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SUBJECT: Dietary Exposure Analysis for Azoxystrobin in/on
Bananas, Peaches, Peanuts, and Tomatoes (PP# 6F4762).

FROM : Brian Steinwand 85
Dietary Risk Evaluation Section
Sc1ence Analysis Branch/HED (7509C)

Dietary Risk Evaluation Sectlon

SAB/Health Effects Division JE{;WA//

TO: iM.rMetzger, Chief
RCAB (7509C)

Through: Elizabeth Doyle, Sectlon Head kﬁ (;‘\\1\, \\é\**'

Action_Regggstgd

Provide a chronlc dietary exposure analys1s for the use of
azoxystrobin in/on bananas, peanuts, peaches and tomatoes ~The
petition requests and CBTS recommends establishing a permanent -

" tolerance of 0.5 -ppm on bananas (0.05 ppm for banana pulp), 0.8
" ppm.for peaches, 0.01 ppm and 0.03 ppm on peanuts and peanut oil
respectlvely, 0.2 ppm on tomatoes, . juice and-puree, and 0.6 ppm
on tomato paste and catsup. (See Memo, J. Garbus, 5/20/97).'
. T N

A

1DisCussion
Th1s analys1s 1ncludes pending uses on grapes, pecans and a
Sectlon 18 request on rlce, milk, meat, eggs and poultry.
Toxicglogical Endgoint:
The ﬁeferenCeﬂDose (RfD) used in the analysis is 0.18 mg/kg
bwt/day, based on a NOEL of 18.2 mg/kg/day. Effects seern at the
LOEL, 34 mg/kg/day, were reduced body weight and bile duct P
.. lesions in males "An uncertainty factor (UF) of 100 was used to
,‘account for both the interspecies extrapolatlon and the intra
'_spe01es‘var;ablllty\gseetMemo, REfD Comm;ttee, 11/7/96)

nted with Vegetable Oil Based Inks ¢ Recycled Paper (40% Postconsumer)..



Currently, azoXystrobin is classified as a "not llkely"
carcinogen (See TES document, 12/10/96)

No acute endpoint was identified by the TES (Toxicology
. Endpoint Selection) committee 12/10/96. '

Residue Information

Being a new chemical, tolerances for azoxystrobin have vyet
to be published in 40 CFR. Tolerance level residues and 100
‘percent crop treated assumptions were made for all commodities.

,Results\

. A summary of the residue information considered in this
analysis is attached as Table 1. A DRES chronic exposure
analysis was performed using tolerance level residues and 100
percent crop treated information to estimate the Theoretié¢al
Maximum Residue Contrlbutlon (TMRC) for the general populatlon
and 22 subgroups. Summaries .of the TMRCs and their
rrepresentatlons as percentages of the Reference Dose (RfD) are
included as. Table 1 and 2. : o

Chronic Expggure Anglzg;s

N .

'Exposure from Existing Tolerances for azoxystrobin:

Subgroup R ure (mg day) . 3%RfD
U.s. POPulatlon ’ _ 0.000000 - .o
Non- Nurslng Infants (<1 year old) - 0.000000 o 0

Eroposed new Tolerances on theiproposed commodities:

U.s. Populatlon - . 0.0600604 . - ."9.335'
Non-Nursing Infants (<1 year old) 10.001988 - 1.104
If all pendlng tolerances (1nclud1ng the'new petition) are
approved the TMRC will be: - ‘ ‘

[l

u.s. Populatlon -  -'0.002224° 1.23
Non-Nursing Infants (<1 year old) - 0.008610 . 4.78.




" Attachments

The chronic analysis for azoxystrobin is a worst case

~estimate of dietary exposure with all residues at tolerance level

and 100 percent of the commodities assumed to be treated with
azoxystrobin. _Thus, the chronic dietary risk concern due to
azoxystrobin appears to be minimal for this petition on bananas,

peaches, tomatoes and peanuts and does not exceed the RfD for -any

of the DRES subgroups.

cc: DRES; Caswell 123AZ0; RD PM 22 C. Giles—Parkef; CBTS (J.
Garbus) ‘ . ' -
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, TAHLE 3

TOLERANCE ASSESSMENT SUMMARY FOR Azoxystrobin o © DATE: 05/13/97
CASWELL #123A20

ANALYSIS FOR POPULATION SUB-GROUP: U.S. POPULATION - 48 STATES

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: 0.000000  MG/KG/DAY
THE EXISTING TMRC IS EQUIVALENT TO: 0.000 % OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY)
~ RESULT IN A TMRC OF: 0.000604  MG/KG/DAY
THESE NEW TOLERANCES WILL OCCUPY: ) 0.335 % OF THE ADI.

IF THE NEW TOLERANCES (CURRENT PETITION ONLY) ) N
ARE APPROVED THE RESULTANT THRC WILL BE: 0.000604  MG/KG/DAY

THE NEW. TMRC HILL OCCUPY 0.335 % OF THE ADI.
OTHER PENDING TOLERANCES\EXCLUDING THE

CURRENT- NEW PETITION HAVE A TMRC OF: 0.001621  MG/KG/DAY
THIS TMRC WILL oCCupPY ) 0.900 % OF THE ADI. '

IF ALL PENDING TOLERANCES (INCLUDING THE

CURRENT NEW PETITION) ARE GRANTED . ‘

‘THE RESULTANT TMRC WILL BE: . 0.002224  MG/KG/DAY
THE TOTAL TMRC WILL occupYy = | . 1.235 % OF THE ADI.

ANALYSIS FOR POPULATION SUB-GROUP: NON- NURSING INFANTS (< 1 YEAR OLD)

EXISTING TOLERANCES" (PUBLISHED ONLY)

RESULT IN A TMRC OF: 0.000000  MG/KG/DAY
THE EXISTING TMRC IS EQUIVALENT TO: 0.000 = % OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY) .

"RESULT IN A TMRC OF: " 0.001988  MG/KG/DAY

THESE NEW TOLERANCES WILL OCCUPY: . 1.106 % OF THE ADI.

IF.THE NEW TOLERANCES C(CURRENT PETITION ONLY) e ’ B ‘
- 'ARE APPROVED “THE RESULTANT. TMRC HILL BE: 0.001988  MG/KG/DAY . -

THE NEW TMRC WILL OCCUPY 1.106 , % OF THE ADI.
. OTHER PENDING TOLERANCES EXCLUDING THE: : C :
) CURRENT NEW PETITION HAVE A TMRC OF : 0.006623  MG/KG/DAY
THIS TMRC WILL OCCUPY . , ¢ 13.679 % OF THE ADI.

\ ‘ IF ALL PENDING TOLERANCES (INCLUDING THE
’ CURRENT NEW PETITION) ARE GRANTED
THE RESULTANT TMRC WILL BE:. . - 0.008610  MG/KG/DAY
THE TOTAL TMRC WILL OCCUPY -~ . 4.783 % OF THE ADI.




