eBrowhel. BhaseroldsL 5701554 i (1egh)) mgidara(téep b dreference.
dlﬂ%‘(‘ﬂ't er ovul ati on @hﬂ the follicle becones
OvEgRoLEs i faé%ﬁﬁy RPN t8e Pl stelen Bye and %W@E)Pdl:’ Heprgon rate.
Bl%lﬁm eettlapn Starofis!63,£XPB8Y iftofpofLi feyddlbél €A Qorpls luteum is
If the PdG excretion rate is still elevated

mdfetei @y a%a@y riging Pdreggrtitnipiess The rampl cyrlresogeigfa of e sequential
phégﬁ (» Qg ngertlle phaRAN TS Bridble RHdth ALY thle t)vé?}ék' Ial%tdu‘i'é@ce‘ﬁf;&ﬁ" imctive),

dG excretion rates rise. The data is

which é?ﬁhPWé by eontigying Jow Fasespd bafhﬁdﬁ?eqndc?dﬁeeégr@ﬁom r@) asfieﬁﬂ@nhase (F)
of {zd?lat)i%eleﬂg%?q'ﬁén arl BEY %a?angil q rlﬁ‘ec‘s E ?{ign (&%%H"ﬂ:fe}’ which is

he strip wth or ca I on curve
lndmeé thyrthe £1trsé§tabtatmlly mg@rf@mtu risg indhe EéGc@qcreggpmtqwdgle the PdG

excﬁtg‘n %tef b3 fﬁq%eﬂ‘“ g%?g&ona- ﬂ&erﬁlfea;{g.g%c(gmcﬁy ){Jed Tléngﬁ{ @5619{ days)

In the rea er an les to t
aﬁ@fovuhéorswhcrpglekfellmg hesenes acolau@bltaufn Qtlmhdmrlddlcajcd/bys a rapidly

I|e s are tined
o B R b R RN, 2
obt HitirePdGl Iekc&ettdnyrafen@ rtill hfvat"e@lld-aB diawra‘tb@ prépingdtyiis likely. The

oA B S S5 S S s i

The @ataléy read from the strips by the paramagnetic reader and stored in the reader. The
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and is stored as an array with the cycle day or the

date as shown bel ow for sone PdG half strips (Table
waleo7kEshal f strips have an absorbent pad, anBCT/IB2006/003925
reddac compareat the baddhintamsity of thenstkipc evith Wr gardardesr caliBgitivh ich®e which

R A SO GBI PP, i e

stos&td'mml& redder akapplidieto Al babubdylentiiedivhof i stipBibeRL hived. A \ range of

sl SR 8 PRRIKaPRITE. JE1HE g e i Bl end Saseion 30 mih

thel&@rafldforaiéy 4 ér@ odfaidd S;ﬁt@ét@dfrblﬁ thd)Garfdatd C\Q?é’ WBQE’ is 'é%thlﬁﬁléed using
0 2.305506 0 739149 3. 93223

4
timgd it vy Samifiio e rencout iaptha Sipe sstori s G5 of the rader

A R S o i

strigs §bahdy B). 1 &he holf stipg dmve an ebrigrbp®L 288 iMcoRBBT BOA control and

iy, 203585 0 930 e I8 G o

Weﬂg_ b onfrag,7ehen full strips are used the antibody reagent is typically dried onto the
conjugate pad and the strips are dipped into the urine as the sole liquid component.
Table 1. The PdG strip data stored in the CPU.

Day PdG strips pmol./24 h
1.0 2.305506 -
2.0 3.739149
3.0 1.932238
4.0 1.18333
5.0 2.170635
6.0 2.119834
7.0 1.497935
8.0 A 0.4916423
9.0 0.8571002
10.0 1.172603
11.0 3.01097
12.0 1.517774
13.0 0.4000185
14.0 2.370969
15.0 3.092003
16.0 2491832
17.0 2.079135
18.0 3.887302
19.0 8.253916
20.0 10.17638
21.0 6.525814
22.0 10.48178
23.0 13.19508
24.0 9.371401
25.0 12.90348
26.0 3.730723
27.0 8.376038
28.0 8.229706
29.0 5.375907
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27.0 8.376038 28.0 8.229706 29.0 5.375907A net hod for
nmonitoring a normal human nenstrual cycle is perforned

_ Whyoorhe1fpl | owi ng steps. (1) Enter the first degr/aE2006/003925

bl eéddmathod dier mivmitoting @ntorinhle buthary nebaytjual (c¥9le i eperformed by the

LS 9L 080 004 ARS8 L6000 o

m@ﬂyswdifsngnab(tyrcdieaf)é thétpstihb ehdudstonvhérice @Ve@}ﬂww Iﬁeérfaﬁéléd dcBr in the

er

firflast e LARIAIORS) T el elafab e G5k (St 116 s incicated

costinge iektirpamtil Fll§ﬁ1dicﬁltea (18 abshAGsig0ally SichiBibadt #s€h ROE1 ¢ Q)@d?etlon rate)
i,.SC ntlnue If F already wait 5 days and

an,{ef Bordlgies o7 ok Bt e S GRYALEP oGP Recommence

testifi hid dontihge it UE'@ Gighdld tbyehd h@h%1 Qd@d&m%gsﬁ Girds '16) Then cease

r.ates (6) Then cease tes |ng un bl eedi ng oCcur

tes%‘ﬁlt% h‘@edé%&q‘BFéH@é“ﬁé&e%quég% gingeg¥n.vari ants of t he
noMéﬁ;l' varsants 6f &b e‘n&m’ Bk #8%osdible A0E allrhré %{:'fatcﬁﬁﬁl%i ‘All are

are covered by the sdne testing system and
W@Yﬁhq Wﬁ?eﬁﬁé@g sysiray Uldghosamepyioiplss.aArovuledory aydlessaroindicative

of 08 rist $Feitter @ﬁet BES o I'PQGEéx%e%n Pﬂg‘ éﬁ)ﬁﬁéa%%ﬂeg ri)é/ tﬂ% ?t?nﬁgsl“eat until 7

measured by the strips unti
changesrtodband thee centinup ay sbovan éstnh@ﬂ wxantacvﬁthehom’rads cyad¢ o@durs when

I tiall
PRSP0 O ] i
E16] axetetient rateg d8o® ebcclvasd:hneh In dghie sasa IO well theeindies&l bavayse the E1G
exér&io}l tﬂ%té hEATE Eu L w1ll n ndl {cgtt fqut%?vﬁn%g Eletihﬁ h&g giggatlon rate

1on ra as ri S
hanmSIeil disinogytestiigsmaynndet] td b@cdﬁdﬁled)fﬁlr mRbic@ayd. @ne cbad WalltSSedhys after

ARG B TR RS R SRR A 25 TRE SRS s n

testldgaid@adsaat foll ow within the next two days wait
anot her .5 da S and test again and so on Pregnancy

Pregapf ASHSYE™A i h the normal cycle but continue
t esAd mghdminlnhl ctyhl% buﬂtdi*ltlﬁl)@thﬁmg EhiG tl@@ﬂhld’-ozcﬁb E?G\f)%k R0B6served
dﬁg i nt erco t[} daEy that the El G excretion

and, Uipg “&‘F%B‘é“? ay tjaf) he ElGnexcestion dateofopsaftam this value. The

exchetiof kit@dndas@od mﬁ’l thié EfvipSwil él%naﬁgl%;@ ﬂ{ﬁ E)'roﬁ r;tgﬁllet &gnt ?t Testing
y 1déenti

fertile day . Testing 1l
18 day gﬁﬁ%{ﬁw ld?*¥(tlf¥ RESERACY o B ddCa cletipi Etasemesswred fomche arips arc

tilll d16vafell) prognadé e will bé indRaRY¥ ahe
si | ndlacat%dglgn a pr egnnaﬁcy tegt r@qoupg&@éh&ﬂ& be P@ If pregnancy

- does el gpde megitordeds recpmmendpyl@né thvdmpq of ieduged ertility will be

ideftfe@ HORNAS LR 1ENEs IOREP SRS efcﬁev eF’s S a%lh{:ed %t&g\’jtésé. be

identified fromthe absol ute
excretion rates neasur edEB§MPIESS t est. EXAMPLE 3

Agort thm Lgorkdie of ARG orShe KA BRI §le B G 11 s

A nethod of Tdentification O rise’in EG
f orA anothednef ideyiificatiomof kﬂ@eﬁrsclelsehm;md} tforas nlor:'mailncycle has been

devalEaRL: ki n naJ

evg géar ﬁ% ésgﬁll ér?]fa%t%p&kgfr tb?gli_gc‘%g ik {ﬁlgé r1§1m d cgt;eé{l g?lackwell
L Fend; Brow( I iB). §&aidg Nof1 SH2)): 554%@ { Q%Q‘.kﬂ“h@trsdkgrgadlgnal algorithm has
beeﬁ%gfﬂe& W%lbéag prospective detection of E1G rises. The method is performed by first
determining four starting parameters. The starting parameters for this algorithm include: i) the

initial value of the exponentially smoothed average (ESA(0)), ii) the initial value of the mean
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been nodified to give a prospective detection of EI G
rises. The nmethod is perforned by first determning
wo oar/08d18T t i ng paranmeters. The starting par aneP€r/msB20ai003925
aveia@d: Sevirtign (MAIE0)), i) thel énitial yalvdhef therforécast evrat (FE(®F artdtie) the initial

PRSBSOS, SR SERSEFM ol felhipe) T
ESA('O) dnd MRAD®) bicadalcuRtedefrani tHehfrst 6 bawiiag daysrafrihd B¥{dfthere is a
nd iv ) the initial | ue, of, the m)othedfor

bas@}np Ferigdspfhiy pase F&lg(@cﬂgxﬁ @@glé(a@))on $1V$,a Warping 8 o) e({' days. If the

valﬁEycﬁ‘ E@&(b% is $ePA{ Ple AICE MMk EDtionr @teCial thel k@fuestel dfaneakiiments and
first asel i ne days of thecclellgf thergilsa

MA@&Q)ellslsPﬁeatp?@qué‘@ge Halpi cithes feiothe pparticplae popgn oghaneve%cycles or
n t fi Th

ol g, BT A Ay 09 g T

sm®ﬁqnge¢mletamf (oprisaset pineeyalee mgsmp@gg))o ¢ hyppthetiggl bgﬁ:lme of 6 days (a
e] f

vah& S"\Qalgg gl\\ll cé)& "ghe stgtﬂf Lay 1f Eeﬁl%e Fﬁastre{ %)g mgsigl rdé\ﬁg)ag&a(;h t{l:llE ﬁgggs that it is

bet@adol rycopnias ﬂﬁd‘trst\s&ttlsmallysgmﬁm‘nt tisecin E1G atatetion sitep deyrearly rather

tha%-g ﬁ?igtégtrﬁdqlrﬁ 5’80% tl%%%‘% tﬁ% 5P %Ltgagelflg Sltg%%l;g%‘é)ﬂg ar)t;%re%fzgts 95 %

cun¥iddtive padbabilidyB thal N—‘s@n}ﬁcaﬂ'ﬁfﬂése&hdi]lcs ekaetonshayicturczn@ses Batty M,

set for the EI G a si s that sbeterto
ovrgiasyaresteh gy 0t st ed i i by relifpndf hieghn

El GRX8dniFibabn AR Rrstiaye i8 M1Gyis laishated irhBiguie 3dH}he lE&AeO) value

For the snoot hi ng constant chopsen racki n naI I%AD 0
wagsef at 32h pmolHt & (B Tustoahig regorded fﬁrr@B ?"FV tp, sgte and MAD(0)
wa%éeggﬂ i) &@ggh i SPavePhgEhEe ﬁﬁ&lﬁatﬁr%vﬁlﬁt%r}ﬂ%@olérdaﬁdfof S@Lwoman. A

eration research arterl 319

trac(km@g)]al dfifefdrpasrealculdten yor the Rl dte Olh@fctlﬁ .7 vijgh thus serves as the
be i %‘@ltdf @éﬁ%ﬁﬁtg ngr Sfd'({hé Hay bStRe Fifkt @a@h‘cﬁl}) JlédﬂﬁéaﬁﬁE@ rise at

val ue was set
95% c(mﬁtbncta lewdt]). VBHeuecking @xgd% avap epleylpted Err@a@x@%tf ﬂeﬂqcynelstf@m the
[ r I
ﬁrs?ﬁerty stlgf]t‘gé %&ltg@lu é{ @Bsg%/%vg #aatb% ing c?lhelillgt‘fc\?l\o %%ﬁed\é@ Yfe rise in
PdG eaaltiongati ig n&hsunéd Gmply byasmparisou Ivatheajthrezsholtl valuglofs7 pmol/24 h

ta on | e day hus ser, esa th ai
Whish RGP g6 el e PlaerrE Tk ot ¢ CREo 3y G RES Etefided by
ref§bbhékingal |y significant EIGrise at 95% confi dence
| evel ). The tracking si g&al vvas cal cul ated for each
day of the cyclefromth 4day so the algorithm

is truly pr ospect ive. NeadaaseCufescal cul ati on | s
needed. The rise_in PdG excretion.r

Si n%}p@ﬂaw%gﬁﬁ%lﬁ% and,PqCytog ufenwélgﬂlapéj eq;laﬁ? U'gg um)an urlne samples

arermﬁgtllat%é i) Fl@ﬂfe@hl aﬂﬂpj i ﬁ 1t @ gk |stangdre Qu1(vB|f6lC]Kl/® bbtainkd Fom strips
. Steroid s (1998), i.ncorpgrated
WhrcéfhéYee‘PP@é spray s} wifh a rERKﬁ/PI!ﬁb%mstcawa&% %&We%‘sgtséﬁlfd%{f‘ gurve for

Pdﬁ WIS the Qrips! Kave bl Sfaye@ withSEIOMBEA 45 1B dapmiind rﬂdttbﬂlﬂl edhe data

uman urine sanples are illustrated in Figures
given bihgihalf strifsglagkiag avemipericRAdY arcrrigtte et el oF ﬁgﬁh or PdG

metbbit SnttdauEdd gl?Ylﬁlt@&eﬁnﬁﬂf tt@ sRdv ﬁe@e&‘ﬁ@héﬁﬁffbﬂhe signal
conj ugat e. ur is a stand ar curve for_PdG where
givehby therstrips tchﬁw stapdash canseriptienswi bt ispEhesara celibratiqn curves obtained

w1§1atR£ Eﬁﬁ s FREEHhRh thel Gﬁna‘ijy?‘t:@hcgﬁt}éﬁgn@é’ant herel@! frns tséﬂsﬁﬁnty of both
a conj ugate a are plott ecm&gal nst the

cutvesy | su@ﬂicx@lt ® cmeaszuemmsteu@b Fyde lqvmls rad, ang PAG Hsingstingd urine
anmount per 24 hr) to show the relationship of the
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given by the strips to the standard concentrati ons.
That is, these are calibration curves obtained with
wo b@7s8915ps from whi ch the urinary concentr at i BOIFIR2805/003925
be S [
~ sam lees 'I%g%‘nenstpu%l gri? rgfll\é 0@?#@ g 3&{3 H%H(%Sré{é gtlé];gafgﬂ tﬁﬁtway are
ngdnumﬁxgumrd nesarrpl es. The nenstrual cycle profile of EI G
and PdG excretion rates t ai in this way are given
in Figure 6. EXAMPLE 5 ml‘%&gstrual cycle profile
for El G andHué{anAndustranl dyek profilafordtd andPaGil e i s
illustrated in Fi cle wa

o i ol a6 e uTFRER eoet 4 AngiB et was then

anal'y§HdQ>95ﬂhé ?‘trlﬁsQVEllﬂiGM@dlﬁd@g Jfg&dlﬂwlxggasﬂ@nfgwmh fcﬂb()ﬁdn% menstrual cycle
| e for an e ata were_on
protde frdbiCenaRich Thagag d@aﬁ@aw%gﬁ&e@teé@p@edthe E3P nep was deected.

For @M§ {:]ﬁlet #e i ?dt %t%.flsﬁﬁlﬁt dighificaat VG %b@ﬁ'hi bit ait 11EkHe B1iGS feald@ay was
G peak day was cycl e day 15 and the

cycl@ectgy riﬁl awg tb¢ bﬁmmpgagf tl@mfaqvg}a}ow ARfERity ves cygle dey &9 giving a
fert en@,gogggé})gg a fertile period of 8 days. EXAMPLE 6
ovine Fertility Measurenments As with human dat a,
correspondi ng standard cEXAN®Efere obtained with urine
sanmples fromdair 7B). The EI G
and PdG data wer ehggﬁgﬁﬁggiﬁwegsgﬁn%ﬁgassays Fi gure
7 A As| withshumaenedataa cemespetaling staudard chyes WEG chtrdne; withr winpgamples
i Ifhy CHII V- e V.
forh BRSSO Bl G by P bRV BLisa
assaylsl Figurea? A dilistrafes gustaadz&d chae Ifgr KT andvEigareo BB alilusef@tef a etandard
ngi?‘% and the figure shows the El G and PdG excretion
UG Y hi's period. The PdG data represent the corpus
| utBaurine fradipnEll Geang PG iBxoistion/Rate ProTis Sromhovmy are ithuskcaed in Figure

e 4 days fore the xt. bul Lin El .
5. e PaV R BaRLSu oS FRBTE ity YPEe HIP PHE Geppigion for
thlsqiarubd? eTIROPJT dath tpeddent Cloaoeps g filoal the pieglvat syode @lis shows a

s .before th ext b N this cle f .
maef clited S s e appu Tt g B e ol By SpapliHhe time
thatqma\a&ﬁse dMiBe ERFBNGeRR icHPImIRNRY s8 Bdth sifhats bdcusiboaly£ i#ysibsfore the

t he same as theﬁ&lne above. These cycles are all

nexpbylingdn &ys exste BPubis£eMons in urine vol ume by use of

CT §9durdd BIRWAXRD Bbhsefutive Rds Ifor &Wsetue%eMd selg@ hidv@RA The first
El G excretion in the second C){C| e and furth

Cyc}?dﬁlt]l‘eoﬁm?ga%%v%‘é aﬁgvepd{jlqsq: &¥€lgs :«gﬁaga%pgeg_tgd %«g yapjations in urine

vohﬁﬁ’@ﬁj’ nEBbE %atﬁflné é}&reﬁﬁﬁ’v@ﬂleﬁf[y hefeUis o digrifidaft B16 té‘iltii’%tlon in the
he efficacy of the data obtained from urlnaré? El G_and

secqwml@yqlataad e pepiiRgcEoVaskILRG gse, Bpilfeypdo-&7 imeanfirmation of
its SloG@bd FUHE. q’*“in%u? ﬁ%h(gvl/scthg reﬁ}éhéyYOf th® dhth Q)Bfaﬁleg HoREuEREPRIG and

corpus luteu rise in PdG | evel between
PdGidats when q@‘;ecteésfgn yrinefve ethyeeltperecvf:aémglemﬁ spesHiseravity gindigure 9

the %&b&?cd@{i ll%glgﬁg Ezﬁ Fg g@zﬁg ?n;pcgé g??l;%g@ f?@& sfzg-'zt'sj febiits from the
preyipwsvinenasse i [H1Gcwaicknirididatestist prersues ﬁe@@@m@ﬁefﬁlﬂwbeﬂﬁr farst PAG

peaIt anys 7-23) arises from the previous follicle which must have been present before the

monitoring began. Note that where the third cycle was expected no PdG rise is evident. Also
no E1G rise was evident in the second cycle. Thus this cow, just as some woman do, did not

ovulate in the third cycle.
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noni toring began. Note that where the third cycle was

expected no PdGrise is evident. Also no EIGrise was
weeiodes1si n t he second cycle. Thus this cow, |RGI/IE06/003925

S OIThe \Wes¥Bmed] opsetotha abxtosstbwst ie shawrt bye thehieryd steyie Hesréhbe in PAG

res nset xt _estrous. i hown.
for s o 00 900 et T o da et 3 BBl felf estrousbu
in sdrhe é%les-mib saptidwe&h@arnm @111 o8 belSdlowkd by omlﬁd]nc 'll“hmlgck of a PAG
next oestrous

t hi id.
isoRAST o 45 Bventts i el CHFLOR, Rt YR, VOHIRS 6,30t afbds; e raw
con? gatibrS ot FdG fate ARt ERIERESndt Ailew priction 6fss@wse{Bigum 0). It

or urine volume is not nade the_ raw
is apparent thet theaexti ogstius Sovldngt bepredigted Fam ¢ %fF%gﬁ jes Hom day 11 t0

day%Se Ot Be‘ﬂ@ﬁtq{f c%ﬁ&crtﬁig S’fox( {/:drﬁﬂér? inl$Hne doluniesarﬂm&%ﬁﬂhg hipatameter
next oestrus codl be predicted fromthes dG
appraxina@ing ftheosncrptign tate arg 0@&*9052@50 mHégwe héfqricoyr228. For “tis cow, the
next Qitlrog%: &r& ?%e b QoA @ uRNrb P inkhe Ry YSHcRtiBR data but it is distinctly
calcul a a paraneter approximating the excretion
morfeaﬂ)moasaafteomrreougl witls oreatinin® gur e 13 for cow 228. For
t hl g’l?en%aﬁ&y rocgcfﬁ{'e ﬁ)?tt %%ﬂg%/ t edsﬁk@'b%ﬁlt Efb faﬁ@f-‘hé} I'ill?the same
AW concentrat | ut 1t s .
urmél satviptec tvitly thxosteipolbrd oalsulai tther Eclﬁmd@ctaiig rinwhith case the effect of
Varlﬁggr}a.ré‘llagrlgpee %@{pen 1%'&%/ éﬁsggéflaﬁ\;gree ire%tc ?tﬂogrtfs?lg r&ﬁo Mhelt? %Ye{tﬁﬁshlips to the
bullidg behialier of the painahds s@ivalih é’hglrtt e EhGﬂEi(th@ lmw‘s |11¢d1¢ane the bulling
whi ch ca Lation Lm urin
behaeb BT byHIE TPHECT s Pt Ssee Retfebf oI GHPHG ik and
bulI‘n@é Mowe g dle that inhthe Bicbhd mleb\QM&/ therhonfiortahdata shaveld angvulation

oy o S e 42, B e R g oo

beh@Gibe ERBA beshBiisyve BibghdiR iG] Quad&u@ea/l@al&ﬂ det&iﬂziﬂle hgmﬂk as shown in

However, note that in the se
Fignisr lAdargones apd anuqred thewsing éfaf gfh(:geé/)qé evEromuch lower and

no SoHekiidtowNagde te dhgiteas ff ANk Véieme.at i o but the ani mal
still showed bulling behaV| or (fal se pest

r.o
Pr gjnallyedr sfe| QcBraPae lwvgvsaé deAsisc 5&5‘i‘11é‘?“%gnthﬁ1 yrjge sample
beffrR Iﬁéa%%}nélﬁ wﬁhﬁibﬂ&”@tﬂib@uiﬂ la&QWeo'QﬁcoﬁjﬂgatéB i E&hlﬁ‘ﬁjFigh@ 14. Figure 14

uri nar data. The | evel wer e however nmuch
shows tha le@m with wpesifinEravinoE Ver? P@ﬁlleoﬂ@ﬂ'f‘rnton‘ihﬁko%’l“iﬁ‘n’ﬁ“h urines

dilfd '@ 1 ? Féglﬁ&ﬁonoﬁ“héjﬁﬂoﬁgss %fé%hfldr%x&?@ﬂir e AShedt values which
asl| s uting the urine sa or e neasur enent

aremdtfrcmhﬁ stgndarcb@urmqaglts limisef @e@racmﬁ}i@fg stapdard guregsen
In g e]'#hen{: egﬁkﬁedlfhat% g\?no Aleogl éo’vltts e %&E’d and 3 of the 4

specCi rav gl ves le”simlar to
covmbb@ame qiragnatnlh upon mggngj Mlmhe\ylast deterd byl qlwatedflevels of PdG after 21

I t T,
d }%IO eC écgur te cp % V\ﬁl X onﬁ&'lr%é xaf? b‘lxglrlrl?t:l%e X an mli eg‘cnﬁs/ovulatlon

et *Var tes are dard curve
cyd]t{:sashn inb=eadeithe ¢ffeofivencssf eapyodoctivemesmagenteahhdar d cur ves.

