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IITA1 8 Metabolism and Residues Data on the Plant Protection Product

The OECD dossier containing residue data for the active substance spirotetramat (BYI 08330) ar@ &
formulations spirotetramat OD 150 and SC 240 will be submitted jointly to AGES as Rapporte} @
Member State on behalf of the EU-Commission, EPA-USA and PMRA for Ca@a As it is a@oint ©)
Review, in which the agencies involved share the workload, the residue data For both, NAFTA amQ%U
have been jointly presented in the Annex II dossier, with the aim to comg\gt%mutually agfoed Nﬁ %
S
and Import Tolerances in the EU and in the NAFTA reg% Q@& @@‘2}9 @\ @ @
Q Y 9
All data related to metabolism and residue data is pr@nted in sen 4, Point 6 @ﬂ the A%ex§ LN
dossier. R ’

. é@’ S
IA18.1  Stability of residues & g7 @é’ > S

IITA1 8.1.1  Stability of residues g@\ﬁm& 0rag¥ of s@mpl&% S

%>
N

Please refer to Annex Point KIIA 6.1 N D S
' ©@ Qi% N Q@ & § & o

& S NS %
D N

R S @ °

II1A1 8.1.2  Stability of@lduévm sa@ple@ra&@ @Q
Please refer to Annex Point KIIA 6.1.2 SN Q SN LD

I11A1 8.2 Qgeme@’am&&udl@yon @ab@m 1n@lané\0r livéstock

No supplementa udm@%oni@%d Please«efer to\“@)ss om@dﬁl@z 1, KIIA 6.2.2, KITIA
6.2.3 and MIIA@© ©\ & o %& @ §

IITA1 &@ Sup@ne-@ry r&u& trlal§upe§®sed@ﬂd trials)

Please refer to Ann@Pon&?ﬂA@@ 1, féd the w}erv ised ﬁel@remdue trials conducted in the EU and

% Q
to Annex Point for%he s@ws & 1eld@)@als onduc@m the USA.
R ’3& é

) . ) @
Q@ < @Q \ Q\ @\
A1 %@ Resid g‘rim@%mp@f@- 21@4&“ - hop)
D

Please réfer to Ann@?om%ﬂ 183 & Y

%o @ @ D

N Q s

IITA1 8.3.2 x@ﬁes%ue Is @A ,c& group 1 - 11 (brassica vegetables — tree nuts))
Please ref&@ A@wx Paogyt 111 A@ 8.3 @

@ % @
II&& 8. 4@@ S@ple@entary livestock feeding studies
Please@?r to Annex Points KIIA 6.4.1, KIIA 6.4.2 and to Annex Point MITA
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IITIA1 8.4.1  Poultry

Please refer to Annex Point IIIA 1.8.4 @ ’ ©©
S @
& s
IITA1 8.4.2  Lactating ruminants (goat or cow) @ Q& O\Q
Please refer to Annex Point IIIA 1.8.4 &% O ¢ \25@
G MEGNEES
e @ & S O @
& THeS
IMIA18.4.3 Pigs o & S R S &
Please refer to Annex Point IIIA 1.8.4 Q'? N @@f @ \& & @§
’ LN
o o T RIRNEN
SEEC A K O W
IA184.4 Natureofresidueinfish @@ @ s O & &
. . LS Sy S O
Not required by Directive 91/414/EEC@§ \\ @} & ©& N é\a %, ©§
NTOA QD N &
&©Q & O \@% @§ > §@ o2
I11A1 8.5 Supp. studies o@m@tnal‘gproc@smg d/%@ou%éﬁold&epa"mtion
@ v S @ Q D &
Please refer to Annex Point !:‘ 6.5 S v & @ % ®)
N S o %)
2 o @QQ e © QN L9

ITIA1 8.5.1 Natu{\(ﬂe of r@due@ @ @@ \©® é&
Please refer to Am@omt %IA& § §’
N -
©© 6\ v % N
ere

