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‘SUBJECT: Dletary Exposure Analysls for Sulprofos in’ Support of
- ~"the Rereglstratlon E11g1b111ty De0151on. '

FROM: Brian Steinwand&J
' Dietary Risk Evaluation Section’
Science Ana1y51s Branch/HED (7509C)

Through: Elizabeth Doyle, Section Head éz;Cl,
' Dietary Risk Evaluation Section .
SAB/Health Effects Division.

. TO: - Mike Metzger, Chlef
“Risk Characterization Analysis Branch
Health Effects Division (7SOQC)

Action Requested

Provide a dletary exposure analy51s to’ estlmate the chronlc
and acute ‘dietary exposure and risk from sulprofos for uses whlch
are belng supported through rereglstratlon. '

7 Discussion , ‘ “ ‘ - o
o ogico;oglcgl Endggint. | *4‘, - ,_:_ . - _;?

: The Reference Dose (RfD) used in the ana1y51s is 0. 003 mg/kg
"fbwt/day, based on a NOEL of 0.25 mg/kg bwt/day from a two year
dog feeding study with an uncertainty factor of 100 that
demonstrated plasma, RBC, and brain cholinesterase inhibition
(See IRIS). Sulprofos is negatlve for carc1nogen1c1ty 1n both '
rats and mlce. : . : :

.The endpoint for acute dietary risk assessment 1s the

Neurotoxicity NOEL (3.0 mg/kg/day) from the rat neurotoxicity
toxicity study (See Tox Endpoint Selection Document, 4/16/96).

Recycled/Recyclable « Printed with Vegetable Oil Based Inks on 100% Recycled Paper (40% Postconsumer) / o
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, Tolerances for sulprofos are publlshed in 40 CFR §180 374,.

. 185.3000 and 186.3000. Tolerances had been established in/on

‘cotton, soybean and livestock commodities. The available -data
’gsupport the established tolerances in/on cottonseed and livestock
commodities. CBRS recommends that the tolerances for cottonseed
‘oil ‘and soybean RACs and processed commodities be revoked as
registered uses of sulprofos on soybeans are no longer supported
by the reglstrant, while the residues of sulprofos do not
concentrate in cottonseed oil. However, CBRS recommends that the
soybean tolerances not be revoked until the required soybean
rotational crop trials are submitted and accepted. There are no
other suggested revocations or reassessed tolerances (See memo,
- C. Eiden, 11/1/95). Even with these crops included in the
_ chronic risk analysis, the %RfD was not exceeded in any subgroup.'
Tolerance level residues and 100 percent crop treated assumptlons
were made for all commodities. No anticipated residue (AR)
information was used in this analysis. The existing food/feed.
‘additive tolerance should be revoked as the registrant is no
‘longer supporting any reglstered uses of sulprofos on soybeans;
adequate livestock feeding studies are available to support the
currently established tolerances on meat, mllk, poultry and eggs

. '(See memo, C. Eiden, 11/1/95)

Resu;tg

A summary of the re51due information included 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 populatlon
and 22 subgroups. summaries of the TMRCs and their
 representations as percentages of the Reference Dose (RfD) are
‘'included as Table 2 and 3, 'The results of the acute dletary

. analys1s are included in Table 4.

: Existlng tolerances (See Table 3) result in a TMRC whlch
represents 20.2% of the RfD for the U.S. general populatlon,.
41.1% for children 1-6 and 30.2% for children 7- 12. :

The analysis for sulprofos 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 sulprofos.
Based on the risk estimates calculated. in this analysis, it

appears that chronic dletary risk. from the uses recommended :
through reregistratlon, is not of concern..

However, it should be noted that if granted the pendlng
tolerances for sulprofos on tomatoes "and corn (pop, sweet, graln)
.will result in risk levels above the Agency's level of concern.
for the subgroups (Non-Nursing Infants < 1 year old, 127.6 %),
Children (1-6 years old, 195 7 %), and Chlldren (7-12 years old,
‘152%) (See Table: 2). . _



" Acute Eggosg;g ‘ _ ;

_ The acute analy51s (See Table 4) entalled all publlshed uses'
of sulprofos and includes those commodities which CBRS recommends

" to be revoked. Even-with these commodities included in the acute

analysis, it appears that acute dletary risk from the uses
recommended through rereglstration, 1s not of concern.

