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| K ..CONCLUSIONS

o The aeroblc so1l metabohsm study in tlus review (MRID 44170153) is acceptable for parent ‘
diflufenzopyr and partlally satisfies the aeroblc soil metabohsm(162 l) data requlrement for =
SAN 835 H ’ t _ . o

R The reglstrant needs to subrmt an aeroblc soﬂ metabohsm study for the metabohte M9 (2-keto Lo ‘
‘ o phthalazinone), which, was the ‘major non-volatile, persistent degradate in aerobic soil - R
(/- metabolism studies. M9 reached a: maximum concentration of 28% of the apphed at’ 179 days RS
S posttreatment Wlth little decline thereafter (3 60 days ‘incubation penod) : o
The reg1strant also needs to. conduct and subrmt an addltlonal aeroblc soﬂ metabohsm study with : S
- diflufenzopyr, using a soil with a neutral to alkalme pH, The pH of the soil usedin'the =~ ; S :
experiments was 5.3. In the hydroly31s study it was determined that dlﬂufenzopyr hydrolyzed S P
- most rapidly in this pH region.(pH 5 hydrolys1s half-life of 12.9 days; pH 7 and 9 hydrolysis A
- ‘half- lives were 23.9 and 25.6 days, respectively). Therefore, the soil aerobic half-life calculated '
- - in'this expenment was likely to have had a 31gn1ﬁcant component assomated with hydrolysis. -
- Soil aerobie metabohc half-lives of diflufenzopyr may be significantly longer in soils with hlgher :
. pH’s. ThlS additional study would prov1de important information on the dissipation of '
d1ﬂufen20pyr in apphcatmn areas wuh non-a01d1c soils.
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SUMMARY:

Metabolism - Aerobic Soil

3 [”C]Dlﬂufenzopyr (SAN 835H as the sodlum salt SAN 836H) at an approx1mate concentratlon‘

~ of 0.3 ppm, degraded with a non-linear DT; of 9-10 days in loam-soil. Pyridinyl-[“C]SAN

835H degraded with a non-linear DT, 0of 10.1 days: (95% confidence interval (CI) of 7.6 to 15

days), and a DT;, of 52 days. Phenyl- -[“C]SAN 835H degraded with a non-linear DT, 0f 8.6

days (95% CIof 7.2 to 10.8 days), and a DTy, of 46 days. Analyses conducted by EFED ' .
determmed that a liriear fit to natural log transformed data provided a poor fit to the data, yielding -
half-life estimations (approx1mately 60 days) which.were s1gmﬁcantly longer than observed data ‘
indicate. Material balances: during the study were >90% of the applied for both labels The only
volatile degradate from both labels was carbon dioxide, which comprised >30% of the applied

after 360 days. In the [“C] pyrrdmyl—treated soil, the initial degradate was the cyclization

product carbamoyl phthalazmone (M5; maximum concentration of 17.9% of the applied at 30

~ days posttreatment; declining thereafter); phthalazmone (M1; formed by the cleavage of M5;-

maximum concentration of 6.2% at 30 days posttreatment declmmg thereafter), and 2-keto-

o ‘phthalazmone (M9; the ox1datlon product. of M1; maximum concentration of 28.1% at 179 days |
. posttreatment, dechmng shghtly to 25% at 360 days posttreatment) MO is the most: persistent of -
- the degradates. In the [“C] phenyl-treated soil, the only 1dent1ﬁed non-volatile degradate was =

M35, which mcreased to 4 maximum concentration of 19.5%. at 14 days posttreatment and
declined thereafter. uC. Resrdues in the fulvic acid fraction were more per51stent inthe

. [‘4C]pyr1dmyl-treated soil; “C-residues in the humic acid fraction were more persistent in the
" [“C]phenyi-treated soil.- Unextracted “C-residues in the' [“C]phenyl—treated soﬂ were twice
B those in the, [“C]pyrldmyl-treated soil (approxrmately 50% to 25%) ‘