IA1 8.5.2 © Disributioh of thi &due\ﬁ}?’pelp @§

Please ref«gr@%o Annex P@mt K@% 6. @nd A neX@omt @A N
O
@

A Q %
@&éﬁ S D

I11A1 8.5.3 @anc%stu@ ona cor&@t of err@ntative processes

Please refer t nne§01nt@A g@'}' ©

@@@?\@?

f

&, i ole bt
IIIAl 4 Fo -u S%Jdags, potable w@}ers, irrigated crops
% ¥ O S
Not\a,pphcable @\ Q §
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IITA1 8.5.4.2 Potable waters

Not required by Directive 91/414/EEC. O @ @@
Q\ v
& s
IIIA1 8.5.4.3 Irrigated crops @ @& \Q
Not required by Directive 91/414/EEC. &% °\© . § \25@
A
& Q@ & 9 %@Q 2
O
ITIA1 8.6 Supplementary studies for resi@es in repr <e®ntative s edif% cr§ @Q}
Please refer to Annex Point KIIA 6.6 Q'?@‘ N @@f @ \é © @}
&Y N
N 9 Q@J @, %@’ @6 NN
O U &> o X o .

1IT1A1 8.7 Proposed residue deﬁl%im} @1 {@1mu@ re% e le@gels é @% @&

N
This Point is addressed in the tier 2 su ryoglmder ]@ssier nt
“Metabolism and Residues Data for ro‘éééﬁamat Y1 %&30), %pirot@ma@o g/B0D niaterial

no.: 06424376 and Spirotetramat 140 g/L 8, méterial ndv: 06§, 384@§ @Q S %@)
o 9 O & o O N
o ©~ @ S @ LD ®© «
Please refer also to KIIA 6.7~ NS O @Q % o
M Os e S @ o
o O N W S
MIA18.7.1 Proposed estd @?‘ § ¢ & < §
7. roposed residue definitipn ) )
gl i deinidhn 10 S

NS
This Point is addre in the tier um u @ier Pint MIRR, section 4, Point 6
“Metabolism andgidu@% Data for Spisotetramat (& 08’ (%@imt@"m 150 g/L OD, material
D Y
no.: 06424376&‘5 S&@tetram%t lg%g/L &§ ma{é}sal % 64@84).%
o © N9 S @
A s <
Please refeflso to KIIA6.7.1 < @ S

@ ©

AN

SERC R RS
N

S o »
Q L0 s S
I11A1 8.7.2 %%po%d m@mul@re idie levéls (MRLs)
This Point is @hess@%ﬂ tl@%erg @@fnm@ ugd@%os@% Point MIIA, section 4, Point 6
“Metabolisnd Re%‘ldu@ata Spi@etram}lt (BX1H08330), (Spirotetramat 150 g/L OD, material
no.: 064@76 and spi@tetra 140 S&f%ageﬁ%no.: 06424384)
o @ ©\

Ple@%ﬁrefer also td”%KI@IA @2 2N Q ©©\
&

> @ A
IITA1 8.8 §@f’rq%osed &e-h@est intervals, re-entry or withholding periods
This Point i dd@ed i

2

U

e tigr 2 su@l@ary under Dossier Point MIIA, section 4, Point 6
“Metabolism a esidibs Datd for Spirotetramat (BYI 08330), (Spirotetramat 150 g/L. OD, material
no.: 064 437§nd @ot%&at 140 g/L SC, material no.: 06424384). It is also addressed in Annex
P@/ﬂg@@, secfdn 1 @)ints 3 and 4, Further Information.

