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SINCE CHOLESTYRAMINE MAY BIND OTHER DRUGS GIVEN CONCURRENTLY, IT IS RECOMMENDED THAT
PATIENTS TAKE OTHER DRUGS AT LEAST ONE HOUR BEFORE OR 4 TO 6 HOURS AFTER CHOLESTYRAMINE
(OR AT AS GREAT AN INTERVAL AS POSSIBLE) TO AVOID IMPEDING THEIR ABSORPTION.
Carcinogenesis, Mutagenesis, Impairment of Fertility
In studies conducted in rats in which cholestyramine resin was used as a tool to investigate the role of var-
ious intestinal factors, such as fat, bile salts and microbial flora, in the development of intestinal tumors
induced by potent carcinogens, the incidence of such tumors was observed to be greater in cholestyramine
resin-treated rats than in control rats.
The relevance of this laboratory observation from studies in rats to the clinical use of Cholestyramine is not
known. In the LRC-CPPT study referred to above, the total incidence of fatal and nonfatal neoplasms was
similar in both treatment groups. When the many different categories of tumors are examined, various ali-
mentary system cancers were somewhat more prevalent in the cholestyramine group. The small numbers
and the multiple categories prevent conclusions from being drawn. However, in view of the fact that
cholestyramine resin is confined to the GI tract and not absorbed, and in light of the animal experiments
referred to above, a six-year post-trial follow-up of the LRC-CPPT5 patient population has been completed
(a total of 13.4 years of in-trial plus post-trial follow-up) and revealed no significant difference in the 
incidence of cause-specific mortality or cancer morbidity between cholestyramine and placebo treated
patients.
Pregnancy
Pregnancy Category C
There are no adequate and well controlled studies in pregnant women. The use of Cholestyramine in preg-
nancy or lactation or by women of childbearing age requires that the potential benefits of drug therapy be
weighed against the possible hazards to the mother and child. Cholestyramine is not absorbed systemically,
however, it is known to interfere with absorption of fat-soluble vitamins; accordingly, regular prenatal sup-
plementation may not be adequate (see PRECAUTIONS: Drug Interactions).
Nursing Mothers
Caution should be exercised when Cholestyramine is administered to a nursing mother. The possible lack
of proper vitamin absorption described in the “Pregnancy” section may have an effect on nursing infants.
Pediatric Use
Although an optimal dosage schedule has not been established, standard texts(6,7) list a usual pediatric
dose of 240 mg/kg/day of anhydrous cholestyramine resin in two to three divided doses, normally not to
exceed 8 gm/day with dose titration based on response and tolerance.
In calculating pediatric dosages, 44.4 mg of anhydrous cholestyramine resin are contained in 100 mg of
Cholestyramine for Oral Suspension USP and 80 mg of anhydrous cholestyramine resin are contained in
100 mg of Cholestyramine for Oral Suspension USP, Light.
The effects of long-term administration, as well as its effect in maintaining lowered cholesterol levels in
pediatric patients, are unknown. (Also see ADVERSE REACTIONS.)

ADVERSE REACTIONS
The most common adverse reaction is constipation. When used as a cholesterol-lowering agent predispos-
ing factors for most complaints of constipation are high dose and increased age (more than 60 years old).
Most instances of constipation are mild, transient, and controlled with conventional therapy. Some patients
require a temporary decrease in dosage or discontinuation of therapy.
Less Frequent Adverse Reactions: Abdominal discomfort and/or pain, flatulence, nausea, vomiting, diarrhea,
eructation, anorexia, and steatorrhea, bleeding tendencies due to hypoprothrombinemia (Vitamin K defi-
ciency) as well as Vitamin A (one case of night blindness reported) and D deficiencies, hyperchloremic 
acidosis in children, osteoporosis, rash and irritation of the skin, tongue and perianal area. Rare reports of
intestinal obstruction, including two deaths, have been reported in pediatric patients.
Occasional calcified material has been observed in the biliary tree, including calcification of the gallblad-
der, in patients to whom cholestyramine resin has been given. However, this may be a manifestation of the
liver disease and not drug related.
One patient experienced biliary colic on each of three occasions on which he took cholestyramine resin.
One patient diagnosed as acute abdominal symptom complex was found to have a “pasty mass” in the
transverse colon on x-ray.
Other events (not necessarily drug related) reported in patients taking cholestyramine resin include:
Gastrointestinal—GI-rectal bleeding, black stools, hemorrhoidal bleeding, bleeding from known duodenal
ulcer, dysphagia, hiccups, ulcer attack, sour taste, pancreatitis, rectal pain, diverticulitis.
Laboratory test changes—Liver function abnormalities.
Hematologic—Prolonged prothrombin time, ecchymosis, anemia.
Hypersensitivity—Urticaria, asthma, wheezing, shortness of breath.
Musculoskeletal—Backache, muscle and joint pains, arthritis.
Neurologic—Headache, anxiety, vertigo, dizziness, fatigue, tinnitus, syncope, drowsiness, femoral nerve
pain, paresthesia.
Eye—Uveitis.
Renal—Hematuria, dysuria, burnt odor to urine, diuresis.
Miscellaneous—Weight loss, weight gain, increased libido, swollen glands, edema, dental bleeding, dental
caries, erosion of tooth enamel, tooth discoloration.

