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For some osteoporotic individuals, the loss of bone tissue is sufficiently great so as to
cause mechanical failure of the bone structure. Bone fractures often occur, for example, in the hip

and spine of women suffering from postmenopausal osteoporosis. Kyphosis (abnormally
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These instructions can prove burdensome or difficult to remember for a patient who
regularly takes a bisphosphonate. Thus, a less frequent dosing regimen would enhance patient
convenience, which could lead to greater patient compliance with complicated treatment regimens

associated with bisphosphonates.



conditions. An efficient radiation energy absorber
that functions to absorb energy and deliver it to the
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conpl exes (6)) may be suitabl e antennae: Rl SEDRONATE
COVPCSI TI ONS AND THEI R METHODS OF USE FI ELD OF THE

WO DMERTI7EN The present invention relates to orBECT/US2004/031975
formul ati ons of risedronate and their methods of use
in the treatnment and prevention of diseases related to
bone renodel i ng or bone di sorders such as, for
exanpl e, osteoporosis. The nethods of the present
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manmal in neeﬂETh&lﬂbD%CBﬁﬁTm@FtTIéEIINE’Efoé@Nti on
conpr ro R -
cumol Sy el P A hogp 2 LRI L thfeaphonic eid. s @
raenglen of the slass @fd@nmgursiehe@m & lofphospbonatopo Sepl).S: Il?ﬂteéIO 5 ,583,122, to
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exanples, J .Y. Reginster et al., "Random zed Trial of
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Treat nent of Vertebral and Nonvertebral Fractures in

Wnen Wth Post nenopausal Osteoporosis, A Randoni zed

controlled Trial," JAMA, Cctober 13, 1999, Vol.
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nbchalt@chl phdspliatds, (e.g/, Q6ligre bhbyphatki smdmnﬂalﬁlmmnm phosphaiensddium acid

sources and used to fortify foods). Vitam ns D2 and D3

have sim | ar biological efficacy in humans.

Non-activated netabolites of yitamns D2 and D3

i ncl ude hydroxylated fornms of vitam ns D2 and DS3.

Activated vitam n D anal ogs cannot be adm nistered in

| arge doses on an intermttent schedule, due to their



toxicity in mammal s. However, non-activated vitanmn
D2, vitamn D3, and their netabolites nay be
wa@cdisessered in | arger doses than "active" for@BUSI004/031975

vitamin Don an intermttent basis, wthout toxicity.

In one enbodi nrent of the invention, vitamn D can be

adm ni stered at doses of 100 IU to 10,000 IU of

vitam n D per day. In another enbodi ment of the

i nvention, vitamn D can beadm nistered at doses of

pho@hate) dipotdssinaOghosnbaiss digeditmriphosphaiee rmadayasicy and prsbeslje acids (e.g.,
' d se
oL R N0 R R S BB D aidackse

i nverifheamountrad chelatirigeagentipsesentimithe aelglosage gy off the pisernl invention
ﬁlcfébéﬁm o%ncge éé.ﬂt.l rQ:hQ tB{%na ol%e %&@@%d%@tamoﬁt{f of 'Bﬁgﬁos honate active
dose conpris % r%g ca clum and about %

ingredird presdufOn | the wat dmage Brmt oGererallsinibai asaledosagediaimsyof the present

' €
E\%Bﬁorf éd{u gl{aﬂl ﬁ%ﬁe ng%%%tlvgg% %o%ogg ggg&gklﬁﬁﬁleqwhlevmg the
dwteelrchdatmg efffectbdn emtrdniiodinent dlemnaltdh@g@lﬁym confaipe frgmenhout 10 mg to
S
aH;]lgelgr g g@]ile?;ﬂﬁg B%itn't ?uttnl{xfé gﬁst%wh?] Qﬁ)éﬁég E%b(ﬁﬁ'ﬁ&xt e orél dosage forms
qohmmcfroarn@btoet Hreg wobewt SOMmg o€ a shelpting agent pdnenipdesee Mthen the chelating

agf:r)f le%g?f? kt? h%?en%{j ?z?l%g iség{:b?rpfb’ggtr ?d’e]lggti(h?oé)ﬂyg({ql xﬁ%gre"i}érably from about