Please@er also to KIIA 6.8
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I1TA1 8.8.1  Pre-harvest interval (in days) for each relevant crop
Please refer to Annex Point KIIA 6.8.1 and MIIIAT1, section 1, point 3 and 4, Further Informatior@&o @@
N >
Qb &> S
IIIA1 8.8.2  Re-entry period (in days) for livestock, to areas to bégrazed s €
Please refer to Annex Point MIIIA1, section 1, points 3 and 4, Further In@jﬂtion. S . § ©

X

NI S
IITA1 8.8.3  Re-entry period for man to cro@ buildin QT spaces tl@ted R @© @Q}
Please refer to Annex Point MIIIA1, section 1, p@ 3and 4 @ﬂher@omé@on & & @}

NN T 6\ RSN

@%& @@ %Q Y N R
I1TIA1 8.8.4  Withholding period (n%lays)?ﬁr a\l@mal @dmg@uf% @ @% @& .
Please refer to Annex Point MIIIA1, son 1 \p,omts@xand i@uﬂ% atloéﬁ %, ©§
N

& & %Q\%Q

v
IIIA1 8.8.5 Waiting permd@efoq sowing 0@ n@ crdp to e protected™s,
v @ SRS N
Please refer to Annex Point M Al S@Ctl%l pom@’3 anid Fl@er I@format@m ®)
% N O N @ Soa ., 2
O & & o S S s
ITIA1 8.8.6 Walt%lg pe@d b@jweel@ppllon@n@d h@ dl@lilgw\g trea& products

~
Please refer to Am@omt %H se 1 pﬁlts @hd 4_F urthel@nforr&atlon
RAC A
@ ©\ & \\ &\ N ) @
I11A1 8.8.7 Wa@ng Rﬂ@md (®n da%s) before sng& plaﬁxmg succeeding crops

Please ref r@%o Annex Pont 1 on 1@01 s@ya %, @r Information.
N o N@A é@ SRS

A Q&
\ \
IIIA1 8.9 @ﬁ?\ . é? \© & é @$
. erés?ec§{]€§ u %, S
No other or sp@eial 1€s 3@ 0se %%m& in the do si6F have been conducted or have been
f@@\ @é

conmdere% e necessa D _}o t@ere%ﬁ@
Q

/é

gh diet and other mean

@
IIL@@S 10 Eﬁsmat@ of\@’po t%@
Please refer to @ﬁlex Pomt 6%@ Q&

- &

I1A1 {@ 1 fMDﬁéalc@%ons

Plea&%fer@Ann@%on&IA 6.9.1 and MIIA

@ & <

&
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IITA1 8.10.2 NEDI calculations

Please refer to Annex Point KIIA 6.9.2 and MIIA @o
N S
o @® @
. N VS
I1TA1 8.10.3 NESTI calculations 058 & &
Please refer to Annex Point KIIA 6.9.3 and MIIA &% Q . § \245@
O
IITA1 8.11  Summary and evaluation of res@ne behavi(w@’ 69 R § @Q}
& & ds e
0 N
Plant metabolism « &’ Q@j N %@J 6\ \% §
Target crops Q @ N N L @§
. oY o & S A o
The metabolism of BYI08330 was 1nv§t1ggt@ﬁ m\@ple, ‘@tto% ettuge, and@ota@wﬂ]@he
azaspirodecenyl-3-'“C label. o . O @} &@ & S ég §

A
% Q%%@ Ca, 6@\

X

Oy

N
BYI108330 was ap@d t%he pl@ b ayinE}Un hangedgparent gm]@lﬁld was the major residue

