MAKENA UTILIZATION IN MISSISSIPPI MEDICAID
BACKGROUND
Makena® (hydroxyprogesterone caproate) is a progestin indicated to reduce the risk of preterm birth in
women with a history of single child spontaneous preterm birth. 1 Makena was approved by the U.S. Food
and Drug Administration (FDA) in February 2011. 2 Prior to its approval, a compounded version of the active
ingredient, 17-hydroxyprogesterone caproate (17P), was available to Medicaid beneficiaries whose
physician requested the drug through compounding pharmacies. In June 2012, following the release of
Makena, the FDA released an updated statement on the compounding of 17P. 3 The FDA recommended
using an FDA-approved drug product, such as Makena, instead of a compounded drug except when there is
a specific medical need (e.g., an allergy) that cannot be met by the approved drug. FDA is not aware of any
scientifically reliable evidence demonstrating that compounding 17P without a preservative or in an oil
base different than the one used in Makena produces a significant difference for an identifiable group of
patients (aside from the rare patient who is known to be allergic to either the preservative or the oil
base). Currently, the MS Division of Medicaid (DOM) does not cover for compounded prescriptions except
for hyperalimentation, as defined in DOM’s Administrative Code. 4
Many obstetricians believe that utilization of Makena is critical in reducing preterm birth rates in at-risk
pregnant beneficiaries. Ensuring access to Makena for women with a singleton pregnancy who have a
history of singleton spontaneous preterm birth is important for assuring appropriate care and maximizing
outcomes. Concerns regarding Makena access and lengthy delays in obtaining the product have been
expressed to the Division of Medicaid (DOM). As noted in Senate Bill (SB) 2836, signed by the Governor
after the Mississippi Legislature 2018 Regular Session, “It is the intent of the Legislature that the division
and any managed care entity described in subsection (H) of this section encourage the use of AlphaHydroxyprogesterone Caproate (17P) to prevent recurrent preterm birth.”

METHODS
MS-DUR conducted a retrospective analysis of Makena utilization among Mississippi Medicaid beneficiaries
using Mississippi Medicaid FFS and CCO pharmacy and medical claims from January 1, 2017 through
January 31, 2018. A concern expressed from providers was not being able to start treatment as soon as
desired due to delays in obtaining Makena after placing an order with the pharmacy. Claims data cannot
be used to determine the actual time interval between a provider ordering and receiving Makena.
However, this time lag can be estimated by examining the number of days between the first pharmacy
claim for each beneficiary and the first medical claim for administration of the product. MS-DUR examined
medical claims with either a J-code for administering Makena or a CPT code for therapeutic administration
of an injectable product MS-DUR also identified the major specialty pharmacies involved in distribution of
Makena to Medicaid providers. Phone interviews were conducted with, AMAG Pharmaceuticals, the
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manufacturer and with selected specialty pharmacies in order to explore the ordering/distribution process
and to determine what problems, if any, existed in the timely acquisition of Makena.

RESULTS
Table 1 shows the number of paid pharmacy claims per month for Makena by pharmacy program. No paid
claims for the compounded product, 17P, were present in the data analyzed. Although Makena has been
covered by Medicaid since it was FDA approved, it was not listed in the Universal Preferred Drug List (UPDL)
until April 2017. At that time it was added as a preferred product in the Miscellaneous Brand/Generic
category in order to encourage use. As shown in Table 1, there were no pharmacy claims for Makena prior
to April 2017 in the fee-for-service (FFS) or United Healthcare (UHC) programs. There were pharmacy
claims before this time in Magnolia (MAG). Utilization in all three programs increased significantly after
April 2017.

Table 2 provides utilization information for all beneficiaries beginning treatment with Makena between
January 1, 2017 and September 1, 2017. If treatment was started at the earliest time indicated in the
Makena labeling (16 weeks gestation) and given for the recommended period of time (37 weeks gestation),
beneficiaries could receive up to 21 doses. As shown in Table 2, women treated with Makena averaged 12
doses (12 weeks of treatment).

Table 3 shows the number of Makena prescriptions filled by each pharmacy. Almost half of the
prescriptions were filled by Transcript Pharmacy in Jackson, MS. Transcript is the only specialty pharmacy
in Mississippi designated for distribution of Makena by the manufacturer. The manufacturer directs orders
to designated pharmacies when orders are initiated using their 800 number. Although the manufacturer
tries to limit distribution to designated specialty pharmacies in order to assure appropriate patient
management, they will ship Makena to other pharmacies when requested by payers or prescribers. Table 3
illustrates that almost half of Makena prescriptions were filled by Transcript Pharmacy. The remainder of
prescriptions were primarily split between Briovarx in Columbus, MS (UHC’s preferred specialty pharmacy)
and Acariahealth Pharmacy in Slidell, LA (Magnolia’s preferred specialty pharmacy).

