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SUMMARY OF THE INVENTION

The present invention relates to a kit (i.e., article of manufacture) for promoting the
proper sequential oral administration of a pharmaceutically active ingredient and accompanying

nutrients, said kit comprising:
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DETAILED DESCRIPTION OF THE INVENTION

The present invention relates to kits for the pharmaceutical administration of an active
ingredient and accompanying nutrients. The kits are especially useful in treatment regimens
comprising the administration of a bisphosphonate once a week and calcium and/or vitamin D on

the days in between the days the patient takes the bisphosphonate dose.

The terms “bisphosphonate” and “diphosphonate,” as used herein, include acids, salté,'
esters, and derivatives thereof. The bisphosphonates of the present invention include those
preferred compounds containing a nitrogen atom. Nonlimiting examples of bisphosphonates
useful herein include the following: 1-hydroxy-2-(3-pyridinyl)-ethylidene-1,1-bisphosphonic acid
(risedronate) as described i_n U.S. Pat. No. 5,583,122, to Beﬂedict et al., issued Dec. 10, 1996; 4-
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doses 0 400 mg to 1500 mg of elemental calcium per day, on the days in between the days when

the patient takes a unit dose of pharmaceutical active.

~ The term “vitamin D,” as used herein, refers to any form of vitamin D that may be
administered to a mammal as a nutrient. Vitamin D is metabolized in the body to provide what is
often referred to as “activated” forms of vitamin D. The term “vitamin D” can include activated

and non-activated forms of vitamin D, as well as precursors and metabolites of such forms.
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the nutrient is calcium, vitamin D, calcium and vitamin D, or a combined unit dose of calcium and

vitamin D.
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and the nutrient is calcium vitamn D, cal cium and

vitamn D, or a conbined unit dose of calcium and

vitam n D. The present invention provides a kit for
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enbodi ment of the present invention. Referring to FIG
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shown wherein the blister card conprises ur rows,
each row contai ni ng one 10 in which the unit
dose of the pharnaceuti§§¥£3é¥ﬁ§e is contained and
six cavities 11 in which the unit doses of nutrient .
are contained. The pati edxathglkes one unit dose of a
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contains printed information which instructs the patient as to how and in which order the doses
are to be taken. The patient finds that this blister card is easy to use and aids her in remembering
to take the risedronate on a weekly basis as well as the calcium supplement on the days in
between the days she takes the risedronate doses. The patient also avoids taking a calcium

supplement at the same time as she takes the risedronate unit dose, thus avoiding undesired



subseqguent- days for one week. Referring to FIG 5,
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h.

Example 4

A 58-year-old female patient at risk for osteoporosis is prescribed a weekly dose of 35 mg
alendronate in combination with a calcium and vitamin D supplement, as a preventative measure.
The patient is presented with a blister card of the present invention, which contains four rows in
vertical arrangement, each row containing a unit dose of alendronate followed by six unit doses of

a nutrient, each containing 600 mg elemental calcium and 400 IU vitamin D. The blister card



of a nutri.ent, each containing 600 ng el enent al
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day of the week she takes the al endronate dose, and
frequently forgets to takeEtampledal ci um suppl enent.
The patient is presented with a blister card of the

pr esent7siyemant mﬂélpatlm ldfaBn oSNtk odBopotdis Yseprrés&rﬁéh a weekly dose of 35
arran of al endronate élV %
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wth a calciumand vitamn D supplenent, as a
preventative neasure. ThegRahlegnt is presented with a
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weekly basis as well as the calcium supplements on the days in between the days she takes the

risedronate doses. The patient is able to understand her treatment regimen, and shows increased

compliance therewith.
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Example 5 .A 75-year-old mal e patient diagnosed with
osteoporosis is prescribed a weekly dose of 35 ng

ri sedronate, in conbination with vitamn D. The

e bRbshs difficulty renmenbering which day

week he takes the risedronate dose, and doesnuﬂU%Q%@mmﬁ

a vitamn D supplenent. The 1Satlent is then presented
with a blister card of the present invention, which
contains in horizontal arrangenent a unit dose of