' fMETHODOLOGY

’(

_ :Elhott loam soﬂ (28% sand 46% srlt 26% clay, 3. 4% orgamc matter content, pH 5. 5, CEC S
16.2 meq/ 100 g, 35.52% morsture content at field capacity [1/3 bar], 22.58% moisture content at
~wilting point- [15 ‘bar], bulk dens1ty 1.15 g/cm from Champa1gn County, IL) was kept ﬁeld-

" moist after collectlon and sreved through a 2-mm screen lmmedlately before use. -

Two dlfferent mlxtures of radrolabelled dlﬂufenzopyr a<:1d (SAN 835H 2-[1 [[[(3 5--

-_ _drﬂuorophenyl)ammo]carbonyl]hydrazono]ethyl]-3-pyndmecarboxyhc acid were used in this
- study. ‘A mixture of [pyridine ring-4,6-*C] SAN 835H (radiochemical purity 99. 1%, specrﬁc

labelled-“C]SAN 835H (radlochermcal purity 94.8%, specific activity 77 mCi/mMol [228

. - activity 53 mCi/mMol [158 pCi/mg]); [carboxyl-labelled—”C] SAN 835H (radiochemical purity . -
. .99.5%, specific activity unspecified), and unlabelled SAN 835H.(99.5% pure) were dissolved in

a few drops of DMSO and mixed with 0.05 M sodiuin phosphate buffer (pH 7.0-7.1) to form'100 =~
ml of a' sodium salt (SAN 836 H) solutlon A second mixture of [phenyl nng-umformly—

pnCi/mg)), [urea-carbonyl—labelled—‘3C]SAN 835H (radiochemical purity 98.6%, specific activity -
unspemﬁed), and unlabelled San 835 H (99 5% pure) was prepared in the same way.
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Separate portions (3400 g dry weight) of field-moist soil were treated with the appropriate
sodium salt solutions added dropwise to the soil. The flasks were then rinsed with 92 ml of
sodium phosphate buffer, and the rinsates were added to the soil to bring the soil to 75% of ﬁeld
capacity (1/3 bar moisture tensmn) The registrant stated that this resulted in the maximum .
application rate of 0.2 Ib ae/A (approxrmately 0.3 ppm based on soil weight). (The actual
- proposed maximum application rate, based on the registrant’s submitted proposed label is 0.125
Ib ae/A.) Portions (two replicates of 200 g diy weight) of each treated soil were placed in four 1-
L bottles. The individual bottles were then attached to flow-though systems and humidified CO2
. free air'was passed over the soil (Fi igure 2a). Exit air was passed sequentially through 1.5N
- potassium hydroxide, 1 N sulfuric acid, a polyurethane foam plug, and ethylene glycol to trap -
“C-volatiles. Contents of the volatiles sampling bottles were changed at each sampling mterval -

 and/or every other week. With the remairidér of each treatedsoil, 30 replicates consisting of 100

g soil in 8-oz glass jars were prepared; the jars were loosely fitted with aluminum foil covers, so -

no volatiles were trapped from these samples. All soil samples were incubated at 23+1°Ci in the

~ dark; deionized water was added as needed to mamtam soﬂ morsture (stenhty of water not

spe01ﬁed) o

Radloactlvxty in each trappmg solutlon was assayed 1mmed1ately after samplmg by LSC foam o

- plugs were extracted with ethyl acetate and the extract-was analyzed immiediately for total .°

. _radloactlvrty by LSC. Remammg solutions were then stored for up to 6 weeksat 4°C befOre

analys1s foam plugs were stored frozen at -20°C until analysis: (duratlon of storagenot = . '

spec1ﬁed) All LSC counts were corrected for background the limit of detectlon was 0. 0001 ,ug/g :
moist soxl : :

Duphcate statlcally-mcubated soﬂ samples were collected at 0, 1 3 5 7 14 30 60 92 179, 269:
(pyridinyl only), 270 (phenyl only) and 360 days posttreatment the flow-through samples were
analyzed only at 360 days posttreatment. A portion (10 g) of soil from each sample was .- .
extracted sequentially by agitating twice with ethyl acetate, acetone/water (90:10. v:zv), 0. 1 N

e KOH, and 0.1 N'HCI (Figure 1); after each extraction, the sample was centrifuged and the

‘'supernatant decarited. Supernatants from the ethyl acetate and acetone/water extractions. were o SR
concentrated before further analysis. The KOH extract (base hydrolysate) was further treated by -

* acidification with HCI; the solution was centrifuged and the supernatant contammg fulvicacid -

- was decanted and further partitioned with ethyl acetate. The pellet (humic acid) was redlssolved '

in 0.1 N KOH. Radioactivity in all supernatants was assayed by LSC; unextractable rad10act1v1ty"‘ .