In one experinent perfor W%ga not shown), four
cows were studied and 3 0O e 4 cows becane pregnant

upon mati ng, whi ch waidsieeaiyesiiMBNTe| evat ed | evel s of
PdG er. 2 days. Thu acecurat e, detection,
Pdﬁ’dﬂ’f’?{‘} ‘Y'ﬂ’gcreéﬂ’d“‘?v?é?fﬁgavt"i‘gﬂe YRS

e st T@Ust«y fr akine Rolaye | fastuadonsiins measary tremake a measurement from
%&nﬁ%]%%%ﬂ}gﬁ%gg %glg (ejrlr'{gcgdlment R %%ehqgvnetd by %'\éﬁ}rgd?of the urine
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PdG profile with creatinine-based vol une adjustnents
To correct for urine volune fluctuations it is
W(me«nemssasy to make a neasurenent from whi ch t heCTITB2066/003925
ovef § g&ﬁ‘)ﬁ and ?1119.1?1@ tﬂ'mgﬂaﬁwaiurﬁelyosthdt all @Hﬂs%ﬁ%jthb ¥ame total
ectln he urineover a fixed time period
vohamj pai hontri efgeallectipnc Hpts enimelsyibisuisencs ossille. Hence ypjthesg cases a
I |
meégﬁ%ﬁle{lmltlsa %En?natdg i)g lvn}eR tﬁgrﬁ?r&%ﬁig&%ntﬁ%ﬁm? éeté o gé’g glgrrx'l:ﬂfzed by
compadsunrte healhounn sf crmmmdtethbyrIM| Ti‘ns ¢anebe magasrpereby the Jaffe reaction
ncentration dat t
and&@ OFIIQRE cqgice rg; g Ifoa Ie%cg ! KQ{?‘{] ﬁe algﬂnq %W@Eﬁlﬁﬁwm tfe urine.
Figureds ushewls the dmethﬂ@‘ dffectr maﬂthnl(ﬁ pmﬂletﬂ}&suhh) comavgion. Although the

concentration f ac ided b unt o
eenGA LRI faesapmizge St <O i e, S ot e VORI edtfecrign it s
cleaelyftRGér with érbRinkié Gonedtibh. £ nbarlyslocibldcdetieastin G/ cAlatifioe Gidicates

t he ner al I‘Ofl|eIS recogni zabl e for this, cow.in
the EYREclRf SEREENGMOT Gl WSt BRIORONHER DSeUTed fropad Vg hown by

the B®sdREntMst h Bdalcidibme correction. A nearly 10 fold
decrease in PdG creatinine indicates the expected

PdG prefile withspecitig-gxanity-hased yolwpe goreesii9ich occurred

ar oungidaNivé 3s &S uRnPuaibyraviie t§ HRES M rrebliche Fbln eﬂﬁi@le if the
excretion. PdG profile wth specific-gravity

averpge sppsificaradiytaf eriring samrle dike ‘i?el SiOsnlflbls d@%wg B@e@fqﬂéltlon factor
can Bk Mokl oﬁapfo?'gilf}ﬁurin@ QarhiME bf %"tﬁﬂs of 1 splet @ig’l fThis h»?as done for a

aver age SpeCI grawty of a urine sanp | ut ed
mensg0alely¢lh apds the Wd%ﬁxpmmn rgted dptemmyingd qrafbtsdaam@: mmmﬁécdmtw@ usual

tlmgﬁltluté&)é'anﬁ)% Hie! r%lt§5@@fl g Fﬁ%}rxz e PASE 1]1r9f15 l?o%vsssﬁgé‘ehgnbeccycle of

was done or a menst ru e and
the Pdl@rm @mct\fall@nd incthe thirdsyde therrow was maieds "Basﬁdﬁ Tosmseaxperted but

did \gh{) 1‘\%}1} ta?%n Elﬁ&ajl 2t4|1d}§ ﬂh e gdt&%%gﬁ éﬁg %Zﬁlgg/ggs @é%‘hﬁy i€ was later

confifmédniey wch@nanyshagaqsmis fFaqgure hmshowﬂ sinfilarityhin tht exyretien tahaa)roﬁles for

N (T

obtaaﬁéiﬂ) bywhas Opmﬁgrldmhtor thkihsd Y shd satne urin® saﬁnpleme drHeyagreement between

the { \}élleléllg( 3&1 é‘{tf’ Iﬂeﬁg ci fE]Ip o@te\g gog %?e Sets e og] &Jé?_{) gpfc\{etxoﬂ rates was

indioBaeWTeieqiagtieticadqaRalelye Heheeehahd haite- mqa&trljﬁdnldahhtaalﬁ the Ovarian
the neasurenents obtai ned by the Ovarian Monitor

Mop'hod for the same urine sanpl es. The agreenent
between the Ovarian Moni Egsmeigd® and strip data for
the determ nation of El G excretion rates wa
i ndi cati ve bYepprtioggbhfpringated a?d‘ﬁﬁg\?ﬁﬁ“’eﬁ%"é“’@ét ween t he
honme-use strip and that of the Ovarian Monitor.
EXANICL ka8 siitiepiedtisanially aConding &t the sE‘tha:na@B&llleinback et al., J of

S kA R AL TR T oL, SRS o
Chénsishe 8- 86327® 31101 B adb whsl H5d) asad ebagiand rf@:Wn&qugs Itlﬂ:SBSAIfElG] capture

of, Organic m str 36:863-70 (1971) and was used as
| ggq{ h
matgrigland gy the TELG standerdyy ¢ he BSA-EI G capture material and

f om@ﬁura{agecsfraﬁdﬂer siigma @ﬁnmar cbagas [(aomd haasspm used as a
Chemi cal X & . P-3635) was. used a(f

reagent for making the BSA-PAG capture materlal and for the E1G standards

E1G Paramagnetic Particle (PMP) Conjugation Protocol

A 10% suspension (10 mg, 100 pL) of carboxyl-modified magnetic latex particles
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reagent for making the BSA-PdG capture material and
for the El G standards. El G Paramagnetic Particle (PMP)
w@ory7agEsT on Protocol A 10% suspension (10 ng, PAD0B2006/003925

(PMIP) ga)l)@)@dtap@}? dirérbiodinRa e b i1 M MRS PHORH Bﬁﬁ”érg%da M) was activated
.(ROO-39 Estapor, Merck) diluted in 0.1 MMS, pH'7.0 )
with lOrrag EP@d@BﬁtlﬁD@ds'l)a?éW%te@@ewwode rnynmw(tgmsmhakmg.

: ; o :
Thé tﬁjﬁnﬁﬁc ﬁ#ﬁg& FRREHBA PBufed &’J\Yril withl! 14 f%%ﬁf QR %ﬁdegaﬁ)ematant

_ . The magnetic particles were then I"ed
dispardesl. dhesaqtiyergd Hteyrieas thandeacted vathpled métafiatl. Mgy sbddion of mouse

' h dwth,1.0. f
Y RN RO e
dialysbd agaidt phayfiRae Buffiued Salieclablyfrgmzeideed) Ganeitury Hedth Laboratories,

chr.omgt ogr aph { al agai nst. p hat e huffered
S R SR M CR A ——
sorlicipadlr fot Qmhifstes fohinixs vell Uind RhenNdiukefe| ras tterhperiturk M 3 hours. The
bor at e cggffer i Xture was vortexed and

,_pH 8.2. The m xt )
lategowaschipckad mdth 59 h of k0es B4 inlistillgs waterhygshekiag akteamdpmperature

f nri. t . | -
e G S Bl OBy Ve RS MG B O s
magpgs gnd divpwpermipe dissardsd TherngllesvasTeenspaodpdigde €8 mL of conjugate

dilhBoRek G e e..hen pulled down again with a
' str o%%rrqgﬁ{el anlgt%%(\r%gl{yg%%egr nat ant di scarded. The
pel Thet conivgatee dilegne redesistédnoh 10 . OMrborefe bufijru§R6% dextran, 0.25%

L |dento,t iV - ' 0
oo 1550 2 En et B SRt o 30 RS Lt {300, 20% suorose
SYrehBlosel 800 5%mzide) . pRBE8. Tween20, 1. 0% BSA, 2 nM EDTA
r asodi L, ~0.15% P 10, 000), 20% sucr ose,
PdE&gatr?'gﬁ%qegigg%%&lﬁgg%“gﬁod‘gﬁﬁr 0%. 8. PdG Par amagnetic
Par Thig nas Carnied gaiditlg ras Rorothe B1IG FMIPSconfugate diut iwétl thx BCG | ayitibody
s for,the EIG P onj ugat t wth the EIG anti body _ .
rep?aébJ Ktk por ‘Hf"??ﬁ[?/g%‘%ﬁﬁ%’%?%‘ﬁ’a@g% &8l KiRYEeq BY BiRteim A affinity
chrb@&dBrapthyh Widlfde@ ChohiistPw b flec2t fdridl! ¥abb@yBlIOMh AP Yratories,

di al ysed agal hst water and freeze dried, Canterbury
Ch’fl%%l“f‘}i" Nﬁ‘ﬁ%eélﬁ?ﬂ)i es, Christchurch, New Zeal and). El G

Capt 1t eafybieNIAtalial The El G capture material was a
BSA- El G conj ugate synthesi sed by the active ester

et HisoE 1 G eePraE imajerios gteg p Bubthconkgaterayihasisp by she active ester
od- . ¢ Ha ] . :
el 4 0 iy RS 38 £ 1 o AUOLSHHp

dis@@glg M@n@qr@@g@@ditions. |j\,2:M stack Slﬁ‘ll_,ltiglﬂs qﬂi\igﬂlmg{gl EQJlG a¥ere prepared in
[ . E ' '
P R RS L e 08 G YRS e 1 .

of D& fBIlSvesitbyake sdditiohicdrn]l pbiof tie DTG stuslSsolitdn aAfeV Eh &8¢ BE active

reagent wa ed dropwi se wi,th gentle stirring tq 43
esir oA ARCLBPPUE D B S (OLRSE S5HeH ghi mL 1%
NaHQOg v/ £ Casveblightac ?i%%nﬁﬁt@ﬁctiivg eSIrBSU ir&id0bf 721, 1 The Bxture was

the%}ég,%w}gg%%g}% Lljl_ysed gver 24 hr (3 x 1 L) into

30
BRie pE MM mnmnbmo@(%a%wf@m with 2% sodium

azidpH 53 16OMadtBpSuaPAak iR and BRh Y&t fugd s 250@G for 5 minutes and the
centrifuged at 2500 G for. 5 m nutes and the resultant

resylfagbileas syRertianhramoved B0 dher Witn Rrerdpitfa. t Ehespaple §2.5 mle was then
pasddaSthRABP b PIID 1 (@RSNDNEM0g51-01, Pharmacia) pre-equilibrated with the

dialysis buffer. Collection of eluent (3.5 mL) began when all the sample had run into the

column. The final protein concentration was 8.4 mg/mL (Coomassie protein assay).
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passed through a PDl O colum (Cat. No. 17-0851-01,
Pharmaci a) pre-equilibrated with the dialysis buffer.
w@eiozeedison of eluent (3.5 nL) began when al | P@EIB2006/003925
sampbg Radisid, 10l A £A R Gille chl ARlosRIs9bFI N
oL[Bentratﬁloerlvv% ° ﬁy 1555? olrraSS| eﬂgdrogt@g??‘l]e
Pd&?s@agﬁ}lr{mkrlalfractl on V IgG free, fatty acid poor,

Q Pd&Ya tupﬁe?ig%gﬁa'l g&g 11 BE&%S%%@&I#F’[& glygitﬁé'sks@é ?%QI%JIF qgthe same

Gr & “mat

pro@c«zicas thanhgiverofor &G sadreador fotabowkeristiothelt 7.@mgad..f or El G
and had a final concentrati P .6 ng/ m.. EXAMPLE 9
Ni t rocel | ul ose Menbrane Pré%}“g F8n for the EI G Assay
The BSA- BNifroeelhilose embiane Ri-epaestio fal yedt ¢ Aﬁsaylo mv

buf %Egg%fﬁpetﬁﬁg I_!?ré é’i}Sa gpﬁegyﬁ%t 38 nﬁ@ggsphate but?er pH 7.4 and
diluddt wisaipetht hias duff&ntd rzamg/nﬂ;% Erldimﬂo spERingl Bhe m&ocellulose membrane

SchueII/V\hatman W|th BSA-El G as th
(35 e Schifichgr & )ﬁwa as-SREVES w@@%@w %e @A)lme and
0.5 bfd/thD o AMB-nkabd BIG @TN, v, cmm;)nﬂ kthel siaﬂl@ buf’faeastu@e?»éon{rbmle The

and control |ine were sprayed
testligg and Gauirohlinerpare FRSWHOH RETTD AR mltafthet the hﬁ% ﬂr%mah’@om §herbg>tt°m of

the heBibinS lusidll §9ﬁ6§§@dlsyfeh(s@@@§@3056' Bft‘)%t; CQAUSN§A)Phe HBRbranes were

menbranes were striped at a rate of /cm and dri ed
stripad 287 0@ ¢f5#5 HL/¢ro andsdried ah371°6 rf@ré’dhcalrsnn@cfwgtmr enmvesien oven.

NielebAEEIh BEGR IR A6, B BRAFAL AG, T o Lhe PG Assay
'S Was per orrre usin entl cal procedure to
abdbhis whsi perfartnkd tukieg B&A}dﬁht@ak m'pbahmedtovwbtohe B®AwiGhe BSA-E1G
apt u E 10 El G PMP Conj ugat e Pad
rep%r%par@?%ﬁécggwmm ?réak-conj ugate pad (9 nm x 300 nm
Cat. No. G-CP203000, M IExsamelowas pretreated by

soaki ng | n 10 containing 0.5%
casein, 0.1% Tm{ﬁé@{) ?ﬁm"ga%%a@ﬁﬁmwarwgnd 0.0.5%
aziGless ﬁb)é cofjugatd pade® min X 000Mning [ae M. LGRCP20B@00p MiHipore) was

preA Y Gy O i S e L PR 12 T ¢ LipTageen 20

andEXYS talednd] Siday. @60l aida, BEs) lgdlufe@ lat ropmusxhpmmfe The pads were then
desi ccant. The El.G PMWP repared for

plac‘seﬂroqu Haé)ebip RETnT dﬁlﬁd Iah%@g}]rﬁvg]@%g nam St 2 g@éyectlon oven. The

treafdNJald g AbricQfored Bt Pseled f8iPpdick WihaREiE@ht. OTheOf 1G PRGN _mﬁate was
briefly vorteX| ng.and then_ sonicati ng in a water

prepaged fornSRipyiag by TRBIEE ninyepxjugaiRa dilierb Ases p?ogy@aﬂ%hwtq%a to a

con@éﬂtt%ﬁlolp@fjsl Bhg/l!, %i@ﬂ?fvoﬂtgxlﬁ%éﬁdntﬁéﬁ' Jbﬂlcﬁinn o h8%bater bath for 2
di spensor Airjet dispenser i odot A) . Sprayed |

minytessThgeqon) ugpte svps ahenwmecf @trrto zheh@mdspaldh atep \‘aEPr efel? ii/gm using an
Alrfcp Hi‘éﬁ‘éhtsbloﬂlrﬁi’ Qﬁ%é?@g ((gﬁdaf)te ¢A, ms%@al $flayed gadP%&r@Qd% 8HC for

desi ccant. n ugate Preparati on hi s
2 hoyay marfaisad ais wng/ewth)@ qvmxiustpaﬁrd ips il poychesamidydesicpant.

E1PMP Cfjukh@ P PreflthiGed W th PAG PP,
This was performed using the identical procedure to above, but with the E1G PMP
replaced with PdG PMP.
Sample Pad Preparation
CO48 cellulose sample pad (14 mm x 230 mm Millipore) were pre-treated by soaking
for 30 minutes at room temperature in sample pad buffer (0.2 M Tris, 4.0% Tween20, 0.05%
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Sanpl e Pad Preparati on CHA48 cel |l ul ose sanple pad (14
mmx 230 mMmm M I lipore) were pre-treated by soaking for
w@oomiosses at room tenperature in sanpl e pad PCF/iBE2006/003925

sodiom2azie,TpH 2.6). AEC0%ssThvugen 885 rethod&d/Syoblotii aizd ]Siﬁé W@tﬁ'_ag?qo@ent paper
ads Wi t

buf.f er .was r ved bl ot ting the pa |
o€ B3 e o e s R0 15 P Ve Tha dereatbale compsign oven and
storat in SediaUfo paichesAbith dddicdant.Or ced air convection oven
eal ed foil pouches with desiccant. Test

ang stored I n
Teg); Fip Tramipatign é‘l‘f"@&f’l‘i’ AgSeaMYY Assenbl y The _
ni t The altlobdIRfoRe MRIbr A1 6w NABmirARH WAl L the %ﬂi@letcébgti&qc%d{hg backing

po i on_of the backi n% card (Magna_Bi oSci en
ca G@agm BipSeisrcesorty HBA) Wil theyeribigh lingtowards, thé tsipl 6nllowred by the

470 ¥ellulRe Mk fad! ' -
Sc%l I egher %@é%@hﬂggﬁ?? %a{ﬁhgn 16%%%%%% F ‘3%&%@"&0 tP hEP edge of
thepbacking gard giving)p finaoverlap afil.5ove withthe fnembBanem Thie tHMP benjugate

' ' tq overla
Wamfl%?&hkgtobﬁ%?%;ﬁ@g 3@@%@9@% gdqv;‘@%ﬂgegﬁgﬁ%gg b2 e Folfledy by the
langjpationef thersampleiped vath théheotwanglge ofthel backity ¢dnd tdogivé o fhal overlap

: ' ive.,.a final over ith .
WA CpREBHL DOLE R Yo datfody GirdC ueRihly P o with e
pinioleingha centse 7f B2 shger (VagnatBieSqxnceshnGAeUSA) t fThe afipd Were Placed in

' LQScL ences, SA) .. The_str.ips
ther s (029 AEL BB Biseriob ol w2 Beniedhmtanc
stored in sealed foil poBEgAesLp¥Ith desiccant. EXAMPLE
11 EI G dar d rve a .G Menstrual Cycl e
Excret i ﬁﬁ?é@dg%ﬁ aﬁ‘?ﬂﬁé “Emstrb‘?]eﬁ%ﬁl? E¥cretign Rates
st ablkdak disnenas prepdriigrigsthidards avadobtaie@ o 4147888 dd female child
ancfthrhlgi ??[19% ti me dtl luted to an excretjon rate equival ent
504 St tp Ap excestiondate qeuikBen i b relbr. r SfArgisrds.covaimg the range 1-
1000rmhd124 hi(or(00r240- 12¥ng/miLP e _réﬁa}ed\é@[)s‘lériﬁlfkcﬁﬁﬁ,sﬂl Yy time diluted
ank urine an

eri.,al dilution jn the time dilute
blag it gt oo £ e Yaviih tetaraT s stanplged ewrsnsias gerformed by
adding’ MO WRsH ek Rt Dpliesgh Men bt thetas@fie §ﬁ@&g$hgt eXontrol and

the application well of the cassette and reading the
testdpRiMAR valyes afies d5 minngesith ¥ MagessBiaBtienced Magiatiotesny vdatiér. The
starlafMBgRde Rho 2GleERGLEy ARG | SRR | [ The . .

st andar d curé%‘/dé3 vvas%enerlg !égl ﬂgey di vf%.g‘g‘gs o5 tllﬂﬁetesﬁ/lkﬁe with the
confrablifie{§&°)s See Tabde 2 et Fipurn 7 frtthe tehetantosiglopoihtise@dard curve data
andigt/ ©). See Table 2 and Figure 17 for the resultant

singl e point standard curve data and fit. Table 2: E1G

MAR aBle@h BHG AR StanddrélCBivennol / 24 hr [EIG ng/ 24 hr
[Elé]%:ﬁl/kﬁzluuu 1+-0491+—6124-1-688 3 0.372 0.931 10 1. 240
: [E1G] ng/ 24 hr T/C

0 0.000 1.049

1 0.124 1.088

3 0.372 0.931
10 1.240 0.821
20 2.480 0.611
60 7.440 0.310
100 12.400 0.220
200 24.800 0.130
600 74.400 0.063
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20 2.480 0.611 60 7.440 0.310 100 12.400 0.220 200
24.800 0.130 600 74.400 0.0631000 124.000 0.047 E G
walaop4ERTreti on rates over a menstrual cycl e RMET/E2006/003925
msasurl% from y “}@0 sanpl es 6)7OVI ded by a 25 year old
were collected daily
over a recorded tinme period and then tinme-diluted with
t afE Madsity éxerelibd rawks/ dver a Tiastrialreyddé weteadeasuried efrosaumﬂe&amples
t hen.each diluted a further A b fore ad
profiiet iy 65 516 o v CPpatEnt B o yers lped tafly over a
rec@*lﬂ@d’ 886 Qéhoﬁﬁana' tHen &imd-dilbed Bl t@(\@ziteﬁ tb Q50 malte. Th%l’ﬁhhd-aﬁlted urine
cal cul ated fromthe carrespond %BSt andard _curv

Samnlré vesje then saehnsiilated g drhenadstogm addjiianptd g0 phdo thy &l ﬁaqassette The

