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PHARMACY POLICY STATEMENT

HAP CareSource™ Marketplace

DRUG NAME Gattex (teduglutide)
BENEFIT TYPE Pharmacy
STATUS Prior Authorization Required

Gattex, approved by the FDA in 2012, is a glucagon-like peptide-2 (GLP-2) analog indicated for the
treatment of adults and pediatric patients 1 year of age and older with Short Bowel Syndrome (SBS) who are
dependent on parenteral support.

SBS can result from a variety of different conditions that require surgical removal of portions of the small
intestine including Crohn’s disease, cancer, and vascular events. Many patients with SBS cannot absorb
nutrients from food sources and need to be on parenteral support. Long-term parenteral support can
negatively impact patients’ quality of life.

Approval for Gattex was based on a clinical response defined as achieving at least 20% reduction in weekly
parenteral nutrition/intravenous volume from baseline. At week 24, the mean reduction in weekly parenteral
nutrition/intravenous volume was significant at 4.4 liters for Gattex-treated patients versus 2.3 liters for
placebo-treated patients.

Gattex (teduglutuide) will be considered for coverage when the following criteria are
met:

For initial authorization:

Member is at least 1 year of age (must weigh at least 10 kg); AND

Medication must be prescribed by or in consultation with a gastroenterologist; AND

Member has a diagnosis of SBS confirmed by < 200 cm small intestine length; AND

Member is dependent on parenteral support confirmed by one of the following:

a) 18 years of age and older: at least 12 months of dependence, requiring support 3 or more times
per week; OR

b) 17 years of age and under: at least 3 months of dependence, providing at least 30% of total caloric
/fluid needs; AND

Chart notes must document the baseline weekly volume of parenteral support; AND

Chart notes must document weight; AND

Member does not have colorectal cancer.

Dosage allowed/Quantity limit: 0.05 mg/kg once daily subcutaneously.
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If all the above requirements are met, the medication will be approved for 6 months.
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For reauthorization:

1.

Chart notes must show at least a 20% reduced volume of parenteral support need since treatment
initiation.

If all the above requirements are met, the medication will be approved for an additional 12 months.

HAP CareSource considers Gattex (teduglutide) not medically necessary for the
treatment of conditions that are not listed in this document. For any other
indication, please refer to the Off-Label policy.

New policy for Gattex created.

Policy transferred to new template; removal of colonoscopy documentation within the
past 6 months if 18 years of age and older; removed exclusion of active malignancy in
reauthorization criteria; added confirmation of SBS with <200 cm bowel length
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