OVERDOSAGE
Overdosage with Cholestyramine has been reported in a patient taking 150% of the maximum recommended
daily dosage for a period of several weeks. No ill effects were reported. Should an overdosage occur, the
chief potential harm would be obstruction of the gastrointestinal tract. The location of such potential
obstruction, the degree of obstruction, and the presence or absence of normal gut motility would determine
treatment.

DOSAGE AND ADMINISTRATION
The recommended starting adult dose for all cholestyramine for oral suspension powdered products
(Cholestyramine for Oral Suspension USP and Cholestyramine for Oral Suspension USP, Light) is one pack-
et or one level scoopful once or twice a day. The recommended maintenance dose for all cholestyramine
for oral suspension powdered products is 2 to 4 packets or scoopfuls daily (8-16 grams anhydrous
cholestyramine resin) divided into two doses. Four grams of anhydrous cholestyramine resin is contained
in each measured dose of Cholestyramine as follows:
Cholestyramine for Oral Suspension USP 9 grams
Cholestyramine for Oral Suspension USP, Light 5 grams
It is recommended that increases in dose be gradual with periodic assessment of lipid/lipoprotein levels at
intervals of not less than 4 weeks. The maximum recommended daily dose is six packets or scoopfuls of
cholestyramine for oral suspension (24 grams of anhydrous cholestyramine resin). The suggested time of
administration is at mealtime but may be modified to avoid interference with absorption of other medica-
tions. Although the recommended dosing schedule is twice daily, cholestyramine for oral suspension may
be administered in 1–6 doses per day.

Cholestyramine should not be taken in its dry form. Always mix Cholestyramine with water or other
fluids before ingesting. See Preparation Instructions.

Concomitant Therapy
Preliminary evidence suggests that the lipid-lowering effects of Cholestyramine on total and LDL-choles-
terol are enhanced when combined with a HMG-CoA reductase inhibitor, e.g., pravastatin, lovastatin, sim-
vastatin, and fluvastatin. Additive effects on LDL-cholesterol are also seen with combined nicotinic
acid/Cholestyramine therapy. See the Drug Interactions subsection of the PRECAUTIONS section for rec-
ommendations on administering concomitant therapy.

PREPARATION
The color of Cholestyramine may vary somewhat from batch to batch but this variation does not affect the
performance of the product. Place the contents of one single-dose packet or one level scoopful of
Cholestyramine in a glass or cup. Add an amount of water or other non-carbonated beverage of your choice
depending on the product being used:

Amount of Water or other
Product Formula Non-Carbonated Liquid
Cholestyramine for Oral Suspension USP 2-6 ounces per dose 
Cholestyramine for Oral Suspension USP, Light 2-6 ounces per dose
Stir to a uniform consistency and drink.
Cholestyramine may also be mixed with highly fluid soups or pulpy fruits with a high moisture content such
as applesauce or crushed pineapple.

HOW SUPPLIED
Cholestyramine for Oral Suspension USP is available in cans containing 378 grams and in cartons of sixty
9 gram packets. Four grams of anhydrous cholestyramine resin are contained in 9 grams of Cholestyramine
for Oral Suspension USP. The 378 g can includes a 15 cc scoop. The scoop is not interchangeable with
scoops from other products.

NDC 49884-465-66 Can, 378 g
NDC 49884-465-65 Carton of 60, 9 g packets

Cholestyramine for Oral Suspension USP, Light is available in cans containing 210 grams and in cartons of
sixty 5 gram packets. Four grams of anhydrous cholestyramine resin are contained in 5 grams of
Cholestyramine for Oral Suspension USP, Light. The 210 g can includes a 9 cc scoop. The scoop is not inter-
changeable with scoops from other products.

NDC 49884-466-67 Can, 210 g
NDC 49884-466-65 Carton of 60, 5 g packets

Storage
Store between 20º-25ºC (68º-77ºF). [See USP Controlled Room Temperature]. Excursions permitted to 
15º-30ºC (59º-86ºF).

