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FLAVORED COLONIC CLEANSING SYSTEM 

REFERENCE To RELATED APPLICATIONS 

[0001] This application claims the bene?t of US. Provi 
sional Application No. 60/778,744 entitled “Flavored 
Colonic Cleansing System” ?led Mar. 3, 2006, Which is 
incorporated by reference in its entirety. 

BACKGROUND 

[0002] Colonoscopy screening coupled Withpolyp removal 
(polypectomy) signi?cantly reduces the incidence of colorec 
tal carcinoma. Prior to colonoscopy, including virtual 
colonoscopy procedures, the colon must be cleansed so the 
surgeon may see any polyps that exist on the interior Wall of 
the colon. The colon also must be cleansed before radiologi 
cal or surgical procedures involving the colon. This cleansing 
generally entails the drinking of one or more laxative mix 
tures. 

[0003] Aqueous mixtures of sodium phosphate salts 
(monobasic and dibasic sodium phosphate), such as FLEET® 
PHOSPHO-SODA®, are very effective oral laxatives and are 
extensively used prior to colonoscopy, radiological proce 
dures, and surgery. For pre-colonoscopy use, a split regimen 
is often preferred that includes one 45 mL dose given the 
evening before colonoscopy and a second 45 mL dose given 
at least three hours prior to the procedure on the folloWing 
morning. In order to maintain adequate hydration a large 
amount of liquids, 3 to 4 liters (L) for example, should be 
consumed in addition to phosphate salt laxative. These addi 
tional liquids may include oral rehydration liquid, Which 
includes sodium and a glucose containing saccharide. US. 
Patent Application Publication No. 2004/0192614 A1 dis 
closes that oral rehydration liquids, in addition to attenuating 
hypovolemia associated With laxative ingestion, may also 
result in superior colonic cleansing. 
[0004] Unfortunately, of the 147,500 neW cases of colorec 
tal carcinoma diagnosed in 2003, the American Cancer Soci 
ety estimates that only 37% of these cases Were diagnosed 
early enough for treatment to offer the best possible progno 
sis. In addition, colonoscopy screening should be repeated 
more frequently for subjects Who have previously undergone 
a polypectomy due to their increased risk of recurrent polyp 
formation. HoWever, in a folloW-up phase of the National 
Polyp Study, at least 20% of subjects Who had previously 
undergone polypectomies failed to return for their folloW-up 
screening. In a more recent study, Where 8,865 subjects Who 
had previously undergone a polypectomy underWent a second 
colonoscopy screening, 2,704 (30.5%) Were diagnosed With 
recurrent polyps. A statistical analysis based on the data from 
this report projected that 50% of subjects Will have recurrent 
polyps Within 7.6 years. Despite this level of risk, many 
subjects do not undergo additional screening. 
[0005] One of the main reasons subjects cite for avoiding 
colonoscopy re-screening is the unpleasant taste of these 
phosphate based laxative mixtures. Depending on the study, 
from 15 to 51% of the subjects report discomfort in the form 
of nausea and vomiting. The extremely salty taste of the 
laxative mixture is believed to be the cause of this discomfort. 
Frequently, subjects cannot tolerate the ingestion of the com 
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plete initial dose of the preparation, Which often prevents 
them from consuming more than a small portion of the second 
dose. 

SUMMARY 

[0006] In one aspect, the invention provides a kit for 
colonic cleansing including a phosphate salt laxative; a ?a 
vorant, including aspartame and a citrate; and an oral rehy 
dration mixture, including sodium and a glucose containing 
saccharide. 

[0007] In another aspect, the invention provides a kit for 
colonic cleansing including at least tWo bottles, each contain 
ing from 10 to 75 mL a phosphate salt laxative including 
Water, from 0.05 to 1.5 gram/mL of monobasic sodium phos 
phate, and from 0.02 to 0.6 gram/mL of dibasic sodium phos 
phate; at least tWo packets, each containing from 1 to 10 
grams of a poWdered ?avorant including aspartame and a 
citrate; and at least one packet containing from 200 to 400 
grams of a poWdered oral rehydration mixture, the oral rehy 
dration mixture including sodium, and a glucose containing 
saccharide. 

[0008] These aspects may include a method for colonic 
cleansing using this kit, including combining the contents of 
at least one of the bottles of the phosphate salt laxative With at 
least one of the packets of the ?avorant, to provide a ?rst 
?avored laxative liquid; orally administering the ?rst ?avored 
laxative liquid; combining a portion of the oral rehydration 
mixture With Water to provide a ?rst oral rehydration liquid; 
orally administering the ?rst oral rehydration liquid; combin 
ing the contents of at least one of the bottles of the phosphate 
salt laxative With at least one of the packets of the ?avorant, to 
provide a second ?avored laxative liquid; orally administer 
ing the second ?avored laxative liquid; combining a portion 
of the oral rehydration mixture With Water to provide a second 
oral rehydration liquid; and orally administering the second 
oral rehydration liquid. 
[0009] In yet another aspect, the invention provides a 
method for colonic cleansing including combining a phos 
phate salt laxative and a ?avorant to provide a ?avored laxa 
tive liquid, orally administering to a subject the ?avored laxa 
tive liquid, and orally administering to the subject an oral 
rehydration liquid. The ?avorant includes aspartame and a 
citrate, and the oral rehydration liquid including sodium and 
a glucose containing saccharide. 