. in the soil was determined by LSC following combustion with counts being corrected for method -, ,
recovery from [**C]-spiked control soil. ‘The solvent extractable radioactivity was charactenzed e o
by TLC; reference standards were chromatographed on the same plates.’ Standards were - L
visualized under UV light, and radioactivity was located and quantified by radloanalytlcal o
imaging. Recoveries of the radioactivity applied to the TLC plates were >99%. Identity of SAN -

835H and its metabolites was confirmed by HPL.C, NMR, or GC/MS; recovenes of the

- radloact1v1ty apphed to the HPLC columns were >100%

In addltlon ‘total soil radioactivity was determined by analyzmg tnphcate samples of the
statlcally incubated soils by LSC. followmg combustion; the flow-through soil was analyzed for
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- total soil radicactivity only at 360 days posttreatment. Combustion recoveries of “C-SAN-835H
spiked soils were 92-100% and 95-104% of the applied for the pyridinyl and phenyl label,
- respectrvely, the LOD was 0.0011- O 0012 ,ug/g moist soil.

 DATA SUMMARY

o [”C]Dlﬂufenzopyr (SAN 835H as, the sodrum salt SAN 836H) atan approxunate concentratlon
- 0f 0.3 ppm, degraded with a non-lmear DT50 0f 9-10 days in loam soil at 75% of field capacity
. incubated in the dark at 23°C. The DT, for dlﬂufenzopyr was 46-52 days. The study author
- calculated the half-life using a SAS non-linear regression program, fitting the data to non-linear
kinetics. EFED verified the data fit using. least squares curve fitting via a statrst1ca1/graph1ng
software package (GraphPad Prism™, version 1. 03) The data were analyzed for both the '
; ', : pyndmyl and phenyl labels. A: nonlmear least squares fit, based on one phase. exponentral decay,
- .. provided a good fit to the observed data (*=0.97 for the pyridinyl label, ’=0.99 phenyl label). -
" Initial analyses oonducted by EFED determined that a linear fit to natural log transformed data
.. - . provided a poor fit to the data; a runs test mdrcated s1gmﬁcantly nonhneanty (p=0 0242 for the
C ) - pyridinyl label; p= 0.0152; phenyl label). Lmear regressrons of natural log transformed data
. yielded first order half-llfe estimations of 60 and 60.3, for the Ppytridinyl and phenyl-labelled
e e 'dlﬂufenzopyr respectwely These half lives were observed to be closer to the time. fo 90% loss.
- of parent, ‘than to 50% loss, based on direct evaluatlon of the data In: this case, the- Agency used
R SO the non-lmear DT, value in data models because it prov1ded a better fit to the observed data. A’ -
- summary of EFED data analyses is provrded inthe appendix to this report. DTsos were calculated s
 "based on the nonlmear fit and graphical examination; DT,,s were determined via graphical
RRTEN evaluat1on Because the degradatlon of dlﬂufenzopyr did not follow ﬁrst order kmetlcs
’ estlmatlon of degradatmn rates are concentratlon dependent :