Table 4 shows the number of unique beneficiaries treated by prescribers initiating Makena therapy.
Providers are grouped by clinic when possible. A total of 403 women were treated with Makena during the
study period. Over half (216) were treated by providers in 11 practices. Using the clinic groupings that
were identified, there were no more than 73 different practice locations involved in treatment of Medicaid
beneficiaries with Makena.

In order to estimate delays in obtaining Makena, MS-DUR examined the number of days between the first
pharmacy claim and the first medical claim for administration following the pharmacy claim. It should be
noted that this is the time between dispensing and administration and NOT the time delay in being able to
obtain the medication.
• In Table 5, the time between dispensing and administering Makena varied from the same day to up
to 4 weeks; with an average of 9.6 days.

MS-DUR contacted AMAG Pharmaceuticals and two of the top dispensing specialty pharmacies for Makena
in Mississippi, Transcript Pharmacy and Briovarx, to discuss the ordering and delivery process and to
identify any problems with timely delivery of the product. Representatives involved in the dispensing of
Makena from all three companies provided MS-DUR with information. A summary of the information from
each company is provided below:
AMAG Pharmaceuticals – Makena is a limited-distribution specialty pharmaceutical product. The
manufacturer prefers to ship the product to select specialty pharmacies, which were designated based on
additional patient support provided. When a provider prescribes Makena, the manufacturer is contacted.
AMAG Pharmaceuticals’ program, Makena Care Connect, has a care manager assigned for each state. Once
notified by the provider, the care manager contacts the patient, conducts a benefits investigation, and
arranges copay assistance when needed. Once the benefits investigation is complete, the care manager
sends the information to the approved specialty pharmacy, Transcript Pharmacy. Other pharmacies may
be utilized at the request of the pharmacy benefits manager (PBM). After the specialty pharmacy receives
a prescription from AMAG Pharmaceuticals, they contact the patient to confirm they want the prescription
filled and after talking with the patient, the pharmacy routinely ships the medication to the prescriber
(“white bagging”). According to the care manager for Mississippi, the process from the time the physician
writes the prescription until the time the medication is delivered to the practice site is typically 2-4 days. To
help educate physicians on the appropriate procedure for prescribing Makena, AMAG Pharmaceuticals has
representatives calling on physician practices. The Mississippi Care Manager indicated that the major delay
in shipping the medication in a timely manner to the provider is the difficulty of contacting Medicaid
beneficiaries by phone. The care manager reported that Mississippi Medicaid is the easiest payer in the

state for getting Makena approved for a beneficiary. There are no prior authorization requirements with
Medicaid that delay the dispensing.
Transcript Pharmacy – Transcript Pharmacy is the specialty pharmacy preferred by AMAG Pharmaceuticals
for distribution of Makena in the state of Mississippi. Transcript Pharmacy has Makena stocked and
available in their pharmacy and can typically dispense the product either the same or next day upon
receiving information about the prescription from the manufacturer. Makena is shipped overnight to the
prescriber’s practice. Transcript also echoed the comments from AMAG Pharmaceuticals that Makena
coverage is not an issue for Mississippi Medicaid beneficiaries. Transcript Pharmacy employs a
representative who provides education to providers regarding the ordering process for Makena.
Briovarx – Briovarx, the preferred specialty pharmacy for United Healthcare, stocks Makena in their
pharmacy and can quickly ship the product. They stated that it is easy to get Makena approved for
Mississippi Medicaid beneficiaries. No prior authorization is required. Briovarx also identified that the only
delay noted occurs when there is difficulty contacting the beneficiary by phone to confirm the prescription.

CONCLUSIONS AND RECOMMENDATIONS
Results from this project indicate that any delays experienced by prescribing providers in obtaining the
product are most likely caused by the manufacturer and/or specialty pharmacy having difficulty contacting
the beneficiary before shipment can be approved. Another potential problem that may be limiting
utilization could inexperience with Makena’s appropriate process for contacting the manufacturer when
prescribing.
The manufacturer requires certain paperwork be filed by physicians before they approve shipping of the
product for a patient. The manufacturer provides an ‘800’ number and a care manager for providing
assistance in approvals. Transcript Pharmacy, the designated specialty pharmacy distributor in Mississippi,
also provides support for physicians. Both the manufacturer and Transcript Pharmacy indicated they had
resources committed to physician education in order to help improve the timely dispensing of Makena.
Recommendations:
1. MS-DUR should share results with other health service office directors within Mississippi Medicaid
who are examining access to Makena.
2. MS-DUR should assist in coordinating educational initiatives for providers and beneficiaries.
Provider education should highlight benefits of prescribing Makena, outline the ordering process
and stress the need for patient education regarding the confirmation phone call from the
manufacturer that must be completed prior to initiation of treatment.
3. MS-DUR should work with AMAG Pharmaceuticals, Transcript Pharmacy and other specialty
pharmacies to coordinate additional education. The benefits of Makena and the ordering process
for prescribers, especially those prescribers who may not be as familiar with the process, should
also be addressed.

