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https://www.fda.gov/food/generally-recognized-safe-gras/gras-notice-inventory














































































































































































































































































































































































December 19, 2019

Jason Downey, Ph.D.

Division of Food Ingredients

Center for Food Safety and Applied Nutrition
Office of Food Additive Safety

U.S. Food and Drug Administration

SUBJECT: GRN 884 Questions to the Notifer (dated December 16, 2019)
Dear Dr. Downey:

The attachment to this letter contains Florida Food, LLC’s responses to the questions raised
in FDA’s letter of December 16,2019. We believe these responses address the issues raised
and provide clarification of both items

Please let me know if you have any further questions or needs with regard to GRN 884.

Sincerely,

'Ra;yetta G. Henderson, Ph.D.
Managing Scientist

ToxStrategies, Inc., 1121 Military Cutoff Rd., Suite C, Box 352, Wilmington, NC 28405
Office (919) 797-9938 - www.toxstrategies.com



Responses to FDA’s Questions to the Notifier of GRN 884

FDA Request 1. Please provide estmates of the daily dietary intake for cadmium, lead,
and mercury resultng from the intended uses of the notified substance.

Florida Food Response 1. Estimates of the daily dietary intake for cadmium, lead, and
mercury resulting from the intended use of the rice bran wax were determined as follows:

The specification for cadmium in Table 3 is <0.4 ppm, and all analyzed batches of the
rice bran extract were found to be below the limit of detection (LOD) of 0.01 ppm. Given
a projected 90th percentile maximum intake of rice bran extract of approximately 0.89 —
1.26 g/d and applying the maximum of 0.01 ppm (10 pg/kg) as being present in the

rice bran extract, the estimated daily cadmium intake is approximately 0.009 — 0.013
pg/person/day.

The specification for lead in Table 3 is <0.2 ppm, and all analyzed batches of the

rice bran extract were found to be below the LOD of 0.05 ppm. Given a

projected 90th percentile maximum intake of rice bran extract of approximately 0.89 —
1.26 g/d and applying the maximum of 0.05 ppm (50 ng/kg) as being present in the
rice bran extract, the estimated daily lead intake is approximately 0.045 — 0.063
ug/person/day

No specification has been set for mercury; however, all analyzed batches of the

rice bran extract were found to be below the LOD of 0.025 ppm. Given a

projected 90th percentile maximum intake of rice bran extract of approximately 0.89 —
1.26 g/d and applying the maximum of 0.025 ppm (25 pg/kg) as being present in the
rice bran extract, the estimated daily mercury intake is approximately 0.022 — 0.032
pg/person/day.

FDA Request 2. On pages 11, 13, 26, and 28 and in Appendix A of the notice, the batch
analyses are inconsistently described as “four consecutive lots” and “three non-
consecutive lots”. Please clarify whether data for a fourth lot are missing and whether
the lots analyzed were manufactured consecutively or nonconsecutive.

Florida Food Response 2. The analytical data are presented from three non-consecutive
lots of the rice bran extract. As such, the text on pages 11 and 13 (“three non-consecutive
lots”) is correct as written. The text on pages 26 and 28 (“four lots” or “four consecutive
lots”) and in Appendix A (“four consecutive lots”) are incorrect and should read “three
lots” or “three consecutive lots”.
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