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The A. niger agg. (strain FL100SC) Rhizopus lipase enzyme preparation is soluble in water and may be 

immobilized on a support within a reactor. Since the final food product is subjected to filtration and 

deodorization/distillation, enzyme residues will either not be present in the final food, or present at trace 

levels as inactive protein having no functional or technical effect. 

The A. niger agg. (strain FL100SC) Rhizopus lipase enzyme preparation was evaluated for genotoxicity using 

bacterial and mammalian cell test systems, and subchronic toxicity (90 day gavage study) in male and 

female Sprague-Dawley rats. The NOAEL was determined to be the highest dose tested in this study, 1000 

mg/kg body weight in both male and female animals, equating to 548,964 FIP U/kg/day, and 846.6 mg TOS/ 
kg/day. 

Advanced Enzyme's A. niger agg. (strain FL100SC) production strain was formally evaluated using the Pariza-

Johnson decision tree (Regulatory Toxicol. Pharmacol. 33:173-186, 2001). The conclusion of this analysis was 

that the test article (Rhizopus lipase) was accepted. 

The cloning techniques and methodologies employed to construct A. niger agg. (strain FL100SC) are 

appropriate for use in the genetic modification of production strains for the manufacture of food 

ingredients. In addition, the manufacturing process including the ingredients used for fermentation, 

extraction and concentration, and the specifications for the Rhizopus lipase enzyme preparation, are 

appropriate for a food ingredient. 
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