The DRES detailed acute ana1y51s estimates the distrlbutlon
of single-day exposures for the overall U.S. populatlon and
certain subgroups. The analysis evaluates individual food
consumption as reported by respondents in the USDA 1977-78
Nationwide Food Consumption Survey (NFCS) and accumulates
exposure to the chemical for each. commodlty. Each analysis .
assumes uniform distribution of sulprofos 1n the commodlty

- supply.

: The Margin of Exposure (MOE) is a measure of how close the
high end exposure comes to the-NOEL (the highest dose at which no -
effects were obsérved in the laboratory test), and ‘is calculated

- as the ratio of the NOEL to the exposure (NOEL/exposure = MOE).

‘Generally, acute dletary margins of exposure greater than 100
tend to cause no dietary concern when the data are compared ‘to an
endpoint from an animal study. The lowest MOE value of 600 (See
Table 4) is. above the acceptable level and demonstrates no acute
dietary concern. ; - :

Attachments

cc: DRES; Caswell 453AA; CBRS II (C. Eiden) o -
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TeRLE 3

Lo

_ TOLERANCE ASSESSMENT SUHHARY FOR Sulprofos (Herpafos/Bolstar) DATE: 04/23/96 . .
CASHELL #453AA .

ANALYSIS FOR POPULATION suB- GRUJP. U S. POPULATION - 48 STATES
EXISTING TOLERANCES (PUBLISHED ONLY) PP o
RESULT IN A TMRC OF: : 0.000608 MG/KG/DAY -
-THE EXISTING TMRC Is EQUIVALENT T0: . -7 20.261 % .OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PETITION DNLY) ] ] C
RESULT IN A TMRC OF: 0.002376  MG/KG/DAY -
THESE NEW TOLERANCES WILL OCCUPY: ‘ 79.183 % OF THE ADI.
IF THE NEW TOLERANCES (CURRENT PETITION ONLY)_ e
ARE APPROVED THE RESULTANT TMRC WILL BE: 0.002983 MG/KG/DAY
THE NEH TMRC HILL occupY : S. 99.426 % OF THE ADI.
NC OTHER PENDING TOLERANCES ARE IN THE FILE
ANALYSIS FOR POPULATION SuB- GRwP. CHILDREN - 6 YEARS OLD)

EXISTING TOLERANCES (PUBLISHED DNLY) . oo s
RESULT IN A TMRC OF: ) : . 0.001233  MG/KG/DAY

- THE EXISTING TMRC IS EQUIVALENT T_O. " .- 41.096 % OF THE ADI.

PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY) L - )

- RESULT IN A TMRC OF: - 0.004640  MG/KG/DAY )

THESE NEH TOLERANCES WILL OCCUPY: 154.651 % OF THE ADI.." -~ ) -

" IF THE NEW TOLERANCES (CURRENT PETITION ONLY) Ty ,
_ ARE APPROVED THE RESULTANT TMRC WILL BE:  0.005873  MG/KG/DAY
THE NEW TMRC WILL OCCUPY 195.748- % OF THE ADI.
NO OTHER PENDING TOLERANCES ARE IN:THE FILE '
AANALYSIS FOR POPULATION ‘SUB- -GROUP: CHILDREN' (7-12 YEARS o)

'EXISTING TOLERANCES ‘(PUBLISHED ONLY) L DR -

- RESULT IN A TMRC OF: - 0.000908  MG/KG/DAY
THE EXISTING TNRC 18 EQUWALENT TO' » ' 30.24‘! % OF THE ADI.
PROPOSED NEH TOLERANCES (CURRENT PETITION ONLY) f R '-
~ RESULY IN A TMRC OF: * . -0.003654 ~ MG/KG/DAY - v

- THESE NEW TOLERANCES NILL OCCUP-’{' S 121.772 % OF THE ADL. . ' ,’

'IF THE NEW TOLERANCES (CURRENT PETITION ONLY)I o L :
- . ARE APPROVED THE RESULTANT TMRC WILL BE: 0.004561  MG/KG/DAY - :
" THE MEW TNRC WILL 'OCCUPY. - . . ©152.013 AVX OF THE ADI. - .

NO OTHER PENDING TOLERANCES ARE IN THE FILE

.
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