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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 -



00000L°0

1V4-(SST13NOE) dIIHS

>

. . S12242 V4500£S
000001 "0 sil242 ¥3H10-(SLVIW NVDH0)d3IIHS  89S00ES
0000010 slledz ) S10NQ0YdAS LVIW-d3IWS  VESO0ES
000001°0 sL2242 1188vd  VVY00ES
- 0000010 , - . s12242 3SUOH  VVEO00SS
"000001°0 " - : ; N{Yrir] (1v4 318VIAOWI¥ O/M) NV31-(SSITINOB)LVOD  VH200LS
000001°0 . silzde © ¥3AIT-(S1VIW NVOUD)LIVOD  VI200£S
1000001°0 {VrLrs : - AINQIN-(SLVIW NVDUO)LVOD . VI200ES
000001 °0 silede . . 1¥4-(SS313N08)LVOS V420085
. ) 00000L°0 e sizde ¥3H10-(SLVIN NVDUO)IVOD = 89200£S -
) 000004°0 T Shgde S1ONO0YdAS LVIH-1VOD  VB200§S
£00001°0 o G12242 - (14 318VIAOWIY O/M) NvI1-(SSI1INOE)4338 - VHLOOLS
‘ 0000010 . sil242 YIAIT-(SLVIW NVDU0)4338  VILOOES
0000061°0 §lled2 < AGNGIN-CSLV3W NVD¥0)4338  VIL00ES
‘ . 00000L°0 sLl242 (M07TVL 4338) Lv4-(SS373N0B)4338  V4100ES
- .00000L°0 sLl2de 031¥0-4338 ' VAL00ES
< -00000L"0 Si2242 ' ¥3H10-(SLVIW NVO¥0)4338  88LO00ES
] 000001 °0 gL2242 , S1ONO0¥dAS LV3W-4338  VELO0SS
: 000010°0 stzede (35013v1) ¥¥ONS X1IW  VS0000S
. 000010°0°- .- BR17rLtd ; R SGII0S LV4-X1IW V400005
00001L0°0 R sl242 . o SA170S LV4-NON-X1IW  8d0000S
- 0000080 SLl2de 03L11v430°¥n014-SNVIEA0S - IMEZ082
. 00000S°0 - . Vr LT 1v4 HO1 ‘¥N0T4-SNVIBAOS  8ME2082
o “- 00000§°0 " cLL242 “1v4 104 “¥n0T4-SNVIBAOS VMES08Z
) 0000050 - S12242 A¥Q $033S’JUNLVW-SNYIBAOS  BVE2082
000005°0 cli2d4e Q314123dSNN-SNVIEA0S - VVE2082
" 000005°0 - AVrEr N 110-SNV3BA0S V001022
Lo 000000°S Silede TV3K-G3ISNOLLOD  VMEDD.L2
-000000°S S : SR 110-033SNOLIO2 VOE0022 -
B 000000"9 ‘962240 TI0-NIV¥D'N¥OD V020022
00000£0 962240 YVONS NAOD  VS200%92
. 00000£°0 962240 _ NVHS-NIVHDN¥0D  VHZ00%2
. 0000050 i SL2242 . $033S. 0ILNOYAS-SNVIEAOS VY6205
. o , 0000002 962240 133MSN¥03  WVS00SL
' . 00000£0 962240 . d0d’N¥02  VV400S1L
B : - 000000 962240 - |dNSLVD-S3OLVWOL  ¥NS00i L
<K -000000" Y% 962240 31SVYd-SI0OLVWOL V150011
H 000000° % 962240 3UNd-SIOLYNOL  YAS00LL
o 000000"% 962240 20INP-SIOLVNOL  VIrSOOLL
: o 000000°1 T 962240 I10KM-SIOLVHOL.  YVS00LL
nmzm_dm=¢ DNIGNSd - Man EELTT] IWVN 0004 - 3009
. nzamv muz<¢w4o» NOILIM3d . -ao04
- 9010 40 S3ed Ul ATToT0 [(3373 W) 347034 3 F00N0 000%° S8t
i . : . -Boutodes jo 99USPLAR ON udd 00°004 €708l "ON ¥4
. . . cal . 6%/8uw 00052 (=131 [OSLLL 3000 “I°V
96/62/10 PaMALARJ ¥d/QHd 0000000 =034 Vd3 . . wdd 00°0L . 2-€9-00%SE "ON SV2
98/62/1L PaJIajop Vd3 . ,aoamoa.o =Q4Y ddo-| "+ *uot3LqLyuy 63/6w 00$2°0 * =130N YVESH# 113Mse)
98/91 /€0 PaMalAal QaH- -sdeb e39p ON | . .00<-- dN. IOV 3yp uledq ‘ogy ‘euserd Bop. -6ulpa9y 44z | (Je3s)og/sojedian) sojouding
SOLVIS - v SINGNROD/SdvD VIVa' ~$3500 FONISN mhummum . 3dAL AGNIS WIIRIHD .
L 139vd ' <<mmq zwmzsz T13MSVD ¥04- zo_h<=mo&z_ TIINIHD

