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MEMORANDUM

SURJECT: PPH#SF3740 Propiconazole in/on Almonds, Almond Hulls, and
Tree Nut Crop Group. Revised Section B for the ORBIT 45W
formulation. Chemical$ 122101, DP Barcode: D229723.
CBTS#: None. MRID#: None. :

FROM: Linda L. Kutney, Chemist o
Tolerance Petition Team II
Chemistry Branch I: Tolerance Support 4/\e=/A7

Health Effects Division (7508C)

THROUGH: Elizabeth Baeberer, Acting Branch Chief ZZ%;,AZ432§2227

Chemistry Branch I: Tolerance Support
Health Effects Division {7509C)

TO: Connie Welch and Kathryn Scanlon, PM Team 21
Fungicide/Herbicide Branch
Registration Division {7505C)

and

Debbie McCall, Acting Section Head
Risk Coordination and Analysis Branch
Health Effects Division (7508C)

Ciba-Geigy Corporation, the petitioner, in letters dated 4/7/95 and
7/9/96, in response to CBTS reviews of PP#9F3740 (8/24/89,
3/21/96), proposed a tolerance for almonds and almond hulls at 0.1
ppm for the residues of the fungicide propiconazole (1-[[2-(2,4-
dichlorOphenyl)-4—propy1-l,3-dioxolan-2-yl]methyl]-l§-1,2,4-
triazole), and its metabolites determined as 2,4-dichlcrobenzoic
acid (DCBA) and expressed as parent compound.

Ciba-Geigy alsc proposed, in a letter dated 3/21/96, a tolerance
for the crop group, tree nuts, at 0.1 ppm and for almond hulls at
0.1 ppm, for the residues of propiconazole and its metabolites,
expressed as parent compound. Ciba-Geigy further requested that
the existing propiconazole tolerance for pecans at 0.1 rpm be
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removed upon establishment of the proposed tree nut crop grouping
tolerance for propiconazole.

Propiconazole tolerances have been established for commodities at
levels ranging from 5 ppm in/on celery to 0.05 ppm in milk (40 CFR
5180.434) . Propiconazole is a FIFRA 88 List C chemical. A phase
4 review was completed 6/30/92.

The current petition requests that ORBIT 45W formulation (a 45%
Wettable Powder, Reg. No 100-871) be included for the petition for
the 0.1 ppm tolerances for almond hulls and tree nut crop group
[SEE concurrent petition of 7/9/96 (D229114)].

Background

Originally, CBTS recommended for a propiconazole tolerance on
pecans (PP#4F3007, 5/8/87) at 0.1 ppm. CBTS recommended in favor
of propiconazole tolerances at 0.1 ppm for almonds and almond
hulls, provided Section B was revised (PP#9F3740, 8/24/89); an
adegquate Section B was later submitted.

Residue data requirements have been gsatisfied for tolerances for
propiconazole in/on the two representative commodities of the tree
put crop group, almonds and pecans (PP#3740, 3/21/96). Ciba-Geigy
also requested a tolerance for propiconazole on the crop group,
tree nuts, at 0.1 ppm. The second supplemental labeling for orbit™
(EPA Reg. No. 100-702) and Orbit™ Gel (EPA Reg. No. 100-737)
included directione for hazelnuts (filberts) (PP#3740, 3/21/96).

Ciba-Geigy’'s concurrent petition of 7/9/96 (D229114) included
revised Sections B and F, and requested a tolerance for the crop
group tree nuts at 0.1 ppm and for almond hulls at 0.1 ppm, for
residues of propiconazole and its metabolites expressed as parent
compound. Ciba-Geigy further requested the existing propiconazole
tolerance for pecans at 0.1 ppm be removed upon establishment of
the proposed tree nut crop grouping for propiconazole. Labels for
ORBIT GEL and ORBIT FUNGICIDE on almonds and filberts were
included.

Ciba-Geigy’s current petition of 9/7/96 (D229723) requested that
EPA consider adding the "newly approved ORBIT 45W formulation to PP
No. 9F3740." A label for the ORBIT 45W formulation was included.

RECOMMENDATIONS

CBTS relterates its recommendation (in a concurrent memorandum,
Dbarcode #234296, 3/13/97) against establishment of the proposed
propiconazole tolerance in or on tree nuts at 0.1 ppm, pending
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resolution of deficiencies on the ORBIT 3.6E label.

In addition, a revised Section B and a label change including the
volume of water necessary to ensure coverage in the directions is
necessary for use of ORBIT 3.6 on filberts.

CBTS has recommended that directions be provided for all individual
nut crops to be treated, OR, for the entire nut crop group. for all
labels of all formulations to be used on nut crops, including ORBIT
3.6E, ORBIT GEL and ORBIT FUNGICIDE, and ORBIT 45W. :

A DRES run may be conducted at this time, if necessary ( a run was
requested with the previous petition). The DRES calculations
should upe the tree nut crop group and. almond hulls at 0.1 ppm.

CBTS Deficiency PP#9F3740, 3/21/96

nThe following restrictions should be added to the proposed use
directions for Orbit 3.6E on filberts: (A)’Do not graze livestock
in treated areas or cut treated cover crops for feed.’ (B)’Do not
tank mix with any pesticidal product which does not have a
registered use on filberts.’® These restrictions should also be
included in other formulations of ORBIT used on the nut crop group.

Petitioner’s Regponse

Ciba-Geigy has submitted a revised label for ORBIT 45W on filberts.

CBTS Response

The deficiency concerning prohibiting grazing livestock in treated
areas or cutting treated cover crops for feed is resolved for use
of ORBIT 45W on almonds and filberts, in the revised label.

CBTS Deficiency PP#9F3740, 3 21/96

Ciba-Geigy must indicate the recommended volume of water necessary
to ensure coverage in the directions for filberts, for the ORBIT
3.6E label.