Avapg ttalkboua 2601intg phoswitafose. | $8wn dhmt@laltmg tegeat mo¢itricnagid or any other
. C [

s S

F0umg tloeabomé()(amgsemmtdowhar maceuti cal conposition

suit ratio C [

dosi ﬁ%e ?]rmgcﬁ%qcal 1%}}1051‘?1%{13 \Acg ’tl?e J)‘rf%te%rnggn%oglns fo%?})f\l/d;lyggﬁgnse a film

cpetmgrmrahrentesamhtlpgaﬁmpients swbledomnpre si tifihm ooatmgrm@udﬁg but are not

m, about bou t
h(énf ?eg ‘)/Idmé)g)srcg)ygr?e ! Il%elel ogc. a¥d]f&)8/§?o§§l(:r£b£ﬁ?osg geﬁ'é it 'do r}JD%/%mylpymrohdone
lﬁﬂmemﬂiﬂmﬂ‘tyilema Iglyyelatadxne p‘tlabttrgstzébnm qﬁ:llelmses andTpadytimyl rmlcohol.  Excipients
gal%zg fr'(]@ 8seengl}é Iﬁrg %rlltle c COﬁ Y 1nf uée bl?tlxa](r:é ﬁ)ot %ﬂnttbd toagelféﬁo%g acetate trimellitate,
lgh@kmcmllmghﬂedlhyose p‘lah}ﬂatezg eelﬂrdd:se I"dcfafhte kinbaimiet wlome! acetate phthalate,
t t i
Sl 5 P YO, TR Mg g o 10
Rhastadic Getmang), I&M@@ﬁ@aﬁde&extemq@ é@ktle;rcom dhaudWestbRintaP®), triethyl

resins, ..plast Zers
Ao POl bt PappsnEclo RS bR Barpr i seevined
1ﬁ@bg®mﬁﬂa;&0mﬁmLMﬂnﬂs surfactants, preservatlves
sweet eni ng agents, flavoring agents, pharnmaceutica
grade dyes or pignments, and viscosity agents.
IGtsavori ng agents and dyes and pi gnents anong those

gﬁ ZI :_f]gx@gie}{s iGOi&’ e g?&qng %ﬁ%]téon % ﬁal%aular?ypﬁ%s}qirlmqgrgﬂ mlms ermg risedronate
atedisg 206 Tpntinhonist dﬁsing sclcedslelof ent,stwionot theke, cobswbutaileeiaylfoper month.

e ouEis Fs o ARt e ab o oA RERARIG: feljsping compliance
vl’zlﬂi metkydt difythﬁ Mevea eI Tmmisamﬂ tfie aientiodSirevids a convenient and effective

rg %/ %’ﬁ¥ g{}%/gﬁ glgﬂ ﬁilglte %é@ltep )thséuagﬁggﬁ?aé%%ﬁ%gg in tEef' grrect dosage

nalﬂﬁa @trbe fn&.nn@ulmabbrﬁplmh%ﬁéaﬁabf MeB kitanmlclud@ an urieam which facilitates
not .limted to, phengl Kk st
DR B oA b COIR RigHEoR. Sy ppruplisnce means
ihdhedes @fstruddiond, @ackedifl, andl dis;ISHﬂsﬁgh{eSnst felr c!bﬁi'bmaﬁ@fs hiheeodC iTHe kits can
nd the salts her eof , chl or hut.apo be
HBPBSH M h SR R P E b GBS T L & & T of the days of
ni tronersol, benzalkonlun1chlﬂg|de cetyl pyridini um
chl ori de, nethyl par aben, and




propyl paraben. Suitable fillers include, but are not

limted to, starch, |actose, sucrose, maltodextrin,
war@emearsdcerystal line cel l ul ose. Suitabl e pl asPCTUEEN$031975

i nclude, but are not limted to, triethyl citrate,

pol yet hyl ene gl ycol, propylene glycol, dibutyl

pht hal ate, castor oil, acetyl ated nonogl yceri des, and

triacetin. Suitable polyners include, but are not

limted to, ethylcellulose, cellulose acetate

the waek, nbmnberimg, Hipstratinysp aopys, AseiHe| ishday) stgkers merpadetcards, or other