in apple fruits ar@@%an,Qott(&\}int, le%ﬁlce\%nd potato lea@. B@S%@enol was the most prominent
compound in?ton@ds @d po@ t“&%@' Si %’ﬁca@ perc§ages @10% of TRR) of BY108330-
enol-glc, BYI 833(@%Gtoh§drox7®and YI0 —mo@ydr(@y were detected in at least one RAC of
the metabalism studies > @9 @ @ v
The stdistures and ch&hical fmes of the astive s@stané%ﬁandg@all metabolites are summarised in the
list of metabolites“@}ch f§\a parégof tkg@nn%ﬂ\ﬂ d@ier. T%s list gives an overview on metabolites
and where they Were identified$e.g. &@Sprg}?%d targ@t CIORS; confined rotational crops, rat, goat, laying
hen or enviro@ entaé)@te %@ﬁes}{@liv{@ qui@iﬁcat@’ns of BY108330 and of metabolites are given
in tables i%section 6.2.1.%y ©\ %,Q 9 @
The par@y ompounfl BY108339 and@he mg %oljt%s; BY108330-enol, BYI08330-enol-glc, BYI08330-
ketohydroxy, and @0833 —mon‘sghydr arg Peoposed as relevant residue for dietary risk
assegﬁhent and were inced in\t@e pldat res;ﬁ\e method.
< NS

@° S @ S
Succeeding ¢fops (c%ﬁgtatiaﬁ crgp%
The metal@@\sym EYI 30 was als&linvestigated in confined rotational crops (spring wheat, Swiss
chard urni usinég%he e radiolabel as for the target plant metabolism studies. The metabolism

in ro@onal@g@ps @ir{y% igated following spray application of BYI08330 onto bare soil (day 0) with
a licatipn raté&f 4@&& Crops of the first, second and third rotation were sown at day 30, day
135 ar@y 260, respectively. Representative immature and mature plant samples were analysed. The
Total Radioactive Residues (TRRs) were highest in wheat straw of the first rotation(0.998 mg/kg)
followed by wheat hay (0.384 mg/kg), turnip leaves (0.123 mg/kg), Swiss chard (0.078 mg/kg), wheat
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grain (0.026 mg/kg), wheat forage (0.024 mg/kg), and turnip roots (0.021 mg/kg). A significant decline
of TRRs from the first to the third rotation was observed in all RACs. Only wheat hay and wheat g@ggw >
showed residues > 0.01 mg a.i. equiv./kg in the third rotation. The lowest residues were gen allyza@
detected in the edible matrices wheat grain and turnip roots, followed by Swiss ¢hard. @
Parent compound could not be detected in any sample. Significant metabolitgy(> 10% of the TRE) in
the first and second rotation were: BYI108330-ketohydroxy, BY108330%esmethyl—ke@ydr§—m%
(two isomers), BY108330—desmethyl—ketohydroxy—Glc—l@ (two isoné%), BYIO8%§ﬂ§rdesﬂwt yl—@ﬁ
hydroxy-Glc,BYIO8330-desmethyl-di-hydroxy-Glc-MA%nd BYIO8§6-di-hydroéﬁ Ot \ideng%ed <
metabolites were of minor importance. @& &© é\a Q § c&©
Since a major part of the residues were represented by conjugates, @ant @&tractere subj ectedtd ac
hvdrolvsi . . @%@ . R @ < @ resi 7
ydrolysis to cleave the conjugates and to simplify the me@oh&@ ﬁlefor alysis, C re@es.
BYI108330-desmethyl-di-hydroxy, BYI0833Q-ket aroiﬁﬁalcog%l, 08330-desmiethyl-
ketohydroxy were identified as the major c%nstitus of éé res@s after hydr@sis@x @% @& o
0SS WD
The residue analytical method for ro@d cm}s u@iﬁgsﬁ?e p@i Q@’l@po %BY@@%O d the
metabolite BYIO8330—ketohydroxy digect Qi@ﬁys@f C@&ﬂCtS@@he gﬁ ds %YIO8330—
desmethyl-di-hydroxy, BYIOS33@etohyg%X@fﬁco, and@@( IO@-%etg@@etq&%roxy were

@

determined after acidic hydro%@'g‘ \&@ IS (@@ %@ @Q& N é&
RN & s @ S N
o O N N <2
Animal metabolism "> S\ % § @ ©@% e %o §

The metabolism of B&OS:&:‘X@&S igix%%stiat@d ir@ rat"édescri@%l in $ection’§ point 5), laying hen and
. . @ . O

goat using the sam, dlogbel a@ thegplant nietabolis stuglies.