REFERENCES
1. The Lipid Research Clinics Coronary Primary Prevention Trial Results: (I) Reduction in Incidence of
Coronary Heart Disease; (II) The Relationship of Reduction in Incidence of Coronary Heart Disease to
Cholesterol Lowering. JAMA 1984; 251:351-374.
2. Brensike JF, Levy RI, Kelsey SF, et al. Effects of therapy with cholestyramine on progression of coronary
arteriosclerosis: results of the NHLBI type II coronary intervention study. Circulation 1984;69:313-24.
3. Watts, GF, Lewis B, Brunt JNH, Lewis ES, et al. Effects on coronary artery disease of lipid-lowering diet,
or diet plus cholestyramine, in the St Thomas Atherosclerosis Regression Study (STARS). Lancet
1992;339:563-69.
4. National Cholesterol Education Program. Second Report of the Expert Panel on Detection, Evaluation,
and Treatment of High Blood Cholesterol in Adults (Adult Treatment Panel II). Circulation 1994 Mar;
89(3):1333-445.
5. The Lipid Research Clinics Investigators. The Lipid Research Clinics Coronary Primary Prevention Trial:
Results of 6 Years of Post-Trial Follow-up. Arch Intern Med 1992; 152:1399-1410.
6. Behrman RE et al (eds): Nelson, Textbook of Pediatrics, ed 15. Philadelphia, PA, WB Saunders Company,
1996.
7. Takemoto CK et al (eds): Pediatric Dosage Handbook, ed 3. Cleveland/Akron, OH, Lexi-Comp, Inc., 1996-
1997.
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The relevance of this laboratory observation from studies in rats to the clinical use of QUESTRAN is not
known. In the LRC-CPPT study referred to above, the total incidence of fatal and nonfatal neoplasms was
similar in both treatment groups. When the many different categories of tumors are examined, various ali-
mentary system cancers were somewhat more prevalent in the cholestyramine group. The small numbers
and the multiple categories prevent conclusions from being drawn. However, in view of the fact that
cholestyramine resin is confined to the GI tract and not absorbed, and in light of the animal experiments
referred to above, a six-year post-trial follow-up of the LRC-CPPT5 patient population has been completed
(a total of 13.4 years of in-trial plus post-trial follow-up) and revealed no significant difference in the inci-
dence of cause-specific mortality or cancer morbidity between cholestyramine and placebo treated
patients.
Pregnancy
Pregnancy Category C
There are no adequate and well controlled studies in pregnant women. The use of QUESTRAN in pregnan-
cy or lactation or by women of childbearing age requires that the potential benefits of drug therapy be
weighed against the possible hazards to the mother and child. QUESTRAN is not absorbed systemically,
however, it is known to interfere with absorption of fat-soluble vitamins; accordingly, regular prenatal sup-
plementation may not be adequate (see PRECAUTIONS: Drug Interactions).
Nursing Mothers
Caution should be exercised when QUESTRAN is administered to a nursing mother. The possible lack of
proper vitamin absorption described in the “Pregnancy” section may have an effect on nursing infants.
Pediatric Use
Although an optimal dosage schedule has not been established, standard texts(6,7) list a usual pediatric
dose of 240 mg/kg/day of anhydrous cholestyramine resin in two to three divided doses, normally not to
exceed 8 gm/day with dose titration based on response and tolerance.
In calculating pediatric dosages, 44.4 mg of anhydrous cholestyramine resin are contained in 100 mg of
QUESTRAN powder and 80 mg of anhydrous cholestyramine resin are contained in 100 mg of QUESTRAN
LIGHT.
The effects of long-term administration, as well as its effect in maintaining lowered cholesterol levels in
pediatric patients, are unknown. (Also see ADVERSE REACTIONS.)

ADVERSE REACTIONS
The most common adverse reaction is constipation. When used as a cholesterol-lowering agent predis-
posing factors for most complaints of constipation are high dose and increased age (more than 60 years
old). Most instances of constipation are mild, transient, and controlled with conventional therapy. Some
patients require a temporary decrease in dosage or discontinuation of therapy.
Less Frequent Adverse Reactions: Abdominal discomfort and/or pain, flatulence, nausea, vomiting, diarrhea,
eructation, anorexia, and steatorrhea, bleeding tendencies due to hypoprothrombinemia (Vitamin K defi-
ciency) as well as Vitamin A (one case of night blindness reported) and D deficiencies, hyperchloremic aci-
dosis in children, osteoporosis, rash and irritation of the skin, tongue and perianal area. Rare reports of
intestinal obstruction, including two deaths, have been reported in pediatric patients.
Occasional calcified material has been observed in the biliary tree, including calcification of the gallblad-
der, in patients to whom QUESTRAN has been given. However, this may be a manifestation of the liver dis-
ease and not drug related.
One patient experienced biliary colic on each of three occasions on which he took QUESTRAN. One patient
diagnosed as acute abdominal symptom complex was found to have a “pasty mass” in the transverse colon
on x-ray.
Other events (not necessarily drug related) reported in patients taking QUESTRAN include:
Gastrointestinal-GI-rectal bleeding, black stools, hemorrhoidal bleeding, bleeding from known duodenal
ulcer, dysphagia, hiccups, ulcer attack, sour taste, pancreatitis, rectal pain, diverticulitis.
Laboratory test changes-Liver function abnormalities.
Hematologic-Prolonged prothrombin time, ecchymosis, anemia.
Hypersensitivity-Urticaria, asthma, wheezing, shortness of breath.
Musculoskeletal-Backache, muscle and joint pains, arthritis.
Neurologic-Headache, anxiety, vertigo, dizziness, fatigue, tinnitus, syncope, drowsiness, femoral nerve
pain, paresthesia.
Eye-Uveitis.
Renal-Hematuria, dysuria, burnt odor to urine, diuresis.
Miscellaneous-Weight loss, weight gain, increased libido, swollen glands, edema, dental bleeding, dental
caries, erosion of tooth enamel, tooth discoloration.

