
 

Preterm birth drug pulled from market over
lack of effectiveness
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Pregnant women will no longer have any drug to prevent preterm birth
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after the maker of the only available treatment announced Tuesday that
it will withdraw its product, Makena, from the market.

Covis Pharma Group's decision follows a U.S. Food and Drug
Administration advisory panel vote last October that concluded the drug
does not actually benefit newborns.

"While we stand by Makena's favorable benefit-risk profile, including its
efficacy in women at highest risk of preterm birth, we are seeking to
voluntarily withdraw the product and work with the FDA to effectuate
an orderly wind-down," Covis chief innovation officer Raghav Chari
said in a statement.

Makena was approved 12 years ago as part of the FDA's accelerated
drug approval program after promising results from a 2011 study, The 
New York Times reported. A larger study in 2019 showed no benefit to 
pregnant women or their infants.

The FDA has been proposing to remove Makena from the market since
October 2020, a decision appealed by the drug maker, the Times
reported. In October 2022, 15 FDA advisors voted that the study had not
shown benefit. With one exception, they each voted for it to be
withdrawn from the market.

"I think that when we leave something on the market that hasn't been
shown to be effective, we lose out on other investigations that might be
pursued," Dr. Anjali Kaimal, an obstetrician and administrator at the
University of South Florida, said during the October hearing, the Times
reported. "And the last thing I would say is that, again, faced with that
powerless feeling: Is false hope really any hope at all?"

Covis proposed letting women already using the drug finish doing so and
for the company to use up its inventory, but the FDA opted to follow its

2/3

https://medicalxpress.com/tags/preterm+birth/
https://www.linkedin.com/in/raghav-chari-51b4b0/
https://www.globenewswire.com/news-release/2023/03/07/2622609/0/en/Covis-Pharma-Responds-to-Presiding-Officer-s-Report-Summarizing-FDA-Advisory-Committee-Hearing.html
https://medicalxpress.com/tags/pregnant+women/
https://health.usf.edu/medicine/obgyn/faculty/akaimal


 

own plan for the process instead.

While some have felt the drug offers false hope, it was also the only
choice available to offer women who have a health risk
disproportionately affecting Black women and children, the Times
reported.

Dr. Michael Carome, the director of health research for consumer
advocacy group Public Citizen, said the FDA should further improve the
accelerated approval program, including seeking authority to remove a 
drug that doesn't work more quickly from the marketplace.

"Makena is a classic example where the clock has dragged out too long,"
Carome told the Times.

  More information: The U.S. Centers for Disease Control and
Prevention has more on preterm birth.
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