FDA Approves Natural Progesterone 

By Dr. Tori Hudson, N.D. for MotherNature.com News 

	


Women seek natural alternatives to synthetic progesterone, but alleged natural progesterone sources have received much criticism from the conventional medical community over the years. Unlike chemists, and contrary to some manufacturers’ claims, women’s bodies cannot make progesterone or dehydroepiandrosterone (DHEA) from wild yam roots. As wild yam is the only alternative to synthetic progesterone, they have lacked a fully reliable choice. For more on this chronic source of confusion among supplement consumers, see the accompanying article, "Wild Yam, Natural Progesterone: Unraveling the Confusion." 

Finally, in May 1998, a naturally derived, oral micronized progesterone (OMP) was approved by the U.S. FDA for the treatment of secondary amenorrhea, or disrupted menstruation. "Prometrium" is now available in the U.S., ten years after application by the manufacturer, and several years behind Canada and Europe. 

	


Prometrium is manufactured from the diosgenin found in Mexican wild yam (Dioscorea villosa). The micronization process and peanut oil base make it fully absorbable. The FDA approves neither Prometrium nor any other form of natural progesterone for hormone replacement therapy in menopause, although it is available for medical practitioners for that purpose. 

While natural progesterone creams are popular with menopausal women—and have great potential in their own right—only oral, trans-vaginal, and intramuscular progesterone products have been proven to deliver suitable blood levels and protect the uterus from hyperplasia (abnormal cell proliferation). Initial attempts to make oral progesterone products showed that oral absorption was quite poor. Since the discovery of micronization, these problems have been solved and oral absorption has been improved such that adequate blood levels are achieved. 

Studies indicate several things about oral micronized progesterone (OMP): 

· OMP is effective in preventing endometrial hyperplasia associated with estrogen 

· OMP does not negate the bone-sparing effects of estrogen; 

· OMP does not improve bone density when it is added to estrogen replacement; 

· OMP does not have the negative effects of lipids and may be used to treat infertility attributed to luteal phase defects. 

Prometrium was the form of natural progesterone used in the Postmenopausal Estrogen/Progestin(s) Intervention (PEPI) Trial. Prometrium is now the third FDA-approved micronized progesterone product available for hormone replacement therapy. (The others are Progestasert, an intrauterine device replaced annually, and Crinone, a vaginal gel used every other day for 12 days in the luteal phase.) 

As research accumulates and drug companies invest resources in expanding our understanding of natural progesterone and developing products, we can imagine that other delivery forms—such as progesterone topical creams—will begin to receive the attention they deserve. 
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