MAYORISHIRY weth g)qﬁ@s%&y asS‘P'/éta%mﬂ(eBEﬁ? Ié*@éthonLratg (nm§1724%) calculate from
Steroids 68:465-476 (2003) using the sanme time-

the mormmn@mg signdaid wprveh hexyele samplds Metd algo amimdw theo@varlan

Mogﬁ'(jir"’lil‘@gs@a}ﬁ e q il ﬁiﬂﬂ tﬁer@zﬁ%@fﬁ i 33 Bising the same
Sl R R g

aver ages. e”’conpari son of
tlmavlduta@ elrlewcblétwnmut dﬁe@ctra% rtblascm e®othy sethef tate veess agllected in

X [ col | ' f Qr e
B8 SR (APl LB 89 FIPL Sy S0 s
excietion edtesoas nikabuead lgsthd/beas ansaydsystems QB MABte Syes tne sarapld colieetion for
ri ftor cycle day [E 1G nnol/ 24 hr MAR (T/ Q)
°y°8\/5ﬁ‘§s gpifg{g% 3 129 4 14 135 5 10 137 6 2 179 7 9 1 232
8 SEabRAPR Menkfidal 846le FIGABRréibA Rhted ad MeABPedbi2thd BILR Bystem and

the %)var1an4Mgr%to% 38

cycle day [E1G] nmol/ 24 hr
MAR (T/C) OM
2 6 180
3 3 129
4 14 135
5 10 137
6 2 179
7 91 232
8 56 242
9 104 345
10 283 559
11
12 230 472
13 203 560
14 72 238
15 53 318
16 26 224
17 87 346
18 42 331
19
20 38 391
21 169 336
22 81 320
23 43 259
24 24 230
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15 53 318 16 26 224 17 87 346 18 42 331 19 20 38 391 2
1 169 336 22 8 1 320 23 43 259 24 24 23025 37 221 26
w(Q@ 20015®1ST nce the Ovarian Monitor derived El G PRTIBEDIG003925
rat es,mere hi ggfsr than the MAR derived val ues, the
cycl es_ were no Ilsedt? |l ow the hornone excretion
the two systens to be
conpared. This required for each nethod for the mean

El QifeeCh&10vaard BlcRitstodedive@E16N&cretibd r&i%ClvBre! igHRe than the MAR
subtracted off each indiyvidual cycle day' s excretion

derjvgd @alugss dhe eBFlesdvgregneTmakisd Ho gHlopn e ehoeilapra?e gxgssfiopyate patterns
obtﬁhéf‘aﬁﬁ ched@s! %5&:195‘ t&be LoRpHERR Thﬂ'r@étﬁfe@ TSeSich ?ﬁeﬂ{&i%ldthe mean

normal variant transformation). The nornalised dat
E1G regcretimraty datwifejuthe fulg cycinéo hd pubitarted @fipeach endﬂ\gld@ai owcle day’s
exc?&ﬁﬁﬁ &€ Nhhd FHEETRRN -cadll'&f ﬁ@g xglu% B ﬁ{eeéérﬂgrdr&rvﬁﬁoﬁjgfﬂ% mean
e sane I nfornmation regar icle gromh and
mﬁhamuna@h@hnésmdn@swthm:Vamﬁdmm@uoréh@n@nmﬁwatdaw are shown in
I1§ckvvell L.F., et al, Steroids 68:465-476 (2003).
e day of the flrst sustal ned rise in urinary EI G
ex cThet nommallisedf qiaﬁerhsashdyeemeﬂeﬁlagwdmam {The MARSsE 1@l &ycretfon rates
ca e{hF oaérln% arrff)rmagg{x rg’ arae r(fa?oélecé% gr%wtﬁ rag%?n ra éoﬁlggs cfi(%rs tﬁe validated
refdreice easmg (BmkwsldarILE thel. s&kmﬂsl @Bnest47a8 qaoozant[halday of the first

B Bl F b P S BRI r B o

is Uebeﬁlee BIG® & & biokhdlr €o{1kE bimi)gtcallly 8otive Estﬁigeﬁi&ytridlolﬁand an increase
[.i ne, nean f

repﬁ\?ﬁ?ﬁ Sttg? (S:%%Fglgln ai Ia%g@;: il fqvgl}t (tl?] &hesf%lﬁq?ac&dhe estradlol Both

the ABAR ahid @Vbrﬁfl Mdnit3r asi4i® g dCsidndidafitise greank fan Bﬁi&rlméntal error on
deflnln l11<i113ellne ﬁEHOd and t aking theng
dayh{- gh é‘§’tp GRPuiaiaR gives therbasslipn neap éorab% Mangprg %ae?% b‘é ol24 b

qu@rstaﬁaeaarakﬁaudnrbftzhlzs TRY 6416u14tHE iPAFRIBE b Q8IS § b&kline period
t he c%’g ¥ . The nean of 180 and 129 nnol / 24/ hr
andAplpgthie meps 61 the mg%@stﬁéé#pweéfr exeIgHOBIAEG @¥er E1s paiod. Fosexample, in
thist Jy%lettﬁé BhiR RRSEE qyf tlﬁncy%fépcf ?§< bIFRThO thehf of N0 %@!@amomm
deviation is gl ven f erence between he nean
appaqwn@tpﬁetowfh@mé@t fCé)ﬂ@,@r @@re@ﬁn raéﬁ for ithe baselingzpsepq. nAen prRPFxdgation to
the H&ﬁdé‘rﬂ [iéJlatg)ﬁMs %ﬂl@n 93‘ @l{eechff&@ncre Hefved %e&i&mt e{?ﬁ tﬁ@ﬁ%ﬁégl tiretion

standard deviations (205 nnol/24 hr)
rate nhe gl pord A erfs e th exXCTREDh eatez;xceﬁtsrth@ PreaniRs 2 standard

deviations (205 nmol/24 hr) is day 7 when the value is 232 nmol/24 hr (Table 2). For the MAR
data the calculation gives the mean as 8.8 nmol/24 hr (SD = 5.6) thus the threshold value is 20

nmol/24 hr which is clearly exceeded on day 7 by an E1G excretion rate of 91.3 nmol/24 hr
showing the presence of a growing follicle in the ovary. The sample for day 11 is missing and
this is most likely the peak day of E1G excretion by both assays.
EXAMPLE 12

PdG Standard Curve and PdG Menstrual Cycle Excretion Rates

Blank urine for preparing the standards was obtained from a 4% year old female child
and time diluted to an excretion rate equivalent to 150 mL/hr. Standards covering the range
0.01-500 pmol/24 hr (or 1.38 — 69,000 ng/mL) were prepared by serial dilution in the time
diluted blank urine and then diluted a further 1/5 with water. The standard curve was
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data the cal cul ation gives the nean as 8.8 nnol /24 hr

(SD = 5.6) thus the threshold value is 20 nnol/24 hr
wokioci49187 cl early exceeded on day 7 by an El G PRUIB00@103925

ofth€s Bf addfig 40P ' Qfic fhd reading t
pr s BT Syl RIS AT B0 Sh B cin e
conirsl anidgedt hige MAR vilies dfter hbminuldskathya MagnaBiakcickeps whgretiGassay

xcretion, by both assays. AWRPLE. 12 P, .
rea U5 St est b Nl B R T Vg T RARIBER] iyt st tine
with tHen@ndr6lring (BT iSeg Table4 ahdiRigaredd fonthe absubiam sihglerpmint atandard

ggl(@lt%teq%r old female child and tine diluted to an
cur d rate equi valent to 150 nlL/hr. Standards
covering the range 0.01-500 mmol /24 hr (or 1.38 -

69, 000 ng/nm.) were prepared by serial dilution in the
Tabﬂqﬁé’dgﬂM%Be“dartslﬁrérﬁ@%i ne and then diluted a further

o BT BTGy oL SLAMCAIE T ve wasperfor mod by
abCtg— 150 1-—0Of antgarea—to—tne appl ication well of
the cast®tte and ré'gﬁi ng the Sohtrol and test Iine MAR
val ues 9t er 15 mi hd¥es with 8-dhgna Bi oSci ences
magnet icOssay readdd. The sta@@ard curve was
gener ateh by di vidgigg by the MAMR readings for the test
line wigdy the conyyjgh line (T/{@; See Table 4 and
Fi gur edli for th%ggéul t ant swwd% e point standard
curve data and fif,” Table 4: MAR St andard Curve
[PdG m¥ /24 hr P8de ng/ Ll B€ 0.00 0.00 3.43 0.01
1.38 31080 0. 03 41373.09. 66 0.10 0. 80 2.38 0.30 41.40
1.94 130@ 137. 9418756 3.00 413.00 0.43 10.00 1379.00
0.17 3.0 4137138%000007 100. 0(®,@:3800. 00 0. 05 500. 00
69000580 01 Pglgofap! v excretjgn rates over days 7-26

measured fromurine

sanpl es provided by a 33 year old woman. Day tine
ur iRd& dailypxerstiguerates ouér days @d6ddial 36 dnyanenairyad cpelelavgre measured

[ ' t-he i me-di AW &
ol BSOS G MDA s e o
dailgaeér adietardeidinge pewiod st théd Gmbaflaed wittl ¢hiptwater tofl SWb0/hri The time-
.10 the PdG cassette. The es S, Were. exp
iR SOl PR G P ArIEey H e PR Rh Bh PR oahe Peo
casdettONTRNPIATO kdsBIEPREE i cRpreSb@ sl VT abdl theePdG Becresonl @te (nmol/24 hr)
calcsu?a% f?osm ¥¥1€ercgrrgslpgrg)dir%ns%ln%gr?i%ur%. ]thrc]ae(:ycle samples were also analysed by the
Ovarian Monitor E1G assay system (Blackwell L.F., et al., Steroids 68:465-476 (2003) using

the same time-diluted urines but without the extra % dilution and also by ELISA with an extra

1/50 dilution using a modified procedure of Henderson K.M,, et al., Clin Chim Acta. Dec
29;243(2):191-203 (1995). All sets of data were collected in duplicate and expressed as
averages, with the exception of 3 days MAR data for which a T/C value could not be
calculated due to a failure of the reader to measure the control line — for these days the results
are necessarily in single point. Table 5 for the comparison of the PdG average excretion rates
as measured by the three different assay systems (NB: there was no sample collection over the
first 6 days of the cycle).

Table 5: Menstrual Cycle PdG Excretion Rates as measured by the MAR System, the
Ovarian Monitor and ELISA
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Ovarian Monitor El G assay system (Blackwell L.F., et
al, Steroids 68:465-476 (2003) using the same

WO oAb ut ed urines but without the extra 1 dPCTNB2005/003925
and al so by ELISA with an extra 1/50 dilution using a
modified procedure of Hendersen KM, et al, din Cvin

Acta. Dec 29[PaG}(apl2481-203 (1995). Al sets of data
Cy%bﬁy%kk?@@d i pMupl i ceitisaand expressed as aver ages,

Wt rhe exgeption of ,3 days)WAR data for which a T/C
val ue could not be c 'icul ateﬁ' due to a failure of the
readdr to mdasure thk?controP®ine - for these days
the esults laste neces8arily Pd single point. Table 5
for fohe conmegi son of9t he Pd@B8aver age excretion rates
as npasured py the three difperent assay systenms (NB:
there was ng farrpl e fgl I ectig& over the first 6 days
of tHe cycl €y Tabl e'5: Menstrual Cycle PdG Excretion
Rat _el§ as nealsured by3dhe I\/ARléystem the Ovari an

Moni t4or and KLl SA[ Pd&# mmol / 24 hr Cycl e Day MAR ( T/ C)
OMEJSA7 ()8 1.2 024 8 1.2189 0.6 9 1.0 2.5 0.7 10
0.8 2.9 0.8321%1 0.8 2,4 0.7 1240.3 3.2 0.9 13 1.23.1
1.3 14 1.5 34 1.7 15.0.8 Zé'l.s 16 2.6 6.8 5.3 17
3.4 875138 4.48% 7.3 194.6 10.1 8.0 20 6.0 13.3
10.41® 1 6.1440.3 8.8822 6.578.9 7.8 23 5.0 17.4 10.6
24 5140 10.9 469 25 309 4.4 489 26 1.8 3.2 2.2 Since

the Lyarian Mpnitor jggrived gdG excretion rates were
hi ghg{ than% e MAR

10.3 8.1
22 6.5 8.9 7.8
23 5.0 17.4 10.6
24 54 10.9 7.9
25 3.9 44 4.5
26 1.8 3.2 2.2

Since the Ovarian Monitor derived PdG excretion rates were higher than the MAR
derived values, the cycles were normalised to allow the hormone excretion rate patterns
obtained with the three systems to be compared. This was performed using a standard normal
variate transformation as described for the previous E1G data. The normalised data are shown
in Figure 20.

Although the absolute PdG excretion rates obtained with the MAR cassettes are lower,
the profiles are identical within the experimental errors of the methods. The post-ovulatory
PdG rise is clear on day 16 in all cases. The Ovarian Monitor PdG fertility markers are set as
follows: the PdG threshold that marks the end of fertility is set at 6.3 pmol/24 hr (Blackwell,
L.F., et al. Steroids, 63,5. (1998), the biochemical proof of ovulation marker is set at
9 umol/24 hr and the marker for proof of an adequate corpus Juteum (capable of supporting
pregnancy) is set at 13 pmol/24 hr. Normalising for the MAR system this translated into
excretion rate readings of 2.2, 4.6 and 6 pmol PdG/24 hr respectively. For both the Ovarian
Monitor and the MAR system these 3 thresholds were reached on days 16, 19 and 20
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enciibgr” DS Yo, BIRL pSHig oL BF AREHE S8 Cal R REL G0, BEE prpgriments
confifm)thithe exige1/6dilttivrsoftthe BRH SthlcﬂaftB raké thepinmdities] datnples will give

the 3%1‘%? ?etssltﬁ et? R ﬂ% %ﬁl Ctg%et%/ |f(ggf%%?e{sgrreﬁl%§tt née{lglr&agcycpe urines.
In oBie vOtdd She dudreft. cags¢@3B)e optlatingbuzbéever the ratmy @f 2 £a40 fichdl24 hr.

e STy ViR cHES: apbars pasci By AR e i i ggimunn

PA( BndARE Gibvel daerORekérbtidvibie trifge fohh€.00280 2D pﬁiom m | uted
urines (e.g. correction of sarqjl es for hydration
I

st akhys fheygurent; apsibadies xeguiresa WS dilugen ef thedimedibiiethyampleg for the

El@&ﬁ@ | Vztse(ﬁluﬁé(nfo?ﬁle%@'ths‘ihed PdG excretion rate data.
ies and Position of the MAR El G and PdG
St akedavodd thesy ddutigs ipeormeleeygles.snav an@wé@s éed & be paised with
t e ki &

cha‘ﬁ%rlgﬁgﬁﬂgfglr@%g @Fg’i?utféggﬁp ﬁx};é dlgi’é'& $ afrggl?egﬁg;s%rg h@r normal
megstrogincycles Filgisr ean Pe i ashigped rlml scpgaing t ¢fe019m§r erodueedr by estandard

range of about 1 to 100 nnol/24 hr when the standards

and sanples are 60
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diluted 1 in 2. However, since the normal range of
menstrual cycle El G excretion rates is fromabout 8 to
wae®7ieab7 24 hr, even with an extra dilution OPCIIB2004/®3925

hybﬁl‘l&lﬁ@tecfhﬁ@ﬁést Bxe ofiE5 tnotbrh!| arfiB6® BaRatiRA t¥cHnlfed ‘Pc\ﬁ'eress sensmve
the standard curve. | cul ations show,

ortion o
antibsies TrnsiticsalboporvasTs oeaeaaiciah amalaodis oselict T Apeb et g@ve the
lowgslh §o§5tﬂ?9 QR EForn2 it ! RG 121!: gBFe glﬁ eﬂﬁb&%essagms%ﬂl%el Lel&'te\dewnh less

ptimum responses cassettes for th
sensitiveschamoeristiosf butrehichrane idealyfot the umdasusement of @tlﬁeqnd\ﬂdﬁdﬁcretlon

rate% §1n 1@9 C(l)l u?%it fu‘i:cﬁo‘f)gs%lﬁ/rgﬁc) %%hgl@l%g%#)ﬁgr |b§ SfM ? \éetr htehe

cu rAlsm taltemativeadones otginallyi gentiated Miien Rel@timg Jarythe wxisting E1G and

he opti PdG st a rd curve vers t r et | -
pac; JopSPlonl ibisisomit B g SEmilie! A, Ry fLe el tlrstcs. As
merﬁidmdsdéﬂiovanﬁ 4 blonk &ébs merptodwea Higlbtitte,| high affinivf anttbedy (with a low
ti.me-diluted sa fort | G test a l/2 .
detSgHRITHN o o5 vEaLD Pt veuigad st 67 i3S G Whsr magimum
sendi@VityEk aliost maysrgayghantl bodi es need to be ral sed with
charac eristic t. no dil ution, of

i o ol ds ¢ 3 iff et SYBRFTF! SRy TRt opinding

coupléGh@Ssivel Nl RssCRsild@ Aefdh@Vamvdddy 86HE. Qhﬁt@reQﬁatéﬁdD m@de with the
produced by standar dhybrl ddmaTt echni ques_or, ot he

appHpRE icig iaplegye gatharlinksrdn theeamihig B dihisy igulves screening of 2
varie§btistetol& déifﬂztah@ dihﬁﬁdmér §t@x@id lﬁrﬁkelaédn ghted) @Fﬁﬁs’t avdilable monoclonal

comrer ci al anti bodi es sel ect the clones that give the
antiperiess There dsssopteevidence dhat éﬁandqrcmrvesméﬂlffeﬁ@g ﬁnélél@m can result from
suck SWrERRES %n%ﬁﬁhé"%'n-le aggbo}iﬁl ected with [ ess sensitive

characteristics are ideal for the

e dion examenie. agnorErional retilrds (Wedlpcsyills inimeleRes¢atch Cengre (WARC),
Up&:r H‘d&eﬁew %Qaﬂ %ﬁll‘nph%d %ﬁiﬂ a}nlﬂl%g fudtsd Gﬁg&@m ﬁ%t v§ Qstandard

ternative ¢ nes origina enerat e i cting
curfeowith hetneixpcslme 08D @nakiz lﬂd@nnb mas tanimbengitive ibolé @sed with pre-
¢ o

dilu dglp‘ angttﬁgrrnpﬁf ; This s%zrds%étgféx one%o t@% 3 1959 gnsmvie 8}}%’ the PMP cassette
assayodesmtmd tie ﬁnapdtexgh%en are estiong BSAf chnjugaw veitht arbS}dgerm/imker was
use? ertg\,\{é?gtt%?)&%ﬁllg é ’&Ingg é?:urlgé ! S: ervgeﬁ l}i@gs S%{lnalpngé edrlllg:}/l 815‘1%%&18 %e same
antlhbdwsctulchbwa;al with g-fkbtoes@n@nalcarboxymwhybo&niam]dﬂtrmr& llemlsuccmate

comTerc al rlaL bi ndi
conigi & FRAwRgrpayed e EREhE G eor T i Pipectpils” ffenderson
K.Miskengl.,a CGﬁpCMﬂzeAmtI&Hcl A, 243‘63)39![!2031 (1996). dfypco phidicet ef the correct
steroi.d anal .o ue an 0. the capture protein.

linkg,£20 EiYR AP0 §Brr"88ﬂ‘ihﬁ8" P9 Sensivitey y of steroid

derBivdihg ¥Rdies usifd bETa08 pﬁtrﬁﬁm Feforank&ld £ BARQ aioasclonal antibody
agai nst. avail a

nocl o ant | podies. There . s
agafigt LR chower diot B GiAGIRE ovaS 8 RSO (i SHPLS FRQIegng ths TkER used.
CanrahRsed BSAf C M gale Bindifd RGNBGSE BY Sitfa0k PRsthHEREBNBIce

anti hnd\/ Eor pyarml e __a mnoclonal anti hnd\/

(Wl | acevi | Sebstiptien] ReR\éBindingCent r e (WARC), Upper
Moniugatilew Zeallaydl) when udeits wi t h Gaseqtaien ucose
oxi dase conjugate gave a standard cynymIMth a

BSAIE@Pol nt of 500028891 /24 hr whjoch was tog s nsensitive
BSALIS ]i;‘f(,ed with pﬁf%l uted uripg sanpl es. %'ql'gwl S assay

Ssyste was 250 t| e | ess sen3|t|ve than e PWP

estroneBSAconJugateV\nth an 8carbon Ilnker was
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used with this anti body the standard curve was even

| ess sensitive. On the other hand the sane anti body
wa@omb@44167 used with 6- ket oestrone car boxymet hyPEDxB2085/003925

an c CORIHGR rs

o SR BT 0k by e BalRhERpbe, ARARILY sacsEIQ)
gavs dhgp best binfimg dincs dnhdd. the least mutber CHE 1 GreteiddséprotElacan@d She least
sen?iﬁg’{ét%nd%xgdﬁcme\% eﬁ‘;h%g} ﬁoﬁﬁ%at?bgﬁtgﬁesgi btugﬁlg(:\?/rg%ls Cbe: expected to
give ps &n%@ytan&rﬂdum@ studi es using surface plasnon

resoqgg ﬁ and a WARC nonocl onal anti body agai nst El G

¥hat the bi ndi ng was a function of the capture

Pr oA edmimain grobleen \lvitllﬂ lWral foedor dititleasays BShe Contjstedad of release of
thegb[g)g%eag‘gﬁag% asu tseégq? ngngﬁlggqs_sg%gp %Sﬁg%]@natwe test is highly
depeRREEBA ad b ct( Fﬂ!tél’s)su&st% @r@oﬂﬁﬁr SMDcdAughid. dyplication, re-hydration,

BSA- C3C5- E1G 13-20 163 62. 5 BSA-C5-E1G 8-12 204 .
floy pate; aithaymber of %ﬂ?leﬁgrsle@eﬂ pihkabipg todowerdhs prssisimy fisnge, in the
nex@%ﬁ’se”ﬂﬂe%ﬁjlu§§§%@5mﬁl@ re%‘é@d 68 A6 Shsak)! ysteYandl I'Eﬁﬁced by a

had t he 1 éast nunber of G nol ecul es/ protein and
Iyopiylisef samplesigna itghey er &t@ﬁ@a?lwsam veyueate satiteen by rehydrated and

resPRHde@ A BR phbdehoe SSHE rurlgé aPHkA aBﬁle%&Q §fd ?aﬁinﬂl@ pad of the

gl ve nore sensi tive standar curves. Accur acy of
casgktte dmilimway piskisienwef the tests shpulfl be drgpmatieallyiimpraved: Ths g@pylssltlon of

exc#e%oﬁ ?ﬁﬁc@HQh J'f)&x%ﬁémheoéhgﬁé‘és ?rﬂ?aqueg fas b tﬁlﬁwﬁ&{ ?f‘%v%ﬂar{ SF9RY Helivered

& conjugate recl sion
by tpfkxentce tassaysvas shewn in EignieghiB pnd épmddhatthamatcmfﬁciampéo'lar.iation of
a ri.ab j.cat
081953 UL AP Lol S ADE ATRLAGR e
thar e:tiﬁas»edhcalapplmaimm oE1G dnd WG b)kﬁ@etpnsaies itomeprédentie, biology of

malglﬁalsr%nc)fudnpgs R eams In a (i)tgja ‘f;%&t ag%det IL' erﬁle t?z Eec?gt\éiezp ’Pﬁ?ﬁ gr)n40 -49

Smand rep ace
(1999) asshmblefomlexaswla:mghgura'dﬂl%nﬂﬁe conj ugate can then be

drat d .an pende esence. of |
ur i h‘ﬁ‘iﬁ funding, ﬁ% ﬁ"‘élb%ﬂg &Y h¥"3°1{hﬁ ic materfals %‘3&‘51815 asyinge or
relamls@e@tcéet ls|1:ﬂssﬁlﬂb $o émisapé @aledicOthadivill Bidow e@stdnamno wblledoa time-
matically rove i sitjon of, excr 0
i e Pl A B SR 100t S SiigTe, i apply a s
vollitd@ gdch@felyob ﬂm/@ggeﬁa activity delivered by reference

assays as shown in Figures 18 and 8, and that have a
Caleplatipn of Respltys  variation of less than 10%is uni que.