Petitioner’s Response

ciba-Geigy has submitted the recommended volume of water necesgary
to ensure coverage in their revised Section B for ORBIT 45W and on
the proposed labels, but not for use of ORBIT 3.6 on filberts.
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CBTS Response

The recommended label change including the volume of water
necessary to ensure coverage in the directions for filberts is
resolved for ORBIT 45W, but not for use of ORBIT 3.6 on filberts
{discussed in a concurrent petition).

Detailed Considerations

Proposed Use

The general directions state that "if using Orbit 45W in a tank
mixture, observe all directions for use, crop/sites, use rates,
dilution ratios, precautions, and limitations which appear on the
tank mix product label. No label dosage should be exceeded, and
the most restrictive label precautions and limitations should be
followed. This product should not be mixed with any product which
prohibits such mixing."

on almonds, the label states "apply 0.25 - 0.5 1b ORBIT at the 5-

10% bloom and 50-100% bloom. For ground applications, a minimum of
100 gal/A of water is recommended. For aerial applications, a
minimum of 20 gal/A is recommended. The directions also state, "Do
not graze livestock in treated areas or cut treated cover crops for
feed.® :

On filberts (hazelnuts), the label states apapply 0.3 - 0.5 1lb of
ORBIT 45W per acre with sufficient water to obtain thorough
coverage. Begin when green leaf tissue becomes visible and
continue on 2-3 week intervals. Do not apply more than 2 1lb of
ORBIT 45W per acre per season.”

The general directions for ORBIT 45W contain the following
regtriction, *Do not apply more than 400 g ai of propicomazole (32
£1. oz ORBIT GEL, ORBIT FUNGICIDE, ORBIT 45W) per acre per season.”
NOTE: This may be mistaken to mean, "Do not apply more than 32 oz
of ORBIT 45W, a wettable powder). The sentence should be modified
in the proposed label for ORBIT 45W to read, "Do not apply more
than 400 g ai of propiconazole (32 £l oz of ORBIT, 32 f£f1 oz of
ORBIT GEL, or 2 1b of ORBIT 45W) per season.

. In addition, CBTS notes that ORBIT 45W contains the label
"CAUTION," and not "WARNING," as do other ORBIT labels. The label
for ORBIT 45W should contain the £ollowing language to be
consistent with other ORBIT labels, “WARNING/AVISO: Si usted no
entiende la etiqueta, busque a alguien para gue se la explique a
usted en detalle. (If you do not understand the label, find someone
to explain it to you in detail.) This statement should be prement

on the ORBIT 45W and ORBIT 3.6 labels.

The use patterns for almonds and filberts are similar to the use
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pattern on pecans for which the tolerance was established
(PP#4F3007, 5/8/87).

Maqnitude of Residue

'

No residue data were submitted with this amended petition. The
proposed use of propiconazole on filberts is similar to the use
pattern on pecans for which the tolerance was established,
previously, at 0.1 ppm (PP#4F3007, 5/8/87). The residues of
propiconazole on filberts (hazelnuts) are not expected to exceed
the proposed group tolerance of 0.1 ppm.

Other Considerations

A Codex MRL exists on pecans at 0.05 ppm for propiconazole per se.
A Mexican limit exists on walnuts at 0.1 ppm for propiconazole
tpresumed.” No Canadian limit has been established for tree nuts
or any member of the tree nut crop group (PP#9F3740, 3/21/96).

Tn addition to the numerical difference between the Codex MRL on
pecans at 0.05 ppm and the requestgd.propiconazole tolerance on the
tree nut crop group at 0.l ppm, there is a difference between the
Codex and U.S. definition of residue. The U.S. definition includes
both propiconazole and metabolites determined ‘as 2,4-
dichlorobenzoic acid (DCBA), while the Codex and Mexican
definitions are restricted to parent. There are no Canadian limits
on tree nuts, however the propiconazole residue is defined as
parent and metabolites with the 2,4-dichlorophenyl-1-methyl molety
(PP#9F3740, 3/21/96). : .

An International Residue Limit Status form was completed in
conjunction with the previous review (PP#9F3740, 3/21/96).

cc: RF¥, SF, PP#9F3740, cire., Kutney, 7508C: CBTS, Rm 804D,

305-53%1, LLK: 3/10/97

R/I: C?T? Team II: 3/26/97; Act. Br. Chief: Elizabeth Haeberer:
4/1/97
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MEMORANDUM

SUBJECT: PP#9F3740 Propiconazole in/on Almonds. Almond Hulls, and
Tree Nut Crop Group. Revised Section B for the ORBIT 45W
formulation. Chemical# 122101, DP Barcode: D228723.
CBTS#: None. MRID#: None.

FROM: ‘Linda L. Kutney, Chemist k;;ib.L’
Tolerance Petition Team IX
g/hve/a7

Chemistry Branch I: Tolerance Support
Health Effects Division (7509C)

THROUGH: Elizabeth Haeberer, Acting Branch Chief ZZ%;,}Z*Zéf;/%

Chemistry Branch I: Tolerance Support
Health Effects Division (7509C)

TO: Connie Welch and Kathryn Scanlon, PM Team 21
Fungicide/Herbicide Branch
Registration Division (7505C)

and

Debbie McCall, Acting Section Head
Risk Coordination and Analysis Branch
Health Effects Division (7508C)

Ciba-Geigy Corporation, the petitiomer, in letters dated 4/7/95 and
7/9/96, in response to CBTS reviews of PP#9F3740 (8/24/89,
3/21/96), proposed a tolerance for almonds and almond hulls at 0.1
ppm for the residues of the fungicide propiconazole (1-[[2-(2,4-
dichlorophenyl)-4-propy1-l,3-dioxolan-2—y1]methy1]-1@-1,2,4-
triazole), and its metabolites determined as 2,4-dichlorobenzoic
acid (DCBA) and expressed as parent compound.