rgﬁ%t‘%s%reaﬁcealﬁ %ﬁ%ﬂo&ﬂﬂé llba%%ﬁ) %Ear%%lzsyc}f Ip glﬂg Qﬂd(ath)ﬁ)ensmg means are well

m@@n B6he amdnofuditreztose (eseri®dioy.S. RehNp %@ﬁhﬂ%@mebﬂd issued Aug. 2,
Iﬁg" U@a P?@%t?% %)%’ﬁ%r %%‘r)an g%}%d%%)”m %9r ) Fﬁﬂgples of particular

ur eterrc(r
aBangeriohte of ulnt dosamhlsludmthlowd@scribgd gy 8. Rest APPIHSQIQHNPOIO/789525 by

rpgétld{nfﬁ&?ferbaﬁﬁ%(ﬁt earic acid, and talc. The
utical corpositions of t he present invention
rmy dhttionailyl thy kite npr dogprise & Hesbtaqniervgit dgesmf.a riadronae pnd at least one
el.ak! sed herein, neans a nol ecul e
ucl:lgﬁ Saeon ngccﬁlagg%mgﬁloﬁt?lgﬁ{el ectron donor atons that can
for m’lnlemlhhvwmg@e mmddmtmgaewr@lem gf enhedinzentsiod the pTRent ingention.
"chel ating agent" is understood to include the
chel ating agent as well as salts thereof. For exanpl e,
the term"chel ati ng agent 'EXAMPLESs citric acid as
well as its salt fornms. Th conmon and wi dely
used chel ati ng agents coor er%:;?i%—lto metal atons _
t hr ough6SoXgggevvonan  diagrosgle rwitho postmenapatsal @stepprdsis @ pgescribed a
pll'l%rn}aﬁeu%m com%?s%lxo%#o%ﬁi?igg WS(? n§ ogge%o{ﬂ?t;e etoﬁ%%&&h&rﬁc{ég@&ﬁhly. The
phin@t fakessthe oo dokage foem g irsi @yfo@? remhcbalee@r mawthe cé deipyeof iliac crest
bﬂ%{n 13 lrtakg{x gtr?w%&%atlrﬁ glil(f]a %?eﬁ&ra%%c%sase in %9 w%ﬁ E}{la{ng Q)g tﬁel}gmodelmg units
compatediodicehastlak bagent at e, et c. depend| ng upon whet her
it contains two, three, fo ,hore donor atons
capabl e of binding to the rfé%%tom See Kirk-OQ hner
EncyoAL Gaezglmanodla@omdl widll ost@pbiosib dgprefcdibén & ghar@@@&iiical composition

oo B et tae i Bp o elipReh e R BAGRER b orldosage form
thdladt dby ofpacig@idndarMoomi. IArblbpsyg)f dieaphtdono ta(khm htatvp years and reveals
a?%%?%geé%lé%%%?vglifhﬁc?(ﬁ%sg eare rorg?hnp L& secgﬁnplfln Farls gasehneglopsy
llactic acid, aspartic acidExahpitdn c aC| d, lysine,
S0 AL ARLOTRURL S R SRR B AED T s
pag@fateutisal KBhpositint tbibe téleh dwico ﬁnc&ﬂﬂiy uEach unit dose of the pharmaceutlcal
cgﬁggsﬂrhec{na%pn?)ggﬁﬁ d%h?eg?oglgt%g%ia 2o eﬁg ggseahltlmt dose of the gharmaceutlcal
compgitieondé par @Yl stdmBtSatuedag el Sihdag dgbnfirst Sleeltea&b Ioé each calendar
1][410 dgg}tﬂg%ye ojgﬁigg %ﬁ%é{b@& tsgekjn at ng)(eﬁr%%hﬁ ggvtﬁﬂg {ar? 1ncreas 1n I mean wall
tlabkﬂnsmfmepblﬁsdmﬂg @its sadpalet tathexdpkuhs@haps@, di pot aSSI um

