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SUBJECT: Corrected Dietary Exposure Analysis for Iprodione on
Caneberries (PP#7F3542) '

FROM: J. Robert Tomerlin, Pn.D;%
Tolerance Assessment. Systém Stgff

HED/RCB (TS 769C)

N
s

THRU: Karl Arne, Ph.D. WV
Branch Senior Scientist
"HED/RCB (TS 769C)

TO: Lois Rossi, PM 21 )
Registration Division (Ts 767)

Action Requested

‘ Provide a éorrected dietary exposure analysis for Iprodione
on caneberries (7F3542) (Tomerlin to Rossi memoranda, 3,/29/88 and
4/7/88) in accordance with a Federal Register Notice amendment in
progress (Rossi to Arne memo, 4/19/88). _ :

Discussion

1. A routine chronic TAS analysis was conducted with a
reference dose (ADI) of 0.04 mg/kg/body weight/day, based upon a
NOEL of 4.2 mg/kg body weight/day and a safety factor of 100 from
a 1 year dog feeding study. This value was approved by TOX

Branch (12/19/86) and verified by ORD (7/15/86).

2. Food uses evaluated include published tolerances from CFR
180.399, the proposed action for caneberries (Nelson to Rossi
memo, 7/28/87), food additive tolerances from CFR 193.253, and
other pending tolerances. A summary of the tolerance
information used in the analysis is attached as Table 1.

3. The TAS routine chronic analysis estimates the Theoretical
Maximum Residue .Contribution (TMRC) for the U.S. population and
22 population Sub-groups. The TMRC for the U.S. population is
0.052 mg/kg body weight/day (130% of the ADI). A TMRC summary is
attached as Table 2. '

4, The total TMRC is the sum of the TMRC’s for published and

pending tolerances, and the new action. For the U.S. population,
current published tolerances result in a TMRC of 0.043 mg/kg body

/



welght/day (108% of the ADI); the action on caneberries adds an
additional 0.0003 mg/kg body weight/day (0.7% of the ADI); and
other pending tolerances add 0.008 mg/kg body weight/day (21.4%
of the ADI), resulting in the total TMRC of 0.052 mg/kg body
weight/day. Table 3 presents the ’partitioned’ TMRC information
for the U.S. population, infants, and children.

cc: TAS Files ' TOX .(Rathman)

Reading File ~¢circe. .
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Table 3

TOLERANCE ASSESSMENT SUMMARY FOR Iprodione (Glycophene) - DATE: 04/19/88
CASWELL #470A

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

EXISTING TOLERANCES (PUBLISHED (NLY)

RESULT IN A TMRC COF: . 0.043184 MG/KG/DAY
THE EXISTING TMRC IS EQUIVALENT T0: - 107.959488 % OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PE.TITIQJ ONLY) :

RESULT IN A TMRC OF: 0.000269 MG/KG/DAY

THESE NEW TOLERANCES WILL OCCUPY: 0.673110 % OF THE ADI.

IF THE NEW TOLERANCES -(CURRENT PETITION ONLY) :
ARE APPROVED THE RESULTANT TMRC WILL BE: 0.043453 MG/KG/DAY

THE NEW TMRC WILL OCCUPY 108.632598 % OF THE ADI.
OTHER PENDING TOLERANCES EXCLUDING THE -
CURRENT NEW PETITION HAVE A TMRC OF: 0.008564 MG/KG/DAY

THIS TMRC WILL OCCUPY ) 21.410140 % OF THE ADI.

IF ALL PENDING TOLERANCES (INCLUDING THE

CURRENT NEW PETITION) ARE GRANTED :

THE RESULTANT TMRC WILL BE: 0.052017 MG/KG/DAY
THE TOTAL TMRC WILL OCCUPY ' . 130.042738 % OF THE ADI.

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

EXISTING TOLERANCES (PUBLISHED ONLY) - ‘ ,
RESULT IN A TMRC OF: 0.128562  MG/KG/DAY

THE EXISTING TMRC IS EQUIVALENT TO: | 321.405070 - % OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PE'I‘iTIm ONLY)

) RESULT IN A TMRC OF:.- . 0.000018  MG/KG/DAY
THESE NEW TOLERANCES WILL OCCUPY: 0.043850 % OF THE ADI.

IF THE NEW TOLERANCES (CURRENT PETITION ONLY)
ARE APPROVED THE RESULTANT TMRC WILL BE:  0.128580 MG/KG/DAY

THE NEW TMRC WILL QOCCUPY 321.448920 % OF THE ADI.
OTHER PENDING TQLERANCES EXCLUDING THE .
- CURRENT NEW PETITION HAVE A TMRC CF: 0.017827 MG/KG/DAY

THIS TMRC WILL OCCUPY . . 44.568573 % OF THE ADI.
IF ALL PENDING TOLERANCES (INCLUDING THE
CURRENT NEW PETITION) ARE GRANTED .
THE RESULTANT TMRC WILL BE: 0.146407 MG/KG/DAY
THE TOTAL TMRC WILL OCCUPY 366.017493 % OF THE ADI.
ANALYSIS FOR POPULATION SUB-GROUP CHILDREN (1-6 YEARS OLD)

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: ' 0.103271 MG/KG/DAY
THE EXISTING TMRC IS EQUIVALENT TO: 258.176530 % OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY)

RESULT IN A TMRC OF: 0.000397 MG/KG/DAY
THESE NEW TOLERANCES WILL OCCUPY: 0.992492 % OF THE ADI.

IF THE NEW TOLERANCES (CURRENT PETITION ONLY) :
’ ARE APPROVED THE RESULTANT TMRC WILL BE: 0.103668 MG/KG/DAY

THE NEW TMRC WILL OCCUPY 259.169022 % OF THE ADI.
OTHER PENDING TOLERANCES EXCLUDING THE

CURRENT NEW PETITION HAVE A TMRC OF: 0.015636  MG/KG/DAY
THIS TMRC WILL OCCUPY 39.089875 % OF THE ADI.

IF ALL PENDING TOLERANCES (INCLUDING THE
CURRENT NEW PETITION) ARE GRANTED
: THE RESULTANT TMRC WILL BE: 0.119304 MG/KG/DAY
THE. TOTAL TMRC WILL OCCUPY 298.258897 % OF THE ADI.