v Pyndmyl-[“C] SAN 835H declmed ina nonllnear manner from 71. 2% of the apphed '
- radioactivity unmedlately posttreatment (approx1mately 0.256 ppm) to 1.1% of the applied =
R - (approxrrnately 0:004 ppm) after 360 days incubation (Table XXVII) with a DTy, of 10.1 days -
.1 (95% confidence interval (CI) of 7.6 to 15 days). The pyridinyl-labelled SAN 835H DT, was -
& PR j-detetrmned graphically to be 52 days. Phenyl- [‘4C]SAN 835H declined with: non-hnear kinetics =
© - from 84.2% of the applied rad10act1v1ty 1mmed1ately posttreatment (approxunately 0.265 ppm)to
N 1.1% of the applied (approximately 0.003 ppm) after 360 days incubation (Table XXVIID), with a -
© DTy of 8.6. days (95% Cl of 7.2't0 10.8 days). The phenyl-labelled SAN 835H DT, was. ’
L 'determmed graphically to be 46 days. The balance of the remaining applied radioactivity at time,
S 0 was not extracted from the soil by organic solvents Material balances during the study were * ° e
-.93.3 % 2.7 and 98.0 % 2.8% of the applied for the pyndmyl- and phenyl-labelled [“C]SAN 835H, .. . -
' respectlvely (T ables V-and VII). The only volatile - degradate from both labels was carbon . ”
" dioxide; which comprised 35.1% and 33.5% of the applied after 360 days in the [“C]pyndmyl- o
~and [”C]phenyl-treated soils, respectlvely (Tables VI and VIII); the total production of “CO, was .,
*.comparable for the statlcally incubated and flowthrough incubated soils.  “C-Residues in the
. fulvic acid fraction were more pers1stent in the [“C]pyridinyl-treated soil; “*C-residues in the .
humic acid fraction were more persmtent in the [“C]phenyl-treated sorl Unextracted “C-

_i62-1-44f70153-5Ks° . -4- . o ' ’




residues in the ["“C]phenyl-treated soil were twice those in the [‘4C]pyr1d1nyl-treated soil
(approxrmately 50% to 25%, Tables VI and VIII).

In the [“C]pyndmyl—treated soil; the initial degradate was the cychzatron product

- carbamoyl phthalazmone (MS) N S R " ot L i

. wh1ch increased from 8. 9% of the apphed at tnne 0 to a maximum concentration of I7 9%
-(approx1mately 0.059 ppm) at 30 days posttreatment; it declined to 1.4% of the applied -
(approx1mately 0.005 ppm) by 360 days posttreatment (Table XXVII Figure 4a)

Phthalazmone (M 1 )

formed by the cleavage of M5 1ncreased from 1 4% of the apphed at trme 0 to a maximum - .
concentration of 6.2% (approximately 0.021 ppm) at 30 days posttreatment it declined to 1.2%
~ ofthe apphed (approxrmately 0. 004 ppm) by 360 days posttreatment (Table XXVII Flgure 4a)

-Ketophthalazrnone(MQ) S R

. ;the oxrdatlon product of Ml mcreased from 1. 8% of the apphed at trme 0 to a max1mum
~ congentration of 28.1% (approximately 0.093 ppm) at 179 days posttreatment it declmed to

. 125.0% of the applied (approxrmately 0.083 ppm) by 360 days posttreatment (Table XXVII) M9 B ’ L

s the most per31stent of the degradates (Fi 1gure 4a)

Fulvrc acid increased to 11 7% of the apphed by 1 day posttreatment and vaned between 12. 9
-and 18.7% for the duratlon of the study; humic acid increased to a maximum of 5. 6% of the -
applied by 5 days posttreatment and declined slowly to 0.6% by 360, days posttreatment (T able .~

VI). - Unextractable radioactivity was a maximum of 25,7% of the applied (approxrmately 0. 085 .

ppm) at 92 days posttreatient and decreased to 23.6% of the applred by 360 days posttreatment
. (Table VI). Total soil radiocarbon decreased from 100% of the -applied at time 0 to 56.5% at 360,

days posttreatment for the statically-incubated 14C-pyrrdmyl—treated soﬂs total sorl radlocarbon S

- was. 57 6% in the ﬂow-through sample at 360 days (Table III)
, In the [“C] phenyl-treated soﬂ the 1mt1al degradate was the cychzatlon product

carbamoyl phthalazmone (MS),
w];nch mcreased from 5.5% of the apphed at tlme 0 to a maximum concentratlon of 19. 5%
(approximately 0.061 ppm) at 14 days posttreatment; it declined to 2.2% of the applred
(approximately 0. 007 ppm) by-360 days posttreatment (Table XXVIII Flgure 4b) No other
" degradates were 1dent1ﬁed