phosphat e, di sodi um phosphat e nobasi c) and
carboxylic acids (e.qg., fu%@-@lﬁgm d, acetic acid). A

pr ef X T2 dg AN AGgnisad @it 0sRDpekiR ¢ Ia%ﬂbedi aSp}ﬂﬁm:cbmlcaloiodlposmon to

b8 A G+ e PBOGRE oF HyCHEROHCylior SARRRHe sypprises 0 me
rtsftﬁ%rlﬁgf L’Folis’é@ﬁ@d’n; Eéle&@aaaiﬂltﬂgs?ﬁﬂnﬁ phlagira]@eatean ogg?omﬂri]mtcﬁmpmtday on the
Rlal SSRGS RS Sy B FSt PR BRI Rpal o oy o e

t he present 11




invention will contain a safe and effective anount of
a chelating agent suitable for achieving the desired
waeb@bmed7’ny effect. In one enbodi nent, the oral PADE8ZYPE4/031975

formcontains fromabout 10 ng to about 1000 ng of a
chel ating agent per unit dose. |In another enbodi nent,
the oral dosage fornms contain fromabout 10 ng to
about 500 ng of a chelating agent per unit dose. Wien
the chelating agent is EDIA, the preferred range is
Hopg in tekise @t twp/earg apdrexesbi AN IBReRstiy, mesh afel thpimpssrqt dl remodeling units
(gggggdgﬁnggmageggggx 250 ng per unit dose. Wen the
chelating agent is citric acid or any other chel ating
agent, the preferred range BX@mplegm about 25 ny to
aboutal 000 158k, rﬁﬁl%(ﬁfe@t}laﬂdofrﬁﬁm Al g@g? @'ﬁd& @ pRfMhed to compare
500 ng per unit dose. ar maceut I ca nposi ti ons
lgbar yping bercemineiah Jesity 6@%@% ) 18 pertisipants Pké’éns@rm% gisggronate each day
fhi 1hBeCRAlek e UnyPPer HURI fof sxABSAIROwitEY&tiBp SN Bking 5 mg risedronate
suitable for use In a filmcoating include, but are
dady for s testhso, LWDdﬁymawgﬂ boe na} | qagigy (f-Eeabsorptiometry (DXA) at
HAYBHO%YPE QlBWhQ Qétér Ltllle%@nt gﬁltl%t dnlof BRIeYiIAN RYibA, (ﬂaftﬁlﬁ)ﬁl%s taking 50
| act ose, pol yet ene giycol, talc, mcrocrystalline

reg fipadropste eaﬁn@yp%r sbmerfynsewttve Idas. PeERONH; shaw Snggrease el SBMD as
cfoﬁlh]alléé?o 'bgllseﬁllﬂe E ﬁb‘ feds8RMmkRE 'Fﬁﬁhéﬂdﬁe 19&11&395@ LRBMD recorded for

ed to, cellulose acetate trinellitate,
Hastig ety ﬁalspgflﬁ(?emﬁywéllomw aeh g Hed élftr%e censpquiivo glays per month is
h

B AL BN B PR b
S 100 (Rohm Pharma GrvbH andx@sple¥G, Dar nst adt,

Ger n%Xﬁndeé\%MélcegéxE(ré oﬁad}gd gla'lraﬁ%l eldu ?Q{u):ly &%}Mﬁ@o compare lumbar
Vst Poi nt rate, polyethylene
sginydwlne npn@rplyﬁ@ﬁ@ QLSEMD) lm.pmwm@mw 40% mge 480 gpg, or 200 mg

Y, | i

%E&rona%i(g{ekdla?i)%gﬁﬁﬂggSf?f(gfs?(gl;t]l?%th bl A lking™ g "RbFonate daily for

spramentin | [EBND iseeasired by dead anengysKeany ahgompiigadiryoRatle at baseline and 6

rﬁ&ﬁ%ra%meagrﬂen@ g?ﬁlte'eﬂ&l OHhe @Qaﬁfn&g §1ﬁ1&19 g ﬁp‘%fts ﬁﬁﬁg lb(y\ﬁg, 150 mg,

or three consecutive days per ONt

or PP s dossp of wisedronate envk tmagidde shayf an |1@e@s%n7aL§BMﬁhaSacompared to

ng I g@&%p [

: ngigc?] thsgnf\/Iﬂ ?%'agl{(érﬁén'tso ; Ft Ithﬁ\%‘gr%?ela%gnhg %OVI foba Y participants