BRIEF DESCRIPTION OF THE DRAWINGS 

[0010] The invention can be better understood With refer 
ence to the folloWing draWings and description. The compo 
nents in the ?gures are not necessarily to scale, emphasis 
instead being placed upon illustrating the principles of the 
invention. 

[0011] FIG. 1 is a cut-aWay representation of a colonic 
cleansing kit. 
[0012] FIG. 2 is a representation of individual components 
that may be found in a colonic cleansing kit. 

[0013] FIG. 3 is a representation of individual components 
that may be found in a colonic cleansing kit. 

[0014] 
[0015] FIG. 5A is a top vieW representation of an open 
exterior package, FIG. 5B is a side vieW representation of an 

FIG. 4 is a representation of a colonic cleansing kit. 
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open exterior package, and FIG. 5C is a front vieW represen 
tation of a closed exterior package. 

DETAILED DESCRIPTION 

[0016] The present invention makes use of the discovery 
that adding a ?avorant, Which includes aspartame and a cit 
rate, to a phosphate salt laxative may signi?cantly increase 
the palatability of the laxative, and that administration of an 
oral rehydration liquid as a part of a colonic cleansing proce 
dure With this laxative may result in improved rehydration 
and colonic cleansing. A better tasting pre-colonoscopy laxa 
tive may increase subject compliance With re-screening 
appointments. This increased compliance, combined With the 
improved colonic cleansing that may be achieved With an oral 
rehydration mixture, may reduce the need for repeat proce 
dures attributable to inadequate colon cleansing. 
[0017] FIG. 1 represents a kit 100 for colonic cleansing 
including a phosphate salt laxative 110, a ?avorant 120 and an 
oral rehydration mixture 130. The kit may also include 
optional exterior package 140. The kit may optionally include 
one or more additional items, such as a container for combin 
ing ingredients, anorectal Wipes, and instructions. 
[0018] The phosphate salt laxative 110 typically includes 
monobasic sodium phosphate (sodium dihydrogen phos 
phate, monohydrateiNaH2iPO4H2O) and dibasic sodium 
phosphate (disodium hydrogen phosphate, heptahydratei 
Na2iHPO4.7H2O) in Water. Phosphate salt laxatives typi 
cally have a pH from about 4.4 to about 5.2 and may be 
produced in multiple Ways, such as by combining phosphoric 
acid With dibasic sodium phosphate or With caustic soda. 
Laxatives of this type are very stable, thus having a long 
shelf-life, and are considered to Work in a mild and very 
e?icient manner. An example of a phosphate salt laxative is 
the FLEET® PHOSPHO-SODA® liquid, available from 
C.B. Fleet, Lynchburg, Va. (National Formulary Monograph 
USP 23/NF18, p. 1430). 
[0019] In one aspect, the phosphate salt laxative includes 
from 0.05 to 1.5 grams per milliliter (g/mL) of monobasic 
sodium phosphate and from 0.02 to 0.6 g/mL of dibasic 
sodium phosphate. In another aspect, the phosphate salt laxa 
tive includes from 0.25 to 1 g/mL or from 0.4 to 1 g/mL of 
monobasic sodium phosphate and from 0.1 to 0.4 g/mL or 
from 0.13 to 0.25 g/mL of dibasic sodium phosphate. At 
present, an especially preferred phosphate salt laxative 
includes about 0.48 g/mL of monobasic sodium phosphate 
and about 0.18 g/mL of dibasic sodium phosphate. Phosphate 
salt laxatives that include one phosphate salt, such as dibasic 
sodium phosphate, also may be used. 
[0020] In addition to a Water mixture, the phosphate salt 
laxative may be incorporated into a gel. For example, an 
aqueous liquid containing the phosphate salts may be com 
bined With a gelling agent to form a gel. Suitable gelling 
agents may include gelatin, such as Gelatin, Type A, 25 
Bloom, 50 mesh, from Great Lakes Gelatin, PO Box 917, 
Grayslake, IL; agar such as Sigma brand Agar A-7002 Lot 
71K0093; and commercially available products that include 
?avorings, such as JELL-O® brand desert mix; and the like. 
In one aspect, about 85 grams (g) of JELL-O® may be boiled 
in about 130 mL of Water and combined With a near boiling 
mixture containing 45 milliliters (mL) of FLEET® PHOS 
PHO-SODA® diluted With about 65 mL of Water and the 
?avorant. Additional details regarding the incorporation of a 
phosphate salt laxative into a gel may be found in US. Patent 
Application Publication No. 2004/ 0071779 A1. 
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[0021] The phosphate salt laxative may be present in the kit 
as an aqueous liquid. The term “aqueous liquid” means a 
liquid containing Water and at least one other ingredient, and 
includes solutions, suspensions, colloids, dispersions and 
slurries. The phosphate salt laxative may be present in the kit 
as a solid, including a poWdered solid, a granulated solid, or 
one or more tablets. Phosphate salt laxative solids may be 
combined With Water to form an aqueous liquid containing the 
phosphate salt laxative. The phosphate salt laxative may be 
present in the kit in one or more containers, such as bottles, 
tubs, sachets, envelopes, packets, tubes, ampoules, and the 
like. The kit may contain the phosphate salt laxative in from 
1 to 10 containers, preferably in from 2 to 10 containers, more 
preferably in from 3 to 8 containers, more preferably in from 
4 to 6 containers. Preferably the kit contains at least tWo 
containers of phosphate salt laxative, since colonic cleansing 
procedures may involve tWo separate doses of laxative. More 
preferably the phosphate salt laxative is present as an aqueous 
liquid in tWo or more bottles. 