Fulvic acid increased to 13.5% of the applied by 14 days posttreatment and declined to 7. 6'%'by
360 days posttreatment humic acid 1ncreased to 3.0% of the applred by 3 days posttreatrnent and
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varied between 3.1 and 6.4% for the duration of the study (Table VIII). Unextractable
radioactivity was a maximum of 48.3% of the applied (approximately 0.152 ppm) at 270 days

- posttreatment and decreased to 40.0% of the applied by 360 days posttreatment (Table VIII).

Total soil radrocarbon decreased from 100% of the applied at time 0 to 61.6% at 360 days -
posttreatment for the statically-incubated 14C-phenyl treated soils; total sorl radrocarbon was

 61.2%in the ﬂow-through sample at 360 days (Table V),

: .' The proposed metabohc pathway for SAN 835H in sorl provrded by the reglstrant is presented

on page 18. Thrs figure also includes data on percents of metabolites recovered. The initial step
appears to be cychzatron to M5, followed by cleavage of the bndge between the rings. The -

- pyndmyl moiety is found in Ml which further oxidizes to M9, which is persistent; the phenyl
-+ moiety is rapidly incorporated into the unextractable fraction. Mmerahzatlon to CO, i is
- approxrmately the same for both moretres

| ,COMMENTS

- l The regrstrant needs to conduct and submrt an aerobrc sorl metabohsm study with a neutral
* .+ pH sojl for the metabolite M9 (2-keto phthalazinone); which was the major non-volatrle

- “’.pers1stent degradate in this aerobic soil metabolism study. M9 reached a maximum .

“* . concentration,of 28% of the applied at 179 days postireatment, with little decline thereafter -

o (360 days mcubatron penod) The Agency requires information on the half—lrfe of this :
- 'degradate in order to determme its fate and persrstence in the env1ronment : e

: '\f:’» 2. ]:The regrstrant needs to conduct and submrt an additional aerobrc sorl metabohsm study with

 diflufenzopyr, using a ‘'soil with a neutral to alkaline pH (see Comment #3). This study would

R provrde 1mportant mformatron on the drssrpatron of drﬂufenzopyr in apphcatron areas wrth

non-acldrc sods e

Ll 3 The pH of the sorl used n the expernnents was 5.5. In the hydrolys1s study 1t was determmed

- that drﬂufenzopyr hydrolyzed most rapidly in this pH region. (pH 5 hydrolysis half-life of
“12.9 days pH 7 and 9 hydrolysis half-lives were 23.9 and 25.6 days, respectlvely) Therefore,

S the soil aerabic- half life calculated in this expenment was likely to have had a significant
e ,component assocrated with hydrolysrs Soil aerobic metabohc half- hves of drﬂufenzopyr may

be s1gmﬁcantly longer in. sorls wnh hlgher pH’

4 ' The study author calculated the half-hfe using a SAS non-hnear regressmn program ﬁttmg o
" the data to nonlinear kinetics. EFED verified the data fit .using least squares curve fitting viaa ‘

- statlstlca]/graphmg software package (GraphPad Prism™, vefsion 1.03). The data were
‘ analyzed for both the pyridinyl'and phenyl labels. Initial analyses conducted by EFED

.~ determined that a linear fit to natural log transformed data provided a poor fit to the data.

* Runs test mdlcated s1gmﬁcantly nonlinearity (p=0.0242 for the pyridiny! label; p=0. 0152,
phenyl label) ‘A nonlinear least squares fit based on exponentlal decay of the parent provrded
an improved fit to the observed data trends (*=0.97 for the pyridinyl label; *=0.99, phenyl
_label) A summary of EFED data analyses is provided in the appendrx to this report DTys
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were calculated based on the nonlinear fit and graph1cal examination of the data. DTys were

‘ determrned via graphlcal evaluation.