Ciba-Geigy also proposed, in a letter dated 3/21/96, a tolerance
for the crop group, tree nuts, at 0.1 ppm and for almond hulls at
0.1 ppm, for the residues of propiconazole and its metabolites,
expressed as parent compound. Ciba-Geigy further requested that
the existing propiconazole tolerance for pecans at 0.1 ppm be
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removed upon establishment of the proposed tree nut crop grouping
tolerance for propiconazole.

Propiconazole tolerances have peen established for commodities at
jevels ranging from 5 ppm in/on celery to 0.05 ppm in milk (40 CFR
§180.434). Propiconazole is a FIFRA 88 List C chemical. A phase
4 review was completed 6/30/92.

The current petition requests that ORBIT 45W formulation (a 45%
Wwettable Powder, Reg. No 100-871) be included fox the petition for
the 0.1 ppm tolerances for almond hulls and tree nut crop group
[SEE concurrent petition of 7/9/96 (D229114)].

Background

Originally, CBTS recommended for a propiconazole tolerance on
pecans (PP#4F3007, 5/8/87) at 0.1 ppm. CBTS recommended in favor
of propiconazole tolerances at 0.1 ppm for almonds and almond
hulls, provided Section B was revised (PP#9F3740, 8/24/89); an
adequate Section B was later submitted.

Residue data requirements have been satisfied for tolerances for
propiconazole in/on the two representative commodities of the tree
put crop group, almonds and pecans (PP#3740, 3/21/96). Ciba-Geigy
also requested a tolerance for propiconazole on the crop group,
tree nuts, at 0.1 ppm. The second gupplemental labeling for Orbit™
(EPA Reg. No. 100-702) and Orbit™ Gel (EPA Reg. No. 100-737)
included directions for hazelnuts (filberts) (PP#3740, 3/21/96).

Ciba-Geigy’s concurrent petition of 7/9/96 (D228114) included
" revised Sections B and F, and requested 'a tolerance for the crop
group tree nuts at 0.1 ppm and for almond hulls at 0.1 ppm, for
residues of propiconazole and its metabolites expressed as parent
compound. Ciba-Geigy further requested the existing propiconazole
tolerance for pecans at 0.1 ppm be removed upon establishment of
the proposed tree nut crop grouping for propiconazole. Labels for
ORBIT GEL and ORBIT FUNGICIDE on almonds and filberts were
included.

Ciba-Geigy's current petition of 9/7/96 (D225723) requested that
EPA consider adding the “newly approved ORBIT 45W formulation to PP
No. 9F3740." 2 label for the ORBIT 45W formulation was included.

RECOMMENDATIONS

CBTS reiterates its recommendation (in a concurrent memorandum,
Dbarcode #234296, 3/13/97) against establishment of the proposed
propiconazole tolerance in or on tree nuts at 0.1 ppm, pending

2
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resolution of deficiencies on the ORBIT 3.6E label.

In addition, a revised Section B and a label change including the
volume of water necessary to ensure coverage in the directions is
necessary for use of ORBIT 3.6 on filberts.

CBTS has recommended that directions be provided for all individual
nut crops to be treated, OR, for the entire nut crop group, for all
labels of all formulations to be used on nut cropsa, including ORBIT
3.6E, ORBIT GEL and ORBIT FUNGICIDE, and ORBIT 45W.

A DRES run may be conducted at this time, if necesmsary { a run was
requested with the previous petition) . The DRES calculations
should use the tree nut crop group and. almond hulls at 0.1 ppm.

CBTS Deficiency PP#9F3740, 3/21/96

nThe following restrictions should be added to the proposed use
directions for Orbit 3.6E on filberts: (A)‘Do nmot graze livestock
in treated areas or cut treated cover crops for feed.’ (B)’Do not
tank mix with any pesticidal product which does not have a
registered use on filberts.’" These restrictions should also be
included in other formulations of ORBIT used on the nut crop group.

Petitioner’'s Response

Ciba-Geigy has submitted a revised label for ORBIT 45W on filberts.

CBTS Response

The deficiency concerning prohibiting grazing livestock in treated
areas or cutting treated cover crops for feed is resolved for use
of ORBIT 45W on almonds and filberts, in the revised label.

CBTS Deficiency PP#9F3740, 3/21/96

Ciba-Geigy must indicate the recommended volume of water necessary
to ensure coverage in the directiona for filberts, for the ORBIT
3.6E label.

Petitioner’s Response

Ciba-Geigy has submitted the recommended volume of water necessary
to ensure coverage in their revised Section B for ORBIT 45W and on
the proposed labels, but not for use of ORBIT 3.6 on filberts.
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CBTS Response

The recommended label change including the volume of water
necessary to ensure coverage in the directions for filberts is
regolved for ORBIT 45W, but not for use of ORBIT 3.6 on filberts
{discussed in a concurrent petition) .

Detailed Considerations

Propoaed Use

The general directions state that "if using Orbit 45W in a tank
mixture, observe all directions for use, crop/sites, use rates,
dilution ratios, precautioms, and limitations which appear on the
tank mix product label. No label dosage should be. exceeded, and
the most restrictive label precautions and limitations should be
followed. This product should not be mixed with any product which
prohibits such mixing."”

On almonds, the label states "Apply 0.25 - 0.5 1b ORBIT at the 5-
10% bloom and 50-100% bloom. For ground applications, a minimum of
100 gal/A of water is recommended. For aerial applications, a
ninimum of 20 gal/A is recommended. The directions also state, "Do
not graze livestock in treated areas or cut treated cover crops for
feed. " : :

on filberts (hazelnuts), the label states "apply 0.3 - 0.5 1b of
ORBIT 45W per acre with sufficient water to obtain thorough
coverage. Begin when green leaf tissue becomes visible and
continue on 2-3 week intervals. Do not apply more than 2 1lb of
ORBIT 45W per acre per season.”