[0022] The ?avorant 120 includes aspartame and a citrate. 
The citrate may include citric acid; citrate salts, such as 
sodium or potassium citrate; derivatives of citrate, such as 
citrate derivatiZed With ester functionality; and the like. Prior 
to consumption, the ?avorant may be added to the phosphate 
salt laxative to increase its palatability. The ?avorant also may 
include natural and/ or arti?cial ?avorings, such as natural 
and/or arti?cial fruit ?avors, to further increase the palatabil 
ity of the laxative. Examples of ?avorants that may be com 
bined With phosphate salt laxatives are disclosed, for 
example, in co-pending US. patent application Ser. No. 
10/934,638, ?led Sep. 3, 2004, Which is incorporated herein 
by reference. 
[0023] The ?avorant may be in the form of a commercially 
available aspartame-based drink mixture. One such product is 
CRYSTAL LIGHT® poWder available from Kraft Foods, 
North?eld, Ill. CRYSTAL LIGHT® poWder includes aspar 
tame, citric acid, and fruit ?avors that result in various drink 
?avors When the poWder is combined With Water. For 
example, lemonade ?avored CRYSTAL LIGHT® poWder 
includes citric acid, potassium citrate, aspartame, maltodex 
trin, magnesium oxide, natural ?avor, acesulfame potassium, 
lemon juice solids, arti?cial color, yelloW 5 lake, and BHA.At 
present, CRYSTAL LIGHT® poWder may be obtained that 
Will make various drink ?avors, including pink lemonade, 
lemonade, orange, tangerine-strawberry, raspberry-peach, 
and raspberry ice. Other drink ?avors, such as raspberry lem 
onade, raspberry, straWberry-kiWi, straWberry-orange-ba 
nana, pineapple-orange, and grapefruit also may be used as 
?avorants. 
[0024] Preferable compositions may include from 15 to 75 
mL, from 30 to 60 mL, or from 40 to 50 mL of phosphate salt 
laxative in combination With from 1 to 10 g, from 2 to 6 g, or 
from 4 to 5 g of CRYSTAL LIGHT® drink mix. The compo 
sition also may include from 240 to 480 mL, from 300 to 420 
mL, or from 270 to 450 mL of Water. At present, an especially 
preferred composition includes about 45 mL of a phosphate 
salt laxative that includes about 0.48 g/mL of monobasic 
sodium phosphate and about 0.18 g/mL of dibasic sodium 
phosphate, about 4.4 g of CRYSTAL LIGHT® Pink Lemon 
ade poWder, and about 360 mL of Water. 
[0025] In another aspect, the ?avorant may be in the form of 
a reduced-?ller aspartame-based mixture. In relation to a 
commercially available aspartame-based drink mixture, such 
as CRYSTAL LIGHT®, a reduced-?ller aspartame-based 
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mixture has a reduced amount of maltodextrin. Preferably, the 
reduced-?ller mixture also contains less natural ?avoring and 
?oWability enhancers than commercially available drink mix 
tures. By reducing the amount of maltodextrin, natural ?a 
voring, and the like, the amount of ?avorant added to increase 
the palatability of the phosphate salt laxative may be reduced. 
A preferable reduced-?ller ?avorant includes aspartame, cit 
rates, arti?cial lemon ?avoring, and plant extract. At present, 
an especially preferred plant extract for use in a reduced-?ller 
?avorant is available from WILD Flavors, Inc., Erlanger, Ky. 
and is referred to as RESOLVER®. It is believed that the plant 
extracts in RESOLVER® occupy the receptors on the tongue 
that are responsible for bitter tastes, thus neutralizing the 
otherWise bitter aspects of the ?avorant and/ or the phosphate 
salt laxative. 
[0026] Preferable compositions may include from 1 to 3 g, 
preferably about 2 g of a reduced-?ller aspartame-based mix 
ture in combination With from 40 to 50 mL of a phosphate salt 
laxative. At present, an especially preferred composition 
includes about 45 mL of a phosphate salt laxative that 
includes about 0.48 g/mL of monobasic sodium phosphate 
and about 0.18 g/mL of dibasic sodium phosphate, 2.0 g+/— 
10% by Weight of the reduced-?ller aspartame-based mix 
ture, and about 360 mL of Water. 
[0027] The ?avorant may be present in a kit as an aqueous 
liquid. The ?avorant may be present in a kit as a solid, includ 
ing a poWdered solid, a granulated solid, or one or more 
tablets. The ?avorant may be present in the kit in one or more 