96/s2/90 13V -

B T VL




(sanog o\:.zth:wm...h._ -NDDIHD  8WSLOSS

. " 000010°0 o sllezde -N3.
0000400 sll242 (S3NO8 O/M'NINS O/MIHSITA-NINIIHD  VHSLOSS
000010°0 gl2242 - C43ATISLITEID-NINDIHD  VISLOSS
. - 000040°0" o .SKlede S10NCO¥dAS-NINDIHD - YESLOSS
0001L00°0 . §95241 ATINO NI0A-$593  Jv9L0SS
00010070 . . - 196241 ) AINO 31IHM-SD93  8Y%10SS
000100°0 195241 ~ 3I0HH-S993  ¥¥YL0SS
/0000100 o §Llede Amwzom O/M'NINS+) HSI14-¥3HIO’AYLINOd  WWELOSS
- 00001070 612242 (¥3A11)$1371819-43H10° A¥LTINOd  VISLOSS
0000L0°0 §1lzde S1INQOYJAS-YIHLOAYLINOd  VESLOSS
0000100 . §l2242 G314193dSNN-ATNINL  IWBOOSS
: 000010°0 SLzd2 . (S3NOE O/MNINS+IHSITI-ATNUNL  BWBOOSS
000010°0 R GLl242 (S3NO8 O/M ‘NINS O/MIHSIT4-ADNUNL  VWS00SS
_ 000010°0 " R gll242 (33AI17) S1371819-A3NYNL  VI800SS
.000010°0 CogllzdR SLONGO¥DAS-AZNUNL ~ VER00SS
000004 °0.: - gll242 (1vd m4m<u>ozm¢ O/M) KV3A1-(SSITAN0EINYOL  VWI0OES
. , © 000004°0 gilede ¥IAI-(SLVAN NVDHODNMOd  VI900ES
0000040 §12242 AINQIN-C(SLVIW NVONOINUOA  WID00ES
. 000001°0 VLT, (QYY7 ONIGNIONI) 1V4-(SSI1IN0EINU0D  V4900€S
. - .000004°0 ° ‘gll242 , ¥3H10-(SLVIH NVOUOIN¥Od  88900ES
- 0000010 SL2242 - SLONAONAS LV3H-NYOd  VE900ES
0000010 612242 1v4 318VINOKIY O/M) NV31-(SSITINOBIAIIMS  VWSOOES
00000¢°0 : Glz242 ¥3IAIT-(SIVIN NVOUODJIIHS  VISO0ES -
_ 00000170 §1L242 AaNan- Amh<m= NVO¥O)dIIHS  VNS00ES
G3HSTi8Nd .~ ONIGN3d . MaN - T W3eNON. “SWYN 0004 3000
. ‘ .- (Hdd) FaNv¥ITOL - ~ -NOILli3d : 0004
] edTw 40 S384 U] A3131US | (383310 §d/ar8) 3 :0ONO 000£° <81
. . . -BouLoJded JO JOUSPIAD ON - wdd 00001 - 4)€°08L “ON ¥42
PR LR _ o . 6x/6u 00052 . =131 LOSLLL 3003 “I°V
96/52/1.0 POMILARL ¥d/QIY - 0000000 =04¥ Vd3 , wdd 00°04 v 2-£7-00%SE "ON SV
98/62/11 PalJasep vd3 R '-000£00°0 =03¥ dd0 ; *uot11qiyul By/bw 00g2*0  =730N VVESH# 11amMse]
99/4L/S0 PaMaiADS (3N *sdef @3ep. ON | 00f<-- 30" Igv ‘343 uredq ‘3gy ‘ewseld Bop- -Buipasy JAZ (J835108/50j0d49K) mowouadam

SAIVIS.
2 i3ovd

SINGWHOI7SV9 VIVa
96/52/%0 *31¥Q,

mwmon ERLEEEEED)

HILEEEE

3dAL AGNLS

<<an xmm::z TI3NSY0 404 zo:<:¢o"_z~ ._<u=.m=u

- ._<u ILELR]



.mooca..ﬁou vo._m:na pue .mc,vcma ‘mou sapnyoul UKL :ez:
.aooca..odou mci._mn Jo -Mau 3pnjul uoc mo% OUNL JUB4JNTy

