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OFFICE OF
PESTICIDES AND TOXIC SUBSTANCES
MEMORANDUM

Subject: Addendum to Residue Chemistry Chapter for Propazine
Registration Standard: Tolerance Assessment Systen
Tolerance Reassessment.

To: Amy Rispin
Science Integration Staff
Hazard Evaluation Division
and
Robert Taylor PM# 25
Registration Division

. . .i:- ;
From: Charles Frick c. ?Mb c /la’} 87 DA (a//{/g }

Tolerance Assessment Program
Residue Chemistry Branch, HED

Thru: Charles L. Trichilo Ph.D. p
Chief, Residue Chemistry Brané§{¢95fz441”*”525»1,

Hazard Evaluation Division

Please find attached the Tolerance Assessment System (TAS)

tolerance reassessment for Propazine, which is an addendum to

the Registration Standard. This is in compliance with the recent
policy established in HED that TAS will be used for all Registration
Standards, Special Reviews, and tolerances on new chemicals.
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Page 2

TOLERANCE ASSESSMENT SYSTEM REASSESSMENT

CHEMICAL: PROPAZINE

1. The Provisional Acceptable Daily Intake (PADI) for this
chemical is 0.02 mg/kg/day, and has been approved by the Toxi-
cology Branch and Agency Reference Dose Committees.

In addition, this compound has been identified as an
oncogen 1n rats. The potency estimate (Q*), of Propazine is
1.7 x 107! (mg/xg/day)~! (memorandum, C.J. Nelson, Toxicology
Branch).

2. The food uses evaluated by the Tolerance Assessment
System (TAS) were published tolerances as established under
CFR 180.243, PP# 8F0697 and pending tolerances, PP# 2F2618.
A list of these tolerances is appended.

3. Evaluation of proposed uses relative to the PADI:
If all pending uses are approved, tne TMRC for tne U.S.
population average will be 0.0003 mg/kg/day, equivalent
to 1.7% of the PADI. The most highly exposed subgroups
were non-nursing infants (0.0014 mg/kg/day, equivalent
to 7.2% of the PADI and children 1-6 years of age (0.0009
mg/kg/day, equivalent to 4.3% of the PADI).

4. Calculation of oncogenic risk: Risk was calculated
only for the U.S. population average, in accordence with
current HED policy. This value was calculated by the rela-
tionship:

Risk = Exposure x Q*
For established and pending uses, the risk was calculated as:
0.0003 x (1.7 x 10-1)= 5.1 x 10-5

For a listing of exposure by RAC for the U.S. populatlon
(published and pending) see tables 1 and 2.

5. Since this risk estimate is based on tolerances rather
than actual residues in food as it is eaten, data demonstrating
the effect of cooking and other processing steps may result in
lower estimates of risk.
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Propazine cont.

ATTACHMENT

cc. Registration Standard File
TAS File
Reading File
C. Frick (RCB)
Texicolody Branch
Circ.
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