containers, such as bottles, tubs, sachets, envelopes, packets, 
tubes, ampoules, and the like. Preferably the kit includes at 
least tWo containers of ?avorant. More preferably the kit 
includes tWo containers of ?avorant, each container having an 
amount of ?avorant appropriate to combine With a single dose 
of phosphate salt laxative. Preferably the ?avorant is present 
as a poWder contained in tWo packets, each packet corre 
sponding to a dose of phosphate salt laxative. 
[0028] The kit also may include ascorbic acid or a salt 
thereof. Due to the poor stability of ascorbic acid in solution, 
the ascorbic acid may be separately packaged and added to 
the phosphate salt laxative before use. In a preferred aspect, 
When the ?avorant is packaged as a dry poWder, the ascorbic 
acid may be packaged as a dry poWder With the ?avorant. 
When packaged as a dry poWder, such as With the ?avorant, 
the ascorbic acid may be coated to improve its stability. Suit 
able coatings include silicone, ethyl cellulose, and the like. In 
one aspect, enough ascorbic acid is added to provide a pre 
administration solution concentration of from 0.25 to 50 
grams/liter (g/ L) or from 1 to 25 g/L. Additional details 
regarding the use of ascorbic acid in laxative preparations 
may be found in US. Pat. No. 5,274,001. 
[0029] The oral rehydration mixture 130 contains sodium 
and a glucose containing saccharide. Sodium may be present 
in the mixture as a salt. Examples of sodium salts include 
sodium chloride, sodium phosphate, and sodium citrate. Pref 
erably, the salt has a solubility in Water at room temperature of 
at least one gram per liter. The term “glucose containing 
saccharide” means either glucose, or a saccharide that can be 
hydrolyZed to form a composition containing glucose. 
[0030] Saccharides are polyhydroxy aldehydes or ketones, 
and include monosaccharides, disaccharides, oligosaccha 
rides, and polysaccharides. Saccharides typically have a 
Water solubility of at least one gram per liter. Examples of 
glucose containing saccharides include glucose, sucrose, lac 
tose, maltose, amylose, glycogen and maltodextrin. A variety 
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of glucose containing saccharides may be present in the oral 
rehydration mixture, as may other saccharides that do not 
contain glucose. Examples of saccharides that do not contain 
glucose include fructose, galactose, allose, altrose, mannose, 
gulose, idose, talose, ribose, arabinose, lyxose, ribose, 
xylose, erythrose, and threose. As used herein, reference to 
any saccharide by a single name also includes all forms of that 
saccharide Which may be in equilibrium With the speci?c 
saccharide named, in aqueous mixture at room temperature. 
For example, the term “glucose” includes glucose and all 5 
and 6-membered cyclic hemiacetals in equilibrium With glu 
cose in aqueous mixture at room temperature. 

[0031] An oral rehydration mixture may contain other 
ingredients, such as proteins, amino acids, polylactate, and 
salts such as potassium, magnesium and calcium salts. An 
oral rehydration mixture may contain a variety of excipients 
and/or additives, for example, ?avoring agents, coloring 
agents, carbonates, viscosity modi?ers, preservatives, and the 
like. Examples of ?avoring agents include anise oil, cinna 
mon oil, vanilla, vanillin, cocoa, chocolate, menthol, grape, 
peppermint oil, oil of Wintergreen, clove oil, bay oil, anise oil, 
eucalyptus, thyme oil, cedar leaf oil, oil of nutmeg, oil of sage, 
oil of bitter almonds, cassia oil, citric acid, citrus oils such as 
lemon, orange, lime and grapefruit oils, and fruit essences, 
including apple, pear, peach, berry, Wildberry, date, blue 
berry, kiWi, straWberry, raspberry, cherry, plum, pineapple, 
and apricot. Examples of coloring agents include FD&C Red 
No. 3, FD&C Red No. 20, FD&C YelloW No. 6, FD&C Blue 
No. 2, FD&C Green No. 5, FD&C Orange No. 5, FD&C Red 
No. 8, caramel, ferric oxide, pigments, dyes, tints, titanium 
dioxide, grape skin extract, beet red poWder, beta carotene, 
annato, carrnine, turmeric, and paprika. 
[0032] Examples of oral rehydration mixtures and oral 
rehydration liquids include GATORADE® Thirst Quencher, 
GATORADE@ Endurance Formula, GATORADE® Endur 
ance Series, and PROPEL® Fitness Water (PepsiCo, Inc.; 
Purchase, N.Y.). Examples of oral rehydration mixtures and 
oral rehydration liquids include ACCELERADE (Paci 
?cHealth Laboratories, Inc.; MataWan, N.J.); ALL SPORT 
BODY QUENCHER® (Monarch Beverage Company; 
Atlanta, Ga.); CYTOMAX sports drink (CytoSport; Benicia, 
Calif.); GUZO sports drink (GU Sports; Berkeley, Calif.); and 
POWERADE® (The Coca-Cola Company; Atlanta, Ga.). 
Examples of oral rehydration mixtures and oral rehydration 
liquids include OralSuero, Sueroral Hiposo'dico, and Suer 
oral Casen (Casen Fleet; Madrid, Spain). Examples of oral 
rehydration mixtures and oral rehydration liquids include 
PEDIALYTE® oral rehydration solutions (Ross Products; 
Columbus, Ohio). 
[0033] An oral rehydration mixture preferably contains a 
ratio of glucose containing saccharide: sodium of 0.1 to 15 
g:0.1 to 200 millimole (mmol), more preferably 1 to 10 g:2 to 
100 mmol, more preferably 5 to 7 g: 10 to 30 mmol. Preferably 
the oral rehydration mixture is administered as an oral rehy 
dration liquid, Which is a mixture of the oral rehydration 
mixture ingredients With Water. An oral rehydration liquid 
preferably contains from 0.1 to 15% (W/v) of saccharide, 
more preferably from 1 to 10% (W/v) saccharide, and more 
preferably from 5 to 7% (W/v) saccharide. Preferably, an oral 
rehydration liquid contains from 0.1 to 200 millimole per liter 
(mmol/L) of sodium, more preferably from 2 to 100 mmol/L 
sodium, and more preferably from 10 to 30 mmol/L sodium. 
[0034] The oral rehydration mixture may be present in the 
kit as an oral rehydration liquid. The oral rehydration mixture 
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may be present in the kit as a solid, including a powdered 
solid, a granulated solid, or one or more tablets. The oral 
rehydration mixture may be present in the kit in one or more 
containers, such as bottles, tubs, sachets, packets, envelopes, 
tubes, ampoules, and the like. For example, the kit may 
include one or more packets containing oral rehydration mix 
ture solids. In another example, the kit may include one or 
more containers of oral rehydration liquid. The kit may con 
tain tWo containers of oral rehydration mixture or of oral 
rehydration liquid, to correspond to tWo doses of the phos 
phate salt laxative. 
[0035] One or more containers for combining ingredients 
optionally may be present in a kit. A container may be present 
in the kit in the form of a cup, a bottle, a vial, a tube, or the like, 
Which may be formed in part or in Whole from plastic, glass, 
paper, STYROFOAM®, and the like. A container may be 
equipped With a fully or partially detachable lid that initially 
may be part of the container or may be af?xed to the container 
by mechanical, adhesive, or other means. Preferably the kit 
contains one or more cups, and more preferably contains one 
or more plastic cups. 

