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The FDA didn’t
say no…
But the FDA didn’t say yes, either. 
I asked the FDA for a yes or no answer and they gave me neither. *
I asked the FDA to correct the inaccurate prescribing label of one of the most prescribed drugs to menopausal women.
I asked the FDA to acknowledge that this drug, Premarin, contained an undeclared potent enzyme inhibitor that blocks estradiol.  
The FDA didn’t say, no, that this drug didn’t contain an undeclared potent enzyme inhibitor that blocks estradiol.
Instead, the FDA thought about my request for 6 months before saying to me: **
“FDA has been unable to reach a decision on your petition because it raises complex issues”
Premarin is a drug that is advertised as Estrogen Replacement and Hormone Replacement Therapy. The estrogen hormone to be replaced is estradiol.
Premarin was used in the Women’s Health Initiative and the FDA allowed Premarin to be advertised as HRT. 
The Women’s Health Initiative (WHI) was a very large clinical trial. The WHI was supposed to settle the question, “is HRT healthy for menopausal women”?
The WHI failed to improve the health and overall quality of life  of menopausal women and was ended early because of harmful side effects from taking Premarin. 
The WHI results were reported as “HRT failed to improve the health and overall wellbeing of menopausal women.”
If the FDA had disclosed that Premarin contains a potent enzyme to block estradiol the results couldn’t say HRT failed women, the results would say Premarin failed women. 
Intentionally adding an undeclared potent enzyme to block estradiol undermines any estradiol replacement.
I petitioned the FDA to correct the inaccurate label for Premarin so everyone could know that with the addition of this undeclared enzyme blocker, Premarin is incapable of replacing estradiol and therefore couldn’t be HRT.
HRT hasn’t failed women.
Premarin failed women.
The FDA failed women.

*Citizen Petition
Docket No. FDA-2025-P-7111-0001
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Docket No. FDA-2025-P-7111
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