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Summary

        
A Phase I study was carried out with an isoflavonoid rich soy/milk/honey 
product (Somisan®) with the purpose to evaluate the efficacy of such a 
product for further inclusion into therapy-optimising- studies (TOS). According 
to a modified Fibonacci-scheme, no adverse side effects, allergy or atopy 
occurred in 20 subjects enrolled. The optimal dosage was determined with 50 g 
to 75 g of Somisan®. This dose range caused individual serum levels of 
diphenolic phyto-oestrogens, like genistein and daidzein, close to that, which 
are common in Asian people consuming regularly soybean products (Tofu, Miso 
paste). From epidemiological studies it is well known that Asian compared to 
Western people do have a lower risk for some tumor entities, like prostate or 
breast cancer, which can be correlated to the natural diet, rich in 
isoflavonoids. Laboratory studies clearly indicate that genistein and daidzein 
do have molecular targets, when blocked, inhibit tumor growth. Therefore, it is 
consequent to support successful anti-tumor protocols by diets, the ingredients 
of which are known not to interact with or to diminish the cytotoxic 
principles, but deliver tumor inhibiting or preventing substances with no 
adverse side effects. The Phase I results suggest that Somisan® is a 
candidate to be studied in TOS for further improvement of successful 
anti-tumor- protocols in respect to quality of life, lowering of toxic side 
effects, increasing response rates and prolongation of disease-free 
survival.
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