[0036] One or more anorectal Wipes optionally may be 
present in the kit. Anorectal Wipes may be made from any 
suitable substrate, such as cloth, paper, or combinations 
thereof, and may be Wetted With an aqueous mixture that may 
include one or more active ingredients. Examples of active 
ingredients include a local anesthetic such as pramoxine 
hydrochloride, and a protectant such as glycerin. The aqueous 
mixture also may include one or more inactive ingredients, 
such as cetylpyridinium chloride, citric acid, disodium 
EDTA, eucalyptol, menthol, octoxynol-9, sodium benZoate, 
and sodium citrate. The anorectal Wipes may be in the form of 
pads and the like, such as FLEET® Pain-Relief Pre-Moist 
ened anorectal pads. In one aspect, four individually Wrapped 
Wipes are preferred. The anorectal Wipes may be rectangular 
in shape, having dimensions of about 4 cm by about 7 cm. The 
anorectal Wipes may be present in the kit in one or more 
containers, such as bottles, tubs, sachets, envelopes, packets, 
tubes, and the like. For example, the kit may include tWo 
packets containing one or more anorectal Wipes each. Pref 
erably the kit includes tWo anorectal Wipes packets, each 
packet containing tWo anorectal Wipes. 
[0037] Instructions may optionally be present in the kit. 
Instructions may include directions regarding hoW to com 
bine the phosphate salt laxative With the ?avorant to form the 
colonic cleansing composition, regarding When to consume 
the colonic cleansing composition in relation to the time of a 
colonoscopy procedure, regarding When to consume the oral 
rehydration mixture, and hoW to apply the anorectal Wipes to 
provide the desired soothing effect. The instructions may be 
present in a variety of forms, including one or more printed 
sheets, printing on the outside or inside the exterior package, 
Writing incorporated on one or more of the containers 
enclosed in the exterior package, a CD-ROM, a DVD-ROM, 
a uniform resource locator (URL) for a Website, and the like. 

[0038] The optional exterior package 140 may be siZed and 
con?gured to contain one or more other components of the 
kit. An exterior package may be a cup, a bottle, a vial, a tube, 
or the like, Which may be formed in part or in Whole from 
plastic, glass, paper, STYROFOAM®, and the like. An exte 
rior package may be equipped With a fully or partially detach 
able lid that initially may be part of the container or may be 
a?ixed to the container by mechanical, adhesive, or other 
means. 
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[0039] The optional exterior package may include one or 
more supporting structures, such as Walls, Wells, movable or 
removable trays, etc., so as to segregate the various compo 
nents. In one example, a kit that includes tWo doses each of 
phosphate salt laxative, ?avorant, and oral rehydration mix 
ture may include an exterior package having a single Wall that 
partitions the package into tWo regions, With the components 
intended for use in each dose segregated betWeen the tWo 
regions. In another example, an exterior package may include 
Walls and/or Wells that alloW the individual components to be 
segregated, such that all the containers of phosphate salt 
laxative are placed together, all the containers of ?avorant are 
placed together, and all the containers of oral rehydration 
mixture are placed together. Supporting structures may be 
formed in part or in Whole from plastic, glass, paper, STY 
ROFOAM®, and the like. An example of an exterior con 
tainer that includes supporting structures is disclosed in Us. 
Patent Application Publication No. 2005/ 0061861 A1. 

[0040] FIG. 2 represents a kit 200 for colonic cleansing 
including a phosphate salt laxative 210, a ?avorant 220, an 
oral rehydration mixture 230, an exterior package 240, a 
container for combining ingredients 250, anorectal Wipes 
260, and instructions 270. The phosphate salt laxative and the 
oral rehydration mixture are each depicted as aqueous liquids, 
in plastic bottles 212 and 232 having screW-top lids 214 and 
234. The ?avorant, in poWder form, and the anorectal Wipes 
are depicted as enclosed in packets 222 and 262, respectively, 
such as packets made from foil-lined paper. The exterior 
package is depicted as a plastic jar 242 having a removable 
screW-type lid 244. 