. At day Zero only 77% and 84% of the applied was recovered for the pyndrnyl and phenyl

labels, respectively. In an earlier study conducted by the reglstrant (Study No R95- 034)

: ‘recovery of the parent was found to decrease with increasing applied concentrations; recovery
~.of the parent was 100% at 0. 012 ppm, 81% at 0.12ppm. The current experiment was .

' applied at day zero, and may have resulted in 1mproved recovery and 1dent1ficatron of

conducted at 0.33ppm. Additional solvent extractions may have recovered more of the

i

' labelled metabohtes

Aerobic s01l metabohsm studles were only performed usmg one sorl A so1l wrth relatrvely :
~ high orgamc matter content soil (3.4%) was used, potentrally resultlng in increased initial BRI
- sorption of some metabolites: The high clay content (26%) of the soil used may-have '

o 'contrlbuted to irreversible binding of polar constituents, and hence the high level of'
- unextractable res1dues Additional experiments with low organic carbon content and coarser

. texture would improve our understandmg of the behav1or of dlﬂufenzopyr and its metabohtes;. S
‘~1naw1dervar1etyofs01ls e T s -

The study author stated that because it was found that MS could degrade to Ml and M3 in
“pure solvent; all samples and extracts were stored at -70°C for: long-term storage or stored
"ﬁozen at -20°C for short—term storage until analysrs The tlmetable of events was presented

“in Tables P and Q the maximum duration of storage’ fora group of samples was apparently
10 more than 6 months (360 day samples of the 14C-pyrldmyl treatment) ’

J .

- To assess storage stablhty, day 0 sorl saniples for both labels were stored in a freezer at -

70°C and-extracted ‘with ethyl acetate after 5 and 16 months: Resrdue levels of SAN 835H

‘M5, and M1 in the extracts were compared to. those in ‘the ongmal analysis; res1dues are -,

apparently stable during ﬁozen storage for up to 16 months (Table XXXII w1th annotatrons e

' ﬁ'om Tables XIV and XVI)

. The study author d1d not explam why 13C -urea- labelled SAN 835H was’ added to each
‘treatment mixture. . However, as part ¢ of the documentation for ‘metabolite 1dent1ﬁcat10n

(pp.271 -305), a study identifying metabolites from corn treated with a combination.of BE.

' urea-labelled SAN 835H.and 14C-phenyl-labelled SAN 835H was presented In that study, T

" _the structure of M9 was unequlvocally determmed = BT

- 10.
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"Umdentlﬁed components in the ethyl acetate extracts d1d not exceed 7 4% of the apphed (p
_329) .

All specrﬁc actlvrty calculatrons were based on the apphcatlon rate of SAN 83 SH as acld




o 15 Extractlon condmons for the foam plugs were not spec1ﬁed In addition, the study author -

11. Microbial counts determined at the initiation of the study indicated that a v1able microbial
populatmn was present in the soil (Table II) '

12. The loam soil used i in th15 study was also used in the batch equ111br1um study conducted with
. SAN 835H (MRID 44170154). The site from which the test soil was collected had been '
fallow for two years. wﬂ;h no pestlclde apphcatlon :

13 The maximum appllcatlon rate of SAN 835H was stated as 0. 2 1b ae/A, whlch is

approx1mately equal to 0.4 ug SAN 835H per gram of dry - soil, or 0.3 ug SAN 835H per
gram of wet soil. The proposed label lists the maximum apphcatlon rate as 0 1251b ae/A

" 14 Add1t1onal soil was treated at 1 O 1b ae/A for the purpose of metabohte 1dent1ﬁcat10n nif

~ needed," A diffuse band was seen during TLC of the C-phenyl samples throughout the
} experlment (peak amount approximately 4% of the applled days 14 to 30). The registrant .
reported that “a large quantity of soil was extracted and the band was isolated. ” However, .
after further characterization into at least four bands, each of the bands were present at <1%
of the applied. None of the bands matched the M2 metabollte A tentatlve 1dent1ﬁcat1on of
methyl carbamate (M8) was listed for one of the bands : : :

. noted that- foam plugs were kept at -70°C for long-term' storage however he d1d not spec1fy

