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SUBJECT: PP#8F3674 -- Propiconazole {Tilt®) in/on Corn and
Pineapple. Ciba-Geigy Amendment Dated 11/20/92.

DP Barcode: D185251. CB # 10974.
MRID # 425640-04 through -06.

FROM: Michael T. Floed, Ph.D., Chemist '\U&F
Tolerance Petition Section II 1
Chemistry Branch I -- Tolerance Support

Health Effects Division (H7509C) ((,:, Z 9é_
A

THROUGH: Debra F. Edwards, Ph.D., Chief
Chemistry Branch I -~ Tolerance Support
Health Effects Division (H7509C)

TO: Susan Lewis/S. Jackson, PM 21
Fungicide-Herbicide Branch
Raegistration Division (H7505C)

The present submission addresses deficiencies outlined in
CaTS’ 12/14/88 memo (C. Deyrup). Ciba-Geigy is withdrawing its
r~guaests for tolerances on legume vegetables and foliage and is
proposing the following tolerances for residues of the fungicide
propiconazole (1-{[2-(2,4-dichloropheny1)-4-propy1—1,3-dioxolnn-
2-ylimethyl}~-1H-1,2,4~triazole) and its metabolites determined as
2,4~dichlorobenzoic acid and expressed as parent equivalents:

% Commodity ' Proposed Tolerance (ppm) .

corn forage 12.0
I Corn fodder 12.0
} Corn grain 0.1
corn, Sweet (K+CWHR) 0.1
Cattle, kidney & liver 2.0
Goats, kidney & liver 2.0
.Hogs, Kidney & liver 2.0

%%
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I Sheep, kidney & liver 2.0 _i
I Pineapples 0.1
l Pinenggle fodder 0.1 I

Tolerances for corn forage and fodder had been previocusly
proposed as 10 ppm. The tolerances on animal commodities are the
current tolerances with an expiration date established under 40
CFR 180.434 as a result of PP#9IF3706. The current expiration
date for these tolerances is 6/21/93.

o8 v

----- Metabolism (information on storage)

----- Procesaed Fractions (storage stabiljty, examples of
recovery calculations)

conclusions
1a. The nature of the residue in plants is adeguately
understood. The residus to be regulated is
propiconazole, per ge, and its metabolites determined

as 2,4-~dichlorobenzoic acid.

1b. The nature of the residue in ruminants and poultry will
be understood once details of sample handling and
length of storage for animal commodities have been
submitted (PP#1F3974, S. Willett, memo of 6/11/91).
The residue to be regulated is, tentatively, parent
propiconazole and its metabolites analyzed as 2,4~
dichlorobenzoic acid.

2. Adequate enforcement methodology now exists to guantify
propiconazole and its metabolites in crops and animal
commodities (PP#4F3074, PP#4F3007, PP#4E3026, memo of
5. Malak, 5/28/87).

3. Proposed Section 408 tolerances are appropriate.

4a. There are no storage stability data for residues of
propiconazole and its metabolites in/on corn processed
products (or any processed products). Stability in
reprasentative processed commodities should be
demonstrated for periods up to 30 months. We suggest
flour and refined oil.

4h. Examplies of calculations used to determine percent
recoveries in corn processad fractions should be

>
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submitted. See our comments on page 11 of this memo.

4c. Pending adequate response to deficiencies noted in the
previous two conclusions, the processing studies are
acceptable. The tolerance for field corn grain will
not be exceeded by residues in any processed corn
fraction.

5. Proposed tolerances for ruminant commodities are
appropriate. The main dietary input for propiconazole
in ruminants is from grass seed screenings (PPF1F3I974).
Measurable residues in poultry are not predicted from
the proposed uses.

Recommendation

CBTS recommends against the proposed tolerances for reasons
given in Conclusions 1b (nature of the residue in ruminants) and
4a and b (processed commodities).

