DY UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
&~ é WASHINGTON, D.C. 20460
QK‘L Pnoﬁ'dg- .
o ~R 21 1997
OFFICE OF
MEMO DUM ‘ PREVENTION, PESTICIDES AND
I. AN : TOXIC SUBSTANCES

SUBJECT: Dietary Exposure Analysis for Azoxystrobin in/on Grapes
(PP# S5F4541) and Pecans PP# 6F4642).

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

Through: Elizabeth Doyle, Section Head
Dietary Risk Evaluation Section
SAB/Health Effects Division

TO: M. Metzger, Chief
RCAB (7509C)

Action Requested -

Provide a chronic dietary exposure analysis for the use of
azoxystrobin in/on grapes and pecans. The petition requests and
CBTS recommends establishing a permanent tolerance of 1.0 ppm on
grapes and 0.01 ppm for azoxystrobin on pecans respectively.
(See Memos, J. Garbus, 6/26/96).

,E. .
I: . ] . ] E" j . !.

The Reference Dose (RfD) used in the analysis is 0.18 mg/kg
bwt/day, based on a NOEL of 18.2 mg/kg/day. An uncertainty
factor (UF) of 100 was used to account for both the interspecies
extrapolation and the intra species variability (See Memo, G.
Ghali, 1/14/97.

Currently, azoxystrobin is classified as a "not likely"
carcinogen (See TES document, 12/10/96).

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

Récycled/ﬂncyclablo . PHnted with Vegélab'le Oil Based Inks on 100% Recycled Paper (40% Postconsumer)
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Being a new chemical, tolerances for azoxystrobin have yet

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 Theoretical
Maximum Residue Contribution (TMRC) for the general population
and 22 subgroups. Summaries of the TMRCs and their
representations as percentages of the Reference Dose (RED) are
.included as Table 1 and 2. : '

Exposure from Existing Tolerances for azoxystrobid:

Subgroup Exposure (mg/kg/day) ©  %RfD
U.S. Population 0.000000 0
Non-Nursing Infants (<1 year old) 0.000000. 0.

Proposed new Tolerances on the proposed commodities:

U.S. Population 0.000301 - 0.17
Non-Nursing Infants (<1 year old) 0.000293 0.16

I1f all pending tolerances (including the new-petition);ere
approved the TMRC will be:

U.S. Population - 0.002110 ‘ 1.17
Non-Nursing Infants (<1 year old) 0.007280 4.04

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
cyclanilide. Thus, the chronic dietary risk concern due to
azoxystrobin appears to be minimal for this petition on grapes,
‘and pecans and does not exceed the RfD for any of the DRES

subgroups. _



Attachments

cc: DRES; Caswell 123AZO; RD PM 22 C. Giles-Parker; CBTS (J.
Garbus)
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"OLERANCE ASSESSMENT SUMMARY FOR Azoxystrobin DATE: 04/11/97
CASWELL #123A20

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

EXISTING TOLERANCES (PUBLISHED ONLY) '
RESULT IN A TMRC OF: 0.000000

THE EXISTING TMRC IS EQUIVALENT TO: 0.000

PROPOSED NEW. TOLERANCES (CURRENT PETITION ONLY) '
RESULT IN A TMRC OF: 0.000310

THESE NEW TOLERANCES WILL OCCuPY: 0.172

IF THE NEW TOLERANCES (CURRENT PETITION OKLY)
ARE APPROVED THE RESULTANT TMRC WILL BE: 0.000310

THE NEW TMRC WILL ocCupy 0.172
OTHER PENDING TOLERANCES EXCLUDING THE
CURRENT NEM PETITION HAVE A THRC OF;: 0.001801

THIS TMRC WILL OCCUPY . 1.000
IF ALL PENDING TOLERANCES (INCLUDING THE
. CURRENT NEW PETITION) ARE GRANTED ’
o ’ THE RESULTANT TMRC WILL BE:. 0.002110
THE TOTAL TMRC WILL OCCuPY 1.172
ANALYSIS FOR POPULATION SUB-GROUP: NON-NURSING INFANTS (< 1 YEAR OLB)

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: 0.000000
THE EXISTING TMRC IS EQUIVALENT TO: 0.000
PROPOSED NEW TOLERANCES (CURRENT: PETITION ONLY)

RESULT IN A TMRC OF: 0.000293
THESE NEW TOLERANCES WILL OCCUPY: 0.162

I1F THE NEM TOLERANCES (CURRENT PETITION ONLY)
ARE APPROVED THE RESULTANT TMRC WILL BE: 0.000293

THE NEW TMRC WILL OCcueY 0.162
OTHER PENDING TOLERANCES EXCLUDING THE

CURRENT NEW PETITION HAVE A TMRC OF: 0.006987
THIS TMRC WILL OCCuPY o 3.882
IF ALL PENDING TOLERANCES (INCLUDING THE

CURREMT NEW PETITION) ARE GRANTED

THE RESULTAMT TMRC WILL SBE: 0.007280
THE TOTAL TMRC WILL OCCUPY 4.044

MG/KG/DAY
X OF THE ADI.

MG/KG/DAY
X OF THE ADI.

MG/KG/DAY

‘X OF THE ADI.

MG/KG/DAY
X OF THE ADI.

MG/KG/DAY

X OF THE ADI.

| MG/KG/DAY .

X OF THE ADI.

' MG/KG/DAY

X OF THE ADI.

MG/KG/DAY
X OF THE ADI.

MG/KG/DAY
X OF THE ADI,

MG/XG/DAY

_ % OF THE ADI.



