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PHARMACY POLICY STATEMENT

Marketplace
DRUG NAME Makena (hydroxyprogesterone caproate)
BILLING CODE J1726
BENEFIT TYPE Medical
SITE OF SERVICE ALLOWED Outpatient/Office/Home
STATUS Prior Authorization Required

Makena is a progestin originally approved by the FDA in 1956. It is indicated to reduce the risk of preterm
birth in women with a singleton pregnancy who have a history of singleton spontaneous preterm birth. The
effectiveness of Makena is based on improvement in the proportion of women who delivered < 37 weeks of
gestation. There are no controlled trials demonstrating a direct clinical benefit, such as improvement in
neonatal mortality and morbidity. While there are many risk factors for preterm birth, safety and efficacy of
Makena has been demonstrated only in women with a prior spontaneous singleton preterm birth. It is not
intended for use in women with multiple gestations or other risk factors for preterm birth.

Reduction of Risk of Preterm Birth

For initial authorization:

Member is 16 years of age or older; AND

Medication is prescribed by an obstetrician or maternal-fetal medicine specialist; AND

Member has current singleton pregnancy; AND

Member has a documented history of spontaneous singleton preterm birth that occurred between 16

and 36 weeks 6 days gestation; AND

Prescriber attests Makena will be initiated during the period of 16-20 weeks 6 days gestation; AND

Member does not have any of the following:

a) Current multiple gestations;

b) Current or history of thrombosis or thromboembolic disorders;

c) Known or suspected breast cancer, other hormone-sensitive cancer, or history of these conditions;

d) Undiagnosed abnormal vaginal bleeding unrelated to pregnancy;

e) Cholestatic jaundice of pregnancy;

f) Liver tumors, benign or malignant, or active liver disease;

g) Uncontrolled hypertension; AND

7. Dosage allowed: Initiate treatment between 16 weeks, 0 days and 20 weeks, 6 days of gestation.
Continue administration once weekly until week 37 (through 36 weeks, 6 days) of gestation or
delivery, whichever occurs first. Quantity Limit: 21 doses
Makena 275 mg/mL auto-injector 1.1 mL pre-filled syringe: Administer 275mg (one 1.1 mL
syringe) weekly subcutaneously
Makena 250 mg/mL single-dose 1 mL vial: Administer 250mg (one 1 mL vial) weekly intramuscularly
Makena 250 mg/mL multi-dose 5 mL vial: Administer 250mg (1 mL) weekly intramuscularly
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If all the above requirements are met, the medication will be approved for the period of the
pregnancy up to 36 weeks and 6 days gestation.

For reauthorization:
1. Makena will not be reauthorized.

CareSource considers Makena (hydroxyprogesterone caproate) not medically
necessary for the treatment of the diseases that are not listed in this document.
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DATE ACTION/DESCRIPTION
05/09/2022 New policy for Makena created.
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