Detajled Considerations

Deficiencies listed in C. Deyrup's 12/14/88 memo are listed
with Ciba-Geigy's response and CBTS' commenta. Because the
regiatrant is withdrawing its proposed tolerances on legume
vegetables, those conclusions/deficiencies pertaining to these
racs in the 12/14/88 memo will not be listed. '

CBTS Deficiency # 1b (Conclusion # 1b from our 12/14/88 memo)

The petitionsr will read to submit o revised Label in which a treatment to foraging period s
spacified for... corn forepe. This intervel should be supported by residus dats.

Ciba-Gelgy Response

A revised Section B has been submitted which specifies a
treatment to grazing interval of 14 days for sweat corn and 30
days for field corn. The remainder of the label for corn is
unchanged from that summarized in CBTS' earlier memo.

CBTS Comment

This part of the deficiency is resolved. Submitted residue
data will be summarized balow.

CBTS Deficiency #lc

The petitioner should submit s revised Section B/1abel in which the tewmpesraturs is given in degrees
Fahrenhelt for the use in Naweif.
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A ravigsed Section B has been submitted which specifies the
temperature in degrees Fahrenheit for the dip treatment use. The
remainder of the label for pineapple is unchanged from that
summarized in CBTS' earlier memo.

CBTS Defici ¢ 2)

The matabolic picture exnhibited by ruminants is markedly different from that found in plants; in
ruminants, thers is extensive cleavage of the bridge connecting tho triazcle and phenyl rings. The
clefin and the ketons, which are deterained by the nforcement method, account for ebout 20% of the
total radfoactive residue (TRR) in wilk and Liver upon treatment with sulfuric acid. [CBTS) fs
concerned that other residues of tonicological concern, such as chiorophenols, may occur.

The proposed use will substantially increase the dietary burden to st Least 4.25 ppm snd possibly to
9-10 ppw.

[CHTS]) concludes that the nature of the residus in ruminants is not adequately understood for the
po;mod use. The pstitionsr needs to more adequately account for residuss containing the phenyl
ring.

Siba-Geigy Responge

Ciba~Geigy submitted a new goat metabolism study in support
of PP# 1F3974. Two goats received a daily dose of 125 mg
phenyl C-propiconazole for four consecutive days, equivalent to

67-92 ppm in feed.....

Ciba-Geigy has developed residue data to support the use of
propiconazole on grasses grown for seed, peanuts, and legume
vegetables. Baged on residue data for these crops, it is
expected that an extreme worst case diet for cattle would contain
up to 21 ppm propiconazole residues. This level of residue would
still correspond to a dietary intake for which metabolite
identification in goat kidney and liver is adequate. This is
further supported by method validation data...In the validation
study of Method AG-517, for the determination of total
propiconazole residues in meat, mh}k and eggs, accountability of
total radiocactivity derived from C-propiconazole residues in
goat and poultry tissues, milk and eggs ranged from 74-111%.

This demonstrated that the majority of residues of concern (those
containing the 2,4-dichlorophenyl moiety) are accounted for by
the accepted enforcement methodology.

Submitted in this petition is an addendum to tha goat
metabolism study ("Addendum 1 to Final Report," A.K. Doweyko,
MRID ¢# 425640-06). HPLC chromatograms taken from the day 4 urine
(stored frozen) from one goat are shown from 8/30/89, 12/5/89 and
4/10/90.4 No gualitative change in the urine profiles could be
seen.

BEST COPY AVAILABLE
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The new ruminant metabolism study was reviewed by S. Willett
in her memo of 6/11/91 for PPF#1F3974. Fifty-one percent (2.3
ppm) of the liver residue and 32% (0.84 ppm) of the kidnaey.
residue were identified. Ms. Willett concluded that "Additional
characterization of residues in liver and kidney may be necessary
if the residua levels in the feed items approach those used in
the metabolism study...Additionally, no details on sample )
handling and length of storage were supplied, and no data from
storage stability studies on animal commodities were submitted or
referenced. This information is needed to insure sample
integrity."

We tentatively conclude that the nature of the residue in
runinants is propiconazole and its metabolites analyzed as 2,4-
dichlorobenzoic acid. However, storage stability conasiderations
remain outstanding, so this deficiency is not resolved. The
metabolism study addendum is useful is this regard, but data on
sample handling and length of storage are not present. (We note
that in its 7/13/90 Phase 3 response, Ciba-Geigy states that milk
and tissue samples from the cattle feeding study were frozen
immediately and stored frozen at approximately -15°C for 1 to 2
months until extraction and analysis.)

