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Uses of Bisphenol AUses of Bisphenol A

�Component in polycarbonates and in 

epoxy phenolic resins

�Both materials used in food contact
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Issues in the request for 
reassessment of Bisphenol A

Issues in the request for 
reassessment of Bisphenol A

� Some studies applying low doses of bisphenol 

A (from ng to µg/kg bw/day) given during 

gestation report a number of effects in offspring

� All available GLP- and guideline studies using 

low doses of Bisphenol A are unable to confirm 

low-dose effects
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Previous evaluations of
Bisphenol A

Previous evaluations of
Bisphenol A

�Scientific Committee on Food, 2002

�NOAEL of 5 mg/kg b.w./day from 3-generation 

reproductive toxicity study in rats

�TDI of 10 µg/kg b.w./day using safety factor of 500
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Previous evaluations of
Bisphenol A

Previous evaluations of
Bisphenol A

�European Union Risk Assessment 
Report, 2002
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Exposure assessment for Bisphenol 
A from food

Exposure assessment for Bisphenol 
A from food

�Based on bisphenol A migration, content 

in food and food consumption patterns

� up to 13 µg/kg b.w./day (6 month infant) fed with 

PC-bottle and commercial foods

� Based on biomonitoring of bisphenol A 

glucuronide excretion

�0.17 µg/kg b.w./day for adult
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Mouse, 2-generation reproductive 
toxicity study, Tyl et al., 2007

Mouse, 2-generation reproductive 
toxicity study, Tyl et al., 2007
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Other toxicity studiesOther toxicity studies

�Studies reporting low-dose effects

�Often low numbers of animals per group

�Often only one dose used or effect only at one dose

�Adversity of effects reported?

�Consistency and reproducibility
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Summary of low dose effectsSummary of low dose effects

� Goodman et al., Crit. Rev. Toxicol., 36(7), 2006
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New TDI for Bisphenol ANew TDI for Bisphenol A

Using safety factor of 100

�Large number of GLP- and guideline 
studies without low dose effects

�Differences in toxicokinetics between 
humans and rodents with very low blood 
concentrations of free Bisphenol A in 
humans

�Mice are very sensitive to estrogens due 
to physiology of gestation



Prof. Dr. Wolfgang Dekant, University of Würzburg, Germany

Blood concentrations in four male 
subjects after oral administration of 5 mg 

d16-bisphenol A

Blood concentrations in four male 
subjects after oral administration of 5 mg 

d16-bisphenol A
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From: Voelkel et al., Metabolism and kinetics of
bisphenol a in humans at low doses following oral

administration. Chem Res Toxicol. (2002) 15:1281-1287.
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ConclusionsConclusions

�Bisphenol A exposures from food, even 

when using a conservative exposure 

assessment, are well below the 

conservative TDI