ThepR @t fbinY eheA6RLRHS thds bERiskASH thh GRBEnSfc IntdnSiALE IR bound
and ot her data that exists_on the application of EIG

paraﬁ%gnﬁwaétﬂsé«?s&?a@ﬁpdr% 8¢ tashlinecind Sae % Mo g9nBeldgs. ghe variability

E@H}ﬂ?{es pégg ﬁlfb@é rl:;ﬁ/n ?ﬁnﬁﬂlt%gr I’Bbééwed O(ffl h‘ép%ata_ﬁg@ C(;(t?_ % (gsg)%'ler ggrmone

congpriAHOT Where it alisplays itsplfisiterras gerwl éeﬁae gop topsprip ygiagipi gr high strip
to s bt fitytwWith HOBELSRhAD b Ond WA GPBOR! % (KBRS BpbBdSvaRiRibn can

usi ng a syringe or
be partly corrected for by expressing the data relative to the control line, either as a fraction

(T/T+C) or as a ratio (T/C). Thus to avoid the standard curve exhibiting large deviations from
the best fit line and single point anomalies, a simple plot of T versus loglhormone] has been
replaced by the use of the control line corrected data. However, since C and (T + C) both show

a dependence on the hormone concentration (e.g. exhibit a standard curve) there are significant
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related device it is possible to envisage a device
that will allow a wonman to collect a tinediluted urine
wa aploeiand t hen automatically take up an al i qROL/IE2006/003925

diffbiRfces HIRNE %fkd @g&ldycuﬁzé Slotté@l %“fﬁ‘e ﬁﬁé&%&h@dsy(ﬁ @/c BP ET/(T + C)

cassette. tion of Results The output fromt ,
vergig Jeglhermonels tFiguen A3 iilbistates theh@ctmgmﬂmnémg rthe HéGtMA& Standard

Cu&@@oﬂ@éﬂiﬁﬂl\i’e@l{oﬂg‘igne“ c particles localised on the test
't ne an

one or nore control lines. The variability in

The:simgidﬁgdtcenpadrerfdteddwmoodmemr@rmby tooths equadivnby r epeat
runs of a single hor @QBRERD hon where it

di spl ay§{ Fsdl 0§|¥°‘H +é§ generg%a]rge strip to strip

varlatlon or h| gh strip to strip repeatabllllty with

eWR GE3S F i§ 91 vges{ rercﬂ?%/@ nﬁnﬁe ggn?o %dh exgrgtut.) el e q;/ 15 ﬁl% r@gding at

varl atraoff can a correc

zer& mréi‘@ﬁ datd %d%(',‘é;{ fs tl‘ieoextnl%ﬁoﬂ:l%[g 4 e 1'}11}1 %%mt §f thb §hn BRI é%lrve

fraction or as a ratio hus to avoid
th e«ﬂoag daﬂrﬁb Eigi vePd(X kfabdardsnge Iddutgda tmtesamatas mlmsurﬁnecaamples, the

1 PEeREplereph kB S BAPE) ARG  Ralp BER P g T gl

curvhslﬁnﬁi‘olllmﬁ(mﬁ;ﬁrqlmdlﬁzmehr(mlﬁ)ect ed data. However, since
Cand (T + © both show. a %ﬂpendence on the hornone
concentration (e.g. ex hilhf4 d#andard curve) there

are signi f\‘oﬁﬂﬂéﬂﬂfuﬁﬁﬁe&ﬂﬁﬁﬁgb‘ﬁh&@ﬁﬂteﬁﬁﬁn&t% sd curves
plotted by the three nethods (T, T/C or TV(

verdine basg uantiieg asseyyhipicaBy need fos pddzgss dhe H@CIF?%‘% rhgtween
analy'ﬂaf édﬁ@&fﬁ‘aﬁ&l nhge fsHe Mﬁlé&ﬁ@%ﬁ:ﬂy@ék&@ncﬁo rGlﬁfJubl?rihe greater the

Met hods. The standard curves are fitted non-T[i near
rater f gprng Proshyction pop ani gogt the nnore(d)\lutfp{i w)analygtg /Wl][b.become even if it is

releh&h [iheB Qﬁ(%r{adder ak a]coﬂﬁf FateY One of R kb Wﬁtaéé@ 3 'tH&Q)re(s@ﬁt method is

infinite standard excretion rate) Yo IS he read I Ng
thatzthe gxqrefionvetcs piecistormined gn @riFcsoniles tmh@dréut@& ®t4 egnsiapt excretion

o LR EAUARE (o INES o LA U mos
accwateplataspossible, 1t Crlyrbefues ticcmethodbeprreats dor ‘@rldmnemrhyd@don status
S0l RO QLI GRS A B s
mork4ohdtdngr(sccRlpdkse b, eusl rﬂgera'ndsrés Bh3-4766@003).i ne San'pl es

Ur ! aﬁlalP 9(%31'%%121 l’éacgrtl loé r%taclie b %&}413 fI ot Qﬁlo%?ing Yoid§ samrt)les Thls method
ress I SCrepancy ana concentrati

is basred toh ehel.premse dndtht Inz&e Dﬁﬁﬂeqﬁocﬁmﬁéms @noex constntaover the mght as the

the greater.the rat uri.ne ucti o
watgp ey Rrcleneey sSREHE id aiov Y1t 1B T PGty AR Blen the
expeniedide of ourt laliz $haf] &ie&&iged)f ) ptdd&ctimln&dtfée(ﬁlLﬁir) i) mlpsﬁcﬁmigg urine
rate. e (0] t ages o res t ho
samfolss SieriThg SHBEnR Y B TR LBLE ‘SIS Rt of RAMIst SEIV- AAMOIer eans of
con‘eml e %o Hivite-byi thcuhe@hrﬁ@ @nEanstiaNt TiaX elettol @Nbdsad en e premise

m./ hr of urine collection. Anal sis of tine
thatoqrfatﬁwa egfptetion g‘%ﬁw g delgied do misclrgiess)dt consipnk  Hawvgver creatinine

excREAGS iPkdWNNOt detidhdt WAL AgeSthdt Vi witB toli@HioR4lr kREst sndf i9leffected by
variation in hydration status but al so because any

mogeg3te foheayyf @ecsehet ween urine sanpl es are al so
M ring shiRpledt Prod¥Bire Nehrfidularly for use with infertility patients, is to collect a

sample over a known time period (as described by Blackwell L.F., et al., Steroids 68:465-476
(2003) in a calibrated jug and dilute to 150 mL/hr. The collection time may be as short as 3
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nore constant) (see Blackwell L.F., et ah, Steroids

68: 465-476 (2003). Partial corrections can be nade by
wa@oelozeedisng first norning void sanples. This nmethER00E003925
hodPPEBudiind REWRFISReslcal pdr2 HbS Sortbnithichs Pr 0duct i on

I'S nore constant er the night as the water intake

andNemnmethpdekgseddi thankcal groperéies way bedevslaped mhightallew correction

ﬂﬁmgver it has been the experience of our |ab

ﬁ“?ﬁ%ﬁv% range of urine production rate (nmL/hr) in

early norning urlne saanE@muEdﬁ the duration of a

menstural cy

Anot her nean ng" ia e llcag'r(tmf giftthg \?E'%Rfs‘%“' t he

Cr e@ilvémacaeratecind emmchtbibmrPMHbassemsdaWa laggehmarber «ifmpplﬁllatlons of

th 40 Tt ErsioR CuhE b i b Sk Wb afelseBls by b e

E1G enkPdexdrdiot esteciaaft cliitd) amdieonantbe ugpeyts of feftility and infertility. The
nutritjonal stat and is effected by noderate to
Pﬂ%@)éwebﬁé%ipg@%#w 'si npl est procedure, particularly

for useew t hThofige EthﬂldtlEMlyF%@énhmhtsrlsel if F16 &x@leli®f tated indicate the
sanmpl e over a known tine period (as, described by

Bl arEgsggelof p growingfolligle athhé‘i*C&ﬂ%f‘sbeGBmH’GS’f nqtent(aizf%)@)tyl n a

cal i braged j yg gpd;diphgt ctrétlo;lS%téEL/t@r xcded® aC Rlrds Flglti' Qlch as
time nmay be as short as ours al though the resu

ar e. Itawpolem;ladwa]s tl;me Ovadanhidlionisorf or its equizalewneith tideRMP cassette

nmet hods n properties nmay be devel oped

mhuaéf?y%tl“?‘g%%éég"r t?g‘;ﬁ&fa%r uri ne vol une. EXAMPLE 15

Exenpl afky APIA' miﬁaiygﬁl’tﬁ%lf)ﬁl B llteexkxetiog rate IfolB&k&%y@slﬁﬁﬂ rise in the

accur at pr odyci e PMP c ette assays arge

nurFB‘érOfg)t‘l%g?iﬁth‘B%t“? Rites gyulption 10 4he mpspirale Hatedlpy Biidtcourse to

r atRAie?d Lp tple. W intend to devel op prot ocol s for

using the EIG and PdG excretion rates in all clinical

and hone useBipspenrical pspoftaf oyplptiqnyisprevidass by an jncregse irfhe PAG

pri §

P sREleb Rl OIS AE SN alel R il e

i ndi cat @ t he Apradempateophs mtegmdnshogynfbyl aniindreasaimdhdBd(E excretion

t he be tential fertill A 1 in PdG

oy r o thePudlanBRiribtastey cabkiiauleiamelpdfng "o 3

Mdagilddr Wi th the Ovarian Monitor, or its equival ent

wth the PMP cassette assays i ndi cates the end of

fertili LA md e excreti|

t o1 Ttislelowpeahuy S eB etk o Secaf Frnfin yRhE sy pieht be

intdgftddc Bt slidivall aidi parsonnld mbhgemest off fkfility antlnﬁﬁrtﬂmy Most of the
i nt ercour se chi eve a nanc Bi ochem r.oof

eXpgFieng tﬁlsgtl%ssws %B%Qttalasd By Tdre; Mewitogg e, e Qﬂféean Monitor.

Ho®&eF, edil & tHeaduBstaltRY Rquiitderel ii)‘fltﬁél PMINcdsedtteagsSa¥ with the Ovarian
equi val ent of 9 7124 hr a e ate corpus | uteum

Mopiorgtibe pptogels ﬁ?ﬁ&tl'&staée Aot TS e, R FR Cosss assay data by
ad;@éﬁﬁ?hj@gﬂﬁﬁrt@é%dlc&ﬁntﬁ@ﬂmﬁhlv@ﬁﬁt@y equi val ent of 13
mo r.

1. Avoidance of Pregnancy — Normal Cycle

Urine samples collected and diluted according to time (150 mL/hr) for a minimum of
three hours collection. The urines were analysed by the Ovarian Monitor using 50 pL of time-
diluted urine for E1G and 10 pL of time-diluted urine for PdG. The results are reported as

change in transmission units per unit time; AT/20 minutes for the E1G assay and AT/5 minutes
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Exanpl es The foll owi ng exanples are representative of

the way in which these test mght be integrated into
wa@bkdiorioeds7 and per sonal managenment of fertilityPEmnuB2006/003925
for thefPAGt dssalyt Vhis Mastypiohl dyble deteprinédathemd iby thessbitchiasselfe®ie E1G

oht ai ned by hone 1 1 OLing.,. usi t he Ovar.i itar,
exPBGBTASS Mg R SO P AT ICHTar e P Mo B YRS ApypsC peak
daySmsS A6ikinEinc¥s fredsairiérit fvak biingddab Pa@. Monitor data the

prot ocol s descri bed are di rectquéqt%%ﬁferabl e tg the

PvA ableds Qvrianidenijor faele DR a3dy trEnapqy Avoidance
| equi val ents. 1. Avoi dance of
' P_regnag&g/ n Norgil Cycle Urine sanples collected and
Cy&l I!ute %gor;gygg If time (150 nmL/hr) for a mninmm of
on. The urines were anal ysed by
the &vari ar®3\bnitor using 50 nL of timediluted urine
for Bl G and910 nL of tinme-diluted urine for PAG The
resubts aregreported as change in transm ssion units
per ynit tiqge; DI/20 mnutes for the E G assay and
DT/5 m nutesfor the PdG assay. This is a typical cycle
det ePni ned at hone by the subject herself. The EI G
excriétion r¥% es were nmeasured daily for the follicular
phage of thg& cycle and when an El G peak day was
det gpm ned,ygreasur ment was changed to PdG Table 7:
O/arli an I\/bgé or Cycle Data as Collected for Pregnancy
Avoildance H% (DT/ 20 PdG Qycle day nin) (DT/5 mn) 5
53 869 7 b 8 78 9 - 10 98 11 85 12 70 13 126 14 146
15 163 16 K% 17 161 119 18 253 19 289

16 205

17 161 119
18 253
19 289

The commencement of the fertile phase is obviously on day 13 when the E1G excretion
rate increases above the previous baseline average. This indicates the expression of ovarian
aromatase activity and shows that a dominant follicle is present in which the ovum is
surrounded by an estrogenic milieu. This follicle will end its life either in ovulation or in
atresia. The rise may be calculated by taking days 5 —12 as baseline. The approximate mean is
(53 + 98)/2 or 75.5 ([lowest -+ highest/2]). The approximate standard deviation is (98 — 75.5) or
22.5 (highest — mean). Twice SD is 45 therefore the threshold value is (75.5 + 45) or 120.5
(Mean + 2SD). The first day to exceed this calculated excretion rate is day 13 in agreement
with the visual assessment. The peak E1G day is day 16, which indicates day 17 as the most
fertile day. The end of fertility is day 18 since the PdG value exceeds the PdG threshold value
(180 AT/5 min — equivalent to 6.3 pmol/24 hr for this set of Ovarian Monitor PdG tubes).

Similar algorithms would apply to the MAR cassette data since the E1G and PdG

profiles paralleled those given by the Ovarian Monitor (see Figures 8 and 20). Important values

" on the MAR cassette platform need to be finalised in pre-clinical studies.

The above data can be utilised to avoid conception by avoiding intercourse after day 12
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The commencenent of the fertile phase is obviously on
day 13 when the El G excretion rate increases above the
w@e@vioaus? basel i ne average. This indicates thePCT/IB2006/003925

sine¥ ﬂﬁ}éSESisQlﬁy 0fof e FEkIRWiRESTES [ASEVACL. FVéﬂd}'Br@Wﬂ T8 Woids, 57, 554
1§92? gﬁm nant follicle i s resent in which the ovum
(19%2)-Qnee exepedsihe gyaft interropsse (Hay R insthe abqve ekample) may

beWsume& Biflcd thé c%dlef i§ inffédiRQintil I*Be QMM el kaaﬁ’iblek Bf t"ﬁE ﬁ?egéﬁhls protocol
The rise may be cal cul ated by taking days -

may ey Brﬁ\a_m &b¥r dmerra%f%mé of Qbs(t«gacmgla@y@cd@gwsx?@plement
16§ bb@&ﬂlﬁﬁ(tl 99‘1)%@5@%4 éﬂeéent fﬁg&tﬁﬁ @éélﬁ%( h&?fttg 2 §1‘iwflﬁfjé§a%

deviation I's hes
2.Twi égosml¢es>f4’5eanhe¢yevf/hﬁnel‘h‘h9tmgrtwugh the/Gontimupnm ( 75. 5
+ 4 2 D fir excee
t hi ?l%gﬁc%l gtf 2(3 Q%%’g?gtn?%% %hg% -m?%'s b& a%zpfgé}%éﬁé go r eeﬁ’gﬁ]?n’ from
amgparthoehty ¥ fidlyefbrtitesomintore wycle, i eallpd dke EnGnubmy (BrowdalB, Scientific

Ba.\}]? anWrglg?m% gfr Ca?l%rglts Fer?‘)’ty dlze)gu%g})lg Ie%igzgesi‘%ﬁf ﬁ%&%&?‘a %I'Academy of

Scienazae Root (99 GT' hehpreghssh(ﬂl wpathto@glf #8Q&ohifubmnis Blearly observed from

oS L b T o i S S
thet IhmrMR‘eansmstparttﬂﬁ,t whiki rgressidnebatlk fhraipt tlBj@nﬂﬁlﬁfm is%%perlenced

o RO S BE o A A 2 s S contmaum

(e g‘.aslﬁeidb&rlﬁlb avirn mbmgyi ifofud® Qvoﬁﬂeﬁ&%tlﬁ@@fdn&ld%leul%dlrfg' &l women

st udi e The _above data can be_utilised to avoid
retyurghg 4o, Kirikiy BT RIYi cantFRGeRtive &8¢ oRlPlisiens pyasian @efivity % plpe eommon in
profésyiodal attet€b¥ndlinOdthdr Mot ihil d1eedVh r&%itﬁlc@sciﬁﬁ\@iré aSSJOCIEth with

and Brown J.B.. Steroids, 57, 554 (1992). Once t
eXtER1 RhygigRl s dueniah girest ot BPiEht lester Bvsarwtiy dhey20449 }iehf qgmroup, the
incRIRAESOT FNBTRURIoryTBYE1eR En tREELIE &h&?ﬁ ohR®odycle is

infertile until the next eed. Exanples of the use of

t hi Shepchangesolin rayromen’s esition rin Bhevgentnuugl fromAeele dancycle are

&Hé 51@1& Bine GRBLEh " UG 0!
unp} t B 16%%% h tl’l(a.c&nﬁfeﬁglr o ? %€ sﬁ?%esde%r%%?ﬁj\llgmﬁtory cycle can
Ocq“é ﬁblﬁfl}f time| fCQrtfusepnsinrﬁyhmtoms Qajleed 123! thevisinganagepasting through the
um The .

lnf%‘,?ggwé’f&‘é@;ﬁﬁsﬁﬂét@%% Ofind R fugihel OFRERIITG 1.
a oblemoyyithy mosb nathwe b fanyity alafnuhg ;nefhedi nd thaothey all‘&) pl;tmarlly

: I I oy Sci,ent |
oS8 19 L A0 Gp SRUBL OBy By SPUS A Gt
cycins ethoregrhibit thendasFioal tpattdresadf fém:lhd)e rthmf th&e inetods de takke o account
( r, SSI I h the ntlnu
the S pome SRS 3o P B SRFE e R SRR i tong and
excassiviel peaqops @ﬁlahnmeﬂwp dwler geriydsacts lifeosit eoraiitng higat awd>ﬁen in fact
the return to fertility postpartum while
ass@ma%gde\ggh!)ngg é‘%’ through the continuumis experienced

as Mmyenf ﬂﬁw@ﬁ@hw?dn ﬁi?]e"rﬂfeotpﬁdﬂﬁﬁ Médite rfoma@ﬁnw avdidiRle do so
of . the contil

beca i TP e P e HOPISTS o ke dpdional methods of

natabysfamilg iplaphial pRldeeion the i ATHAQ B drticAl dTthik Blg;fg&dhp who have already
ity a( ter, oral coptraceptive, use,

eXPS’i}%WFAaﬁ“dl?P ajnedy Pregnangys i BRIHERIAIY highr(§0%Y &Browal o1 al, American

Jou‘iﬁd?l o OBSerrR End OyiRbIgy WSIB lerhdnyY @65‘%1)81 1n (?9§ 15U 'FE; ﬁi@&ev%omen
at .are thSOCI ated with extrene p yS| cal  or "nent

the §T¥a8"é‘§‘ o theDqgsier i dlasssecwning fhe methpd, pf%éieﬁﬁhmbory@aal aégaefs allow
group, the incidence of fully ovulatory cycles in
unstressed wonen is only 906’ The changes in a woman's
position in the continuum f %nwcycle to cycle are
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unpredi ctabl e; sonme stages in the conti nuum may be
skipped, and a fully ovulatory cycle can occur at any
WO 20ve/049Z6Mf usi on i n synpt ons caused by the tenmpoOT/EB2906/003925

thefatd defife ﬁt’éél%l'ﬁﬂxefrli)@rld)d%f& Fértilit9 ah& Ghéﬁ@l gfpo.tnﬂ@n Gt ebMtinuum,
is one of the nmin_causes  of unp | anne pr e%ganC| es I n

Theepidelmes 19F S &% F ihe tam Maiisn thrguahpyt P aeenfipym are very
straf@ftﬂ&ﬁ%d' Sf ttﬁkaﬁld‘r 'Péibélsq{s@ apdidnﬁﬁzidtlﬁflh%lé' it ‘f:)ijesaﬁlaﬁd tf@‘tlhty must be

wonen fromthe top end of the continuume.g.

assymedy Whgnthe EGG develsoel), thy @y@g shopdsl s bpistidl tfort mlatlon w1th the PdG
assfy. B0e G PREMHRNONG ifeached firdrifiey maiE s kiR wﬂ%@%nme next

t'ake 1 nto account lrre
megsfiphledeed: HEhegdifferenti positionsr withis thel doptimswoas @attmhlmd tly the Ovarian

Molgﬁ&'ﬁp?m&e%ggsc‘%ﬂe OEthBQJI%E]i)%Yc" of abstinence over periods

e or ¢ I ons are often in fact
as slnchatplete bbscha@voffogarianlactivity, e Bl GodndtHié lemketenm&mmmformly

use, t he Ovari itor f ancy avoi
o 2, R Pl ol OByt Pl Bl R Sna T B0 158 of e
corpinoih @n® i$ bssotined withaabsslite riafertitieg. NAUE diuativat Me@be permanent or

fam |y planning produce for them The proportion of
emMpRfaly- subgr oup who have al ready experienced an

unplf &G fvels aganammed $o ﬁaer bridC il 1abdtyedhi WbedifpO8isotidd BuMthe PAG

t ah, [ u st etrjcs and Gynecol o
levels bemaétrr@ﬁ? rpfeloyp e cHae (51@913 etoRt r)\xma@@rwf&% fal fp two main
catédotieA.C hh AR @ostt BendYbmitfpey tHeSEIdn QeveRCHe ﬁmlcam@ fﬁﬁt Ra®llicle has
pI OVi t he hornonpal assa all omt hem to def

deVﬁloeeq g@i the esfeqeen Hag is deputiigien @rtflg$qrttl})3 Tl qurgp, awbthﬁ g‘olhcle dies by

atrd3RS ichils@iy B Ghieteld Be £A0 Ntk NB1sERng THR BHedRIEN SR thfiRvatl. Nan other
use of the Ovari an I\/bnltor throughout the continuum

anoyplatopexples ek b iavels wise ©.reach atmhicam) and theyealugs Fqnanin gf this platean
for qqlﬂlﬁlﬁ@berf&il df t?ﬁee T (_gﬁit@a%qg\telsa&‘hlf(ﬂnre'dsﬁéll_y/ lWé‘tth:fogr the usual

assumed levels fall, the cycCle

pretoyylptogy fEdﬁ ewlﬂ and bwed/mg levenuallpd@cars sasya beppkthraugh M®menon
€. gttﬂé %feQQﬂe&j lbfe}sr gf‘%ﬁgﬂaﬁnﬁe@sﬁg&lﬂ b r@%{yﬁ&eﬁé&ﬁﬁ?gﬁr’\fﬁg leads to

safety unti next nst r ual
extensiye pr@tﬁ@ramntdf ithe entlemestial layauigrsuctsa ldedl dratriticamhoble miiatained.