CBTS Daficjency # 2¢

The pr od vee will result in residues of THit on poultry feed ftems. Until this proposed use, no
detectabie residuss of Tilt had actually been found on poultry feed itemm. Now thet resl resicduse
of Tilt sre expacted to arise on soybesna, & poultry study ie needed. The label should be in the
pharyl ring, since TOX has concluded that trinzole moietien arising from Tilt are not of concern.

Ciba-Gejigy Response

Ciba-Geigy submitted a new chicken metabolism study...in
support of PP#1F3974...None of the poultry feed items derived
from corn contain propiconazole residues, our reguest for a
tolerance in soybeans (legume vegetables) is being withdrawn, and
no poultry feed items are derived from pineapples. Therefore
this conclusion does not affect the proposed use of propiconazole
on corn or pineapples.

CBTS cComment

The poultry metabolism study was reviewed by S. Willett in
her memo of 1/11/91 for PPF1F3974. B5She concluded that "The
poultry metabolism study is generally acceptable. However, CBTS
will withhold its final conclusions on the adequacy of the study
until it can be considered in the context of the petitions to
which it is relevant (i.e. tolerance petitions on corn and
peanuts).” As in the ruminant study, questions were raisaed
concerning storage stability of the metabolism samples.

BEST COPY AVAILABLE 5
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So long as residues of propiconazole in corn grain remain
negligible, a poultry feeding study will not be necessary to
support this petition. The nature of the residue in poultry is
tentatively understood. The residue to be regulated is
propiconazole and its metabolites analyzed as 2,4-dichlorobenzoic
acid. However, guestions concerning the metabolism study must be
resolved, i.e., details of sample handling and length of storage
should be supplied with some data on storage stability in animal
commodities. This deficiency remains. (In its Phase 3 response,
dated 7/13/90, Ciba-Geigy reported that egg and tissue samples
were frozen immediately and stored frozen at approximately =-15°C
for 3 to 4 months until extraction and analysis.)

~BTS Defici ¢ 1)

[CBTS] has questioned the adequacy of the ruminent metsbol "sa studies. Mo poultry setabolism study
has baen submitted for review. Tharefors, st this time (CATS) can meke no judgment on the sbility
of the analytical methodology to determing the residues of comncern.

Ciba-Geigy Response

EPA has since determined that the analytical methodology for
ruminants and poultry is adequate for enforcement purposes as
described in EPA's review of PP#1F3974....

CBTS comment

8. Willett concluded in her 6/11/91 memo for PP#1F3974 that
the enforcement methodology for crops and animal commodities was
capable of gquantifying propiconazole and its metabolites
containing the 2,4-dichlirophenyl moiety. This deficiency is
rasolved.

SBTS Deficiency # 4

The petitioner nesds to submit dets to support the stebility of the extracts, which could be
strongly besic. The extrects were stored up to & months ot some wwpecified temperaturs, 4ithout
storage stability date on the extracts, DES cannot judge the adequacy of the residus dets on
pinsspples, celery, corn, ieguses vegetsbles, anc the foliage of Lepume vegetables.

Ciba-Geigy Response

An extract storage stability study was conducted and results
were reported in ABR-90017....

SBTS Comment

The atudy (MRID # 414868-02) was reviewad by W.T. Chin
(FPFOF1869, memo of 8/15/90). The reviewer concluded that
pPropiconazole residues in extracts of silage-stage corn forage
and soybeans are stable for at least 3 and 8 months,
respectively, when stored at 4°C. This deficiency is resolved.

BEST COPY AVAILABLE P
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The petitioner will nesd to submit the standard curves which ware used to genarate the rasidus dets
tor those commodities in which significant Levels of propiconazole were found (corn forage andd
fodder, calery, tegums vagetable folisge) in order to demsnstrate the Linearity of the detector

responss.
Ciba-Geiqy Responge

Standard curve data and resulting standard curves for the
2,4-dichlorobenzoic acid methyl ester standards injected with the
corn forage and fodder samples reported in ABR-88054 are providad
in Figures 1 to 43. These standards were injected with each set
of corn regidue samples such that residue samples were always
bracketed with standard injections. Each analytical set of
residue samples, as a rule, began and ended with a standard
injection, and one standard was injected between mach one to
three residue samples. A linear regression calibration curve was
then constructed for the analytical set....