OVERDOSAGE
Overdosage with QUESTRAN has been reported in a patient taking 150% of the maximum recommended
daily dosage for a period of several weeks. No ill effects were reported. Should an overdosage occur, the
chief potential harm would be obstruction of the gastrointestinal tract. The location of such potential
obstruction, the degree of obstruction, and the presence or absence of normal gut motility would determine
treatment.

DOSAGE AND ADMINISTRATION
The recommended starting adult dose for all QUESTRAN powdered products (QUESTRAN Powder and
QUESTRAN LIGHT) is one packet or one level scoopful once or twice a day. The recommended maintenance
dose for all QUESTRAN powdered products is 2 to 4 packets or scoopfuls daily (8-16 grams anhydrous
cholestyramine resin) divided into two doses. Four grams of anhydrous cholestyramine resin is contained
in each measured dose of QUESTRAN as follows:

QUESTRAN Powder 9 grams
QUESTRAN LIGHT 5 grams 

It is recommended that increases in dose be gradual with periodic assessment of lipid/lipoprotein levels at
intervals of not less than 4 weeks. The maximum recommended daily dose is six packets or scoopfuls of
QUESTRAN (24 grams of anhydrous cholestyramine resin). The suggested time of administration is at
mealtime but may be modified to avoid interference with absorption of other medications. Although the
recommended dosing schedule is twice daily, QUESTRAN may be administered in 1-6 doses per day.
QUESTRAN should not be taken in its dry form. Always mix QUESTRAN with water or other fluids
before ingesting. See Preparation Instructions.
Concomitant Therapy
Preliminary evidence suggests that the lipid-lowering effects of QUESTRAN on total and LDL-cholesterol
are enhanced when combined with a HMG-CoA reductase inhibitor, e.g., pravastatin, lovastatin, simvas-
tatin, and fluvastatin. Additive effects on LDL-cholesterol are also seen with combined nicotinic acid
/QUESTRAN therapy. See the Drug Interactions subsection of the PRECAUTIONS section for recommen-
dations on administering concomitant therapy.

PREPARATION
The color of QUESTRAN may vary somewhat from batch to batch but this variation does not affect the per-
formance of the product. Place the contents of one single-dose packet or one level scoopful of QUESTRAN
in a glass or cup. Add an amount of water or other non-carbonated beverage of your choice depending on
the product being used:

Amount of Water or other
Product Formula Non-Carbonated Liquid
QUESTRAN Powder 2-6 ounces per dose 
QUESTRAN LIGHT 2-6 ounces per dose

Stir to a uniform consistency and drink.
QUESTRAN may also be mixed with highly fluid soups or pulpy fruits with a high moisture content such as
applesauce or crushed pineapple.

HOW SUPPLIED
QUESTRAN® Powder (Cholestyramine for Oral Suspension USP) is available in cans containing 378 grams
and in cartons of sixty 9 gram packets. Four grams of anhydrous cholestyramine resin are contained in 
9 grams of QUESTRAN Powder. The 378 g can includes a 15 cc scoop. The scoop is not interchangeable
with scoops from other products.

NDC-49884-936-66 Can, 378 g
NDC-49884-936-65 Carton of 60, 9 g packets

QUESTRAN® LIGHT (Cholestyramine for Oral Suspension USP) is available in cans containing 210 grams
and in cartons of sixty 5 gram packets. Four grams of anhydrous cholestyramine resin are contained in 
5 grams of QUESTRAN LIGHT. The 210 g can includes a 9 cc scoop. The scoop is not interchangeable with
scoops from other products.

NDC-49884-937-67 Can, 210 g
NDC-49884-937-65 Carton of 60, 5 g packets

Storage
Store between 20º-25ºC (68º-77ºF). [See USP Controlled Room Temperature]. Excursions permitted to 
15º-30ºC (59º-86ºF).
®Registered trademark of Par Pharmaceutical, Inc.
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