ORI Y BELTRIE AR g e
cycled Ghel El@ leyels elm amd falj bud reprgsedtcuy eamatiiotdewst thatisitanlodoesnduce a
fullg?)(ntd%t%% (l)Jv%cl, T 1ttr1]sI suffh cg acf eaglgessoh%e[g% %‘gﬁ%{eg lhﬁgi%{sation of

contrnuum an I'S ass
theifollielet iPaitiay lutchinsaion irésufd inon nﬂ@ynaﬂ) elepatfoneif G levels after the E1G

vel s e 0 rved.to rise and
rll SR b cbbpeTipab S oy e St G R BT PR pcory. A
cyclbﬂlsfcbﬁlﬁdyasl lewingt shintednisddainruptiaed follicé ff the PAGAWHIDER i between
into two majn categories. In the nost
456%%&H1° %el“f?woereo &'s rise indicating that a
f ol tHeChagr Has aflfah®RRSulHN bhBtiGEt ARG MdbsR: '1§ay be followed
insufficient to trigger the LH surge and the follicle

imrpgdiagely, by atf?reguoaula@asu@ﬁmgseew@ prawvighogt arpinfegyeping é?hfad demonstrates

somtd ST diicHISs WomESEORRG M\ﬁ%ﬁ‘ﬁ@ the chtifdumer
anovul atory cycles the ElIGlevels rise to reach a

pl dexeles Wathshers er deficisailutealplipses saprasent éhqoneat B 9 thegeontinuum.
A dUAGLR il PRI AbrRin WhILR e iR VAR Fiddol YR dﬁtoléh@ B:fdo not

usual ['y | ower e usua pr e- ovu
reaghethi o vratorty Ithsremomyféweml/aé ht,wndg slmrtsluusl r@hatﬁrle alket inrvdigtthe PAG
phenonmenon
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e.g. the elevated |levels of circul ating estradiol over
prolonged periods of time |eads to extensive
w@e@biofasati on of the endonetrial |ayer to suchCHIB268#03925
valfxé%aéxcéeﬁ e}%ﬂ(?l@h hp%um% i%ﬁ'oﬂﬁﬁto ryl sé‘ Ristd HBIUIF&*ags or less. _ Altbough
uternrs l'1cle represents the next stag
both ep¢lesaneiassodiated withs @ nognadl &adlicutar phtse thegedles arg infertile@s their luteal

r adiol level that is too | ow
ph Sgge{re%‘ua able%?%ﬁ’? %&Qgt? %/ LH peak. However it is

suf Thecfesiid ot@atmawelesrqmsehﬂsl thnehi'gbﬂsewvﬂun dhercadininom dhe fertile
uI t in a

the fol licl Par ti gl | yteini
croie P rRarEr puc B! By GICOtRR BB, biptsaf p e phse
whithweipasses H@UG exuledpl kn@bf b qamel/m 1premvl| lakts pmﬁﬁﬁnmm af 12 Bays. At

follicle never ovul at oy
thepeminimgum lqvgls cpraention 1divs 6&%?/%6“% l?. jghey gf‘@ it g&‘?\,values (PdG

.36l @88 hx’) lafEmbiR BRIMYAEMAd 4redastidbedSwiTEdRéptbn Hited OF 702%Ber cycle

or nore The fact that all of _the anovul atory

(Br@b(ﬁsdﬂ?mSéW@y féf‘e@@fq gelepblers of Wﬂ&yﬂqj d eridity dgergation, a meeting at the

Pohtmzﬁﬂ)lc@ttiﬁb)y ofW¥ichcd z%%o'ohﬁl@ﬁl)” @ﬁ@icﬂmﬁi@@aﬁf&ﬂﬁﬁ e¥tdebn Q{alogues and
W t hout an i'ntervenin denonstrates songe of

gongdetraphin furthsr glovatas fﬁlﬁg‘é’ amewrww.th@pwbmtmo’ﬁ Reltiple pregnancy by
1ndﬁﬂﬂ% 's@é%la@/rpl Sic V‘fr@éﬁn&ﬂ? Battvegfrmq@é‘d' §|4 88 rate in patlents

tg repr esent t e next st up In COI’] i nuum
witl déngestanding| infegdity Obrawe, 1B, Ssieariiin Batis emd Pr@l@wQWMelsFertzltty

e oS TPy 500 M5! 1
3.1 utkethrnptg&etnlﬂy ag]iteeBircasf/\Eéedmg’; he PdG/aI ues exceetrj 9
nm)i“hlg 1% cﬂfﬁ%)ﬁ %é]? Enoﬁ%gﬁlg/ @ga;ﬁﬁing )\/V%FX hg&%ﬁﬁ cogt%c%}éio% dna\:kz]t} contra-

days or et es are assocl
mda;atedrAnlﬂiougloit s knotvarthap ﬂmschancbhef oombb‘em ae prabale ldss then 2% when

ol e S BORB T e Covliarry ey 4B PR R pigd when

fertilitg hetertis hielht chamcéshel dbﬂwptlmuimmwas'EhAn fogtilaiokyecyelecihay dur before

aracterised b I.I def.j ned k foll owed
the R mpe g ensiy g e pYuloRi bR s Spigisd s woman
saf€l¥ Glroigdhomisr fkiod of rQuiifig! feRifity) IThaFelldvasg PhavesThavierbesh @dcognised

12 day Atthesemnnumlevlscone i 0 re
baseé% %@M‘gp&ﬂ@ exnﬁrgfﬁ%eres?a RrciiloRe Sl (’%&@3@ 998).
Estapaiingat SFP1FB&eh®: € common and are associ at ed with

conception rates, of 70% per cycle (Brown,

Sci Bt is flone Ry stesting dpilipy eseoHEve furing sARRIFS f%rlilﬁ pYsj a period of
7 dé‘%g% adnltN p e&ﬂ'@?feh&&e@ﬁn apSicHamt off ihe NloerdaRAYis Qi‘o’uﬁed of the

cience in Ro 1994 The adm ni stration of estro
resylieAng dlisdpseling Fd@rﬂﬁtf‘étl% wwlished foithewpman. dipgh weman must e treated
as an8hdividbdly and increases the possibility of nmultiple
pregna i nduci ng superovul ation. Such treatnents
US%@V@gﬁr%%pééﬁP%tRWonceptl on rate in patients with

I
acn) Qﬁgf% lgr gﬁ%@lg? n{t€5d éﬂe et t{VEE %%ee&B[f tﬁ?‘Ef@tekérEﬁ:onEi@t%' iS below

natura Fertitity Regulation
basplinest leveds then theewean isfin gnlinfagitedghege foir aSariable aumherRfolays. If the
r I
Elﬁir]??gr@ion Igéte dﬁﬁ W, élipEH?FQ ﬁ%énét% ¥haiiF15\§ fi lgglg%ﬁh {E%&keglgbefore 67
daylsdame slbsed ot a a/céﬁs isafatyniay ubestuotndl nmemdursfaiseuidlcat_ed If the E1G
exfétfoﬁ%ﬂt@ I'ls SfaoJesthé( @Q%Qﬂné negg% érhtﬁergpgl 2% a%eeaSEQ%gB$ :inﬁgg}tile mucus
pat(eKefBiE):la,s d:eScrﬂnbd in ﬁﬁa@hlﬂmgse(ptulﬂwn&xﬂ:ﬂ&bﬁ?daﬁ@ E1989is atchentnued. A
is a period when fertility returns and the chances of
conception increase. An ovul atory cycle may occur
bef ore 68
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the first post-partum nenstrual bleed. Mnitoring of

ovari an hornones can guide a wonan safely through this
weevrowist returning fertility. The fol |l ow ng PUEEES06/003925
corfiay %e@&?ﬂxa& %e qgﬁﬁénewh@@ﬁﬁgdm hé€ %11&4%Io?<atfgg1ﬁe %pﬁ&ﬂla%amg If

(see B . Steroid
thepesip atprqvmﬁbmoraoof rﬂu@n%tg é?ﬁlh@ eartigr than § vaﬁ@ thep th@EZG g¥peretion
ratéjé}iohbﬂ(:})ecc?E@(@& H*/lhé/ g weél{ fr&ﬁ Oszal'ﬂgllltﬁsc‘ mtn%glsugr t@‘ tﬁ’r\é@’ém@s per week after

perio days. A contact person expetienc
thahppl i cation of the Monitor data is notified of the

e ElGlevel is established for

Ueﬁ%{&m%ﬁra%gg@gagpgﬁﬁg@n@wst be treated as an .

i ndThd Bl@lexcrelsen witer is reheded ey tthisd Pgysf Raot beivaﬂne 1Eil@dual’ .

base Eplefle R fn LIS abiler e BRmEns e RS fraipririotsd
mter&urs& Hrthé¢ BI@ rekctrbt&mp’ﬁl@ﬁﬁalfoﬁrb il basglinalidvel oxubdreris #thange the BIP

. If th xcretion rate ce . .
aaify S aosls VGG o Getgh il SRS SR G Bospibly via
mtc(iagts)rfba&@aggloﬂmg so a week's safety for unrestricted

ter ﬁ,e is indicated. If the ElG excretion rate is
US%\ CI\% SETAHE | evel or there is a change in the

basTiee BI excrdtiof rdfbl slehedkad bR sdcBhdPdayal o6 @3 G6loWEMhe biseline level
the Billings_ Ovul ation nethod, dail ElGtests are

the wypman s, Bpn inferHe Blase. Jeihe FA Graxgretien feb is ?P‘é’a thgrksseljneor there is a
chaﬁgé/ inSt8e B dally €1& t&ftmélsrc%@l’uﬁ[ﬁdf N cdntlcl P&Sont wilitdaPSe of fa further
ere is a previous history of returning to fertility
tesigIpgige t han 6 months then the El G excretion rate
cﬁh&%':sdomt&pﬁ&iﬁg@khwe&ﬂtsa week from 0-2 mont hs

I ncreasin ree times per week after that. Use
IDBE%%!M@P@“E A)dﬁﬁ\@icmj@n rafecat pubalow A baseli@ wlusr et i on rat e

i s checked ey; aS e{lhe{s%bgs@{he & oﬁtor a2Lshbghaite the

i ndi vi dual ' Ine value the woman 1's 1 n an
i nfdRays of ;Ehetﬂéy ball desswitlf ramd thl feexicrstiaw gdtésabbee therindividual’s

basylg{eséiutreﬁfei& Esgodl &@\Rfﬁ B(stedG é)Ic ttlgl?ra%sc; excretion rate is

|ne evel Hereis a change the BIP
daiAyrisel B EéGt sxcetien cramtabouedhe Basebnd relicasrthorbeginhing of the

rt ossi. b L nt ernet. or
potgﬂ\égi rglle Beyse Elt(f" ues ?rg% %sr%fﬁs toa7 ﬁo rﬁ:ach al.%egk They
thelcfsB abxuptlet Om therday ef ihe fa:ll; é’dk}edeaememynts dﬁmmjbect@mmdnfzecatrhe PdG
or. bel ow,

|
exc PRI P g 8o i By s P Bt e Mihon e thind day
be dpipeoaohing bof will uve (phsedthe PG cbaffger thizstidl® VBIuE, OftRi thy cut-off has

e S SO B RS o e

is rddu@redRes tHetremhin@R Y Sthe bydia | ertl lity: i ) El G excretion
| ye PdG val ues above

{ helhiegk! ‘gﬁﬁggﬁlwekwﬁtaee'g%g%l e e MS@E&%@V&# oF @pe jday ©Eply with no
chaﬁéd i e SBadlct Mferile Fader! (BIDX Wifile! 188 dhRbL $aiRR VIR tl&etion rate is
unava1 alb}gI olfI 61lr|1tercourse the following day with a baseline excretion rate of E1G and a
continued Basic Infertile mucus pattern indicates a return to the infertile phase.

If the E1G excretion rate remains above the level for 2 or more days then it is
recommended that intercourse be suspended in anticipation for the mid-cycle fall in E1G

excretion rate and that PdG measurements be commenced on this day. If the PdG excretion rate
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basel i ne val ue and associated with | ow PdG excretion
rates. Arise in El G excretion rate above the baseli ne
w0 p@7o#d165 t he begi nning of the potentially fePCT/iBR006/003925
rtse@ hasR cut I%?f glllﬁﬁtYCﬁll l'ré‘?%c@tﬁ’t‘%ﬁ'aﬂél‘ Shel l‘ﬁterlhﬁe?ttlre %@m&ﬁ czmgéﬂ&d and

to reach a’ pea then fall abruptl
intesgoutsh enafy &k Irgsumdds Hny@ym e dS exgrstipn rmremmmw totltfee days
t fi I
aepife 1R it O itfc B RGeSl {eDipnBicen 1 Lnghif; B%he E1G
excegbipn o Feturgs orbaseling attbremaips atshaselink dorRhir@e dayts veifhf an(agsociated low
P MR e, 8 nfFrC TS Ao bitka dnicrddie BGF P [SREAERpIving the
E1G baseHicia donjdaction mtithelie Bae&ttnﬁaglla Ratteaqui r ed f or t he
remai nder of the cle. EIGexcr tion rate

SR ovples b RESTexSisio e, ay 486 Boh D Aef nfpchephe B before
ble€digd l@gmis Nntofier Bagdsahd Pd@fide tb ¢heRait b s s1¢vRl IRkercodilé b Helresumed
on { tf%qr@oqrityal grd ‘{hE l pg;(eg \%}r%vggegé@a e clthsﬁ"tr gtgqa;]\iagléale?q?%%orded’ in the PdG

vaheaé%etnegmatz@te@cm ttﬁle@q@datérsa)fewtut RERHIBATHS id Rfown! dsltRe “three
micus Pattern indicates a return to the infertile

quagRiié offrplef Hoveaves & eentaqtiperson shewldihe ransidied Brigrs g this rule for

the i8¢ Bne bRl if2v&'in BRILR allhRY s dpBR&atibh. | S reconmended that
i ntercourse be suspended in anticipation for th

mi dWgre montening praran GoEYBh etsrentynedt RAEIE arh A0t Pzaltscted and the
horABAS YAIREE fHoR1d0Rot ARMTEREIEE Yo ARatteP hat 8- whihad Q)@peagethey are very

excretion raterises to the cut off, ovulation
unlikelydp bewWraned the |ate infertile days have corrmenced

g{.}@ ' e may be resumed. However, if the PdG
Exe ?@Pl&@tlfcrgg*t;lg remains low two to three days after the

El B &illy breassfeeding Hf 45meonts kexalient joommengedempnitoring at home and

c ' r.af. :

» ohEfTED Bty RHod? PHE WS o poer PRIy SEF it B0 of B Monitor
tecldmlmbastd’ona:he atswogulelelmdsl ow PdG excretion rate, the

i nf e I | n 0 .

r es]ﬁa%edkagi% the ta(zvar% (Lé-/[ tgfelfornB%laJr%tll g%%%ﬁﬁ?’?iag %r v't/lretahtfeedmg
(Prégnmcaaﬂetoumhm)ertl l e Pattern In some cycles the PdG

B cut off
el of '_ clesthe PdG ri se
! be resuned on

the ﬁ%urt h day afté?5 t he EI G p?@§q<1 WE)"’rkow ded that a
cl ea0ri se has beeid4 ecor ded iSafelheedRdG val ues and
t heyahave reached tiy ee guar t e9age Pivedkhe cut of f val ue.

Thisyhs known as the "three g ut off rule".
Hovveéfr a cont act ,person shoﬁég consul ted before

usin his rule fo} he first ¥3d if ever in
doub®4about its appllcation. #®¥i t ori ng ovari an
acti 2bty, stereotypen patternssakedmnt expected and
the hornmone val ues shoul d not be 1gnored no matter
what the woman expects; they are very unlikely to be
4. \wr AhievemeniAfFrognansy i cati on CB ful |y breast feeding
f OrAﬁeﬁmﬁhssuc&gﬁulcdoh&Bﬁorpmﬂg eRaf Vb Bdr A¥m@dsure the E1G

honme and a baseline was established. The advice on
andRsiGegxereipn faggstis givenbelg®s nade by a trai ned Monitor

t eoﬂﬂl‘lrfg' FntBRSE ANnd Be%/ (ﬁ%vcﬁotg i BRY EX8&ion rates can be an effective

means of attaining pregnancy when difficulty has been experienced. This woman collected her
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Table 8: Use of the Ovarian Mnitor for Return to

Fertility after Breastfeeding (Pregnancy Avoi dance)
wEb@7Wéaks Post Partum nnol /24 hr (OM) Deci si opCT/8B206643003925
urinSahapldsnnaiwazted tididl tiiada of weeedroR inlE 113 ExcBaioe rdtemak id2atifldd(before

Safe 5 days, 23 132 Safe ays 24 110 Safe 3 days 25
hav‘l‘éO“t§8?‘gs%§%V§°%Yedﬁ8ﬁ‘ie§%@ﬁ'éﬁfhe&f"coﬁa3‘@%{%‘& * An exanpl e
of TabkYEUSSS Ttk OvRaa Munitonto UsialPréghandgvar i an Moni t or
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Cyele@apx omel/24blr patodd4 bmAntprsourse ef f ecti ve means of
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expergenced.;7ghi s wonman col | ected herurine sanpl es and
vvaitegl until,,t he day of the drop in El G excretion rate
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concé?ved sdélessfull y in the second such cycle. Table
9: U3k of tR45Ovarian Monitor to Attain Pregnancy El G
PdG @ycl e dagonnol /24 hr mol /24 hr Intercourse 7 150
8 17339 170465 220 1 1 245 12 340 13 400 14 280 Yes 15

210 42 16 ]2§ 2.0 17 5. 6Yg.s8 19
15 210 2.2
16 180 2.0
17 5.6
18
19
20 18.4

The E1G peak excretion day was day 13 and the only recorded act of intercourse
occurred on day 14 (the day of the E1G excretion rate decline). The PAdG excretion rates
remained low for the next two days but then began to rise almost reaching the Monitor
threshold value of 6.3 umol/24 hr on day 17. A PdG value taken on day 20 confirmed that
ovulation had occurred (biochemically) since the PdG excretion rate was > 13 pmol/24 hr and
that the luteal phase was adequate. A positive pregnancy test was obtained on day 33.

In general, the first treatment to be considered in a case of difficulty in achieving
conception should be an analysis of the menstrual cycle for proof of fertile ovulation. Thus
measurement of the E1G and PdG excretion rates for a complete cycle allows an assessment of
whether the patient is ovulating, whether the luteal phase is adequate or whether it is short. All
of these factors are a bar to conception. If the E1G excretion rate rises at an average of 140%
per day to reach a mid-cycle peak and then the PdG excretion rate rises through 4-6
pmol/24 hr, to exceed 6.3 pmol/24 hr (luteinisation), then through 9 pmol/24 hr (ovulatory)
and finally 13 pmol/24 hr (adequate luteal phase) with a luteal phase length of 12-16 days
(normal luteal phase length), the cycle is a normal fertile ovulatory one. Timing of intercourse
for three months using the day of the fall in E1G excretion rates (which is quite dramatic) is

then a possible option before further clinical intervention and it may aid conception in the
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2 0 18.4 The El G peak excretion day was day 13 and the
only recorded act of intercourse occurred on day 14
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shoylg| beeindueed yeithna p@‘ggsé@rﬁl@dwnhqﬁawal eed. If the patient is very obese, is not
pregnant and had a recent period, then treatment may be started even if E1G values are >100

nmol/24 hours.

