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Codex general standard for irradiated Food (Codex stan 106 1983, Rev 2003)
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J Toxicol Pathol 2015; 28: 99—-107

Original Article

Modifications of azoxymethane-induced carcinogenesis and 90-day
oral toxicities of 2-tetradecylcyclobutanone as a radiolytic product
of stearic acid in F344 rats

Makoto Sato!, Setsuko Todoriki?, Tetsuyuki Takahashi!, Ezar Hafez!, Chie Takasu!,
Hisanori Uehara!, Kohji Yamakage®, Takashi Kondo®*, Kozo Matsumoto®, Masakazu Furuta®,
and Keisuke Izumi'"

FYMIERESL2-TES T oAT7 2/ 035t ERREFRALRIGEM T
Abstract: A 90-day oral toxicity test in rats was performed to evaluate the toxicity of 2-tetradecylcyclobutanone (2-tDCB), a unique
radiolytic product of stearic acid. Six-week-old male and female F344 rats (n=15/group) were given 2-tDCB at concentrations of 0, 12,
60 and 300 ppm in a powder diet for 13 weeks. Slight dose-dependent increases in serum total protein and albumin in male rats were
found, but these changes were not considered to be a toxic effect. The fasting, but not non-fasting, blood glucose levels of the male rats
in the 300 ppm group and female rats in the 60 and 300 ppm groups were lower than those of the controls. Gas chromatography-mass
spectrometry analysis showed dose-dependent accumulation of 2-tDCB in adipose tissue, notably in males. Next, we performed an
azoxymethane (AOM)-induced two-stage carcinogenesis study. After injection of 6-week-old male F344 rats (n=30/group) once a week
for 3 weeks, the animals received 2-tDCB at concentrations of 0, 10, 50 and 250 ppm in a powder diet for 25 weeks. The incidences of
colon tumors for the 2-tDCB dosages were 34%, 45%, 40% and 37%, respectively, and were not statistically significant. These data sug-
gest that 2-tDCB shows no toxic or tumor-modifying effects under the present conditions, and that the no-observed-adverse-effect level
for 2-tDCB 1s 300 ppm 1n both sexes, equivalent to 15.5 mg/kg b.w./day in males and 16.5 mg/kg b.w./day in females. (DOIL: 10.1293/
tox.28.2015-0002; I Toxicol Pathol 2015; 28: 99-107) NOAEL ( % % :li % )

Key words: food irradiation, 2-tetradecylcyclobutanone, 90-day oral toxicity, colon carcinogenesis

ADI(1 B A EH=) = NOAEL x 1/100 = 16.5 mg/kg x 1/100 = 0.165 mg/kg
KEDEGE—J/\—H—/\T (6 ug/B) T AR EEkgZ-YEH2ISMBRS=ZHHY
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Blueberries and Raspberries should be approved later this year

Peter Leach RAS5071/9003/01 Regional Coordination Meeting 2016.8.23 HFE&RASAF
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KEDOEYIREEZE

USDA/APHIS : Animal and Plant Health Inspection Service

« IEYIREE®E 7CFR305 PHYTOSANITARY TREATMENTS
 KETHRAINTWSiEYRE CBEE) WIE  "Treatment Manual”

(http://www.aphis.usda.gov/import_export/plants/manuals/ports/downloads/treatment.pdf)

« Chemical treatment (§1|3><?)l/\ INAT a0 Tv{ERILTZJI)
« Cold treatment

« Quick freeze treatment Non Chemical Treatment

« Heat treatment JEEHKI| AL IR

 lrradiation treatment
Treatment Schedules: X} & & B g5 € =/NRINERE (ERE5)
T-100 &F& Fruit & Vegetables L "
T101 - Methyl Bromide Fumigation - ERIREER (231E5E)
T102 - Water Treatment o S)NITHF—RR
T103 - High Temperature Forced Air . AR == s S K == ==
T104 - Pest Specific/Host Variable AR DERE & U%% HOZERZIRCER
T105 — Irradiation (FB4T AL E8) R/AREZHTE (FDALVHET 2R KAREX]T kGy)
T106 - Vapor Heat
T107 - Cold Treatment Irradiation Treatment
T108 - Fumigation + Refrigeration T105 -a-1 T105 -a-2 T105-a-3
T109 - Cold Treatment + Fumigation INT—h8 Th— 0 ramEamn T TY LY
T110 - Quick Freeze 150 Gy 400 Gy 300 Gy
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