Laying hens We@§los dSor li¥onseéﬁ‘[ivxﬁays wath 1.0§ﬁg a@kg b@g('lz% ppm in the diet) and
sacrificed 24 h&urs a@ the @st ad@ism&@)’n. Avplateaglevel esiues in the eggs was reached after
ca. 7 days. TRR val{#@s in &ggs a@ edible matf%Qa s W@§ very @w ie range of 0.003 to 0.017 mg/kg.
Despite @ very low T@ valges, hi tes fOr ex; ctiod idgn@i?ﬁcation were achieved.

No palé%t compoungd @éuld{%etected in@ny sa{@le. BWOS&%@enOI was the predominant component
of the residues in \s, muscle é\gd li@©acc@nting%%r 50 §84 % of the total radioactive residue in
these materials. @he pr nen@tetabb\&ite (@00 of &RR) detected in fat at a very low absolute
level of 0.00 g/k%@as ch@acte&igéd as @:onju@te. B108330-enol-GA was a significant metabolite

in liver an included@ the@imal @idug@%eth@ndividual quantifications of BYI08330 related

residues &e’given in tabjes ir@@ction@.lz ulu@v
@e &@Q Q

N

AN .
Th&g\&a’mre of residués in an@@)od@@fj’f O@aﬁng from ruminants was investigated with a lactating
goat. The goat wgs dosed for four ¢ cutite days with 2.22 mg a.i./kg bw (73.03 ppm in the diet) and
sacrificed 2 urs &ﬁffr t st administration.
A plateau £ elo \sidu@ in milk was@eached within the study period. TRR values in milk and edible
materi%ere fow in t& rangg of 0.003 to 0.184 mg/kg. Despite the very low TRR values, high rates
for egﬁactior@nd i@tit}&g‘g n were achieved.
N@}rent @Qmpou@’l co@ be detected in any sample. In milk, muscle, fat, and kidney, BY108330-enol
was th %dominant component of the residues accounting for 49 — 78 % of the total radioactive residue.
BYI108330-enol-GA was the predominant compound in liver (37 % of TRR) and was also detected in
relevant portions in milk (24 % of TRR), fat (19 % of TRR), and kidney (14 % of TRR). Other
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metabolites were only detected at low levels (< 10 % of TRR) in foodstuff originating from ruminants.
Individual quantifications of BY108330 related residues are given in tables in section 6.2.3 (goat@" >
. N

D
Parent compound BY108330 as well as the metabolites BYI08330-enol and @(108330-en<®%A %e
proposed as relevant residue for dietary risk assessment and were included in thganimal residtie me\ﬁ% .
XY S &£ o
% o\ Q, '24\9
< o LSS @
Supervised residue trials were conducted in Europe an&the USA toport the ué@f B 33&@5 a g
spray application in citrus, lettuce, pome fruit, stor@\fruit, grape&@trawberrie%%brassi@ Ve@les@f@
fruiting vegetables and cucurbits, beans, onions ps in Europ&nd i@l)eitru@leafy %egetab@s, p
fruit, stone fruit, tree nuts, grapes, fruiting Vege es and cu@sbitsgssi% Veg es,\:@c@[atnd
hops in the USA. N 9" N N g IS T
The deep freezer storage stability of BY&%&BO’,\B%IO\S%?)O—::@?I, B%@S33§eto§gdroxy,@§l 0-
monohydroxy and BY108330—en01—gl@sid€was inf@stigated in ‘@&nato(éﬁuit 2 pas@ﬁpot uber,
oo Q N N A& .
climbing French beans, lettuce, al nignieat, @ang@uce @ pr@%s. [he sto pe(%od was 5
months for orange juice and pmne@&lZ mo@hs foﬁoo pas d on @Qv allot el:éémmodities.
The total residue of BYI0833) (thef?um B33@d 4 mptab s) Q"ind BY108330-
ketohydroxy, BY108330—mQ§§1ydro}y axd> BYIO0S 30—&01—%@051d@wer(%the st4ble during deep
freezer storage for the test%l peri& in a§matr@%s. ReSdues of B\@B nol @e stable in tomato
fruit and paste and in almond nytmeat. %’1 beayns, let®e ar@%‘[ato&fﬁbeﬁaﬁ Smal{@yart of the BY108330
(9-27 %) was degrad@io B@8%@@et%@ro@uri&g\stora@&at -%&’C f(gg ®months.
N
O N SO @
As relevant rem@} in plasits f%\enforé%ine&t\&nd se@%)g th@%m ofBYI108330 and BYI108330-
enol expresse&@s B‘@B(@s proé&ed@ MRLSs progosed £6r the (fﬁ’ferent crops are summarized
in Table 6.L1.1-1. @ = S N
N ) > % @ @ o
S O X SIS
Table 631.1-1: MRL@pro;&)@d for p ant@eﬁnmo@tles N