- '\ ’:the durat1on of storage or why the plugs were retamed

16. The [”C] SAN 835H compounds were obtamed from Amersham Corporat1on Arlmgton |
. Heights, Illinois; the [®C]JSAN 835H compounds were obtained from Wizard Lab,
S 'Sacramento CA; and the unlabelled reagent-grade SAN 835H was obtamed ﬁom Sandoz
e Agro Inc :

1 7. The study authors did not conﬁrm that the radloact1v1ty in the KOH trap ‘was excluswely

14CO
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APPENDIX for MRID N’o. 44170153
, Diflufenzopyr /
Soil Aerobic Metabolism Study: EFED’s Data Analysis' -

]
PYRIDINYL LABEL RN U
LINEAR REGRESSION o ' :
Slope | | -00116 +-00019 - - 0.693/-k= 60
95% Conﬁdence Interval -0.0158 to -0.0073 ’ N 44 10 95
P ’.Goodn»;a'ssofFit." ' ‘ . .
e o
1Is Slope Signiﬁcantiy-Nénzerp? , : )
’(f‘; F L SR 3652
N ) A . “ L - <
Pvalue = . ~ | 0.0001 _
L De;viatidﬁ frbm'Zerb\ L Sigﬁif_icant : _ G ‘ ‘
Ru'\ns\"l‘ést‘ D R
Pvalee . 00242 |
Signifiéanﬂy Nonlix;ear?,, Significant - ‘ -

§




APPENDIX for MRID No. 44170153

Diflufenzopyr

Seil Aeroblc Metabollsm Study EFED’s Data Analys1s

NONLINEAR REGRESSION BASED ON FIRST ORDER EXPON ENTIAL DECAY

 Days 0-360: PYRIDINYL LABEL -
] Parameter Val‘ue= ‘ DTso Calculatlon (days)
A -0.0685 0.693/K=10.1
95% Confidence Interval of K .| -0.0008t0 -0.0462 761615
Std error ofK | k. 0.0100 |
‘ Goo'dr_xess of Fit .
E R SN 097 -
Runs Test 7
{® vatue | 0.0242.
| Deviation from Model Significant ‘
.ﬁT;oextrapo{atioﬁ PR | i (10/100)]/-0 0685-33.6*
 DT,95%CI. | 25.41049.8* '

' Exponentxal fit of entire data range yields poor fit of data in thls reglon .

1

‘ y BASED ON GRAPHICAL POINT TO POINT EVALUATION (V ISUAL EXAMINATION)

- PYRIDINYL LABEL
DT, (days) DTg(', (days) ’
EE 52




APPENDIX for MRID No. 44170153

3 Dlﬂufenzopyr : ’
- Soil Aeroblc Metabohsm Study EFED’s Data Analysns
'PHENYL LABEL -
LINEAR REGRESSION
Parameter Do p S;alue' _Half foe Calculatlon (days)
Slope - :0.0115 +-0.0020 0.693/-k=603
95% Confidence Interval | -0.0160 t}o,f-0.0071 43310976
Gdodn‘esﬁ of Fit » S
o | 077 \
;Std‘E.rror ‘ ‘ 0.'80‘
(”\ } ' A‘Is_Slape Signiﬁcmtly Nonze:rlq? v o B
F _ E 33 30
Pale . T L :lo 0002 A
D;viat,idn'f_;aﬁ Z_‘ero' : - Sl‘gmﬁcanf‘" L N
'iRunsT'estA . “
Pvalue s | | o152+
‘ ~Slgmﬁcantly Nonlmear" i Slgmﬁclant :
" NONLINEAR REGRESSION, BASED ON FIRST ORDER EXPONENTIAL DECAY
Days 0-360: PHENYL LABEL R
Paramcter Value J DTs, Calculatlon (days)
. K ‘ ‘| 00806, 0.693/K=86
N 95% ngiﬁde_née Interval of K . “.o 0969 to -0 0643 72 10108
StdemorofK 100073 - |
‘ Gdodneés df Fit ' L
R RLER
'P'.vlali;é 02788 |
Deviation -frox_n'qu‘el Not 51gn1ﬁcant - L :
i DTgoext}apoiAtion : U [1d(1’0/100)]/-0.0806=2’8.6*' -
DTy, 95% CI ‘231.8&'0 35.8* |