SBTS Comment

The submitted calibration curves show that detector response
is basically linear, although the data were best fit using a
second order curve. Data polnts tagged as "outliers” were alwvays
used in constructing the standard curves. This deficiency is
resolvead.

CBTS Deficiency #53

A residus level of 9.30 in corn forage was reported from a field corn trisl with s PN or 27
days. 1f the value of 9.30 pom is corrected for the totsl dosage psrmitted (s fector of 200/17%),
the proposed tolersnce of 10.0 ppm would not be adequate. Aside from the dossge consideration, the
variation in recovery from forepe and fodder, 71-123X, leads [CHTS) to the conclusion that the

proposed tolersnce on corn forepe s Dot adeouate.
Ciba-Geigy Regponse

Adjusting the residue leval of 9.30 ppm at 175 g ai/A to the
maximum applicaticn laevel of 200 g. ai/A the residue would becoms
10.6 ppm. A revised Section F has been submitted in which the
tolerance for corn forage and fodder is 12.0 ppa.

CBIS comment
This deficiency is resolved.

CBTIS Deficiency #5k

NO treatment to grazing interval was specified on the \sbel for the proposed use on corn. Given the
tendency of propitonatole resfdues to Increase with shorter PHI's, [CBTS) concludes that the
availshie dets do not support u treatment to grazing interval of Less then sbout 30 days for field
corn and 14 days for sweet corn forege. |f the petitioner wishes to imposa shorter treatment to
grating intervals, the corresponding residue dats on corn forsge would need (0 be submitted from the
Major corn-growing asreas of the country,

BEST COPY AVAILABLE
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Revised labeling which specifies a treatment-to-grazing

interval of 30 days for field corn and 14 days for sweet
corn is included in the revised Section B for PP#8F3674

submitted with this study.

CBTS Compent

The proposed label change was noted previously in this memo.
This deficiency is resolved.

CBTS Deficjency # 51

Beforg [CBTS) can estimste tolerances on forage and fodder arising from the proposed use, residue
data ars nesded on field snd sweet corn grown inm CA and subjected to furrow frrigation. The dats on
corn folinge should reflect the petitioner's intended treatment to grazing interval.

Ciba-Geigy Responge

The two California field tests reported in the original
petition, one each for field corn and sweet corn, were both
conducted using furrow irrigation. Updated reports for these
tests, AG-A-8459 and AG-A-8304 are submitted with this report and
describe the irrigation practices used...

CBTS comment

This deficiency is resolved. We note that residues in
grain, forage and fodder were not unusually different from
corresponding residues found from other trials.

CBIS Deficiency # Sm

At this time, pending the ravisw of the stendard curves used to generste the residue data end
residue data from furrow-irrigsted corn grown in CA, [CBTS] cannot jutige the sdequacy of the
proposed tolerances on corn grafn, sweet corn, and corn fodkder.

CBTS Comment

As noted above, these deficlencies have been resolved.
Proposed tolerances are appropriate.

CBTS pPeficiency # 6a

The patitioner hes not described the soybesn and corn processing studies. A datailed description of
tha processing studies should be submitted so that (CBTS) can determine whether common commercisi
practices were followed. Tha description should include the temperstures used during the veriowms
ateps erd the duration of these periods.

CBTS Deficisncy # 6b

The petitioner will need to submit residue dets from s corn wet miiling procesaing study,

Residue deta from the wat milling atudy should cover the fractions which travel through commercisl
channels, nemely: starch, crude snd refined ofls, torn bran, and the feed co-products derived from
wet milling. The four mejor feed products erising from wet afiling sre gluten feed, corn gparm meal,

BEST COPY AVAILABLE ¢
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gluten meal, and condensed farmentad corn eitractives (steepwater).