The follicular phase. Injections of HMG are commenced and given daily for 4-5 days.
Daily E1G tests are carried out from the 5th day of HMG injections and continued daily until
the HCG injection is given. Results are compared with the E1G baseline excretion rate from
the previous week. If there has been no change the HMG dose is increased on the sixth day of
HMG injections by a factor of approximately 1.3 - 1.5. This dose is continued for a further 4-5
days and daily E1G monitoring continued. If there is no response after 4-5 days to this increase
in HMG, then the HMG dose is again increased and daily monitoring continued. Incremental
dose steps of approximately 1.3-1.5 (75 IU, 112.5 IU, 150 IU, 225 IU, 300 IU) are continued at
4-5 day intervals until a response is noted. If the E1G excretion rate increases, but then
“plateaus" before reaching 200 nmol/24 hr, the sample should be repeated to confirm the
"plateauing". If the E1G value has failed to rise on the following day then the HMG dose
should be increased. When a response occurs, HMG is continued until the EIG values have
reached 200 nmol/24 hr. An ultrasound scan is arranged for the following day. Ideally this
should be a vaginal ultrasound scan, which gives superior quality follicular imaging compared

to the original abdominal approach. In most cases it is possible to manage the cycle with a
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the units effectively cancel out an [ection o
excgpiionala th%wt@mseemgf undilfedoirinaty PdG galudsi gpinined 26er a cow estrus
cyc@ gﬂk?m%ﬁor? Qﬂﬂ@ stglmﬁkf {u&eg gbtgingﬁ @gﬁ;ﬂ{e‘aﬁ cég§etfés¢‘ ?nd; ’t?]o Jeﬁsmve to

estrus I s easl predicte
be bblg tq h¢ usefdr with hulpa;awmpmsm@mghﬁtmg dituging crudl tltcu rapper initially at
r i
lea%,gtt) %lg gg&%ﬁfgrhhy E’Je%ﬁ ﬁﬁ)rfwgnfglftmﬁg g e%sglg H?Gn?P#@ Qalﬁfsﬂﬁée %e encountered
ovedilcowiegus cy¢le cow urine is excreted at significantly
| ower concentrations. Thus,he standard curve obtai ned
with the PVP cassettes
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30

may be appropriate for use with the undiluted cow
urine. The day of | owest and hi ghest PdG concentration
w@ novslodd1¥7 over the 30 days of collection was degT/BRoen®d3925
8 IA3RaRE FHEiong H ste@me%ﬁecﬁaed tl§§ Cﬁﬂi%&gﬂ gb%&ﬁc eibBfiments of the
correction for Urine vo he per "litre unit
inventonhayd beep desaribed heraim ﬁmtheawﬂsors%vfeﬂustmaom @aiigns modlﬁcatlons may
I
be Ao AR frobl 0t BERE T B iRhAGh: QAR it bresen
inventiparis ncahgeteéoxqeptasdvm thecdppended ¢Jaimscount the full range |
of abI
rreagﬁfp%{e S, %}fgllt %ga}ica{: &, Ugﬁﬁi@&}oﬁs :‘Icggg ¢ ao¥:lef, Qe s%s and other
do@xens tand glaterxglb r@fedenned&r m‘enmmnem berein alraomtlhetu}emf aheslewdls @f skill of

r,od eveI dG an xcr
thof KRS HF %o Mo A Ferbiof hortens, et S e Copyment and
mate$ialCi® gnélebji &doxfp?fatddﬂgﬂéfefﬁuﬂ@to(thﬁﬁdmd’dﬁﬂgﬁp if 1’Clie&1aiebiﬂ ireegporated
t PdG r.ati o, for estvrsuste owe
by ESdEeeneh 9ri0 ety ndiigually o Sei o R pisats eRiEbT hdditigally, all
clalvhsOineBis a\bﬁlﬁ@ﬁ&n | et priofity sppticdtdfs, qm@cﬁﬁg btro® minmed ttd Briginal
urine_ (mm] PdG L) is used the ratio 36.

clagpsafrg érsra ¥ (P QrRoRRlsd i gl cRITE R dnipp g forad %f faihs W(rm% flescription
of 8 vlehtidne GMpPIREnt R reberv @t rPhER RN siEARAReorgd e IO 1P §fecification

extrene sanples for PdG content were run directly on
any ged plpnatgrdals end dniprmationt frem |40y | Yeh ipateptsi ppplisations, pyhdications,
scidfifid e tiE18QdweH fsithd) Ce1sdndRRAN 2GR ﬁl%ﬁﬁé'ﬂ) affd oi'Melt heferenced
the equi val ent ELI'SA data that was also col'lected in
materipls jor depuaenisghpplicsatzaesgrvg dhegrighbto mhysicallynipeorporetn intp any part of
t 125 y
i o e, TP bab 0P Mo P EFRARE MR gRfgd g0 sbove
lncgndmybutlmﬁhtmed RI\VRY osigigel daimgs. Thus t he agr eement
bet ansl ygqﬁ
ex c@%t 8%@?“15{1]5?#@%%& Peme n% g%é:@gﬁ %%tr?pe%@ﬁtén preferred
empoitnend$ arsksare bteainiay and/ aot naercbdvaslémrt@t@ns pu khe. scafieenf the mventlon
S h t u S tai L th. 4t he .PMP
U0 elooin el 3 Bt IE B0 B Qe "t 5 ol won
cortsldﬁatlon; afmnhsewemﬁbzhmul arfduare bmom(iadsed within theispitihefythe invention as

acRRE i St L i Bl 5k e EOR GO Bl e ar
var@ing @ulntlanemls and efiodificativvis@sdyrbie Snacly € the invehitinFdistiosédkerein without

o3 05 FP B R Bt conre

herdi@SQItABNe thal) ®k Qirattited intthe alieiiod @F @ny tleineht it dl@hdn@) or limitation or

vari ous dificatjo be nmade w t hout deviatin )
hml‘ti"tﬂﬂ?ls’t‘ﬁ}énig’ﬁlnf’f £Pecyfiga Lt esey haTFla o5 SRt s, o exattie, in cach
insABEOh&EIRY iy embSEmMBAS T Nxat € BE it preSend Ghvelntion, tacngl of the terms
except_as by the ap @ﬁ{)%gd clains. Al patents,
[

“cogppisingat PYISting g5et n&0d Scopgitingrqfe may (e 6?1%%0601 \X)é‘&? either of

theS bth&S twdNeknRt B thed QFdeRAtich. ANsETBLLRT {efth$ %&hﬁﬁ edmerudmg”
ment i oned herein are indicative of the |evels ski

corgginingp &4 AR {q hegad gxpansivelyrand mathopiliotatipe leaﬁh@dé gnd processes

illuREftivaly R scrMBd h@x@ﬁnhsuftéﬂﬁ? n{a§fb§r ?Jgﬁ%q ifl Qﬁﬁ’éfﬁl torc?e?éjof steps and that
material is hereby incorporate ref erenceto

they greenob Recesparilygestficted toﬁh@joxg@ré of $tﬁ@dpiljg¢tgd kageippr in the clalms It is

als} RfLHENEE Hefdid At RNhd Bffedddangimb slpflklhgul@rfoﬁﬁ; «J’ss&nh and “the”

herein inits entiret Addi t1 oria cl ai ns

inchudp luag peforeacs Briessathel centext slepdy dtc;at@gphdrwtsu aihas, for example, a

including but not limted to original
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clainms, are hereby incorporated in their entirety
into, and forma part of, the witten description of
wo b@7iomasnt i on. Applicants reserve the right tBCT/IB2006/003925

ref&@ﬁ{c%' t53h thst'c@ﬁ’o irERlG@§ £ pluddiRy (1B SxaBIPRE af duftavel d?rboﬁﬁl){u(ﬁi')‘ & such

mat er i al i nformation fromany such patents,

hoaspllsb @aitsodwgh wbr he ir¢umstancassnayihe patent Ae interprsted toubg limited to

S v t th
thebipp i <Eirile G riRdnkerf G RO, PRRIREIE, iTosed el Bfcer no
cirgumstanceshmayt dlema}mxt balihtgrpretesbtopbe élmeted rbvmnam;at@m magfde by any

I

Ex} efggrr & y oﬁﬁcnaq oY g#@%y@{éf} t?lgyatte tdgl\e/r%&%iﬂna%l% %gfl‘lcnegunless such
stateutentn(st sﬂemﬂnatlkydamb wathgutoqualjficedibn odr ariesegvativh eexpppedy fadepted in a
renetho an g é_ngos i tions described herein are

SP%BWS%‘@WP% Y 8P qanﬁg.r ef erred enbodi nents and are

exempd @fys adcexprbsionsttratdade Bnl dnipldyad aensed as tdi@s S dieription

f ot inventi o Ot her. ohj and .
andDhes RS Saiihers St inet h swie o SRR Bs pid greggions to exclude
an}hlmﬁlvamﬂ& tile fatirérepdrteding degeaibed orqrktiods thesdd i & is recognized
within the spirit of the . invent.ion

henC a ? %S .

thaf e @cwgs aregpoesile Wit e agamg of e myentiones ¢laimgdy Jhus, it

w11ﬂFbBafnﬂélﬁtobcD 10 Qlthdtigh | 186l prddert Nfvedtién hﬁbﬁbeé{las'p)éblﬂGally disclosed by
substltutlons and nodifications nmay be nade to

prefiied SEOBHMERTS Bpigna deadires, woéﬁlaenon&eﬁ Yprating of % ﬁ?ItCﬁ@s herein

dls§16&ﬂem§5n Be $Rbfted tPby thiRe iskMBNGA - arf NAd] tﬂytesmltsh Qﬁbdlﬁcatlons and
lustratively described herein SU|tany may

Var&tlaaﬁ jre gepsidsred i ba pdbicibe sgopg af this wwention gp d@fﬂ@ﬁémtbe appended
clafis. | imtation or limtations, which is not
specifically disclosed hereln as essential. Thus, for

exahhist igventipn basden deseribed brdadiyaing geriericallythsthinreach o6 the narrower
spekics TR ?Lfbg&(erlrz %?o@fn?? ¥lin RYERLLOBe ?ar?epg ﬁés?{omgrg glsB GoM® part of the

conpr|S|ng stin essent
invenfions i g mgludefs thegetgeic degsriatiardofnhe finventidnewitivk prémiso or negative

lim?%tlgcﬁl{) Fe?n\ggﬁg eJnEIleu'PTiéF{J E}?ﬁé‘pﬁgﬂl fth{ %Eﬁu@nrqgﬁldﬁ"s’s OE‘ %e{ht%{) 'gE élot the

contarnin . are
exqi@ddlatrxipldmspwéicyllmdtednltnuut limtation. The nethods
and 0 Ll lustrative descri.bed her ita
nge %Iggoc %nésdare wit 1{5 he %o\r{]lawgl larlrgs o f CZ!U ulheae ?ea}{lres or
aspt:d:tabf thiéyedtion anodesordtedSs wrmk yf Merdkiish grbaﬂ ﬂmset stkﬁled rinl éhesart will

S, i ndi cat ed 0 e c m

recBirif® G BYCHBGH RSB o B eind o Pty i pEimEer o

subgtaug bl membes obthe Markusmproup.and "t he" i ncl ude pl ur al
reference unless the context clearly dictates
ot herwi se. Thus, for exanple, areference to "a host
cell"” includes a plurality (for exanple, a culture or
popul ati on) of such host cells, and so forth. Under no
circunstances may the patent be interpreted to be
limted to the specific exanples or enbodi nents or
nmet hods specifically disclosed herein. Under no
ci rcunstances may the patent be interpreted to be
limted by any statenent nade by any Exam ner or any
other official or enployee of the Patent and Trademark
O fice unless such statenent is specifically and
wi thout qualification or reservation expressly adopted
in a responsive witing by Applicants. The terns and
expressions that have been enployed are used as terns
of description and not of limtation, and there is no
intent in the use of such terns and expressions to
excl ude any equival ent of t A8 features reported and
descri bed or portions thereof, but it is recognized
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that various nodifications are possible within the

scope of the invention as clainmed. Thus, it will be
waeeenstiond t hat al t hough the present inventi oPCTEER006/003925
Whetsis clapéd ki cal |y di scl osed by preferred enbodi nents

and optional features, nodification and variation of

t he,concept ei n disc d may be resorted to by
thode sk Iqlezlboraietﬁr ‘???éuréﬂgtfj,e%ﬁﬁ'dntaﬁlém’gﬂtor?%w%i cations
a]pd \Ig_ar | olithifing adody Mad §e%cnfitﬂ¢‘ gdmtaomﬁlﬁnmah lféngaléd !mbjie‘égope
of this inyention as defined hy the appended cl ains.

The i nveffnasHngsd S&ﬁ‘@% Wit F‘?‘@é’&awa@awlmt said capture element
co@Prigifig & atst Yinthiag agdnt ardacdacaid ﬁﬁ&%@@ﬁ@%&reiﬁ REA RS bARthg agent is
s%gge eric groupings falling within the generjc o
CapROLY ng 3ty esfogen Mptabalite apd saigh secppd, kipdipg pgentrisicgpable of binding

a projebtodas mefBolgeneri ¢ description of the invention with
a proviso or negative |imtation renoving any subj ect
mat t er fHedRrminiee He expsction agje phijaiskestrogenwnasabiolite and said progesterone
méidbBliRXgdgsed material is specifically recited herein.
Q her enbodiments are within the following clainms. In
addi t i ondetexméying the pvuleden excleasipius 08 said ferhde suhjeshtbased upon the
Cri f st . S .
B0 G R af i Sl ek B UL ] AR SRl
is also thereby described in terns of any individua
mender oFhesupgpdeqsowtingrierdbims] whereinesaivbeskiagdn metabolite is estrone
gldfieipe What is claimed is: 1. A method for measuring
fertility in a manmal , conprising: obtaining a body
fluid sanple froma mammalian femal e subject;
cont-act i Hi§ @sthad eseppding vp olpim & otherpith sid epregepterane metabolite is
pre@hHREI0! glusiRbdidcapt ure el ement conprising a first
i ndi ng agent and a second bi ndi ng agent, wherein said
first bi din% %gent i s capabl e of binding an estrogen
met &bol i 1 Hthokarcarding e lpimi lnwherginagidrsitpeengngtalislife isfestrone
glubhroglide gnPsall RERSERNONBLaBBI S RPrddnEned e LREMLALNY t he
excretion rate of said estrogen netabolite and said
pr ogest er,one tabol ite; and determ njng the ovulation
cycle stejghed%et acgqrding Loyglpim 4 G‘E‘F@H’t safehigbipging clepgnt comprises
an &retlbadly Palkl 6f KihdifDestrBhESuQirofidd £hd 8t SQGRM biBa RRIeh & omprises
an@ $a!d Br o eg%erone nmetabolite, 2. The method _
an aivaHs;TaRg ?Bhﬁl peRresnRpedielighcaonideest r ogen netabol ite
is estrone glucuronide. 3. The nethod according to

cl ab.m 1 Theenchdll ®abrdinpte gRH 6 Wikein®heBPbbth &f ieftrone glucuronide
he nethod according to

regnangdi ol gl ucuroni de, 4. T ]
an SRR sehiupldE B GPleEd by bR tomeanaleral ey one
gl ucuroni de and said progesterone netabolite is

pr égnanddic ahetidutsrding de clabm STWigréRohedr Bsik @F dbtRfhe teucuronide
rein.said first hbi.ndi el enment conpri ses

| aim4. . . .
anc Bl ) Qi e dechth BB o O areL P 6 Ohbinding
fragwéntthe@ofind bi ndi ng el enent conpri ses

8. The method according to claim 1 wherein said binding element is a single solid

phase membrane or strip and both analytes are detected following binding to said strip.

9.  The method according to claim 8 wherein said capture element is a single lateral

flow strip.
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an anti body capabl e of bindi ng pregnanedi ol
gl ucuronide. 6. The nethod according to claimb5
wok@reiaisone or both of estrone gl ucuroni de anBCT/IB2006/003925

pr eghaneThehefibdl Sdeolirigts cRiire 90eheRsih 85ld st th %ﬁt&iin& Ehtfodies or
7.. The net hod accordin [ ai m

ol ,ycl onal anti body.
an@b%é% %@%‘PPP%%@ IBW? 6%‘9%6 greuganidegwd pgqgawﬁ@hglu@r@m@p
pregnanedi ol gl ucuronide are detected by binding to a
nDn(DDI OrEte ﬂxeihbbadcbr(ﬂﬁg ® Biynenengf EbRGNERS 1b hﬁ{e%?rf theSantibodies
% net ho accord| gi ggl wherei n sai d bind |§ﬁ
agaipsh gatfone gllicurouide, ap r§%ﬂa¥1 % BHCErORIdg9p Shedtes striptarg gapaltielof being
5 asdo6hfed sl la\ieRsticl Geriipt ect ed foll owi ng binding to said
strip 9. The method according to cIain18 mherein said
cap a,single lateral flow strip.1 The
o‘inaﬁ%ﬂ% 2peording, fohpny %?e?fre? laimso3 & tlgé’theéfvfr e antibodies
agaﬁﬁlslﬁ Eﬁfdﬁé gRidhroRiad iaf® pREnaALLibIRDEMr i RAFBRAL fost B a@'c@%ugated to a
estrone gl ucuroni de and pregnanedi ol gl ucuroni de 1
detegfion clomeaty according to any one of clains 2 to 10
wherein the antibodi es agai nst estrone glucuronide and
pr eghanerieahetBbd/sddb6r@itigde cRiin I Dr 1 2 Sheld dal @Jt&tl@ﬁ‘ %ﬂleﬁ: is not
10 Pf bei ng associated with a detection el enent. he
COIEMESA according to any one of claims 2 to 10 mhereln
t he anti bodi es agai nst estrone gl ucuroni de and
pr ephanetheahetibdigicolivighte oimt Neort BSwhé&bhi Ridedefection element is a
conjugated to a detection elenent. 13. The nethod
pmﬁ@@%Pg' 1% claim1 1 or 12 wherein said detection
el ement is not colorinetric. 14. The nethod according
t 0 H4.ai ITh mediodl2contiag &i daimali wheiieth €Rtrh i & lieaBnh ahifad
aranagnetlc particle. 15 The nethod according to

cIa n1an| 16. The
inod acc or oQi at“&’?d‘ zfl crﬁu V\h“él%er?lﬁ l}e%a n%r‘ﬁalfovf
bOV|ne 17. A nethod according to claim 16 conpri sing
15 t hel’st eph viethed aeprardingtotcheém d& coreprising thastes obtfomparmg the excretion

rate\%ﬂfﬁﬁ@%og%f %dlft@aﬂ?%&ld@%ﬁgﬁ egneiéttagolfg a %:(?x{tl)]gliagﬂlaof bovine

a Co atron o rogen ne
estioggyastekalith andmbgdsteldnt enetehblite Sahiert daterinived overethe tdigse of at least

on§@Nﬁé§v8@h§%aLEaSt one bovine ovul ation cycle. 18. The
according to claim 17 wherein said conpilation

of bovine estrogen netabolite and progesterone
met Bbol iThe meghodascdrding tp e4imct7rwlrerain daid abmlslla.tloﬂ 8f boMire estrogen

20 meﬁﬁ&lh@gldqg(é&%%hdég rl#g?aﬁg dt@'vﬁhé‘s%fn eq tro“?:edapgasi Whl S

equi ne accordlng erein
the mammal is a human. 2 1. The nethod according to
cl ai%n 1 Tha é}e@,hori agqpedipgigyelafi diveheredn the immenmad & eqiine.

met hod according to claim2 1 further conprising
deto®r M 1Tihd enetHdE a¥kdifABto claim 1 wherein the mammal is a human.

21.  The method according to claim 1 wherein the body fluid is urine.

22.  The method according to claim 21 further comprising determining the volume

25  of said urine sample.

23.  The method according to claim 21 wherein said body fluid is urine that is

collected once.
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of said urine sanple. 23. The nethod according to

claim2 1 wherein said body fluid is urine that is
wa@oelozeedied once. 24. The net hod accordi ng to clBETIE2006/003925

whey €i nTﬁ@*rQﬂQQda)éccfthg Ao i cFaitd 1 IN@hérbiat saidsbé‘c%l hiei@ti€Grine that is

w thout reference to a tine interval. 25. The nethod
collegesbwithiontyrefereneé i arbipe ntegkpdr ei n sai d body fluid is

urine that is collected over a specified time period.

26-25TheTﬂ?Hé%d%6&Hﬁﬁﬁg dI8mC} 1BivRerdinlsah 86 Fluidaik dirine that is

body fluid is urine that is collected w thout respect
collpgechovspesriepifieditime periger i od. 27. The nethod accordi ng

to claim 21, wherein prior to quantifying the

exopet | §he hRkRdOfccsing ©BSIAiMIEN wiBeRbald bedyandidsigiwine that is

progesterone netabolite, the volunme of said urine
COHQ@PﬁgWéhquéreél?ﬁCUQtaéH?C@@.tln'{"d??“ﬁ%t hod according to claim

1 wherein said body fluid is urine that is collected

Wi tout The &RARH abérding REElaii 21 vherdin phdr todjuaitityind efico¢@retion

sai d_excretion rates are determ ned, a.sanple volune .. .
rateal] ik SRERECTSRERPAIS Bt 14 ROGSRIonE BHAMIS dhe, Kelfep g Seid urine
sanfRVik GRudilpt makes a sanpl e vol une adj ustnent as

eeded. 29. The nmethod according to claim1 wherein

said body fluid is urine that .is callected wt.hout . .

redfect The methadepqepiding o ﬁlé‘“bér‘f"lbeﬂmﬂﬁ&‘dag%dg\%ﬁn 1§ gripgdhat s
col RS SHIBM! reSicePtd & Heafied MBd pFoaraidNgefoR 8did excretion rates are

al gorithm 30. The nethod according to claugal mhergin b
deteymiingdypannple Yalumg adivsmens SieP 4% Per GRS YL IS, sheatipe device that
mak& 3RGH le YQlufhe 3B GinkhiOMd nbdde® period and a sanpl e vol ume

adj ustment step is preforned according to an al gorithm

based upon a spectroscopi c anal ysis of. the urine . .
sanph e. pf@i.meﬂ‘f@ ARSPIENE E’cﬁ%ﬁ“ﬂﬁnﬁﬁ?ﬁmcﬁa% E‘?df @H@r‘éi‘ﬁme that 1s
colRated wRasH réspbidido laSspbdifiétetihé PbriddSandd sagleetolumé Adjubtment step is
respect to a specified tine period and a sanple vol une
prefoamedaogpidingde apalgithinef or ned according to an al gorithm
based upon the specific gravity of the urine sanple.
32.30The Thetrhé@Rb@6&OFdMANG tRinANYwhdteinOdaid badymBluiddis Bihe that is

or 31 wherein said algori.thmis, a conputer al gorithm .
collggted POyt psRES ia acpeifieytipg PETol Fif TS rofE FHUEBEYt step 18
prefdribdladcordiizitd n A1B&ithinDaSdlupBies §stctBdsespi@hnal @RS th? udine sample.

hour tinme period. 34. The nethod according to claim1l

wherein _said po fluid is, urine that is.coll.ected . .

ovehat dg?tg‘%iﬁéccﬁﬁﬁ?g {9 famydy VVB%felgn%“f it yvgfl@ng yrine that is
colRBied Stifdutt Bspactte randpkdizied! time lpuiidl Al o Jdngplereslmd adjustment step is

accordi n]%éﬂto claim, vgwerei n said %DE% f.l ui %i S. urin
prefqimed pesoiding te an %130%41)% asad ypan, the specxfic grayityof fie Uning Fagpple-

and the volune is adjusted to a normalized vol une

equzd. t orhebetod kb&bihgto angOne Jihdaine 2H30, @f3 Ioklerein daid algorithm

. Wherein the tine frane for optimal fertility is
is a computer algorithm.

33.  The method according to claim 1 wherein said body fluid is urine that is

collected over at least a 3 hour time period.