. tgomey @00 e 1&Adnsf dre2d0 ng dpe%snsf figpdromsts Lamicer gnqnﬁéx fethgix months is
[

PR EEL o By ol LA kb AR LG AR OROL GO R it

conpl i ance means of such kiBxampla@| udes any nmeans whi ch

facil

met h ol% B@#d%? rﬁq{?eﬁeé %%d&gge(gggrﬁﬁeq g{o\ﬁ? ?tgﬁ% feé%rﬁggﬁg:d ttcpcoz?npare lumbar

spine | hode snineralt dansity WMphmk@gn’umgantam@u@ g 1§0 mg, or 200 mg

nqe cﬁ&%‘te oann %ai@é}?ﬁoﬂﬁ) 1#39(21% a&%%&;l artllgr{?gr?ts Eﬂ(fng %&%&%ﬁ%ﬁ gaily for one

ylemt I_ISBME Esdncta&lrad by dutal ﬂgrgny-taty@b@aEtmrr@fry KeXMpatlbaseline and one year

a?t?rn?i [meng Ak Cﬁ f‘{he ?tggtmef’i‘trge? %9% é) gljﬁcgs %é{lp 0? 'ﬂ%gpfo mg, or 200

e Heset € ﬂrlbb}drdIIhE quat m@nﬂhly E;ownqml pereak ipdSBAP ny camplared to baseline

j nsi n n [l
Lt%#?ﬂﬁ 111 é%lg?r?n%% dSBITu?]ﬁl% g% 1Bcr?ar§9 \I@ngl\/ﬁ% %%d foﬁ%ﬁhlﬂfﬂhﬂg taking 100
nad, .150 ings oe d00Amg. dofss of 9BSrormtedonice Sronfddt fomtond y&it A5 Sdniparable to that
Uch n, 1.Ssu I f particular
r%??%ﬁ%@ﬁgﬁf?mg?mk%gérn %ﬁﬁ?ﬁé& ﬁg%ﬁ% %Qdescrlbed in
U S. Pat. Appl. Serial No. 10/789525, by Cawt hray et
al., filed Feb. 27, 2004. Optionally, the kits can
conprise at | east one unit dose of a risedronate and
at least one unit dose of an gacconpanying nutrient.
The follow ng are non-limting exanples of enbodi nents
of the present invention.



EXAMPLES Exanple 1 A 65 kg woman di agnosed with
post nenopausal osteoporosis is prescribed a
w@b@eeareut i cal conposition conprising 150 ng PCT/US2004/031975

risedronate, to be taken once nonthly. The patient

takes the oral dosage formthe first day of each

cal endar nonth. A biopsy of iliac crest bone is taken

at two years and reveals an increase in nean wal l

thi ckness of the renodeling units conpared to her

basel Al éoo@mms yitedrxe mebvemt parg (neriporated heieadrygsiersned; tthe citation of

éﬁ?h@&%{’é St thDe Q&%ﬁ‘l%d' a@%ﬁi ad'l’leJ]@{ tﬂgqgﬂs’ 'iah&aelrt w1th respect to the present

conposition conprising 12 ri sedronate, be take

iaypsdomont hl y. The pati ent takes t he oral dosage form

the lW % 1cﬁ’l€1r %ﬂl%gdﬁl@ﬁtg Qﬁi%e 'B?ggéllﬁ 1rfaelmoﬁp§e¥/e Olgeehl llllﬁs(frated and

crest t aken two years and reveal

demibethslé wqmldhba rpbwaus tCt thosk nleilied f thehart rﬂeq’m\@elpmsn gther changes and

ﬂwlﬁ&tl&%r%ﬁ‘rbgqngdg J\mhgutbcﬁgﬁjciﬁ%:goﬁlt&pgﬁﬁlt e ofe’ch@m@gntlon It is
worman di agnose osthrenopausal osteoporosis is

tberrefg@r intgadpddo gheey iathewrppadéd daimsadisusloehangesisad madifisations that are