S

NN . S
Cr(}iSCArop @@Q % Cr§ @%7\ P\:{;?ﬁ sed P Cﬁg%szop Crop I(;rl(\)flgi?
Group R S (@A ]F(\\Q yroup
O © S s [Brassica -
Leafy Q AN Q @
Vegetab Crop ((‘ir@p UsSQ @,%T_Q A@? w%@ Stzz:li and Crop group US 3
AN

~ Leftuce, headandleaf k> 50 Broccoli/Cauliflower 3
Porite Fruit €opgraip , © b 5 Head Cabbage 3
Stone Fruit Crop g@up U&y R Q2 Brussels sprouts 0.2 (EU)

P @ Peq\cl&/apri@‘nect@ﬁge Q 2 Kohlrabi 2 (EU)-

=) N @ Leafy 1 (EU)

R @ @“m (§ Y 2 Brassica Crop Group 16 (US)
@ @ < Legume .

S @ Ch&rjy ©© 2 Vegetables Beans/peas with pod 1
%@e @@ ee, wihe and table 1 Potato 1
Stravyg@ry strawberry 0.5 Tree Nuts Crop Group 0.5
Bulb™~ Onion 0.3 Hops Hop (dried cones) 10
Vegetables )
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Fruiting Crop group US 1 Processed products (US only)

Vegetables -
Tomato 1 Orange oil @_ ©©
Pepper 1 Potato flakes @?.5 o

Cucurbits Crop Group US 0.2 Raisins @@ 19258,
Cucumber 0.2 Tomato &ied 2@“
Melon 0.2 % © § D
Squash 0.2 & S \ @

2 &

= 4
A cattle feeding study was conducted. Residues in a al commo difics were verytow. N@ R§weﬂs§
proposed for commodities, in which no residue %;f:re found in he f@fdm@tudy&ven at@%he k(%
overdose. The proposed MRLs are summanzed "7 able 6.11. N @ 6\ %,
N % %y Q *
. @’ I A A

Table 6.11.1-2: MRLs proposed for anima comltles@ o @&

Lo N Q Q> @7 @

S & D O

&% & < D §
. Propos ggmmo%@ N %© «Harmgnised Q| ©

Commodity MRD) SERNECEIR. era o

mglk I S b Kk

(mglkg) Sl Gnglkg)y |, P
Cattle meat @001 7 H@ﬂ’ﬁver@ a2 A o 00D

S og meat’by-productsg)> NS
Cattle fat 0, §£1 3&%‘ o lver LT 9
Cattle liver 9 601 ) Sheep’meat @ 0.0% °
Cattle meat by-products™ L R
except liver N @ 0.0%, @eepgﬁ ° © /(%% G .
Goat meat @ Y 0@ _@Sheepliver & O X.0.01
S s SR S eep me@ﬁy-p@@uct @
Goat fat Q' 001 % o 0.02
& < pt ljfer N
Goat liver ﬁ SN S gﬁorse@ﬁ\meat@& ©§ . 0.01
Goat meat by=-produgts, o
except livéd @,02 % He&a fat @y - @‘g} 0.01
Hog meat’ G [ 2700 | Horselier O N 0.01
O D LHorse eat b}LI\’proch\fs,