ri sedronate followed by six unit doses, each

cont al‘A‘n%}rP@aer‘d@) feprale pgtieptiagRosedwitty petedpbrosis is presaibed a weekly dose of
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presented with a blister card of the pr esent

i nvention, which contains in horizontal arrangenent a

unit dose of risedronate foll owed by twelve unit doses

of 600 ng each el enental @b The twelve unit

doses of calciumare arranged in two rows follow ng

the up |6t5-y9&5>ﬁ1 Rhall bRRAIRRAE wﬁ‘l’? casté%hé:rgslrg i€ ok egtlxiLag‘n% risedronate

The b %?er card containS printe ormat1 on
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and in the correct manner. She also determines that the arrangement of the doses on the first

blister card is clear and less confusing than the arrangement of the unit doses on the second blister

card.
Example 9

A 70-year-old female patient diagnosed with osteoporosis is currently taking risedronate

on a weekly basis in combination with a calcium supplement. The patient is first shown a blister



hori zont al: arrangenent, each row containing a unit
dose of risedronate followed by six unit doses of a
nutrient, followed by a second unit dose of

sedronate foll owed by six nore unit doses of
v&élz?wgwpss as pictured in FIG 5. Each unit dBEBUS%004/009595
nutrient contains 600 ng el eggental calciumand 400 IU
vitamin D. The blister card contains printed
i nformati on which instructs the patient as to how and
in which order the doses are to be taken. The patient
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bl syd igrclear and firss ¢omfieing th?ﬁh&e padnpeint ofshel v idoses O sedond blister
c&gcond blister card having an alternate horizontal
arrangenent of unit doses, wherein the first row

cont bgs one unit dose of risedronate |ocated in the

cent BF ISFIPHECIEd At in Z5leyant part, drceppated herin by referenve; the citation of
ayodorwemt iaotas bacgered bs dfadsissor Mttt id Qﬁcﬁirt%tlﬁéjp&'t to"the present
nvBiosecond blister card also contains printed

I nformati on which instructs the patient as to how and

in which order the doses are to be taken. The patient
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LRE us r. She al so determnes that t
warran%%he&hms V?hg ‘doses on the first blister card IS

clear and |l ess confusing than the arrangenent of the
unit doses on the second blister card. Exanple 9 A
70-year-ol d; fermale patient diagnosed with
osteoporosis is currently taking risedronate on a
weekly basis in conbination with a cal ci um suppl enent.
The patient is first shown a blister WD 2004/ 087038
PCT/ US2004/ 009595 13 card of the present invention,
whi ch contains in horizontal arrangenent a unit dose
of risedronate,




foll owed by six unit doses of calcium The blister

card contains printed informati on which instructs the
patient as to how and in which order the doses are to

be taken. The patient is then'® shown a second bl i SLOYD wisE
card having an alternate horizontal arrangenent of
wmtgscqlor%ee . wherein the first row contains one unit

dose of fiSedronate |located at the left-hand side of

the card, and the second row contains a horizontal
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citation of any docunenf is not fo be c nstrueq s an

adm ssiﬁ)n.tha it iss\/&_rior, art with respect to the _

pr esent"eT§IR AL, Pibdpses g ipharmagautical aqtiye ardmedanare manged horizontally
t he preseritaliyriy ekl sMhdirai@add&€ theiblibibtshrgat ed and

described, it would be obvious to those skilled in the

art al. varij ou t her, changes and . nodifications can

%be Beef“\tm"{a{%f&lﬁ‘t &Z‘ﬁ’ﬁi“ttﬁﬁga}?agb?ﬂet“ﬁé dessi of penuiiset ig fubsegivam on days
t he betwesntdapyiof the actige ddsb&inehiok#ioh.nt ended to cover in