&Mh&%cﬂ&?@@f%muﬁ%&ﬂmun't dose of the pharnaceutica

conpositron conprises 75 ny risedronate. The patient

takes a unit dose of the pharmaceutical conposition

once per day on the Saturday and Sunday of the first

weekend of each cal endar nonth. A biopsy of iliac

crest bone is taken at two years and reveal s an

increase in nean wall thickness of the renodeling

units conpared to her baseline biopsy. Exanple 4 A 72

kg man di agnosed with osteoporosis is prescribed a

pharmaceutical conposition to be taken thrice nonthly.

Each unit dose of the pharnaceutical conposition

conprises 50 ng risedronate. The patient takes a unit

dose of the pharnaceutical conposition once per day on

the Friday, Saturday, and Sunday of the first weekend

of each cal endar nmonth. A biopsy of iliac crestbone is

taken at two years and reveal s an increase in nean

wal | thickness of the renodeling units conpared to his

basel i ne bi opsy. Exanple 5 An open | abel, nulticenter,

random zed, parallel group study is perforned to

conpare |unbar spine bone mneral density (LSBVD) in

partici pants taking 50 ng risedronate each day for

three consecutive days per nonth for six nonths with

participants taking 5 ng risedronate daily for six

nmont hs. LSBMD i s neasured by dual energy X-ray

absorptionetry (DXA) at baseline and 6 nonths after

treatnment. At the end of the treatnent period,

participants taking 50 ng risedronate each day for

three consecutive days per nonth show an increase in

LSBMD as conpared to baseline LSBVD nmeasurenents.

Further, the increase in LSBMD recorded for

participants taking 50 ng risedronate each day for

three consecutive days per nonth is conparable to that

recorded for participant's taking 5 ng risedronate

daily for six nonths. Exanple 6

13



A blinded, nmulticenter, random zed, parallel group
study is perfornmed to conpare |unbar spine bone
worRewenzd758lensity (LSBMD) in participants taki nBCT/OS2008031975
150 ng, or 200 ng risedronate one day per nonth for
six months with participants taking 5 ng risedronate
daily for six nonths. LSBMD is neasured by dual energy
X-ray absorptionetry (DXA) at baseline and 6 nonths
ter . At the end of the treatnent period,
\ggéﬁﬁékézﬁ@gfﬂgking 100 ng, 150 ng, or 200 ny doses of
Iri sedc fmgﬂib@ fog Itleﬁ}n.lglm pifg%ls%@ @ Bbridorder ﬁlméﬂaﬁ oh &B&szﬁﬁm in need
onpar ed .t.o baselinpe . nmeasyrenents. Further, the _
et caBbrivie S PRSI (T 61 PR I (PR STRERR g Plpaceutical
compositil dBEhprising Zfdch BRHutl @SB So Aboiti 1969 &AL @uREBve effective dose of
ble to that recorded

mopthly for, six nonths i.s conpa )

“F%Jrq“’rﬁﬁ%?% fligg ft & CPLRY dsmwgsrgﬁ?d;@oqf SRatEOPEjthrge gagpecutive days per

nivaf, hs. Exanple 7 A blinded, multicenter, random zed,
paral l el group study is perforned to conpare | unbar

spi ne bone mneral density (LSBMD) in participants

2t aki mye Mthot@f CLBA | Mehered the PRhriBkeliliaEeinedaitien RAmHAYered one day
er nth for ope year with participants taking 5 ng |

PFY @8’?}?6‘}1 efO%PF? u%llb 05 fampEsipg from tiIQOﬁ%a%%'? &6p pg risedronate,

pEHfREbILIREONS0Xngd @¢d@BgOr pti onetry (DXA) at baseline and

one year after treatnment. At the end of the treatnent

period, participants taking 100 ng, 150 ng, or 200 ny

3dosegheimettiod eATCIRA € wHefeth MRMPhBInAcSIRNY RthpbAESHERSRinlifstered two
LSBMD as conpared to baseli ne LSBVD neasurenents.