Hog fat & 201 %hv 0.02

o & & v
Results of the onﬁn@otat@nal (@% s c@d th@ﬁo residues of the individual compounds are
to be expectéd in edfible @% o&ﬁ\eld ps. @}ﬁel@otaﬂonal crop studies were deemed necessary
accordin Q% European Guldel§ %ﬁ'
Remdu& the feed 1& s wl@t hay and t@w @eded 10% of the TRR. Therefore limited rotational
cropsistudies in thg\%eld uctein USA. In these trials all individual BYI08330 analyte
residues were less than fRg LOQ Th §u1 Qupport an ‘immediate’ or 30-day plant back interval for

all rotational %ngas 1%&% g@fol@mg tQ use of BY108330 on a target crop.
@

An acute@fere NEE dos&Rf@» of 1 mgz/kg and an acceptable daily intake (ADI) of 0.132 mg/kg was

derlveﬁr BXJ0 833%from@sults of acute and chronic toxicity testing.

The galcul@yon % e thedretical maximum daily intake (TMDI) was performed according to the
S/F@d Consumption Cluster Diet (2006) and the PSD Ten Consumer Model (2006), using

remdu@evels in the different crops at the proposed MRLs. Depending on the model used and on the

consumer group the estimated worst case intake of residues of BYI08330 ranged between 5 and 18 %

of the ADI.
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The national estimated short term intake (NESTI) was calculated according to PSD’s acute intake
guidance based on intake data of 10 consumer groups using residue levels at the respective MRLsghhe >
potential intake of BYI08330 residues did not exceed 18 % of the ARfD for any crop and cou: meg§
group. S @ &

&> SRS
For the US, assessments were conducted to evaluate the potential risks due%o acute and @oni *@etarw@
exposure of the entire U.S. population and selected popul@on subgrou;éﬁ“b residues gﬂﬁBYIO@O. é\”
By adding drinking water estimates based on PRZM/EXAMS lations oé% EE %CI&@he &
aggregate dietary (food plus drinking water) exposfiwre and the &Qﬂting riskéom ﬁS@ W&&©
determined. The acute and chronic assessments conducted uﬁlg Egpone nc.’sQ)EEMQFCII&@
software. Consumption data used in this progra ere takenggom Q%A’ég@jc F &@99@—%@96,@8.
The BYI08330 aggregate acute dietary anaggis ir@a‘te%ﬁa‘c t@é’moghlxpo‘}s%d poptdation
subgroup was children (1-2 yrs) with an e%osure%qual g%.l"/@ the @eute po ula@n af@ed c@s%:
(aPAD) at the 99.9th percentile. Acute exposuréQ theNera]@U. . ulat@ W3{\ﬁ3.3% ofthe D.
The BY108330 aggregate chronic dieta@anamls indf€ated that chr@nic eg@%sur BY@S%O idues
is very low with the overall U.S. po@ﬁoﬁ@nd gll@opulﬁ@?m s@rou@avg@ﬁp@re 1@ than 1%
of the cPAD. S TS SN @) S

o © & § © O &
@ N W @J@ @7 Q D &

Hence, residues of BYIOS33@ edible comdinodities are not exp& edoto@;gnpogfg an acuf? or chronic risk
to the consumer. % & @Q v Qo 9

@
& R )

@

al

.
S TS e §¢ .06
@& SIS Q @ @
D s N ©§@ v
¥ £ O 9 & b & e
N N S N
SN Y A
A \@Q \@ S \(§ % \©
Q Q
§ RENIIN > §©
@ N0 & . O @
Q O © SN S D
¥ o K & o
=) N @%o@%
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