The general directions for ORBIT 45W contain the following
restriction, "Do nmot apply more than 400 g ai of propiconazole (32
f1. oz ORBIT GEL, ORBIT FUNGICIDE, ORBIT 45W) per acre per season."
NOTE: This may be mistaken to mean, “Do not apply more than 32 oz
of ORBIT 45W, a wettable powder). The sentence should be modified
in the proposed label for ORBIT 45W to read, "Do not apply more
than 400 g ai of propiconazole (32 fl1 oz of ORBIT, 32 £l oz of
ORBIT GEL, or 2 1b of ORBIT 45W) per season.

. In addition, CBTS notes that ORBIT 45W contains the label
"CAUTION," and not "WARNING," as do other ORBIT labels. The label
for ORBIT A45W should contain the following language to be
congistent with other ORBIT labels, "WARNING/AVISO: Si usted no
entiende la etiqueta, busque a alguien para que se la expligue a
usted en detalle. (If you do not understand the label, find someone
to explain it to you in detail.) This statement should be present
on the ORBIT 45W and ORBIT 3.6 labels.

The use patterns for almonds and filberts are similar to the use

4
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pattern on pecans for which the tolerance was established
(PP#4F3007, 5/8/87).

Magnitude of Residue

. No residue data were submitted with this amended petition. The
proposed use of propiconazole on filberts is similar to the use
pattern on pecans for which the tolerance was established,
previously, at 0.1 ppm (PP#4F3007, 5/8/87). The residues of
propiconazole on filberts {hazelnuts) are not expected to exceed
the proposed group tolerance of 0.1 ppm.

Other Considerations

A Codex MRL exists on pecans at 0.05 ppm for propiconazole per se.
A Mexican limit exists on walnuts at 0.1 ppm for propiconazole
vpresumed." No Canadian limit has been established for tree nuts
or any member of the tree nut crop group (PP#39F3740, 3/21/986).

In addition to the numerical difference between the Codex MRL on
pecans at 0.05 ppm and the requested propiconazole tolerance on the
tree nut crop group at 0.1 ppm, there is a difference between the
Codex and U.S. definition of residue. The U.S. definition includes
both propiconazole and metabolites determined -as 2,4-
dichlorobenzoic acid (DCBA), while the Codex and Mexican
definitions are restricted to parent. There are no Canadian limits
on tree nuts, however the propiconazole residue is defined as
parent and metabolites with the 2,4-dichlorophenyl-1-methyl moiety
(PP#9F3740, 3/21/96). .

An International Residue Limit Status form was completed in
conjunction with the previous review (PP#9F3740, 3/21/96).

cc: RF, SF, PP#9F3740, circ., Kutney, 7509C: CBTS, Rm 804D,

305-5351, LLK: 3/10/97

R/I: CBTS Team II: 3/26/97; Act. Br. Chief: Elizabeth Haeberer:
4/1/97
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MEMORANDUM

SUBJECT: PP#9F3740 Propiconazole in/on Almonds, Almond Hulls, and
Tree Nut Crop Group. Revised Section B and Section F for
ORBIT and ORBIT GEL. Chemical# 122101, DP Barcodes:
D229114 and D234297. CBTS#:1785%. MRID#: None.

FROM: Linda L. Kutney, Chemist . C
Tolerance Petition Team II
Chemistry Branch I: Tolerance Support
Health Effects Division (7503C)

THROUGH: Elizabeth Haeberer, Acting Branch Chief ZZé;;ﬁLZ&iZﬂQ%M64AJA\\

/gy

Chemistry Branch I: Tolerance Support
Health Bffects Division (7508C)

TO: Connie Welch and Kathryn Scanlon, PM Team 21
Fungicide/Herbicide Branch
Registration Division (7505C)

and

Debbie McCall, Acting Section Head
Risk Coordination and Analysis Branch
Health Effects Division (7509C)

Ciba-Geigy Corporation, the petitioner, in letters dated 4/7/95 and
7/9/96, presented revised Sections B and F, in response to CBTS
reviews of PP#9F3740 (8/24/89, 3/21/96). Ciba-Geigy proposes a
tolerance for almonds and almond hulls at 0.1 ppm for the residues
of the fungicide propiconazole (1-[[2-(2,4-dichlorophenyl) ~4-
propyl—1,3—dioxolan-2-yl]methyl]-1§-1,2,4—triazole), and its
metabolites determined as 2,4-dichlorobenzoic acid {({DCBA) and
expressed as parent compound.

Ciba-Geigy., in a letter dated 3/21/96, submitted a revised Section
B and Section F requesting a tolerance for the crop group tree nuts
at 0.1 ppm and for almond hulls at 0.1 ppm, for the residues of
propiconazole and its metabolites, expressed as parent compound.
Ciba-Geigy further requested that the existing propiconazole
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tolerance for pecans at 0.1 ppm be removed upon establishment of
the proposed tree nut crop grouping tolerance for propiconazole.
Propiconazcle tolerances have been established for commodities at
levels ranging from 5 ppm in/on celery to 0.05 ppm in milk (40 CFR
§180.434).

Propiconazole is a FIFRA 88 List C chemical. A phase 4 review was
completed 6/30/92.

Background

CBTS originally recommended for a propiconazole tolerance on pecans
(PP#4F3007, 5/8/87) at 0.1 ppm. Ciba-Geigy subsequently requested
propiconazole tolerances at 0.1 ppm for almonds and almond hulls
and CBTS recommended in favor of the tolerances, provided the
Section B was revised (PP#9F3740, 8/24/89), which was subsequently
done.

Regidue data requirements have been satisfied for tolerances for
propiconazole in/on the two representative commodities of the tree
nut crop group, almonds and pecans (PP#3740, 3/21/96). Ciba-Geigy
also requested a tolerance for propiconazole on the crop group,
tree nuts, at 0.1 ppm. The second revised labeling for Orbit™ (EPA
Reg. No. 100-702) and Oorbit™ Gel (EPA Reg. No. 100-737) included
directions for hazelnuts (filberts) (PP#3740, 3/21/96).