[0041] In one example, each laxative bottle may contain 
about 45 mL of phosphate salt laxative, and each oral rehy 
dration mixture bottle may contain about 1.5 to 2 liters of oral 
rehydration liquid. The ?avorant packets may be rectangular, 
each packet having a Width of about 4.1 to about 4.4 centi 
meters (cm) and a length of about 6.3 to about 7.6 cm, and 
each packet containing about 4 to 5 g ?avorant. The anorectal 
Wipe packets may be rectangular, each packet having a Width 
of about 4 to about 6 cm and a length of about 7 to about 9 cm, 
and each packet containing tWo Wipes. 
[0042] FIG. 3 represents a kit 300 for colonic cleansing 
including a phosphate salt laxative 310, a ?avorant 320, an 
oral rehydration mixture 330, an exterior package 340, a 
container for combining ingredients 350, and anorectal Wipes 
360. The phosphate salt laxative is depicted as an aqueous 
liquid in six plastic bottles 312 having screW-top lids 314. The 
?avorant, the oral rehydration mixture (each in poWder form) 
and the anorectal Wipes are depicted as enclosed in packets 
322, 332 and 362, respectively, such as packets made from 
foil-lined paper. The exterior package is depicted as a box 
having instructions 370 printed on the box. 

[0043] In one example, each bottle contains about 15 mL of 
phosphate salt laxative. The ?avorant packets, oral rehydra 
tion mixture packets, and anorectal Wipe packets may be 
rectangular in shape. The oral rehydration mixture packet 
may be rectangular, having a Width of about 5 to about 12 cm 
and a length of about 5 to about 12 cm, and containing from 
8 to 10 g oral rehydration mixture poWder. The ?avorant 
packets may be rectangular, each packet having a Width of 
about 4.1 to about 4.4 centimeters (cm) and a length of about 
6.3 to about 7.6 cm, and each packet containing about 4 to 5 
g ?avorant. The anorectal Wipe packets may be rectangular, 
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each packet having a Width of about 4 to about 6 cm and a 
length of about 7 to about 9 cm, and each packet containing 
tWo Wipes. 
[0044] FIG. 4 represents a kit 400 for colonic cleansing 
including phosphate salt laxative 410, ?avorant 420, oral 
rehydration mixture 430, an exterior package 440, a container 
for combining ingredients 450, and anorectal Wipes 460. The 
phosphate salt laxative is depicted as an aqueous liquid in six 
bottles. The oral rehydration mixture, the ?avorant (each in 
poWder form) and the anorectal Wipes are depicted as 
enclosed in packets, such as packets made from foil-lined 
paper. The exterior package is depicted as a clam-shell pack 
age having a tray 442 and a cover 444 pivotally attached to the 
tray. 
[0045] FIGS. 5A-5C represent an exterior package 540 
similar to exterior package 440 of FIG. 4. The package 540 
includes a tray 542, a cover 544 pivotally attached to the tray, 
six Wells 541 for bottles of phosphate salt laxative, a Well 543 
for one or more containers of oral rehydration mixture, a Well 
545 for one or more containers of ?avorant and optionally for 
one or more containers for combining ingredients, and a Well 
546 for anorectal Wipes. FIG. 5A is a top vieW representation 
of the open package, FIG. 5B is a side vieW representation of 
the open package, and FIG. 5C is a front vieW representation 
of the closed package. 
[0046] A method for colonic cleansing may include orally 
administering to a subject a ?avored laxative liquid, and 
orally administering to the subject an oral rehydration liquid. 
The ?avored laxative liquid contains a phosphate salt laxative 
and a ?avorant containing aspartame and a citrate. The oral 
rehydration liquid contains Water, sodium and a glucose con 
taining saccharide. By orally administering the ?avored laxa 
tive liquid and the oral rehydration liquid, the colon may be 
cleansed. 
[0047] Orally administering a ?avored laxative liquid may 
include combining the phosphate salt laxative and the ?a 
vorant. The phosphate salt laxative and the ?avorant indepen 
dently may be solid or may be in an aqueous liquid, and the 
solid(s) and/or liquid(s) may be combined to form the ?a 
vored laxative liquid. Water may also be added to the phos 
phate salt laxative and/or the ?avorant, regardless of Whether 
one or both components are already in the form of an aqueous 
liquid. In one example, an aqueous phosphate salt laxative is 
combined With a poWdered ?avorant and Water to provide the 
?avored laxative liquid. In this example, the ?avorant may 
include a gelling agent, such that the ?avored laxative may be 
administered in the form of a gel. 
[0048] Preferably the ?avored laxative liquid is adminis 
tered so that from 0.4 to 0.85 g of monobasic sodium phos 
phate and from 0.1 to 0.5 g of dibasic sodium phosphate are 
consumed per kilogram of body Weight of the subject. In one 
example, about 45 mL of a phosphate salt laxative, including 
about 0.48 g/mL of monobasic sodium phosphate and about 
0.18 g/mL of dibasic sodium phosphate, is mixed With about 
4.4 g of CRYSTAL LIGHT® Pink Lemonade poWder, and 
about 360 mL of Water. In another example, about 45 mL of a 
phosphate salt laxative, including about 0.48 g/mL of 
monobasic sodium phosphate and about 0.18 g/mL of dibasic 
sodium phosphate, is mixed With about 2.0 g of a reduced 
?ller aspartame-based mixture, and about 360 mL of Water. 
[0049] Orally administering to the subject an oral rehydra 
tion liquid may include combining an oral rehydration mix 
ture and Water, to form the oral rehydration liquid. In one 
example, from 0.5 to 5 liters of oral rehydration liquid is 
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administered. Preferably the oral rehydration liquid is orally 
administered, at least in part after administration of the ?a 
vored laxative liquid, and before colonic cleansing is com 
plete. HoWever, it is still expected to be effective if adminis 
tration of the oral rehydration liquid is Within a feW hours 
prior to oral administration of the ?avored laxative liquid. Of 
the ?uids orally administered from 4 hours before to 24 hours 
after oral administration of the ?avored laxative liquid, pref 
erably at least 50% of the ?uids are in the form of an oral 
rehydration liquid. More preferably at least 75% of the ?uids 
are in the form of an oral rehydration liquid, and more pref 
erably at least 90% of the ?uids are in the form of an oral 
rehydration liquid. 
[0050] A method for colonic cleansing may be carried out 
in tWo separate steps. For example, a method for colonic 
cleansing may include orally administering to a subject a ?rst 
aqueous liquid containing the phosphate salt laxative and the 
?avorant, orally administering to the subject a ?rst oral rehy 
dration liquid, orally administering to the subject a second 
aqueous liquid containing the phosphate salt laxative and the 
?avorant, and orally administering to the subject a second oral 
rehydration liquid. The compositions of the ?rst and second 
aqueous liquids may be the same or different, and the com 
positions of the ?rst and second oral rehydration liquids may 
be the same or different. Preferably the administration of the 
?rst aqueous liquid and the ?rst oral rehydration liquid are 
performed about 14 hours prior to a colonoscopy, and the 
administration of the second aqueous liquid and the second 
oral rehydration liquid are performed about 3 hours prior to 
the colonoscopy. 
[0051] A method for colonic cleansing using a kit may 
include combining a phosphate salt laxative With a ?avorant 
to provide a ?avored laxative liquid, orally administering to a 
subject the ?avored laxative liquid, and orally administering 
to the subject an oral rehydration liquid. In one example, a 
method for colonic cleansing using kit 100 includes combin 
ing the phosphate salt laxative 110 With the ?avorant 120 to 
provide a ?avored laxative liquid, orally administering to a 
subject the ?avored laxative liquid, and orally administering 
to the subject the oral rehydration liquid 130. This method 
may be carried out in tWo separate steps. For example, orally 
administering the ?avored laxative liquid may include orally 
administering a ?rst portion of the ?avored laxative liquid, 
and orally administering a second portion of the ?avored 
laxative liquid; and orally administering the oral rehydration 
liquid 130 may include orally administering a ?rst portion of 
the oral rehydration liquid, and orally administering a second 
portion of the oral rehydration liquid. In this example, the ?rst 
portion of the oral rehydration liquid is administered prior to 
the administration of the second portion of the ?avored laxa 
tive liquid. 
[0052] In another example, a method for colonic cleansing 
using kit 200 includes combining the contents of one phos 
phate salt laxative bottle 212 With the contents of one ?a 
vorant packet 220 in the container 250 to provide a ?rst 
?avored laxative liquid, orally administering the ?rst ?avored 
laxative liquid, orally administering the contents of one oral 
rehydration liquid bottle 232, combining the contents of the 
other phosphate salt laxative bottle 212 With the contents of 
the other ?avorant packet 220 in the container 250 to provide 
a second ?avored laxative liquid, orally administering the 
second ?avored laxative liquid, and orally administering the 
contents of the other oral rehydration liquid bottle 232. Com 
bining the contents of a phosphate salt laxative bottle 212 
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With the contents of a ?avorant packet 220 in the container 
250 may include adding additional Water to the mixture. 