Exponential ﬁt of entxre data range yxelds poor fit of data m ‘this rcglon

)

Co11-




APPENDIX for MRID No. 44170153
_ Diflufenzopyr
Sml Aeroblc Metabollsm Study EFED’s Data Analysns

' :BASED ON GRAPHICAL POINT TO POINT EVALUATION (V ISUAL EXAMINATION)

’PHENYLLABEL _ , , ,
DTy, (days) - ’\* S DTgo(de}ys)' )
R DRORTE e
t .4
t
i 3
.
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- EFED’s Data analjsis

Diflufenzopyr Soil Aerobic Metabolism
o . Linear Regression ’
- (Pyridinyl Label) -

Ln %Parent -
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EFED’s Data analysis

Diflufenzopyr Soil Aeroblc Metabollsm
' % Parent Pyrldmyl Label -
Point to Point Graph

% Parent
(Pyridinyl label)
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EFED’s Data analysis

Dlﬂufenzopyr Soil Aerobic Metabohsm
' ' ) , . Linear Regression
P : (Phenyl label)

f o
.
b
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o,
R
=
. d
(@8
o .
‘ P 0"f'5b757 iod' '556' 'éod' 'ésd' 'éod' '556' S400

T . o . NonlmearRegressmn | : | o
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EFED’s Data analysis

Diflufenzopyr Soil Aerobic Metabqlism
% Parent Phenyl Graph
Point to Point Graph
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% Pafent' :
(Phenyl Label)
&
g
i
oo
Q.
g.
S

15]
10]. . o .
51 : & DTgo= 46 days o |

T

N ' . : ] ! — = " . — - I' -I — .. - I : ‘ -
| 20 0. 20 40 60 80 100 120 140 160 180 200 220 240 260.280.300 320 340 360 380 400

-16-




Proposed Metabolic Pathway of SAN 835H in Aerobic Soil Metabolism Studies
2
Pyridinyl label fesults: )
- 8.9%atDay 0 ‘
" .17.9% at Day 30 ‘
'  1.4% at Day 360 T
=~ i ”,Phényl label results:
3 - 19.5% atDay 14 -
) L j Ny o Ms (Carbamoyl Phthalaziknor‘x’e)/ L
o _ ‘ 5 . Unkn.c_JWn II Peak: 3.9"/::7& Day 14 -Ur_lknown I: Phenyl'lab
" 14%atDay0. (Multicomponent, including possible M8) - peak: 1.8% at days 30 and 6
.. 62%atDay30 . o o s
H - 12%atDay 360 . NH \ﬂ/OCH3
ox o ,
ML (Phthalazinone) D .
o ' -+ M8 (Methyl Carbamate)

. I8%itDay0
P oo 28.1%atDay 179"

%at Day 360 €O, accuinulated to 35.1% (pyridinyl) and 33.5% of applied (phienyl) - .

- - Maximum amounts of une)'(tragtablé radiocarbon: 26% at.
- day 92 (pyridinyl) and 48% at day 270 (phenyl)’ o

' M9 (2#kéto¥Phtf1aleiiinone) . . :
C o . . ' T : ' Any step can lead to *CO 5 or **CO32
ST o Coe T , Amounts expressedaspercents of applied
o SRR v .7 .- * Position of pyridinyl 14C label
** Position of phenyl 14C label
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Page is not included in this copy .

Pages [57 through f;f; are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingrédients.
Identity of product'im?urities.
Description of the product manufacturing process.
V_Description of'quality control procedures.

Identity of the source of product ingredients.’
Sales or éthér commercial/financial information.
A draft product label.
The product cbnfidential statement of formula.
Information ébout a pending registration action.
P//”FIFRA registration data.

The document is a duplicate of page (s)

The document is not responsiVe to the request.

The information not included is generally considered confidential .
by product registrants. If you have any questions, please contact
the individual who prepared the response to your request.