Ciba-Geigy’s present request of 7/9/96 (D229114) includes revised
labels for ORBIT GEL and ORBIT FUNGICIDE on almonds and filberts,
and a revised Section B and F, requesting a tolerance for the crop
group tree nuts at 0.1 ppm and for almond hulls at 0.1 ppm, for
residues of propiconazcle and its metabolites expressed as parent
compound. Ciba-Gelgy further requested the existing propiconazole
tolerance for pecans at 0.1 ppm be removed upon establishment of
the proposed tree nut crop grouping for propiconazole.

CBTS Deficiency PP§9F3740, 3/21/96

nThe following restrictions should be added to the proposed use
directions for Orbit 3.6E on filberts: (A) Do not graze livestock
in treated areas or cut treated cover crops for feed.’ (B) Do not
tank mix with any pesticidal product which does not have a
registered use on filberts.’"

~ Petitioner’s Resgponse

Ciba-Geigy has submitted a reviped labels for ORBIT GEL and ORBIT
FUNGICIDE with the requested revieions, but not for ORBIT 3.6E.

< RIS,
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CBTS Res @

The deficiency concerning prohibiting grazing livestock in treated
areas or cutting treated cover crops for feed is resolved for use
of ORBIT GEL and ORBIT FUNGICIDE on almonds and filberts, in the
revised labels for ORBIT GEL and ORBIT FUNGICIDE.

The restriction, "Do not tank mix with any pesticidal product which
does not have a registered use on filberts," has been added to the
Gepneral Information section of the label, stating that ORBIT GEL
and ORBIT FUNGICIDE *should not be mixed with any product which
prohibits such mixing.” In additionm, it directs that, for ORBIT
GEL and ORBIT FUNGICIDE, “(...No label dosage rate should be
exceeded, and the most restrictive label precautions and
limitations should be followed. Tank mixtures or other
applications of products reference(d) on this label are permitted
only in those states in which the referenced products are
registered).” -

The deficiency prohibiting tank mixing with any pesticidal product
which does mot have a registered use on filberts, is resolved for
use of ORBIT GEL and ORBIT FUNGICIDE. However, these deficiancies
were cited by CBTS for the ORBIT 3.6E label, not the ORBIT GEL and
ORBIT FUNGICIDE label. No additional information was provided for
the use of ORBIT 3.6E on filberts. These defjiciencies remain
outstanding for the use of the ORBIT 3.6E formulation on £ilberts.

CBTS Deficiency PP#9F3740, 3/21/96

Ciba-Geigy must indicate the recommended volume of water necessary
to ensure coverage in the directions for filberts. However, this
deficiency was for the ORBIT 3.6E label, not the ORBIT GEL and
ORBIT FUNGICIDE labels.

Petitioner’s Response

Ciba-Geigy has submitted the racommended volume of water necessary
to ensure coverage in their revised labels for ORBIT GEL and ORBIT
FUNGICIDE, but not for the use of ORBIT 3.6 on filberts.

CBTS Response

The recommended label change for including the volume of water
necessary to ensure coverage in the directions for filberts is
resolved for ORBIT GEL and ORBIT FUNGICIDE. The deficiency remains
outstanding for ORBIT 3 .6E.

e P
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Recommendations

CBTS recommends against establishment of the proposed propiconazole
tolerance in or on tree nuts at 0.1 ppm for the reasons outlined
below, pending resolution concerning deficiencies in the label for
ORBIT 3.6E.

CBTS further recommends that directiona be provided for all
individual nut crops to be treated, OR, for the epntire nut crop
group, for all labels of all formulations to be used on nut crops;
i.e., ORBIT 3.6, ORBIT GEL and ORBIT FUNGICIDE and ORBIT 45W.

A DRES run may be conducted at thisg time, if necessary {( a run was
requested with the previous petition}. The DRES calculations
should use the tree nut crop group and almond hulls at 0.1 ppmn.

Detailed Congiderations

Proposed Use

The general directions state that *if using the products, Orbit™
and Orbit™ Gel in a tapk mixture, obgerve all directions for use,
crop/sites, use rates, dilution ratios, precautions, and
limitations which appear on the tank mix product label.*”

"ORBIT GEL and ORBIT FUNGICIDE are to be applied on almonds during
the 5-10% bloom and 50-100% bloom stage at a rate of 4-8 £l oz/A.
For ground applications, a minimum of 100 gal/A spray volume is
recommended. For aerial applications, a minimum spray volumé of 20
gal/A is recommended. The directions also state, ”"Do not graze
livestock in treated areas or cut treated cover crops for feed."

The proposed use directions for filberts (hazelnuts) state that
ORBIT GEL and ORBIT FUNGICIDE are to be applied at 5-8 f1 oz/A with
sufficient water to obtain thorough coverage. Applications begin
when green leaf tissue becomes vigible and continues on 2-3 week
intervals. Do not apply more than 32 fl oz of the formulation (400
g ai) per acre per geason. The use pattern is similar to the use
pattern on pecans for which the tolerance was established
(PP#4F3007, 5/8/87).

Magnitude of Residue

No residue data were submitted with this amended petition. The
proposed use of propiconazole on filberts 1s simjilar to the use
pattern on pecans for which the tolerance was established,
previously, at 0.1 ppm (PP#4F3007, 5/8/87). The residues of
propiconazocle on filberts (hazelnuts) are not expected to exceed
the proposed group tolerance of 0.1 ppm.

4
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Oother Considerations

A Codex MRL exists on pecans at 0.05 ppm for propiconazole per se.
A Mexican limit exists on walnuts at 0.1 ppm for propiconazole
"presumed.” No Canadian limit has been established for tree nuts
or any member of the tree nut crop group (PP#9F3740, 3/21/96).