[0053] In another example, a method for colonic cleansing 
using kit 300 includes combining the contents of one, tWo or 
three phosphate salt laxative bottles 312 With at least a portion 
of the contents of one ?avorant packet 320 in the container 
350 to provide a ?rst ?avored laxative liquid; orally admin 
istering the ?rst ?avored laxative liquid; combining at least a 
portion of the contents of one oral rehydration mixture packet 
332 With Water to provide a ?rst oral rehydration liquid; orally 
administering the ?rst oral rehydration liquid; combining the 
contents of one, tWo or three of the other phosphate salt 
laxative bottles 312 With at least a portion of the contents of 
the other ?avorant packet 320 in the container 350 to provide 
a second ?avored laxative liquid; orally administering the 
second ?avored laxative liquid; combining at least a portion 
of the contents of the other oral rehydration mixture packet 
332 With Water to provide a second oral rehydration liquid; 
and orally administering the second oral rehydration liquid. 
[0054] Combining the contents of one, tWo or three phos 
phate salt laxative bottles 312 With at least a portion of the 
contents of a ?avorant packet 320 in the container 350 may 
include adding additional Water to the mixture. This method 
may be used to facilitate the use of variable doses of the 
?avored laxative liquid. For example, a subject may be 
administered small doses containing one bottle each of the 
phosphate salt laxative if the body Weight of the subject is 
beloW a loWer threshold value, and a subject may be admin 
istered large doses containing three bottles each of the phos 
phate salt laxative if the body Weight of the subject is above an 
upper threshold value. An entire packet of ?avorant may be 
combined With the phosphate salt laxative, or a smaller 
amount of the ?avorant may be used to suit the taste of the 
subject. The oral rehydration mixture may be combined With 
Water in the container 350, or it may be combined With Water 
in a different container. 

