New Patient Trial Program

FREE 60-day Supply
Retrophin is offering a FREE 60-day supply of CHOLBAM® (cholic acid) capsules to patients
who have been diagnosed or are suspected of having Bile Acid Synthesis Disorder (BASD) OR
Zellweger Spectrum Disorder (ZSD), and are not currently on CHOLBAM therapy.
Highlights:
•
•

60-day FREE supply: Provided at no cost to patients who are eligible under this program
Physician and patient support provided via the CHOLBAM Total Care Hub

Program Overview:
•

The CHOLBAM Patient Trial Program offers qualifying patients, 60-days of
CHOLBAM for FREE for patients diagnosed or suspected of having BASD or
ZSD and who are not currently on CHOLBAM therapy.

•

Qualified patients will automatically be enrolled in the CHOLBAM Total Care
Hub, a comprehensive support program for patients who have been
prescribed CHOLBAM and their caregivers. When the patient enrolls in the
program, a dedicated Hub Counselor will be assigned to them.

•

A 60-day CHOLBAM trial supply will be shipped directly to patients as part of
CHOLBAM’s Total Care Hub full service support.

• If therapy is to continue, the CHOLBAM Total Care Hub will contact both
the physician to initiate a new prescription and patient/caregiver to
arrange delivery.
Criteria for Eligibility:
□ Patients diagnosed or suspected of having BASD or ZSD
□ Reside in the US
□ Have a valid CHOLBAM prescription written for 60 days’ trial by physician
What should I do?
Bring this form to your physician and talk to them about this program. A Retrophin Clinical
Account Manager can meet with the physician and provide the two forms required for the
physician to complete. Your physician can email medinfo@retrophin.com for more program
information.
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Please see accompanying Important Safety Information and full Prescribing Information

WHAT IS CHOLBAM® (cholic acid)?
CHOLBAM is a bile acid indicated for
• Treatment of bile acid synthesis disorders due to single enzyme defects
• Adjunctive treatment of peroxisomal disorders, including Zellweger spectrum disorders, in patients
who exhibit manifestations of liver disease, steatorrhea, or complications from decreased fatsoluble vitamin absorption
LIMITATION OF USE
The safety and effectiveness of CHOLBAM on symptoms of bile acid synthesis disorders due to single
enzyme defects or peroxisomal disorders, including Zellweger spectrum disorders, other than those that
are liver-related have not been established.
IMPORTANT SAFETY INFORMATION
DOSING AND ADMINISTRATION
Because dosing of CHOLBAM is weight-based for both pediatric and adult patients, weight should be
monitored closely and dosing adjusted accordingly.
•
•
•

The recommended dosage of CHOLBAM is 10 to 15 mg/kg, given orally once daily, or in 2
divided doses daily, for both pediatric and adult patients.
Take CHOLBAM with food. Do not crush or chew the capsules. If you are unable to swallow the
capsules, they may be opened and the contents can be mixed with food or drink
Take CHOLBAM at least 1 hour before or 4 to 6 hours or more after taking a bile acid-binding
resin or aluminum-based antacid.

BEFORE TAKING CHOLBAM, TELL YOUR DOCTOR IF YOU
•
•

Have been diagnosed with or have family history of familial hypertriglyceridemia. If so, your
doctor may need to adjust the recommended dosage of CHOLBAM
Are pregnant, plan to become pregnant, or plan to breastfeed. It is not known if CHOLBAM will
harm the fetus or passes into breast milk. Tell your doctor right away if you become pregnant.
You and your doctor should decide if you can safely breastfeed while taking CHOLBAM. Women
who become pregnant during CHOLBAM treatment are encouraged to call 1-844-202-6262.

Tell your doctor about all the medicines you take, including prescription and nonprescription medicines,
vitamins, and herbal supplements. Some of your other medicines may affect the way CHOLBAM works.
Tell your doctor if you take
•
•
•

Cyclosporine
Bile acid-binding resins (such as cholestyramine, colestipol, or colesevelam)
Aluminum-based antacids

Ask your doctor if you are not sure if your medicine is one listed above. Maintain a list of your medicines
to show your doctor and pharmacist when you get a new prescription.

RISKS AND POTENTIAL ADVERSE EVENTS
You will need to undergo laboratory testing periodically while on treatment to assess liver function. Tell
your doctor right away if you experience symptoms associated with worsening of liver function (eg, skin
or the whites of eyes turn yellow, urine turns dark or brown [tea colored], pain on the right side of
stomach, bleeding or bruising occurs more easily than normal, or increased lethargy). Your doctor will
decide if you need to discontinue treatment with CHOLBAM.
The most common side effects seen with CHOLBAM include
•
•
•
•
•
•
•
•
•
•

Diarrhea
Reflux that damages the lining of the esophagus
Discomfort and fatigue
Yellowing of skin or eyes
Skin lesion
Nausea
Abdominal pain
Formation of growths in the intestinal tract
Urinary tract infection
Nerve damage causing change in sensation in extremities

These are not all the possible side effects of CHOLBAM. Tell your doctor if you have any side effect that
bothers you or that does not go away.

Call your doctor for medical advice about side effects. You may report negative side effects to
Retrophin® Medical Information at 1-877-659-5518, or to the FDA at 1-800-FDA-1088 or
www.fda.gov/medwatch.

Please see full Prescribing Information at www.cholbam.com.

