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Hello Matt, JW, and Mac,
 
given the recent appearance of pure or semi-synthetically produced 7-hydroxymitragynine and mitragynine pseudoindoxyl
products on the US market, we are issuing a statement that such products are not kratom products and as pure
substances should be subject to FDA NDA regulations.
Thank you and best wishes.
 
Kirsten, Chris, Abhi & Oliver
 



Statement on 7-hydroxymitragynine and mitragynine pseudoindoxyl 
products 

Kratom (Mitragyna speciosa Korth.) leaves have been introduced commercially to the US market 
and are now available in various formulations and product compositions. Although initially thought 
to be present in native kratom leaf material, the alkaloid (organic compound) 7-hydroxymitragynine 
is now recognized to be either generated during the drying process as an oxidative byproduct or is 
generated from mitragynine (kratom’s most abundant alkaloid) after entering the human body. 
Similarly, mitragynine pseudoindoxyl is only formed in the human body from 7-hydroxymitragynine 
after metabolism of mitragynine.  

The absence of 7-hydroxymitragynine and mitragynine pseudoindoxyl in native kratom leaf material 
means that a product that contains high amounts of these compounds would reflect a product that 
is an isolated, purified, or semi-synthetically generated form of 7-hydroxymitragynine and/or 
mitragynine pseudoindoxyl. Such products should not be scientifically considered or commercially 
categorized as kratom or as a kratom product. Companies making claims that such products are 
“kratom products” should not be considered to be making credible or factual claims.  Instead, any 
such product is subject to the US Food and Drug Administration (FDA) process for drug approval as 
established in the Food, Drugs, and Cosmetic Act. 

The views expressed in this statement do not necessarily reflect the views or positions of any of our 
affiliated institutions.  

June 11, 2024 

Oliver Grundmann, PhD, Clinical Professor 
Department of Medicinal Chemistry, College of Pharmacy, University of Florida 

Christopher R. McCurdy, RPh, PhD, Professor and The Frank A. Duckworth Eminent Scholar Chair 
Department of Medicinal Chemistry, College of Pharmacy, University of Florida 

Abhisheak Sharma, PhD, Assistant Professor 
Department of Pharmaceutics, College of Pharmacy, University of Florida 

Kirsten Smith, PhD, Assistant Professor 
Department of Psychiatry and Behavioral Sciences, Johns Hopkins University School of Medicine 
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