[0055] In another example, a method for colonic cleansing 
using kit 400 includes combining the contents of one, tWo or 
three bottles of phosphate salt laxative 410 With at least a 
portion of the contents of one packet of ?avorant 420 in the 
container 450 to provide a ?rst ?avored laxative liquid; orally 
administering the ?rst ?avored laxative liquid; combining a 
portion of the contents of the packet of oral rehydration mix 
ture 430 With Water to provide a ?rst oral rehydration liquid; 
orally administering the ?rst oral rehydration liquid; combin 
ing the contents of one, tWo or three of the other bottles of 
phosphate salt laxative 410 With at least a portion of the 
contents of the other packet of ?avorant 420 in the container 
450 to provide a second ?avored laxative liquid; orally 
administering the second ?avored laxative liquid; combining 
at least a portion of the remaining contents of the packet of 
oral rehydration mixture 430 With Water to provide a second 
oral rehydration liquid; and orally administering the second 
oral rehydration liquid. This method may be used to facilitate 
the use of variable doses of the ?avored laxative liquid. 

[0056] While various embodiments of the invention have 
been described, it Will be apparent to those of ordinary skill in 
the art that other embodiments and implementations are pos 
sible Within the scope of the invention. Accordingly, the 
invention is not to be restricted except in light of the attached 
claims and their equivalents. 
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1. A kit for colonic cleansing, comprising: 
a phosphate salt laxative, 
a ?avorant, comprising 

aspartame and 
a citrate, and 

an oral rehydration mixture, comprising 
sodium, and 
a glucose containing saccharide. 

2. The kit of claim 1, Where the phosphate salt laxative 
comprises at least one salt selected from the group consisting 
of monobasic sodium phosphate, dibasic sodium phosphate, 
and combinations thereof. 

3. The kit of claim 1, Where the phosphate salt laxative is 
present as a liquid comprising Water and from 0.05 to 1.5 
gram/mL of monobasic sodium phosphate and from 0.02 to 
0.6 gram/mL of dibasic sodium phosphate. 

4. The kit of claim 3, Where the phosphate salt laxative 
comprises from 0.4 to 1 gram/mL of monobasic sodium phos 
phate and from 0.13 to 0.25 gram/mL of dibasic sodium 
phosphate. 

5. The kit of claim 3, Where the phosphate salt laxative 
comprises 0.48 gram/mL of monobasic sodium phosphate 
and 0.18 gram/mL of dibasic sodium phosphate. 

6. The kit of claim 1, Where the phosphate salt laxative is 
present as a solid. 

7. The kit of claim 1, Where the phosphate salt laxative is 
present as an aqueous liquid in at least one bottle. 

8. The kit of claim 7, Where the phosphate salt laxative is 
present as an aqueous liquid in at least tWo bottles, each bottle 
comprising from 10 to 75 mL of the liquid. 

9. The kit of claim 7, Where the phosphate salt laxative is 
present as an aqueous liquid in at least six bottles, each bottle 
comprising from 10 to 75 mL of the liquid. 

10. The kit of claim 1, Where the ?avorant further com 
prises a ?avoring selected from the group consisting of natu 
ral fruit ?avors, arti?cial fruit ?avors, and combinations 
thereof. 

11. The kit of claim 1, Where the citrate comprises citric 
acid and potassium citrate; and the ?avorant further com 
prises maltodextrin, natural ?avor, acesulfame potassium, 
lemon juice solids, and arti?cial color. 

12. The kit of claim 1, Where the ?avorant further com 
prises ascorbic acid or a salt thereof. 

13. The kit of claim 1, Where the ?avorant is present as an 
aqueous liquid. 

14. The kit of claim 1, Where the ?avorant is present as a 
solid. 

15. The kit of claim 14, Where the ?avorant is present as a 
poWder in at least one packet. 

16. The kit of claim 15, Where the ?avorant is present as a 
poWder in at least tWo packets, each packet comprising from 
1 to 10 grams of the poWder. 

17. The kit of claim 1, Where the oral rehydration mixture 
comprises a ratio of glucose containing saccharide to sodium 
of0.1 to 15 g:0.1 to 200 mmol. 

18. The kit of claim 1, Where the oral rehydration mixture 
comprises a ratio of glucose containing saccharide to sodium 
of1 to 10 g:2 to 100 mmol 

19-29. (canceled) 
30. A kit for colonic cleansing, comprising: 
at least tWo bottles, each comprising from 10 to 75 mL a 

phosphate salt laxative, the phosphate salt laxative com 
prising Water, 
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from 0.05 to 1.5 gram/mL of monobasic sodium phos 
phate, and 

from 0.02 to 0.6 gram/mL of dibasic sodium phosphate 
at least tWo packets, each comprising from 1 to 10 grams of 

a powdered ?avorant, the ?avorant comprising 
aspartame and 
a citrate, and 

at least one packet comprising from 200 to 400 grams of a 
poWdered oral rehydration mixture, the oral rehydration 
mixture comprising 
sodium, and 
a glucose containing saccharide. 

31-43. (canceled) 
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44. A method for colonic cleansing, comprising: 
combining a phosphate salt laxative and a ?avorant to 

provide a ?avored laxative liquid, 
the ?avorant comprising aspartame and a citrate; 

orally administering to a subject the ?avored laxative liq 
uid; and 

orally administering to the subject an oral rehydration liq 
uid, 

the oral rehydration liquid comprising sodium and a glu 
cose containing saccharide. 

45-53. (canceled) 