0
CRRTPHET davs AE e @hesinicAch SEETIVP aBib Aepeticqmprises from about 50 to about
8P 8 il sk o preddugabb07 5By riska@nst®l, Or 200 ng doses of
ri sedronate once nonthly for one year is conparable to
that recorded for participants taking 5 ng risedronate

4dai | yhé afethoRf YRah- Alvhediag adelifi @ c@hfositibR is administered three
rel evant part, incorporated herein by refeerence; th

P : e
CUPEHHTOIAYE PRy Bot bt eadhsofrfat thies i dasshstonipeieesafEomagbout 33 to
NS sSiHg Bfedkdnale, préfedaBlyRbdR50 Blplis¥irédited €Spect to the

present invention. ile particular enbodi ments of the
present invention have been illustrated and descri bed,

s5it word dethed &MY OfiBe ERIAIOS §h&KinlihBsbné BiséH& i%srteﬁ)%%ggis.

vari ous ot her changes and nodifications can be
wi t hout departing fromthe spirit and scope of the
6. NVeAt piafmacktich cmikRIOL sRitdbH &RARMiTiQra8Y GEcotdind BE a continuous
appended clainms all such changes and nodi fications
desingt schedileniof g, tHe cdpee epnseqviive jdavse ey areniyHATid| pharmaceutical
cdapDbildBR dnprisihg: A Met hod for treating or preventing a
bone disorder in a human or other mammal in need
t her @f cHABEbayt ¥§%de abouj 1aQmiof ithetcapiulagve effestiveiddse nfirisedronate;
afdr ot her manmmal a pharmaceutical conposition
conprising from about 65%to about 110% of the
cunufbat i veneor e nhgenagersisaltyfacegpiblreseipiertsaccor di ng t o
a continuous dosing schedul e of one, two, or three
consecutive days per nonth. 2. The nethod of Claiml
7-wher Bierphapnacetiad sempasition af Claisnp vbpreinghe dosagzdprionis ¢ tabtedd
one day per nmonth in the formof a unit dose
conprising fromabout 100 to about 165 ng risedronate,
8. pr ef Bieabpynagtybical cagpesitign of Sleiin 6 fiather cogiprisinga fils pating f
Claim1 wherein the pharmaceutical conposition is
adm ni stered two consecutive days per nonth, wherein
each of the two unit doses conprises fromabout 50 to
about
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82.5 ny risedronate, preferably about 75 ng
risedronate. 4. The nethod of Caim1l1 wherein the
w@b@smearsut i cal conposition i s adm ni stered thPE&PUS2004/031975
consecutive days per nonth, wherein each of the three
unit doses conprises fromabout 33 to about 55 ny
ri sedronate, preferably about 50 ng risedronate. 5.
The net hod of any of the G ainms 1-4 wherein the bone
di sorder is osteoporosis. 6. A pharnaceutica
9.conpa skt foo dacdifptinglsoepliasee avethn arﬁ15§tili°a%t? GRABERJPEIMAR cprgptising one,
H} RQUE dggﬁ lHf gse%lﬁﬁ@lg W Be BiverPRRordingRo aRbntinlb@&losing schedule of
onsecutive day nont h, “sai d _pharmaceuti ca
omeowmsn thieo nons@swpvq @Mﬁ@f’r njoath, FeRsRiSHoUt 65% t o about
110% of the cunul ative effective dose of risedronate;
and (b) one or nore pharmaceutical |l y-acceptabl e
1&xci Phekit of Claim PhButhpragompeiaing piclgpst e@wa’sﬁi(tsr: Sh2 gptrienty herein the
n@id 6 &leleh B9 dtﬂé g}%ﬁp f:&fsmlﬁgsofacaicﬁm &ttami@-D, A8 combined unit dose of
ﬁarnaceutlca osition of Claim 7 further
cagwmmmkwh@ﬂmelln1coat|ng 9. Akit for facilitating
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unlt dose of calciumand vitamn D. 11. A nethod for
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adm ni stering to said human or other mammal a
phar maceuti cal conposition conprising about 150 ngy
ri sedronate according to a continuous dosi ng schedul e
of one day per nonth.
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