34.  The method according to claim 1 wherein said body fluid is urine that is

collected over at least a 3 hour time period and the volume is adjusted to a normalized volume.
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determ ned. 37. The method of claim1l wherein the day
of ovulation is determ ned. 38. The nethod according
wo eoocloadint 1 further conprising the step of detRPCTIBROOH03925

a ti3pe frTReftRl RBIHiAR to f&aﬁﬁm' i 'v&ﬁérécuprsalﬂ’WoﬁmelJ‘gs ne that is
vitro fertilization of said female su ggct %

COH?éi“}ﬁ’dHela%té%ﬁ%ﬂ howr sime| psripd ad the kolump iy adiusted dpa a@rmahzed volume
eq@gky§&ﬁﬁu50§@mg vol une conprises normalizing the

vo ume. 40. The nethod according to claim1, further

rising the step of using an algorithmfor 5

cor Gct i S8 Srethod; plarlping ol (vherain fhe %@%ﬁéméx@i” eQntisgl fertility is
defephisd. are determ ned. 41. The nethod of claiml

wherein a solid phase test strip with paranmagnetic

par cle wherei n each said estro
ol | *é? fP%t dfél%é vih\grein the dagt ofpxplatienyis gﬁt%mned

partlcle and said progesterone netabolite is detected

by a8.sechidnghsdaseemiigite cRah tli fattRer chrpris Kftlﬂlﬁe’BQﬁL determining a
sai d

o rein the anpunt
tingdfaPis ot Chries Y T v pngh sigedeiienin pRibmicaubict
- is quantified. 43. The nmethod according to claim1l

wheB®i n Bhet hethahadcord@igoi rflaidf 325@hdleif $he gL 6f AFEHRL shill S olume
sterone netabolite are detected as a

n
cmB%¥Fwagman YPMPE val ue. 44. The nethod according
toclaiml1 that is used to determ ne a period of
nmax#@ral Trer method ycoordiyg o alaingris tfurtter oypliing 4R stEHSF using an

RO S50E) 29 ST e LR LB kBT

met abol ite and sai d progesterone netabollte are
quahl-i f iTde wethdd of olaina Isehereint 21svléd phdse ttésostripd &ith Thagmagnetic

0 a|n11 C ri.sing the step. of )
perfBE BURE PR Gkl PPlct, SRBBUL & Wit o Traramagneti
parﬁﬁ'lc afithaidpbiotrone mtatﬂbllitg is detected bja 22 oWl pir@hAEnS6d hrticle.

portabl e detector is incomrunication wth database

conpy i Sifyg pﬂatﬂ)(? cgo%m%atl U Rin Of e?g%gllt It}i)gara%l @ltjl; éald estrogen

progest erone or a efone
me‘ﬁbﬂﬂ@dﬂ@@(ﬁnmgeﬂfgrmomtaholm Ruwdtifiedi n sai d portable

detector is in comunication wi th database conpri sing

hi sgz0ri £ stroge

st oger Tl Rling b bl ERHeRYES grRBo B3 HoRRT R Srogen
metabeliterandreidl podgesteranermetab&ide ard detestd astar popitive bpegstiveyake.

first binding el enent capable of binding a estrogen

metgpol i : o
ool e R SAAR0E RCE Ak SLIROEATRLL folly oraina
fertg ity withinggnanstrugl eyola. 42 wherein said first binding

el enent and said second binding el ement are antibodies

or 451 ag ’T‘ﬁ@tlﬁetﬁdaleic%&fdmgﬁ% clfmA YRk diRt %anieeﬁt tal rHeHlﬁ/ and the

for detecting and uantlfylng estrone gl ucuron
excretion rates of said estrogen metabolite and said progesterone metabolite are quantified

daily for a set interval of time.

46.  The method according to claim 1 comprising the step of using a portable

detector to measure excretion rate.

47.  The method according to claim 22 wherein said portable detector is in
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pregnanedi ol gl ucuronide. 53. A kit for performng the

nmet hod of claim 1, said kit conprising a container for
wa2@clsdsphase capture el enent and i nstructi onBCT/AB20uBm@3925
~ cofthuhiBARiokiwith @ﬁd@s&&)ﬂ{gﬁﬁlﬁg ﬁlsﬁ)%ﬁltvaﬁlgypf L3}t Pardd £ progesterone

bi ndi ng agent and a second bi ndi ng agent, erein sard
or 3 progestasenednaigpolitfent i s capabl e of binding an estrogen

net abolite and said second bi nding agent is capabl e of

bi ngH. N9 PhePhiB88 { KEOAMg R @195’5 I20€ whetdin 6hid gﬁﬁitﬁﬁlefﬁector is in

perform ng the nethod of claiml1, said rea
cormghpieation yth databasecromprising hisiiral yalynnefexcrstiomirates for estrogen or a
est &BBhbolfe. det ection el enent for detecting a

otomstrl C or electroactive Si gnal ; and neans for

transm tting and/ or anal yZ| ng said phot onetric or

el et r odbtestasin fog performing themerbedhefitldimrl. measur i ng

fertility in a manmal, conprising: obtaining a body

flused saamdse st?lei@Sln@ ert%&@@kﬁe&%ﬁﬁé of bmdlng adestrogen

gntactlng sai d lewith a first bindli ng agent
mefablie apdy frepng %dna%g@ﬁflent fithapleiofbisding aquggqter@nmptn@hte

agent is capable of binding an estrogen netabolite and

Sal 5. s ecriades ktfig iabrdifeitcldih 4QapRRAIL sHd ikt BRLR e@ment and said
SeCP lge&}t erone netabolite; determ ning the excretio

pe %lﬁﬁnantééq*}né‘a%esﬁéﬁé%?f}t%@er& sai d progest er one
net abolite; and determ ning the ovul ation cycle status

of 30ai d A quattieativel lpgsestip BarsRebetifpOidt (ﬁiﬁﬁ@ﬁlyﬂl"glegﬁone glucuronide and

excretign rates of said estrogen netabolite and said
preghag ]It Y Y& Gret abolite. 56. A fertility nonitor
conprising: a sanple dispenser; a sensor for detecting

t hes3pr esekic éor (pérf(&ﬁnnh@as inethad oflsiiyL, 85id iki’ﬁ cbhifrisigdodtairr for a

cessor f culatin conmu neans.to
501@@?%?%6591’% i garzsirm%lf <31ﬁ£<rr Lﬁ%?‘fgfh%? rSAY&ARBIlsmenhepmprising
a fis binding agérid ahid 9Bdcdad aﬂ@hn@ hgit) ahefbiDdai DMEBh AR d@m is capable of
A conput.er. program for

xcretion rate
bingiag a0 PSR &ﬁt%Ohkj ‘i“\ﬁ‘f Sidn3FooBN RipAiRh@8eht o cﬁapf%l}lf-‘e of ‘binding a
prop®&tdidid mdftateliei m 1 and to pernmit display of the data on
a periodic basis. 58. A computer program product for

ol ur o SNt ot By phlei, o et compging:

rates suikohfet ﬁrﬁwlldmﬁsevamre&lmnut er in
conmuni Cgifjl on c dat abase of menstrual

i
cycle cé 'Fef’fé(?“r@er‘l"ﬁ“%?oéﬁ?tg‘%'lnrg gg#?tgwgtﬂ@p{,ela?taqpta@ sighgf; and

pr egnanegtand foﬁ‘crbﬁ%ﬁﬁtﬁﬁ% @lﬂ/&&ﬁaﬁﬁmgmldlﬁfo&meﬁhd@%lecé&cn&
nmet hod for nmeasuring fertility in an manmal, said

nmet hod é@ﬁf)‘rl sing the steps of:
55. A method for measuring fertility in a mammal, comprising:

obtaining a body fluid sample from a mammalian female subject;

cont:acting said sample with a first binding agent and a second binding agent,
wherein said first binding agent is capable of binding an estrogen metabolite and said second
binding agent is capable of binding a progesterone metabolite;

determining the excretion rate of said estrogen metabolite and said progesterone
metabolite; and

determining the ovulation cycle status of said female subject based upon the
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obtaining a body fluid sanple froma femal e subject;
contacting said sanple with a capture el enent
we@orpnidasng a bi ndi ng agent capabl e of bi ndi ngP&I/1B2006/003925
relafﬁ(/é)&&l%ttl@ﬁ BRE oTslid bRkt EmetabiAiRs dnll ¥hid Progogeroxemetabslite.
of sald progesterone netabolite; determ ning the
ovuI ation cycle status of said femal e subj ect based
upo®- t hé fé‘%ﬁ INERPRIPT CHPRIE t he pr ogest er one
et abol b tgnpl@Qisphséiet hod for neasuri ng fertility in an
manmal , sai d rre?hod conpri sin B ps of: H’n‘gt ai ni ng
a body Piseser Oadgiecting Fl@rp'reéechﬁg?t e h‘B"’é‘&?‘y‘eﬁ,
sai d sa%y&eyybltl}grgalaﬁ@hgre el ement capabl e of bi nd| ng
an estrogen netabolite; quantlfyl ng the excretion rate
of sai dcenmupigatiPnReaB & Fenstal daehase PRl datecTirpge gpmPrising
n estrogen
esioft Edror BRI B e e ovar an
cycle; and deternining the ovul ation cycl st at us of
sai ¥. f edatampugr prqgr%?qﬁéemﬁ YFerORRIGYIdHTg TRFRRLion ) theuse of the
b6dis bk, t he steps
o3y BTN SRR, d;sp?‘@”"?aﬂ‘?gﬁ%“%‘b?‘?om < on-uren
femal e subject; contacting sai

el etfent A g@pg,lt%ragpgﬁa@ P AT tg% nﬁglaﬁéll aqa ?1F Q urmary estrone
glu?&rﬂﬁb@ %ﬂggﬁfan@dqﬂ %Tuo‘ﬁﬁﬁn%@x@ef@i fatks AGiedle forlsy witld a Sainputer in

rst ndi hg agent is capable of binding an esgro
comwamllon tvgthaq’pdelgcgqoalcs@@ﬁsg i wstﬁlgal gé@ﬁtcomgrl%% 15‘108 zgfestrone
ﬁrgfﬁhp%dﬁ)r&'h%%ﬁ%l gfugﬁ}%ni'a@E&?é?ioh?z&@ vAsanti fying the

YEXCret o r sald estrogen netabol | te and said

progest erone netabolite; determnin Eg b
cyci® sthamsthodfios preapuringnfardlity ipjpp qa %BB etf! Weﬁﬁg comprising the
Stg J-atlve excretion rates of said estrogen netabolite
sai d progesterone netabolite. 62. A nmethod of

moni t or iobtginiega pedydluid ssgiple f&ana e fanals SUBIRES or  nor e

r enot el )éohtg&g%eglds WBhE ti v ehpbR Aeh&it dodlpridk e binding agent

processin temis configured to communicate with
camhlﬁﬁbmémgepmﬁelﬁnw@b@ﬂ%r more subj ect nonitoring

syst ens, um ‘ﬁk B3GRt GHRIRE bai és@é'rbr{&nect%{lﬁ)th?é“ ' S

capabl e P e or nore recel g storing,

an al yzi n@tesmmjngcﬂle dnamlatlott {:b@lmg{tthsgg s feradle guh]wé bgs[eé gpon the

. aobtapnin a subject for analysis;

exccf%th(inéﬁtf #ﬁe P %’ggsst%gﬁ%%&a&{l%nan anal yt e detector

associ at ed with a subJ ect nonitoring system
60. A method for measuring fertility in an mammal, said method comprising the

steps oft

obtaining a body fluid sample from a female subject;

contacting said sample with a capture element capable of binding an estrogen
metabolite;

quantifying the excretion rate of said estrogen metabolite;

comparing the excretion rate of said estrogen metabolite against an estrogen
metabolite excretion rate made within the same ovarian cycle; and

determining the ovulation cycle status of said female.

61. A method for measuring fertility in an non-human mammal, said method

84



10

15

20

25

30

nmeasuring a photonetric or el ectroactive signal

corresponding to an analyte on the detection device
w@pah7detisTt i ng one or nore anal yte; perform ngPEmnB2006/003925
coDPBNRANGE s a2t @ between said subject nonitoring

s§stem and sald central data processing system

gener at i ohgpining o hpryt fbid gampde fiom pmonthumarofgmelgtsubject;
o SRl SRt O O

assessnen a Oof sal er
a fipstdinding qEewcind v senong binding agent.cwlranim said firsb binding lagdénh és capable of

b0 o PR, W o ceoP i Aot Tt e Y1 Bhaing o

pragestaone metapplitdje st at us of the subject based on the

anal ysis _perforned by said conputer. progran and )

comuni ccﬁ'?f‘tﬂ%‘,ng?'ﬁlﬁngf/r"rr Hq0, Jates (1og; aﬁ%g i Hagta%ohte and said
prdgdearbhd medbdid)j ect status and a therapeutic managenent

recomengdati on for one or nore subjects. 6:?. A .met hod

of nonit rqﬂﬁgjm]gh@@iqw PR, cufll strisot! il fpaliyshbiect based on the
relatBDexeleYion A3 b shidesbamlfethtiblitamd saifl ptlaettanfUhéttbolite.

managenent wherein a central data processing systemis

conf,j gur ed t.o conmuni cat ith and receive data fro

oot S ety B FHorEt e phig pla et of G pe Bl Tocated
sul§edy @héreilDn céral dga PyseSg §serPBMoafiflred BE cOhmiBitRe Oith and

recei ving, stori n%, @nd anal yzi ng subj ect, data, .the .
rechYE KB -TEWHBRS & MEFCrHRICSTBYUIOBRE SYsks HPFIGInceaglh fffieet monitoring
systen® ) capdbl) fRé of Bbre DAY Ving; stérifpl Akt dnBEzihB SubjRIBAE the method-

W th an anal yte detector associated with a subject
COmBHintedP? HEPS'st em neasuring a photometric or

el ect r oaptdinify SiaHPH rGRE BRI AR IaRflysi® an anal yte on

the detection device and détecting one or nore ) '

anal yt e;cop@stingr e ntgmpley Hithnent apalyte odatestari aspocfased Mithi @ subject
moMRbHFRyREARS USing a conputer executable al gorithm

quanti?lyi ng the excretion rate of one or nore anal yte;

t ransni trqasgingref Rhotpmetrimorfalestroaetive bigeal comesponding tagn analyte on
theSRLRI dGicBalidfthe HRIAREOGEREL N0 SYStem generating

a conputer programgpro uct output conprising

hi st or i qerforring er exehahget ¢indatep bstwial dd subgchmesitoring system and

. . ai d subject, wherein said conputer
Sal%?eglgrragm rrg%g%lt?g%gt{:%m is in comunication with the

cent ral gdndratingr ® cespitergpregmeprodent alutpmi ngmprésing bistopieadtor real
. : r j ect.monitoring.systens;
i T, S8 HsBiel SR i PRI B R S ey gosram
productfoetptii ik irt gonmiumicatorpwitldihe tcemaral ddta prockssinglsiatent;ertility

endpoi nts_by statistical conparison by.individual )

i st or | GRRIAY seidguRies{data ST BEE orancty stbjssmA i Bgtgms

dat a; determining the status of the subject based on the analysis performed by said

computer program; and
communicating, transmitting, or displaying the identified subject status and a

therapeutic management recommendation for one or more subjects.

63. A method of monitoring physiologic status of one or more remotely located
subjects in need of therapeutic management wherein a central data processing system is

configured to communicate with and receive data from a one or more subject monitoring
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determining the status of the subject based on the

anal ysis perfornmed by said conputer program and
w@eouwmomdisat i ng, transmtting, and/or displayi nBCT/IB2006/003925
systeM€ Mvhdrkig Cbasiv RIGEd: nfdnablity aRtnA st Epaslp@fitone ofrainag @fitedeiving,

recommendati on for one or, npre supjects via at |east
storifigeandenalyaing sybirch 4t the Methqd-GAmpLisig e SR Pbn wi t h sai d

central Og@;n%&p“aﬁ, RStoita Subfced addysisor subj ect nonitor

system 64. nmet hod of npnitoring fertility, status of ..

a’ pl ur akcpuigetipg the rampley with A arplyte fgicstos psjosieed Wb a subject
momess g%tgngrti ity managenent wherein a central data

FOCESS ng systemis configured to conmmunicate with

and r eceicasurigrphpiongiriy qﬁlel%ﬁmﬁctwﬂ Bgnat eesrepqndipg to an analyte on
the AR RG e BN iQelcBline 8 bPHBre afiptec N each subj ect

nonitorirng systemis capable of receiving, storing,

and analpyfomung abjobutetritaterrectiore forefitid drobumepbias upige @aheomputer
exeSttetﬂS IOfr'i identifying a detection device associ at ed

AeHe 48%0Aect ; verifying the identity of a detection

devi ce; quaentiffiyg thg ekdretionaetn bf éne avinoge mmabyjteect nonitori ng

system associ ated.w t.h subj o) Lain bod

f1uid si%mﬁmgdﬂfogla?%“sa JeaJC %%568? mg’%“g r§‘§i %;St%rgp o Fengrel data
pro6&kidg s@rel;e on detection device suitable for detection

on the subject nonitoring syst ssessing the .
det ect | SROIEEOTRACREE AR Heyet QT SRapihe Hfieriggl andior ral
tim@ PRy ¥ibBgie Nstithe asteisteht tila b€ \shidesubjech rveherdd® shidpetngputed program
conput er, program pr.oduct A %AI rithm A;;' aF?d/,or
Progust P s Br FIMRHEHHYER thec ’ﬂiag 3 PIREFSERS SEKEY y 2i ng
the obt ahN@snSsd &bjectiftadidnl BRSHTIndre sibjdepibaitcRinb js@edms;
noni toring system substantially sinmultaneously WItI h..
the tramSHRELACTHSY eof [EliynEaU sstmebniid 8 fesptity status
pre@RA4P6f MRARGdVE] fHRIR RARGRS §¥) Retistital &Mpafisdhebye individial Aitorical
subject's fertility status based on the analysis
datpand Grsrijectipppuaion hatamseldate: pr ogr am product (Al gorit hm
A  9enefalhthedhs QIR LE theNuBREERS Site tan@ydip Yerfdimed by said
(dat abase A) and/or conputer program product output B
conipidgr phegsanBRdconprising the fertility status
assess i ki iS8layth OBk dEnBQ S BfectStatus and
and /o?%?glnn%ﬁ%cgtrﬁgrb?g%sﬁg&rhg%%g%g{h%é?ﬁu%d_ati ng 1t he fectatus an
a therapputicananagergend mecomoodation farpae opmoeratuhisels riasmt legsigone remotely
r e : t Blnd/¥ '
ool SR, hdopBh AR Wi HEL ot it procd G 35 EmtHndYor ubjoc
mogitorays¢md from detecti on and anal ysis of additional
fertility status assessment data fromthe subject;
obt g ni ngSHRkSE hofi@hf fférﬂffﬂg%taﬁls%%' kit bt REBIeBFIbcated female
moni toring systens at fhe c nt r al ata pr ocessi ng
subgaetstin mpedntidertility managemeb| whsrein acentiabagiz proeessipg pxsfen is gonfigured

to AhiRicAs GRS QFJWecgf’i]lE %Hata from a plurality of respective subject monitoring

systems, wherein each subject monitoring system is capable of receiving, storing, and

analyzing subject data, the method-comprising the steps of:
identifying a detection device associated with a subject;
verifying the identity of a detection device;
verifying the identity of a subject monitoring system associated with a subject;

obtaining a body fluid sample from said subject for analysis;
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anal yzing said subject data transmtted froma
plurality of subject nonitoring systens at the central
wa@laia/oprieressi ng system substantial 'y si nul t aneOTE2006/003925
Wi t h t heapturingssuid simple dthéstetidn tovicehmmitatdenfrtdetectidn @ the subject
fg‘g .S CI n or designated health care professional;
moryet! f“hg the subject's fertility status based on
t he an ahggsgsﬁ,g ey detecti®@lddvice 9ad Measoriint the sigpal® Gomthe analyte on the

duct, gori,t hm and to identify fertjlit
detdPha st oy AT GRS §{Jﬁﬁ“@?§‘l“§ ORI d?r?fﬁ’%g& Wleprigim A); andror

conﬂ;h{éppﬁg,lahqtﬂr&ﬁmy\ﬁqmg@gm)ed against fertility status
assessment data from broader subJF mgFo pul ati ons;

conmuni aealyzing, ther ehiaingd sybiggt data edpfreri hguipjers monitoring
systetl§Bbdntiafy ﬁMQ’taﬁl‘EBusid%/ftﬁ fhb ttans%ﬁ?HdﬂSth&M 16 Blelshibjbdt )éomputer CPU

managenent” reconmendat | on for each respective subje

andfoir gerdtal Hata processingr wstemep yetereing ¢ whbicetns fertility status based on the
i 0OLEesSsi Ng system

e e R S s S

t ransmi generaging afcommetes wogrpm rpmiupﬁ qugput 4. (datebase A iand/prcomputer
pro %@ltpl@du%{]gut%ftre}% t(!le{t b\ésébﬁgycﬁﬁé}?rg Ing tﬂglf\ﬂxﬁtyasltatéu&eg%&t data from
saidagaipntst pn’ognatm produ)ct Ataad (05 cmmﬂ@smmtﬁm dmdactfﬂ" om br oader

o401t B8R 1t SWhypED B SERML LR 6l &) nt / o
corﬂpﬂ&atpmngpﬁxdha oufpun & (Hatibast RBrwitie additonah lfﬁlglatmstatus assessment

o 508 PR S RN M I BB L

fromf tHejsekjectyoni t ori ng syst ens, V\/ner e| n each subj ect

nmoni toring systemis capable e|V| starin
and an antg'inHé %‘Eﬁf’é@?a 3’5 a pf‘ﬁ%l’ ﬁBlHe 3“%]‘“1'0%‘}’% é%eﬂés at the
cenfrilQRf @bcesil §iski) YvhereHRIND |sﬁ);éof Qifa SaMgrised Bgrelity stamis assessment
anal ysis; capturing said sanple on detection device
datgyi t abl e for detection on the subject nonitoring

system 4 datDsubRt B8k fahsnffedi@dh GEplanttyEasmbiett@onitoring
t he si (ﬂﬁal s fromthe analyte on the detectjon device;

Systamal 3tz fisg cemel ofpteni mRAssiehjSEtem qebateRtially s sinpiareopsiy nyvith the

tran%ﬁﬂ%lsl@ﬂheﬁgf‘!ottﬁ’é ¢dhShuiY oF @pﬁy%iékaﬁb@&usigahdea h&mméhkmﬁ,hm
the transm ssi on t hereof central data

p r o c essHelgmyisg & svbie@étf@ﬁlmyw@ﬂtswéseém thg-qnalysis IPPWP‘”@&F‘ by said
conﬁ%tep B}}:‘ Sorith Qb fuch ?Zpg%ornﬂﬁnﬁf 3hd Y i@nBBRHIRY 1Q§u99 ro? Rhdividual

roduct™ out put aﬁ) ase rising hHistorical and
Subjestsl ineliding pﬁystn |ab@qrmalstteatva@n &gmwsrgwﬁmsa &ertilityfstatg agsessment
dataSH Shd %y JBS gtmlngl communi cation with the central
a pr oces ystem analyzing said subject data

t r ansni wremumpaimgotmsonttlag, mndéoaldlspkaymg the ijeatified subject fertility
statgég E"{dt f%Pdl mt‘?t}{%eglgﬁtl @Eontnn daeat fof" ?ﬂ%&egﬁ&cﬁﬁﬁhﬂga at least one

stem's SI rru faneous
renmteanbnitsd; pliamt tith ewmmﬁmtailonh?et}r:mnbcﬁtnaul defta groesppigciystemaind / or
de | t ed prof essional ; determ ning the
resest Ve c& nﬁg”é’ O?Hdphym ol ogi c st atus based on the
an aI ySI sransmrctmg information pertaining to the fertility status and fertility issues of

individual Subjects including potential abnormalities when compared against fertility status
assessment data from broader subject populations.