In addition to the numerical difference between the Codex MRL on
‘pecans at 0.05 ppm and the requested propiconazole tolerance on the
tree nut crop group at 0.1l ppm, there is a difference between the
Codex and U.S. definition of residue. The U.S. definition includes
both propiconazole and metabolites determined as 2,4-
dichlorobenzoic acid (DCBA), while the Codex and Mexican
definitions are restricted to parent. There are no Canadian limits
on tree nutas, however the propiconazole residue is defined as
parent and metabolites with the 2,4-dichlorophenyl-1l-methyl moiety
(PP#9F3740, 3/21/96).

an International Residue Limit Status form was completed in
conjunction with the previous review (PP#9F3740, 3/21/96}.

cc: RF, SFP, PP#9F3740, circ., Kutney, 7509C: CBTS, Rm 804D,

305-5351, LLK: 3/12/97

R/I: CBTS Team II: 3/27/87; Act. Br. Chief: Elizabeth Haeberer:
date
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.

DIETARY EXPOSURE BRANCH, HED

DATA REVIEW QUICK FORM

Date:

MG 24 1989

MEMORANDUM

SUBJECT: Petition Review for Establishment
of Tolerance(s}.

Evaluation of Analytical Method(s)
and Residue Data.

FROM: Maxie Jo Nelson, Chemist A
Tolerance Petition Section I >
Dietary Exposure Branch
Health Effects Division, HWI50qC

Tolerance Petition Section I
Dietary Exposure Branch
Health Effects Division, R75094

10+ Hovt Tawerson py 43
Registration.Division, WIS05 &

THRU: Robert S. Quick, Section Head M

and

Toxicology Branch — WFA Suppory
Health Effects Division, HIS04C

1. petition No(s): _AF3740

2. DEB No(s): S\e4, S65 RED No. & §-11610

3. MRID No(s): ﬁg?.ﬁ-ogf -0\, —0Z
7
4., Pesticide(s): ?gg;;g,cﬂﬂzo\ez

5. Tolerance Proposal (RACs & Levels):

6. Petitioner: §:;,b3~§;g‘;gq Qg.(%a(a;\:mn




7.

8.

11.

12.

13.

14.

1s.
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Tolerance Expression:

C;Dm\;\n&b ) duts o The Qonq‘icidg

1—{{2-(2,4-dichlotophenyl)-4—propy1-1,3-dioxolan~2—y1}
methyl}-lg-l.2,4—triazole and its metabolites determined as 2,4-
dichlorobenzoic acid and expressed as parent compound.

Established Pesticide Tolerances: 40 CFR 180.4%%&

0.2 Bananas 6.5(1) Graam, Forage Exp. 6/21/91 Ry Pacans
a.l Barlay. Grain 5.0(T) Geass, Hay Exp. 6/21/91 0.2 Poultry, Xidney & Liver
.5 Bariay, Sttaw 10.0(T) Grasa Sewd Scresning 0.1 Poultry {Mesc, Fact, 4BYP
.2 Cattie., Xidnay & Livar Pxp. 6721791 Except Kidney & Liver)
. 2.0{T) Cartls, Kidney & Liver £.2 Kogs, Kidney & Liver 0.1 Rice, Grain
Exp. 6/21L/91 . 1.0 Hoga. Xidnsy & Liver 3.0 Rice, Straw
0. Cactla (Maat, Fac. WMEYE ixp. 6/21/91 0.1 Rys, Grain
Except Ki{dney & Liver) 0.1 Hogs (Meamr, Par, MBYP 1,5 Rys, Straw
0.1 Bags Except Kidney & Liver) 0.2 Sheep, Kidney & Liver
0.2 Goats, Kidney & Liver 0.2 Hovsas, Kidney & Liver '2.0(1) Sheep, Kidnay & Liver
@ 1.5(T) Goats, Kisney & Liver @ 2:0(1) Horeas, Rithey & Liver Exp. 8/11/91
Exp. 6/21/91 . 2ep. 6121191 0.1  Sheep (Heat, Pat, MBYP
a.1 Goats {(Meax, Pat, MBYP 0.1 Horses (Meat, Pat, MEYP Except Kidnay & Liver)
Excapt Kidnay & Liver) Except Kidney & Liver) 0.1 Wheat, Grain
9,05 Milk :.5 whaat, Straw
Adainisteative Guidelinea: Nane
Tolerances Panding:
0.1 Almonds 3/21/89 0.% Grasn, Porage 1/12/89 0.5 Lagums Vagstsblas
a.1 Almoncs, Hulls 3/23/89 5.0 Grass, Hay 2/22/8%9 (Suceulmnt) 10712788
2.0 Cattla, Lidney & 10 Grams, Sead, Scrasnings 0.2 Peanuts 10/12/88
Liver 4/19/89 3/38/88 0 Pesnuts, Hay 10/12/88
5.0 Calery 10/12/88 2.0 floge. Kidamy & H Peanuts, Hulla 10/12/48
10.0 Gorn, Fodder 10/12/88 Liver /19789 0.1 . Pineapples 10/12/88
16.00 Corn, Porags L0/12/8B8 2.0 dorsas, Kidney & D.3 Pinaapples, Toddar
0.1 Corm, Grain 10/12/8% Liver &/19/89 i0/12/88
0.1 Corn, Swaet (K+CWHR) a.5 Leguas Vegetsbles . 0.50 Rice, Wild 6/29/8%
10/12/88 \Drind) 10/12/88 2.0 Sheap, Kidasy &
2.0 Gasts, Kidney & 5.0 Lepums Vegotablaa, Liver 4/19/89
Livar A/19/88 Yoliage 10/12/88 ' t.0 Stonm Fruit 6/29/08
Is Pesticide a Registratlion Standard Chemical? (Yes/No) _ﬁig___

If yes, date Guidance Document igsued:

Letter(s) ot Authorization (if applicable):

N/A

Y »

Formulation(s): Orkdr é,_b_ﬁj ﬁPARQQ,._NnL \OO‘7Q2..,_Q!3___

otc agllen & Gremolaled pevduc,

Under RD ‘D_ur\l‘\euJL

Inerts Status:

Manufacturing Process:
p¥ ) v Fa - - (
N “ 1Y \*A

S0 _xeshdug probieen,




16.