t he appended clains all such changes and nodifications

t hat i thin, the. scope, of. this invention. 14 LLOYD

3w se! ‘5?”.‘“% &g Q@‘é“si ‘s:.f whereig tE? PhafTB?cethaﬁ%ff'ivw 3 fjgphosphonate
pLOpG‘rd then}!lﬂﬂilt :isaleleabqlifromdl!i‘ﬂ' o doadisting ogéalaum, vitamin D, calcium and
phar px ic ctive, .ingredi ent and acconpanyi ng
nutrggﬁﬁﬁsﬁ)’ zfc,ngiao&4 ngi"e(?:ﬁ%{trdé)é?‘gfhag'éﬂ’ W:V't?”é‘j‘%at | east one

unit dose of a pharmaceutical active to be given
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week,ise@hste € YR Yroh W nt.h, ,or once  a

mont h: (b) at | ergs%oﬁgﬁﬁﬁqn?&’déggdr@?gg én"lﬂ1 fronate ?03"%8"“6’ and
gi vereledgmtequent to the active dose admi nistration;

and (c) a blister card individually and rel easably

5.cont it ah6F thO b fainfloS £ %Iherg\m A eiBteP@dlcd 'riges%gﬁe%ﬁs fc))fr aiding the
pharmaceuti cal active and nutrient are arrange

hor | PR | y

e active dose
ess

6. The kit of any of the Claims 1-5 wherein the unit doses of pharmaceutical active and

nutrient are arranged horizontally in order of their use across the blister card.

7. The kit of any of the Claims 1-6 wherein the blister card is characterized by two or four
horizontal rows of unit doses, wherein each horizontal row is characterized by one unit

dose of a pharmaceutical active and six unit doses of a nutrient.



or vertically in order of their use across the blister
card. 2. The kit of Cdaim1 wherein the at |east one

unit dose of a nutrient is to be given on days

bet ween days of the active do$® adni ni stration. B}LQKQVWSE
kit of any of the Clainms 1-2 wherein the

har naceut i cal tive.is i sphosphonate _and the | )

futrigent & B ERetiBimn? oe™lt 06 o6 ohes of Pgmbpevica sctive and
cal cinutrientar¢ arangeddertallCinwrdeacttheivist acrbds the blRRFcaad.
conbi ned unit dose of calciumand vitamn D. 4. The
eS8 B EC R, LG R ARSI ol 350 50t
al endwenatosr veyasal clomnest o unit dbsas) vdwinesacic veracht oslahe is characterized
I ban nate. 5. The kit of. any. of
the & o aaftddge et BRHRUREA ke Ry Sl haTit P s
means for aiding the nenory. 6. The kit of any of the
18] ai e kit of giyerfdhaClaims luhand Glaises whéreip tlger btiseecdrd Gaharacterized by
act i ' i zontal | y. in
or der e st o 4 b S ALAAUAPCh DRE G A elD 1
of any of the Clains 1-6 wherein the blister card is
I¢har él%? kit pLay opg of fip Cleims bif} wherein thedttintharagisgzedfby froint two to four
dosesistgrgei N each horizontal row is characterized by
one unit dose of a pharmaceutical active and six unit

oses of a putrient. 15 LLOYD WSE 8. The kit of an
' lgf t hemeshed %ﬁ‘“f’-%“%‘é’u’@i“?ﬂ% Méth grfeptmgpiegimen Chafacterizedy by providing
phar apesst in@add thetd i It ansitthd @RimsaL A, ar r anged
vertically in order of their use across the blister
card. 9. The kit of any of the Clains 1-5 and Claim38
wherein the blister card is characterized by two or
four vertical colums of unit doses, wherein each
vertical colum is characterized by one unit dose of
a pharmaceutical active and six unit doses of a
nutrient. 10. The kit of any of the Cains 1-6 and
Claim8 wherein the blister card is characterized by
one unit dose of a pharmaceutical active and six unit
doses of a nutrient. 11. The kit of any one of the
Clains 1-10 wherein the kit is characterized by from
two to four Dblister cards. 12. A nethod for
i ncreasing conpliance with a treatnent reginen
characterized by providing a person in need thereof
the kit of any of the dains 1-11.