CBTS Deficiency # 6c

At this time DEB caot judge whather food additive tolo'ranen are naeded.

A description of the corn grain processing study is included
in a letter dated 5/2/89%9 to Ciba-Geigy from the Food Protein
Research and Development Center, Texas A & M University. This
study, which included only dry milling, was conducted in a manner
similar to commercial practice except for the milling procedure.
Ciba-Geigy has since conducted a new corn grain processing study,
which included both wet and dry milling.

CBTS comment

Because the submitted dry milling processing atudy did not
adequately simulate the production of corn milling fractions,
that part of the study is invalid.

Ciba-Geigy has submitted new processing data in the
fellowing report:

"Magnitude of Residues of Propiconazole in Field Corn Forage
and Grain and Processed Fractions Following Application of
Tilt 3.6E Formulation to Field Corn," P.J. Manuli, 9/29/92,
Lab. Project ID ABR-92047. (MRID # 425640-0%)

Two corn field trials were conducted with Tilt 3.6E at 1X,
3X, and 5X the proposed rate. Insufficient corn grain sample was
available from one of the trials, held in MS. Sufficient grain
samples were obtained from the other field trial, held in IL, but
in this teat the last application was made at 60% silking, which
is later than that allowed by the proposed label.

Harvested grain and forage were stored frozen for 29-32
months before analysis. Processing was done 2-3 months after
sampling. Processed fractions wers analyzed at the same time as
were the racs, Storage stability data are available for peanut
fodder, sheils and nutmeat fur 25 months. A storage stability
study for incurred residues oI propiconazole in grass seed,
straw, and forage 1is in progress and will be centinued for at
least three and one-half years. Residuet ara reportedly stable
through seventeen monthe. Additional data are necessary for
processed commodities. Stability in representative processesd
commodities should be demonstrated for periods up to 30 months.
We suggest flour and refined oil.

Residues of propiconazole and metabolites containing the
2,4-dichlorobenzyl moiety were determined by Analytical Method
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AG-454B, which is essentially AG-454A, the regqulatory enforcement
method. Samples are extracted by refluxing with 20% concentrated
ammonium hydroxide/methanol for one hour. An aliguot is
concentrated and refluxed with potassium permanganate in sodium
hydroxide to convert propiconazole and its metabolites to the
2,4-dichlorcbenzoate salt. After acidification, the benzoic acid
is partitioned into 10% diethyl ether/hexane and the organic
phase taken to dryness. The acid is converted to the methyl
ester with diazomethane and the methyl ester quantitated by
capillary gas chromatography/electron capture detection.
Recoveries from various processed corn commodities are given in
the next table. The residue detected is 2,4-dichlorobenzoic acid
methyl ester and converted to preopiconazole equivalents using the
factor 1.79.

Tabla 1

Recoveries of Propiconazole from Fortified Controls
of Field Corn Grain Processad Fractions

Fraction ppm Added Percent

I Recovery
Whole Kernels 0.05 120
Large Grits 0.20 117
Small Grits 0.10 112

I Meal 0.20 111

l Flour 0.05 106
Crude Oil (Expeller) 0.50 101
Presscake (Solvent-Extracted) : 0.10 71 I
Crude 0il (Solvent-Extracted) 0.20 68 I
Refined 0il 0.05 95

Net Milling Fractions

i Whole Kernels 0.05 8)

l Steepwater Concentrate 0.10 81
Coarse Gluten Starch 0.20 103
| Hulls 0.05 75
Gluten 0.50 101
Starch 0.20 101 l

JO
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Crude 01l (Expeller) 0.50 17
Frtesscare (Solvent-bExtracted) | 0.05 ! 18

- Crude Vi1 (Solvent-Exiractad) 3 0.20 80
_Keflhed 1l — e e o 0.10 ol

Heplresentative chiomatoyraws from the varlous pProcassad
fractiovns are ygiven. The petitionsr should submit sawple
calculations which Jdemonstrate huw the recoverles in the Previous
table wele caloulated.  tor exawpte, on page =4 (vhiovmatoyramsg
Trom viude o1l}, No. 79, control ¢ 0.2 ppm proploonadole -- of »9
ldected, 0.8 py Tould, U.leu? ppe; ol paye 55 tvhiomatl oyrams
fovm twflined 01l), Noo 83, cuntiol ¢ 0,1 ppm prtuplconacole == od
wg hjevted, 6.7 py tuund, D.Uel2 ppnm. It tdentical quantities
vl watiact ate 1h)ecled ald the same guant ity of analyte found,
The cunventiatliong should be dentival, unleds thale hasw beun
sumtie dilutiun ravtor,