65. A method of monitoring physiologic status of one or more remotely located
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performed by said conputer programand to identify
clinical or physiologic issues of individual subjects
WO p@odiisy potential abnormalities when conparBdI/IB2006/003925

& Sheel! dfMthGBpeutE nAYSINRNE Gilfersih Al sbatrASERS PRRBIsinAytem is
rom broader subject popul ati ons; and communi cati ng,

cortﬂgawé Pt qONHRANICAIeIWVER 4 isPeAVF Aafa tiFRm jOBR 9F | T8 PUBigHlj mepitoring -
sysRS 'v@le%g{a:éa&lt vkt ‘Eiﬁ‘&llﬁ)ﬁﬁé %?&éﬂi' s QPIAYSTeReiving, \slagrmg, and

reconmmen ion, includ I ng ential abnormalities

anabyzingstbidetalgiai ﬂi%tne%lpd-ﬁprémlsut&th@ﬁwl ol ogi ¢ status

assess opul ations, via
at | eagfo%an Fﬂ?’ &*ocagbﬁyﬁgﬁlysgn conmuni cat i on
wi t h saicdptodmg saad sadmlqaorpd@w@s idengcesspdtaledenferrrgtection on the subject

subj ect nonitor system 66. The nethod
moé@%@%&&%‘éﬁto any one of clains 62-65, wherein the

su bj ect assepgiigethé deteotibe dévick dnd amasuriey tlreu;i@als ffilou tHle analyte on the
doiSWs Vlsebum vagi nal fluid, whole blood, serum

fﬁ 8&% %erebr ospinal fluid, urine, |lynph fluids,

ext er nalanslgfng theoobtaiméd tshigiedtedpd trahsnfied fromestsubjett Mmoflitoring

sysB g helarond whf Risdroad oo iy ig® tegenialgas processing
syswhEto RlefRrbiac e Sulij €t lises otl pﬁy@bk@&, stéﬁhne met hod
accordig% an&gone of cl ains wher ei n % aid ., L
det ect | GRNFRPE CLOMPHIFHPIogRR %ro%at PYPYHddabase) sompasing historical
and?xle@lrfﬁﬁkt piSiloRgicashtis REBsHAP dita FBESR bdbjcet o0duBfestsfih B&fimunication
anes, papers, strips, pads, nylon,

Wlthf‘l"ter"é’é‘éﬂlﬂ%wa’é)éess‘@gSiﬁ‘@ﬁn}ﬁester materials. 69. The method

accor di ReaiyAng sal f@uﬁj%ct M\Ei& thdniged Qroﬁ{‘ %hé’ to? Alupiy @F subject
device conprises a lateral flow suitab for detection

mopjiforg SYHemaithe Geniral ataireesssinggystam éubﬁé'«mhelkv eekangpusly with the
trafsPhiSloR GRS 1o HE @Jn%d’ﬂer %9%‘gh)§gﬁa%cbtr H%Q%M hEﬁth%%&Irbi%?sﬁle

par arragnetl C partl cle e assay etecti Ongg
71. The datermioig dbe ebilich clivical| i nhygsologintstatusi basechprl the analysis

¢ I e |
prfif 5, SRDSERLES: BOSHTRS |6, Ryl SREPS) Wi e of
indyBlualrisebjedtn inchidihge petentiab aabnormelitigsavhere sompaed aygpinsfatlical or

Ph}lsfalo%?g%g@sgﬂmﬁgén‘fenpﬂté FrGh®Fo zr%glgzaioé@ tﬂ)?)? g&cor ding to

arrm ereln sail ana from
hor rmnesommuhmtmgn etrarstabiog,i taad/or 7 displiyieg mitiehoidentified subject

ordln wherein said analyte is
phy%lé)? §c°t r om t %graa r giﬁ nn%erm s? nrﬁcoémfl?rgété?%l including  potential
abnpormdist e\rhem &pmbﬁ‘sd mgzhmt atli@icalr oﬂphyshmtglct statuk I’KSSeeﬁ'ﬁent ‘fata from
ccor [e claim 74 rei.n sai d anal, E

bro?é;er d{,lrl? ﬁcé rp)?plﬂzg}o% a5 S1F trggotell_y 6100 chﬁgtt ns mmunication with

saidcanaaldiatagprooessirigalystend and IreEpedive autecti ohiddr\systhabol i t e
i s selected fromthe group conprising estrone

fa dr ox estrone - hydr strone
et oy A RN S SHHRR o oS ST ey picct s is
sele&t&dufrcﬁrat c&evuﬁﬂatﬁidimxmt, rsotnen,3vagiflall dluid) rwhidds blbod, serum, plasma,
cer%légsg%lgﬁglrggﬁ Ly %1}1 Ste)rit%ldnapsecreaons’ ote tig rrglspuatory, 1nl%ést1nal and

genitourinary tracts, tears, saliva, milk, or white blood cells.

67.  The method according to claim 69, wherein sample comprises urine.
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estradi ol - 17beta 3-gl ucuroni de; estradiol-17beta
3-sul fate, 2-hydroxy-estradiol-17b, 2-
woreiohoxisest radi ol - 17 b, 2-net hoxyestradi ol - 17P€T/8B2006/003925
3- s athe Refid fOHE hy Bl &H c1akh0 8585 Junddit SHA AR devi
6b- hydroxg-'éesf@adi SAnESLS B0 7 oo B 8o Nunpkit Setection devices
comprisgpiae $okd athase2 capjure oslgraent r glecist | fram- keyowe mataaidlso|glass fiber,
1B - SiE RS, fod
e S e SRR Bt SRoR BRBHIMRL or plyed A lilk
met abolite thereof is selected fromthe grou . .
con®ti sithy methpdidicesirding 4o el 6& swherein sa@l( @lytEgetedfing, device
HNEE QoY 1e-Rr Berbbidh BX ¥ i
COZRnet%oxyggkﬁgﬂgﬁjana 4-&étho§§§§%¥%ﬁ@g9§#m¥he met hod
according to claim77, wherein said estrogen _ _
net dbol ithe mefhedsaceordwg de glaim 68 weergim|sayl detegtionTgeice comprises a
oRbaRA BHEAL ShBeidbPassy A MBetiéh pagher ei n sai d
pmpr&%@s%gﬁgne oP&%rozegﬁgg%ﬁe %%?abolite is selected
fromthe grou conprjsin% 5b-pregnan-3 a, 20a-di ol )
gl utlur onfhganetiyl acgordigs snclaim 6. vehgrain saidspnabte seneraiis Phetpmetric
or @8%koastxe RECAARIgAARO! - 20-1 - (5 a-pregnenol one). 80. The
nmet hod according to claim79, wherein said
pr ogest erone abol jte is pregnanedi ol gl ucuronide
(Pd%;. gf © ng%?%@@%@c@?lm ﬁg Vherein ojsaid clpstrgastive analytes are
co te@itd piahsbnefidpadiss, and or assessnent is perforned
y a conputer executable algorithm 82. The nethod
accor di to claim8l, wherein_said database conprises
hi stbor i e mefdof é%ﬂ"“%%@ 5081 gereinstald gualyes dx slesipd from

horfh@hés &@f hosmbak Bethheds. Or subj ects in comuni cation with
the central data processing system 83. The nethod

accor di to.claim@82, wherein said, dat abase conpri ses

o <Py 1 e o adiprdifie i < ) PRyl R ARG BaelFERg Tom the
grotipt@mprisirgistloget DpRGEsteddnesSiefb 8&bSe drintdoTR teRbf,0On W t h

the central data processing system 84. The nethod

ac di to.claim@83, wherein said.database conprises

P sCor 1 ade oo aebrdie 8 AR B i o AR b PRvar formone
metabdldss. St at us assessnent data of said subject or

subjects in comunication with the central data

pr ogessi tem. 85 . The. had accordi.ng to, ¢laim

o, unor 0 oo i 1 T R A i B B steced

fromedie tgrovp wompising ghtwaner Asiilie, e 2diydiokgestromd, e4-hgdrakyestrone, 2-
ssessnment ,dat.a of said suQ'ect or s '

bjects in

meS R R lordRe anehieasdne” fRbites Hhetyeramme >
gluaﬁck))l?id'dj el 6nﬂp]:ml®ydaﬁ1y@sndha @strﬂli(;ﬂl-la bm Siradivh €7p2116-ghtufbnide-estriol;

S t's clinical or ..ol 0gi at ug .are .
est Pk Fivite o~ puBhes: Eol Bt sttt SrpARgesion 176, 2
methbyssesdladigi-C7f5 t Rintho AR SERIR Metfl 3t @lfthte O M RAGRKtradiol-17beta 3-

subj.ect__popul ations. and or said individual. 87. The .
glugnro ged 69@'@’5{"&}’1?&" 5)1—&’([&2[-]1;@ OX, 1ol 11 7=epiggtriol, 2-hydroxyestradiol,
16-RW0aTH6121 6 BRydrSespbhd, 96-BFEstN, @ device sel ected from

the group conprising a transmtter, a beeper, a

recgi ver, a telephone, a . no a cel|ul ar phone, a.
ot e, e PR AREoT Ok raR o, Mo SR g grelabie thereof
is saletted €&vsthe proup comprising estradiol, estrone, estriol, 2(OH) Estrone, 4 hydroxy-

estrone, 16 a-hydroxy-estrone, 2-methoxyestrone, and 4-methoxyestrone.
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a closed circuit nonitor, a conputer, a display

screen, a tel ephone answering machine, facsimle
wOo@iosds7 or a printer.88. The net hod accor di nBCT/B2006/003925

cl aggn 8lpp Mgk &c&ﬁin@ 158l &7, SweRid® bald %st%er?ﬂ]'éﬁboli e is estrone

sel ected fromthe group consisting of physiol ogic data
gluswgnide Fbor al data. 89. The nethod according to claim

90, wherein said data is selected fromthe group

congg, st iTHg Rdthdll Addald¥ng M8 LRiR 76! Fhdah daidPrQRdie bt %ﬁgﬁ esterone

measur enent ; body tenperature nmeasurenent;” assess ngs
megpbplie e pelectad from dhe group cemprideg SEpregaan-3qr@otdind glucuronide, 5p-

. & n0f. (ki . y oel,_acsor din m

P P, (L pERoloH and S TR SERRL Sl )
specific fertility regimen based on particul ar o
subf®ct ' Hhermpthediaeaordieg tnplaint 7dnwhaygin spidepregestrsene metabolite is

Sibdi Afcut&hidd @, 89, wherein said algorithmis
pwggnfilgu{’rrleél1 té n(gkdézB automati c adjustnents to a

sub#ect's self-monitoring and fertility nmanagenent

r egt hren Baseghecesipes clae 760, Whrein sgg anajyrds angioR tessment
is REGAAIVIA dofiphitePéBo@Ible ¥B&AtRMN Sai d al gorithm contain

a dat abadse useful for evaluation of the effects of

concurrent therapy for other non-fertility indication .

whi th ni gritmeRedaceording o gleim B¢ yhegein avmda%éb%fﬁ ceypprisgs fistorical
and R8I §HOpBSIologhBstathd RssEB B dad OF i sitged: Or %@écfﬁ‘ if Lommunication

Wherein said SM5 suitable for nonitoring fertility
withdhepgatH dota REACESSHIR s¥Xi®Pect s i s capabl e of detecting

paramagnetic anal yte signals. 94. The nethod accordi ng

t o g .ai M netMdddcbrdingab dlath? 8A0MSReif QA1H Anidbasd %Bﬂﬁrises historical
irected to fertility status-assqciated val ues, health

andsieal tipae feg{liby statys assessment datacpt said sebdecf ghevbiested corppgcation with
the@Bktral HAE ploBdseinP Byt of the |ast neasurement; and

prescri bed course of action reginmen. 95. The net hod

accor di to claim8l, wherein said algori

cal Bl at mehqsk1crerAing te glairy S3uphesein Sl Goah

and/ &dal &iteORnABC RicthbOlgte leRordtidhNiatds Cotis Bseddmontt dht£ 3F 8aid subject or
rof essi onal's, prescription as applied to the data

P | s pre |

subjsisdp eemmpRIgAtion avidtke geptralidatapigsessing sY$em. The net hod
according to claim81, wherein said fertility
al gga. i t ke fnfthddsacomdingitd cRinDBAR Witedit dgid fdetabdst icbmprises historical

nagenment al gorithmall ows a physician or qther | )
and i3] e élawwp@m%@g OfrCteB rgtﬁgé%tflfl aFS@fW%E@NO@ gaid subject or
subeéeed/ i EorfiMALAITR Witk thdintSlldaR Prock SgTHiem, 97. The
nmet hod according to claim8l, wherein said database of

medjcatiQn interaction infornmation iis confjgured to . .
al | a b}nﬁﬁ’f’dt %cc&'gi%ﬂgy g tféauaatggbé@gr%rsaﬁanW?%tsi gipical or
phggﬂ@yrceﬁam@aﬁﬁm?t@mme@g_tas'ea ol Tom &_mulga dtiﬂé\/t\ﬁliﬂﬁﬁii cﬁ‘é}ihiyfjiﬁ]lﬁgic status
. e nethod accqrding tao claim8l, wherejin sa
esspaaAie T FEULE SIS GRnO A o BANERRbN | o
configured to allow a subject to query the database
f or 87 pedht intetiddsdcosrding| to il 8l Wiyeréla tsaid pomiiuniafié is performed

egch supje and/or historical fertility profiles for
by B St RhEE o I8¢, Boul ra i draher ot o PEr ok A EROeT delephone,
a nivdein 4 @itlanghode, RSblepar ihtdeCntldctibR wdtldwiie Wb Enk, a television,

onprisi.ng: . . . .
a c?osgy circuit gnomtor, a computer, a display screen, a telephone answering machine,

hm e
age [cgprises historical

facsimile machine, or a printer.
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obtaining a body fluid sanple froma mamualian fenal e
subj ect; contacting said sanple with a solid phase
w@eaprsesel enment, said capture el ement conpri SPOIB2006/003925
bi ngi ng-rﬂ@qr&hgalam&ldmgo&) dlﬁi?ﬂkngwméiﬁ GgRINdA4bass consists of data
estrogen netaboljte; ant.i f.yi.ng sai d est en or
selegtedl figFche SRoMRESSINg of gh l%h)%lé e ngbega‘ﬂ%(c%gaar t um
condition in said femal e subj ect based upon the anount
of g9ai dTas kMo AccordigsStorchga 90 wihadinkiil data dndletted fibinnhe group
sai d pgst partum condition bgsed upon the upon the
conBRIEN oY OHingR PABD NGB PI0G: EGER. MEtABEIeRE obody temperature

me&tfleRehi® thseshiBbhts dAiLremirddne dich @RE LSk, Bk, ané tRipRastitke of illness.
conpri Sing adm nistering a hornone replacenent based

upon the anmoynt of said estr n _or estroge
met¥ool iTP%me%eé?ccﬂr‘ﬁ%%% "Péf’q%’ cs4p P alRen
the SR BURERNEN BEEOEH Pdriichishbjedt® RPRAUGHciconditide Mal e,

conprising: obtaining a body fluid sanple froma

manmmal i an femal e sulject; .congacting sai,d,sanpl |

a soti d%}f)‘ﬁ Wdg5eorARe P %fs“g?eﬁg% 3?5? ey erisen difbured to
makOR6th &icn@ljudtniniidb RosudR eyt seFapaiitbengndofertilityr pasagement regimen

estrogen or an, estrogen netabolite; quantifying said
basgd on BisRt-eresdathgen met abol ite; and detecting a post

partum condition in said fenal e subj ect based upon the
amoopnt  afhe S@itdestdrdige o okhing 89, olgesin sEd alpotithire contain a database

det ected. ;, and treating. nenopause and/or .S e g
s o oo e SR SRR g R B ndcn
whitBinflo1f SHEQ @R Ter@lityas i @leksh syl @bk isiigeddet ect ed.  102. A

nmet hod of claim 101 wherein said nenopause is

characterize s one. of nat ural n . .

perfien g‘{i‘ﬁ R0, aﬁ&‘l@é‘é t?réﬁglb gg’s"éﬁ%‘? g%gfsﬁ? % Slﬁgﬁ%pfgﬁ gnitoring
fer@lity RRGAgeMRMARAWS Subjdod3is capabie bfiddectihg datimagnetigacdytecsgnals.

in a mammal , conprising: obtaining a body fluid sanple

froma mal, an subj ect ;. t i Sa b directed

N N L e e
to RXANE RlafARtiaict yaled)ihadingatag elirt, capab] srdohedicatighntpken; date

n hornone or. hor none netabol i.te; 1.Ni-Ng- .
and st DB P er . S0k PPy et i eimen.
correlating the anount or excretion rate of said
horofne Tie hethodnaccostimbad i ¢laimnidlh wheeeipr ssirh silgarithm ogalculates

.sai d i an subject havij C . oAan i
P BT B St 05ThE §0E ASGATTA A o
prof@eionilipresuipticii asappliadas dicideta enteted intd theiMIS bpthesnigedds

hor none netabolite. 104. The nethod of detecting

canger cl al . ' i | 861 81 di £ f
ConsE S Mg P AL S5 00 e o
withor i8NS iacludofertiditye mardgainehti algoritlan eewsogypliysisian or other health care

professional to specify retrospective and/or supplemental adjustment regimens.

N -
Y aollj:gtéuzes efficacy of

—

97.  The method according to claim 81, wherein said database of medication
interaction information is configured to allow a subject to query the database for information

related to the subject's use of multiple medications.

98.  The method according to claim 81, wherein said database of medication
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a estrogen netabolite. 105. A nethod detecting a
reproductive disorder in a mammal i an fenal e,
weompoiEsng: obtaining a body fluid sanple froPCHIB2006/003925
inteRaEHGA infiim8tidli RC onfpardastallod & itjecs ATRhRy W datdbasOldr Apecific
h,Sgohrase capture elepent, said capture el enent conpri
ishors
1

SN
5 FTHULY 2 daim cPrefilp o19r ceach subigeti ars/ar nbisterpal frtility profiles for

popSIAtTAR Bf §MBfeaRRol i te; determining the anmount or _
excretion rate of said hornone or hornpne netabolife;

and_correlatjng the amgunt or excretion rate of, said
hor fione rmﬁiﬁ?‘?rgﬁéie“?%f’s&% P‘i‘q? breafingra pork PATIWB enditien, imp female,

compfigingtenmal i an subj ect having one or nore disorder
sel ected from anovul ati on associated with infertility,

unexpl ai YRERininga bedy; fluid sampletrome masmalian fomnlorbiseyi a,

post meno, bIeGitHY S8 RS , said captu ¢

amenorr h@@?%%&ﬁn%ﬁlg ?Nryl‘t()a}l anc?,ﬂgs‘sgc eag %&feﬁ} 5?1%_8?1) re elemen
compyising binding ageat capahle ol hindingestrogane po peitogen metabolite;

pr enenst : . ' I,

dysf unct (?L%h%@ﬁg? é‘? ?ﬁ?gﬁ%ﬂeﬁﬁéﬁg n%l(t)a?)ﬁg{ﬁ ’eegl}i epl acenment

t her apy, disgnosjng &l past parpau sendifiordirosad fhmple r&agmctr besed upon the

ey e ' yeystic ovarian di sease,

amﬁgrgﬁt% S%? %g‘% (grre, o%%ﬂg%é%b@&%rag %{ on, and threatened

abor t i ortreatingl saié poshparidin ngnditibn dadetdampbdn hieotip@acthe imbunt of said

es@gggopg{rg%gt egaq!%g% ggtlggg t he upon the anount or

cretironfra ornone or hornone netabolife.

100. The method according to claim 99 comprising administering a hormone

replacement based upon the amount of said estrogen or estrogen metabolite.

101. A method for treating menopause and/or symptoms associated with menopause

in a female, comprising:

obtaining a body fluid sample from a mammalian female subject;

contacting said sample with a solid phase capture element, said capture element
comprising a binding agent capable of binding an estrogen or an estrogen metabolite;

quantifying said estrogen or estrogen metabolite; and

detecting a post partum condition in said female subject based upon the amount
of said estrogen or estrogen metabolite detected.; and

treating menopause and/or symptoms associated with menopause based upon

the amount of said estrogen or estrogen metabolite detected.

102. A method of claim 101 wherein said menopause is characterized as one of
natural menopause, perimenopause, induced menopause, premature menopause, or post

menopause.

103. A method of detecting cancer in a mammal, comprising:
obtaining a body fluid sample from a mammalian subject;

contacting said sample with a solid phase capture element, said capture element
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comprising a binding agent capable of binding an hormone or hormone metabolite;

determining the amount or excretion rate of said metabolite; and

correlating the amount or excretion rate of said hormone or hormone metabolite
with the probability of said mammalian subject having cancer; and

recommending a treatment protocol for said patient based upon the upon the

amount or excretion rate of said hormone or hormone metabolite.

104. The method of detecting cancer of claim 103, wherein said subject is a female
suspected of having breast cancer, wherein said hormone or hormone metabolite is estrogen or

a estrogen metabolite.

105. A method detecting a reproductive disorder in a mammalian female,

comprising:

obtaining a body fluid sample from a mammalian subject;

contacting said sample with a solid phase capture element, said capture element
comprising a binding agent capable of binding a hormone or hormone metabolite;

determining the amount or excretion rate of said hormone or hormone
metabolife; and

correlating the amount or excretion rate of said hormone or hormone metabolife
with the probability of said mammalian subject having one or more disorder selected from
anovulation associated with infertility, unexplained infertility, perimenopausal menorrhagia,
postmenopausal bleeding, premature menopause, amenorrhea, a hormone imbalance, decreased
libido, chronic fatigue, nervousness, osteoporosis, premenstral syndrome, ovulation bleeding,
dysfunctional uterine bleeding, hormone replacement therapy, surgical menopause syndrome,
hypomenorrhea, hyperstimulated ovaries, polycystic ovarian disease, habitual aborter, missed
abortion, and threatened abortion; and

recommending a treatment protocol for said patient based upon the upon the

amount or excretion rate of said hormone or hormone metabolife.
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