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Dockets Management Staff (HFA–305) 
Food and Drug Administration 
5630 Fishers Lane, Rm. 1061 
Rockville, MD 20852 
 
Re: Proposal To Withdraw Approval of MAKENA; Hearing [Docket No. FDA–2020–N–2029] 

 
Dockets Management Staff, 
 
The National Community Pharmacists Association (NCPA) appreciates the opportunity to provide 
feedback to FDA’s Proposal To Withdraw Approval of MAKENA (hydroxyprogesterone caproate 
injection, 250 milligrams (mg) per milliliter (mL), once weekly). NCPA represents America’s 
community pharmacists, including 19,400 independent community pharmacies. Together, our 
members represent a $78.5 billion healthcare marketplace, employ 240,000 individuals, and 
provide an expanding set of healthcare services to millions of patients every day. Our members 
are small business owners who are among America’s most accessible healthcare providers. 
 
NCPA opposes FDA’s proposal to withdraw approval of MAKENA. The following comments 

express concerns from an NCPA member in Texas about FDA’s proposal to withdraw approval of 

MAKENA. 

 

Background 

One of our member pharmacies in Texas is currently the third largest distributor of 

hydroxyprogesterone in the United States. On average, the pharmacy fills 1,400 doses per month. 

From Oct 1, 2021, to Oct. 1, 2022, the pharmacy has filled approximately 5,962 prescriptions of 

hydroxyprogesterone. The pharmacy was compounding hydroxyprogesterone before it was 

commercially available in Texas. Once MAKENA arrived in the market, the pharmacy stopped 

compounding it. It has dispensed hydroxyprogesterone for approximately the past eight years. 

 

Withdrawal Disproportionately Affects Underserved People of Color 
While the pharmacy mainly serves the Dallas-Fort Worth area, our member fills prescriptions for 

hydroxyprogesterone for patients throughout Texas. This pharmacy estimates that nearly 100 

percent of its patients receiving the drug are underserved women, with a high percentage of 

those being minority women, and with approximately 97 percent of those prescriptions being 

under Medicaid. Out of the Medicaid population receiving this drug, the vast majority are people 

of color, namely Hispanic. FDA’s withdrawal of MAKENA would therefore disproportionately 

affect underserved people of color. 

https://www.govinfo.gov/content/pkg/FR-2022-08-17/pdf/2022-17715.pdf


 

 

 

Out of Pocket Costs for Underserved People of Color Will Rise 

If MAKENA is taken off the market, then women on Medicaid that have low progesterone levels 

will not have a commercially available product that would help maintain their pregnancies. They 

would thus be forced to purchase other drugs out-of-pocket, or not have access at all to such 

drugs. One option would be compounded hydroxyprogesterone injections, which are mostly not 

covered by insurance. Another option for them would be to take vaginal suppositories. But as 

these are not covered by Medicaid, these patients would be forced to pay $100-200 per month 

for such compounded drugs. 

 

Crinone Creates Issues of Patient Safety, Over-Utilization, Unapproved Use, and High Costs to 

Medicaid Program 

There is no treatment other than hydroxyprogesterone that Medicaid covers that is indicated to 

help with pre-term birth. One alternative is to prescribe Crinone, but Crinone does not have the 

indication for use in pregnancy to reduce the risk of preterm birth. With hydroxyprogesterone, 

the patient needs to present with a previous history of preterm birth, whereas Crinone does not 

have such a requirement. This creates issues with patient safety, over-utilization, and 

unapproved use, as Crinone does not require prior authorization, leaving no guardrails on its use. 

Furthermore, Crinone will cost a state’s Medicaid program about $1,000 per month per patient 

(at $500 a box, for two boxes per patient), a steep price.  

 

Withdrawal of Hydroxyprogesterone Will Create Clinical Compliance Issues 

Withdrawing approval for hydroxyprogesterone will cause great stress and confusion for women 

taking the drug. While being told by their physicians and pharmacists of the need to take this 

drug to maintain their pregnancy, withdrawing approval will send them the opposite signal. 

Patients will therefore be getting mixed signals clinically, which may negatively impact their 

compliance on drug protocols moving forward.  

 
Conclusion 
NCPA opposes FDA’s proposal to withdraw approval of MAKENA. Additionally, NCPA requests 

that FDA have better designed studies and stronger clinical data in the event it is seeking to show 

that MAKENA is not safe and effective.  

 

NCPA thanks FDA for the opportunity to provide feedback, and we stand ready to work with FDA 

to offer possible solutions and ideas.  

 
 
 
 
 
 



 

 

Should you have any questions or concerns, please feel free to contact me at 
steve.postal@ncpa.org or (703) 600-1178. 
  
 Sincerely,  
  

 
Steve Postal, JD 

Director, Policy & Regulatory Affairs  
National Community Pharmacists Association 