Hedldues on the KAV fium the two fleld triale are given 1in
the rollowing table., Ad noted, only the grain from the swcond
t11al was provessod.

labile ¢

Frupleonagole Redldues in Forage amnd Grain

from Tieatment at IX, 3IX amd »X with Tiit® ), ek
state KA Kate (lps, VI'N
al/AN) Prupiconagoule
rqulvalgﬂtl
M3 lulauu (V] Q. U9
| B - -
LY 1] 1.6
") u.82
124 .99
i 210 1.9
utaln 0, %0, %0, «0.0%
) 190, %0 —_—
11k Forage 0 ~0.0%
| 20 0,24
w 1t 4.4
190 12.2

1
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250 17.5

Grain 1 0 ~0.u5
Ay ~0.0%
50 .05 I
150 «~0.95

- g 150 ~0, 0% X

250 0.07
250 _ g.08

s Four applicatioﬁa voiv made at These levels.
Lry Milling Precesssed Fractions

A dascription of the Jdry milling grocess 1d given in pp 82-
) uor the report. 0Oil was retined by addition of Naul, mixing at
room temperaturd foullowdd by settling at o0-o%°C for one hour.
The oll sulution vas refrigerated overniyht and the precipitated
suapatuovk removed. The refined vil was Turther bleached and
duodouri¢ed, but these fractlons weile apparently not analyted,

Prupiconasole residues were on-detected («0.0% ppm) in all
controla amd provesisd fractions from corn treatad at 1X.
Reslduesd wels detecled In vertaln proceased fractions from corn
tteatad at 1X: meoal, 0.00 ppm; flour, 0.U6 ppm; and presscake
(wulvent extiacted), 0.0% ppm. Rosidues found in yrain and
Provessed fractions from corn treated at %X are given in the
following table:

7
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Table 3

Propiconazole Reslidues in Field Corn Grain
and Dried Milled Processed Fractiouns
from Treatment with Tilt® 3, 6E at 5X

L- Commodity Residue Found (ppm
Propiconazole Equivalenta)

whole Kernels 0.06
lLarge Grics 0.05

PSnall Grite 0.08
Mual -~ 0.08
Flour 0.08

&Crude 011 (Expuller) <0.05§
Presacake (Solvent Extracted) | 0.08
Crude Oil (Solvent Extiacted) <0.0%
Retined O{1 — «0.05%

Processed dry milling fractions required by our Reaidue
Chemistry Guidelines to be analyzed are grits, meal, flour, crude
and rafined o1},

Wetl Milling Provessed Fragtiens

The wot milling proceas s described on pp 84-87.
Propiconazole residues were non-detected (<0.05 ppm) in controls
and all processed fracticns from corn treated at the 1X rate
except hulls, whers 0.09 ppa was observed. Residues were found
in the following processed fractions from corn treated at 3X:
voarse gluten starch, 0.06 ppm; hulls, 0.20 ppm; preascake
(msolvent gxtracted, 0.07 ppm). Residues found in grain and

processed fractions from corn treated at 5X are given in the
following table:

(2
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Table 4
Propiconazole Residues in Field Corn Grain

and wat Milled Processed Fractions
from Treatment with Tilt® 3,6E at $X

e — ey
Commodity Residue Found (ppn
piconazole Equivalents
| whole Kernels
Steepwatar Concentrate <0.05
Coarse Gluten Starch 0.09
Hulls 0.22
Gluten ' <0.0%
Starch <0.08
Cruda 0il (Expellar) 0.07 I.
Presscake (Solvent Extracted) 0.0§
Crude 0il (Solvent Extracted) <0.05%
_Rafinad 0il - — <0.05 I

Processed commodities required by our Guidelines to be
analyzed are atarch, crude oil and refined oil.

