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OCHRATOXIN A (Group 3)

A. Evidence for carcinogenicity to humans (inadequate)

Incidence of and mortality from urothelial urinary-tract tumours have been correlated
with the geographical distribution of Balkan endemic nephropathy in Bulgaria and
Yugoslavia. A relatively high frequency of contamination of cereals and bread with
ochratoxin A has been reported in an area of Yugoslavia where Balkan endemic
nephropathy is present. No report of a direct association between ochratoxin A and human
cancer is available!.

B. Evidence for carcinogenicity to animals (/imirted)

When ochratoxin A was administered in the diet of mice for 24 months, renal adenomas
and carcinomas were observed in males and some hepatocellular carcinomas were observed
in females in one study? and hepatomas and renal-cell tumours in male mice in another
study3. Other studies by oral administration and studies by subcutaneous injection to mice
and rats were inadequate in terms of the numbers of animals used and survival rates!.

C. Other relevant data
No data were available on the genetic and related effects of ochratoxin A in humans.
Ochratoxin A did not induce sister chromatid exchanges in bone-marrow cells of
Chinese hamsters treated in vivo or mutation in rodent cells treated in vitro; conflicting
results were obtained for induction of unscheduled DNA synthesis in rodent hepatocytes.
Ochratoxin A did not induce mutation in yeast or bacteria‘.
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