17.

18.

19.

20.
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proposed Use(s): Dy 26E  (noke #54% th_i'z._hjl

Almonds

For control of brown rot blossom blight, apply 4 fl. oz. of
Orbit 3.6E per acre at 5-10% bloom and again at 50-100%
bloom. Under severe disease pressure a maximum of 8 f1. oz.
may be used per application.

NOTE - Orbit is most effective when applied before a rainfall
and is allowed to dry.

orbit can be applied by either ground or aerial application.
For ground applications, a minimum of 100 gallons per acre is

recommended. For aerial applications, a minimum of 20 gallons
per acre is recommended.

g 80 oz, %Lumwg—!ﬁﬁd

plant Metabolism Data on:

Whm%w

X : A s[slsa  ee¥aE 2007)
Plant Residues Comprised of: ¢ ¢ -&42 &
_ .\) . ) LY 'h
\J ) . \ \
\ . ded o #17 T S v,

plant Metabolism Data Translatable Here:

¥
AW gt \1

Nature of Plant Metabolism on the Subject RAC(s) of This Petition

is not adequately defined.

The Residue of Concern is: nmer AC CFR \R0,4%4 . # 7,
R




21.

23.

24.

25.
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Animal Metabolism Data on:

/= gragieomu\g,_

The metabolism of CGA-64250 in lactating goats and rats has been
reported (pp# 4F3007, memorandum of 5/15/1984 Dby A. Smith). The
major metabolites, analogous to the plant metapolism, arise from
oxidation of the alkyl side chain, dioxolane ring -opening, ana
cleavage of the alkyl bridge between the phenyl and triazole
ring systems. °

Animal Metabolism Data Applicable Here: Groﬁ

Nature of Animal Metabolism Data @lis not adequately defined.

The Residue of Concern is: ?“ 40 Q_Eg \RO. ﬂ}ﬁ o, #Zz

Analytical Method(s) (Give Reference and/or Brief Description)

26-454K (agiacy GLC uith EC JodecHon) has basn sent to

MQWMMMM

’ ) \

[*\ .

gnc_ngnubuliL_
mtussign of +\~em¢=_n§_m_nmea,_m~_imlal&m¢>
2
?o* AFA074AF 3007 4E3026 review (1TO evabvabion),

i



26.

27.

28.

29.

30.

31,

HED Records Center Series 361 Science Reviews - File R062835 - Page 22 of 29

-5 -

Has there been a Method Trial? (Yes, No) jei (Soacczssfv\).

1f yes. provide details: juc AG-4S4RA mn whaX graws and Shauld

A . S . -l

(£ lxac, ek . WTO 2pork) ool slasle? (S Malsk; MTD edaloa-

rien) wtulews ?Pﬁs 4;3007&?30741453_%
Con‘\’mgﬁa uné&( *4§‘

Residues Determined by Method(s): ?mgq\\' MA '\‘\'S mu\mbo\;ﬁa,
eombarorns thee 2,4 - diehimophtayl conity, Residuse aw conveded o

Method Validation (RACs/"spike chemical"/fortification level(s)/

recovery range/average recovery):

\ 20 - 877 7

i AN ! jo.zg v {¢a - 778% J78:4% (=8)

I\ v /0,08-10 v / 51380, 54,/70 % (~=8)

Method Vvalidation (limit of detection and/or sensitivity in ppm):

Parent: 0. 05 ppm

Metabolite(s) (specify): 0\0‘5 %Qm (o.\\
A

 coveaMAmrsound as DORA methyl €S ¥r)

Method Validation (state crops and control values reported):

o\mon d bg“ﬁ Qmé nukm;e._*_ﬁ £ 0,05 ape
/ L2 N

adequate Analytical Method(s) /are not Available for Enforce-

ment Purposes.

These Method(s) are located: Seet 4D EDA 5/28]87 foc wclusion

\ I c'\ SU et' h
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32. PAM I Multiresidue Methods Data are available for parent pesticide

tested via Protocols @ (1D @ @ (circle, as applicable).

Addltlonal multiresidue test information for parent compound that

is needed: NML' Rg‘_&o:l’& ave, w N\ﬂ\b¢t @_OO\—D\ Qh&

were revieuned 1o the 5. Malak mewmo & ﬂ_g[_glj H’#s
AT30T4[AF 3007/ 4E 3026,

33, PpPAM I Multiresidue Methods Data are available for metabolite(s)

-

tested via Protocols @ @ @ @ (circle, as applicable).

additional multiresidue test information for metabolite(s) that

is needed: '\a -‘m. ‘VQ— \ao\‘ ’ o
(- C\rsos\ A -nydoxy CLeA-18244  ond CGA-1©\Q (\ a,
: S rath vie & No

oMb enal dade reqoired,
T

34. Residue Data (RAC(s) and Processed Commodities)

Algndst 4 Geld dciods im CA (3 4ifuet bea¥iens) 1985

2 &LQCA«tn& ﬂox{a‘r&u

PHXe o % - 200 4845 (?mrmﬂ el — oX ainK bvd plut ak wo%,
PW) ok oo 160-200 days Y 1als

h\mo«;i M{w\?‘ﬂs wnle COV ok~ normal” raavest (maturiy), Sampies wave
™, c\ta
Raaested Somples (hulls, nutmeats) wive weid \n fe‘mun St t. (—\?c\ 4,(

-4 S_prise 'ﬂ’ E¢-GelC
Tocrutved Withun 2 wiaie of L xhacRen.
wwwm&

Foond WU Z% W00y afNappend \61-3003 PRI <8.05-0.0%¢prn  (nz8) Em?

notengeds - ! - <0.05
W \hu\\s R Z ) 200 AL \5\- ‘Mé N‘ £ 8. s ‘105\5 (
0 m W W " <h. Qs_#_FBL_P?“‘ hﬂq> i
o ‘ealong @ \-2X ‘ :
orl's, (ods dug, \eals W W
Ay Su ¥ BT 16 .