. §E9516°6S

(SYNN ¥0 *93¥d LON ‘¥3AI0 GNV SUVIA 02) SITVW34

56 . 1959067€L 412200°0 02%000°0 ]
4921879 2910S2°08 £2%200°0 26%000°0 v (33070 ANV S¥VIA 02) SITVH
- 00Y6LL°0L - - ££9165°88 . - 859200°0 6£5000°0 (ONISYUNN- ¥0 °D3¥d 1ON ‘@10 SUVIA 6L-E£L) SITVHI
- 000812°68.  002002°201 912£00°0 65900070 (010 s¥v3A 6L-€1) STV
0022247121 - 004210°¢St 095%00°0 20600070 (Q70 s¥v3A 2i-2) NIWGTIHD
€ELS9 9SL  298L9L7G6L. 2/8500°0 ££2100°0 (@10 S¥VIA 9-1) NIYQATIHD
£££€26°89 - 00LY1S°S8 . §95200°0 01500070 ONISINN 'S¥VIA +€L STIVWI4 -
290829 - 192610°64 - 12£200°0 42%000°0 CINVND3¥d 'SdV3A +€1) STV
: 290821702 - 191£99°L21 0£8£00°0 - 92410070 €070 ¥v3A | >) SINVINI DNIS¥NN-NON
- ggYeslee ££921974% 62110070 19%000°0 (070 3v3A | >) SINVINI ONIS¥NN
00461%°89 19268L°68 " 929200°0 €29000°0 SHIHI0 JINVASIH-NON
00051L°65 001222784 - 29£200°0 045000°0 SNJV18 JINVASIH-NON
00%229°18 °  19££06°10} 250€00°0 209000°0 S3LIHM JINVASIH-NON
‘ | ££2656°88 - L91€i87LEL $S££00°0 -989000°0 SOINVASIH
19£968°¢8 - ££910£°S0L 6S1£00°0 2%9000°0 NOID3Y Nd3LSaM
. 29596L°¢L - £509680°26 . €84200°0 485000°0 NOIDFY N¥3HiNOS
‘ €L102°€8 - 00262%°%0L . - - €£1200°0 229000°0 . NOID3Y TVHINID HLYON-
. ££0687°8L . hgm—m.wm. 9%6200°0 26500070 NOIOZY LSVIHLNON
£ELE8S°6L ¢ oo.\moh.& €66200°0 - ., S§09000°0 NOSY3S ¥3ILNIM - NOILVINdOd °S°N
-1959%0°08 ££292.°00) 220£00°0. - 029000°0 ° v NOS¥3S.17v4 - NOILVINdOd °S°N
298861 °28 - _.29025%° 201 %20£00°0 609000°0 . . o NOSY3S ¥IWWNS - NOILVINOd °SIN
00£026°9L - L9EIBLTY6 £98200°0 %65000°0 ' ' -+ NOSY3s ONIY¥dS - NOILVINOd °S°A
v - 19L28L°6L - 80429766 £86200°0 409000°0- $31V1S 8% - NOILVINdOd *S°N
[«F}-73 Y : add 40 a4¥ 40 *»JUAL A3N »JUHL INIWAND dno¥ogns NOIivindod
. L IN3O¥3d SV IN3IY3d SV o
$3NAISTY QILVAIJILNY 40 133443 FON3Y34410

UL GEL

nrla\hzu_m: AQ08 DX/9H) J¥WL Wwi0L

96/52/10 POMRLARL ¥d/CHY

98/62/L1 PaJ.194Pp VdI -
98/Y91/€0 PaM3IASL G3H

L

SNnivis

" :39vd

—SINGWWOD/SAYD VIvd
" g6/52/% *31va

~sdeb naav oz

000000°0 =G4 ¥d3
000£00°0 =G}¥ ddO
00L<-- 4n -

. .wu—E J0 S3Bd —: >u—0_.c0

{3573 THo5 94/ar8) 3 T00N0

000¢" S8l

§3500 muzmawmmx

w_m>4<z< uuzoxzo wz:ax :m._.m>m hzw:mmwmm< muz<¢m._o._.

.moc.o..mu jo oocon?v ON wdd 00001 : %2€°08L °ON ¥4D
9_\2. 00052 . =131 LOSLLE 33003 IV
wdd 00°0L _ 2-£9-00YSE "ON SV2
. "uoLl iqlyul 6%/6w 0052°0  =130N .. YYSGH# 119Mse)
1qv 3y) uledq ‘ogy ‘ewse)d . - Sop -Buipasy JAZ | (Jeisyog/sojeddan)‘ sojouding
: w»um&_m T 3dAL »Q.:.m

NOILVWYOANI TVIIW3HD



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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