Cemment

No concentration was obsarved in the (required) processed
fractions cbtained from the wet milling orocesa.

Apparent concentration was observed in grits, meal and flour
from dried-milled processad corn, but because the raported values
are close to the quantitation limit of 0.05 ppm, it is not clear
whether the observed values in processed fractions are
significantly different from that in grain. Additionally, the
registrant claims that the only reason residues were observed
in/on grain in the first place was that the corn vas treated
after silking -- contrary to label instructions.

Because of analytical uncertainties and the fact that
measurable residues in grain are not expected when Tilte is
applied according to the label, food additive tolerances are not
warranted. The proposed tolerance of 0.1 ppa in/on grain will
not be sxceeded by concentrations in processed commodities.
However, if the label is sver changed to perrit applications such
that measurable residues in/on grain are expected, this subject

4
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may have to be revisited and additional processing studies
carriad out.

CBTS Deficiency #7

At a minimm, DFY con conclude thet the resicues in the Liver and ianey of cattle, goats, hogs,
horses, and sheap trum the propossd uses will eaceed the ¢.tablished 0.2 PR tolerances. NHowsver,
Decause the nature of the resicdus In sniMeis Is Nt adequately understood, DEB is unable to judge
the adequacy of the established tolerances for mest, silk, poultry e ggs or to recommend
tolerances to cover the proposed uses.

L

Ciba-Geigy has assumed an "extreme worst case" diet using
propcsed tolerances for grass seed screenings (PPFLIFIOT74), corn
forage and corn grain. Tha following diets are calculated for
beet and dairy cattle:

Table 5a

Worst Case Diet for Beaf Cattle

Commodity Tolerance

m
Grass, screenings 60 30° 18
Corn Forage T 30 14
Corn Grain 0.1 40 0,04

TOTAL 32 I

* Ciba-Geigy's calculation included 20% contribution from grass
seed screenings and a 50% contribution from grain. Wwe have
modified the dietary estimate so that the contribution of grass
seed acreenings is 30%. This point is discussed in our
concurrent memo for PPF1F3974. The estimated dietary intake of
seed screenings for dairy cattle remains unchanged.

** The proposed tolerance for corn forage of 12 ppm has been
expressed on a dry weight basis as 48 ppm.

%
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Table 5b

Worst Case Diet for Dairy cattle

ESE—

| Commodity

Grase, screenings

lgprn Forage

55 50 24
I Corn Grain 0.1 25 0.0
B
I TOTAL 39 1
- L — e

* Dry weight basis.

By using results from the 75 Ppm dose level, required
tolerances can be derived, as shown in tne following table.

Table 6

Required Tolerances for Meat and Milk

Est. Residue !

Cattle Residue Required
Sample @ 75 ppm from Diets Tolerance (ppm)
Milk 0.08 0.04 0.05
Kidney 4.7 2.0 2.0
Liver 4.3 1.8 2.0

Fat 0.2) 0.10 0.1

Meat 0.11 Q.05 0.1

CBTS Comment

Ciba-Geigy's proposed tolerances are appropriate.

that the

We note

tolerance on grass seed scresnings is pending.

Anticipated residues will not be determined in this mamo. A
discussion appears in PP#LF3974.

Qther Considerationg

Ciba-Geigy has alsc submitted results from a market basket
survey of grass seed screcning pellets. The maximum residue of
propiconazole is 15 ppm, which could be used in anticapated
residue calculations. These results will be diszussed in our
review of PP#1F3974.
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_ “
Tolerances on pineapples and pineapple fodder arae

appropriate (C. Deyrup, PP#8F2674, memo of 12/14/88).

cc: RF, Civcu., PP#1F3974, Mike Flood, E. Haeberer, J., Fleuchaus
(LE-132P) .

H7509C:CBTS:Reviewer (MTF) :CM#2:RmB804P:703-305-7990:typist (mtf):5/6/93.
RDI: SectionHead: ETHaeberer:5/4/93:BranchSeniorScientist:RALoranger:
5/5/93.




