We believe fully that 4-DHEA is legal to sell under U.S. law.  It is a naturally occurring product that is legal under DSHEA.  It is a naturally occurring metabolite of androstenedione due to reversal of the 3-beta hydroxysteroid dehydrogenase/isomerase reaction and can be found in rabbits and sheep – both of which are components of the human diet as well as in rats suggesting that this reaction is common in mammals (1, 2). As DHEA is metabolized in large quantities to androstenedione, 4-DHEA can also be considered to be a metabolite of DHEA, a dietary supplement that was marketed in the United States prior to October 15, 1994.
To make dietary supplements compliant under current DSHEA regulation, a supplement must be naturally occurring and part of the food supply where the food has not been chemically altered.   The endogenous formation of androstenedione has been well documented in healthy human and animal tissues. Under DSHEA, 4-DHEA is a natural metabolite of androstenedione and DHEA that is proven to occur in rabbits, sheep and rats(1,2).  Rabbit and sheep flesh and organ tissue has been consumed by humans since antiquity. This ingredient, though standardized has not been chemically altered from the animal tissues where it is found. 
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Name of Ingredient:

4-dehydroepiandrosterone
Safety of Ingredient: DHEA has a long history of use in healthy and diseased humans (4,5,6,8) and has been shown to be safe in doses up to 200 mg per day for 24 weeks (9) and 2250 mg for 16 weeks (7) with minimal side effects. The side effects that are encountered are due, in large part to the formation of estrogen and potent 5-alpha reduced metabolites (3,9,10). DHEA has been shown to act as a direct agonist of the estrogen receptor while there is no evidence that 4-DHEA has this activity. Numerous opinions have been written showing that comparing an ingredient to one that is already on the market is a valid and defensible form of showing safety.  The numerous benefits of 4-DHEA over standard 5-DHEA make this certainly more safe and effective as a means of increasing adrenal hormones. 

Conclusion

The presence of 4-DHEA in animal tissues normally consumed in the diet qualify it as a DSHEA compliant nutritional supplement that is reasonably expected to be as safe or safer than DHEA, also a DSHEA compliant dietary supplement. 
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