35.

36.

37.

38.

9.
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Frozen Storage Stability Dataare not Available.

If yes, give RACs/fortification levels/length of storage/recovery

range/conditions of storage (°C): &*hmﬁ_hﬁ_?:uyﬁ_dm

A\ vew of : Y)
poguuanezdle S someplis strud (S°F) for G and AT medths,
. ' d*. \ ' 1-

cbroeat dodn wos desnned obprcantly high 2.d Aioreqrdaéei)
Regional Registration is involved.

If yes, list States in which use is sought:

If yes, indicate/explain (see 51 FR 11341, 4/2/86 - Policy on

Minor Uses) if a bona fide "Minor Use" 1is involved:

Geographic Representation @is not adequate, If no, list RAC(s)

and States from which additional data are needed:
C
he USA,

N ' [y '

Ol
Residues will not exceed proposed to€erance(s) on {(commodities)

y + Y g h

but may exceed proposed tolerance(s) on (commodities)

——————————————————

lLivestock Feeding Studies on (species): \ac\-a’hhq Ao\r\L CowS

and \gﬂmq hens (see 12lg4 AMT??*Q’F&Tﬂ

9



40.

41.

42.

43,

44.

45.

46.
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Animal Feeding Levels: (D y

\ \ .

1Y
of oopuocazole $ee 28 dayS,
Animal Residue Ingestion Levels from Proposed RAC Tolerance(s)

el ?é}m :.Sn . .
Levels (proposed tolérance level x percent in diet): 0,625 ppm

in beef cattle; £.,02% ppm in dairy cattle/goats: Q!ZA ppm in

hogs; N lﬁ ppm in horses: N{a ppm in sheep; &IA ppm 1n

poultry.

Livestock Tolerances are Adeguate in (species)

role and IR ;

but not adeguate in N A

Livestock Tolerances Need to be Established: Yes/No. 1If vyes,

species/levels: _E_ﬁgﬁ)n%_ﬂ.ﬂ.ﬁﬂzn&s_m&_ﬁh%@e’

OCther Comments:

Tilt and Orbit are identical
formulations of propiconazole. Tilt registrations are
for vegetables while Orbit registrations are primarily

for tree Crops. T\ 3.GE = EPA o0 ~ .

E = 100~ 102+

Other Considerations: g 5“““%%2} mgﬂné ﬁIa!g: Ogia hl&:

__Mhé_mﬁi-ﬂ? fac douef Viver wailk onl €qas e anlm

mﬂnaﬂndk pe# 4F3074, TM&&Q&M&&M_

Yo FpA S Phh\‘-ﬁ- as the erfneement method fammal commeoditia.

additional Information Needed:

I
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Forrner Considecatrions: GQO ggv'.gs h*g ot ka&g. Sirce the,
Pm?o‘% USL: lar £ blooen skaal, (P\-'\br 0 nwoX ‘Q‘D\"md\'\q'\\ﬁ) av«'a S the
nchods wtne Mﬁ &?R‘r rots \ch-n to form) a8 on et of sorfece coviact
o "~ O 3 § L%}
" ewohing adus dota biel Trow groumd aﬁ-\‘\cskons.t

..-9 @ The following et thons Sheud W added o Phe proposed vse JueeNons (&\mo“&s
Sor Ocbid 3.6E:" (M) ™ O nok araZé Lvestoek i Yealed preas o co¥

T.Acx*e.a*c,ouer cropsS Fev feed.”’ (B) Do mal tunk vk with any pestied a\

A "ye '
LAgyNy A3 SUR: OO V0N  ONYS A

o XN .. €L ) A
:va\mgm- TRt S Ul HE mi\s with almond s, See PPW AF2007, A ‘oitrante.
D, \ i \4 (]

48. RECOMMENDATIONS: hed ¥he oehh b rat

HomS_nerwThng Ro, O D 1€ o
solnaness (e #S) Soy 40 CFR 180, 434,
49. Other Comments Under Recommendations: W 3.6F
\dpe\ wokeS on .l kS EOA LS 100 s
EPA \a 100-06 ha | o 5 te

tre, waiatcest,  (00-017 is Tt G-GE}ﬁgk*A&JL

50. Compatibility with Codex Tolerances? (Explain)

' o el

cﬁleﬁa l,s&nzchln!‘ql mednbolites are, ol ggﬂggs via_o dnted

[ Al A \ o .

ATTACHMENT(S): (1) International Residue Limits Status Sheet

(M (MT N (E‘&vt&g
cc: RF, Circ, Reviewer, PP# ‘\FS?‘:O' RD&\\«\\%) » PMSD/ISB,
Approved: RSQuick jl/}{,[ g/xtj/u‘i / RALoranqev - Lrwn,g,zﬂ, 5;4%{2 .
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INTERNATIONAL RESIDUE LIMIT STATUS '

Trop. \e
cHEMICAL _TTOD conozo ‘/;‘,/5’5
CODEX NO. /&O

CODEX STATUS: . - PROPOSED U.S. TOLERANCES:

/~7 Mo Codex Proposal Petition No. QF3'740
Step 6 or above :
RCE Reviewer TNe\soN
Residue{if Step 8}: Residue: Pe( 180, 434
__zﬁflgaicwa_@/e’
Limit Limie
Cropls) {mg/kg) Crop(s) {mg/kg)
Clpand's 2,88
AT r\AS O\
odrmond Pollg Ol
CANADIAN LIMITS: MEXICAN LIMITS:
427/;; Canadian limit iE?’ﬁb Mexican limit
Residue: Residue:
Limit Limig
Crop(s) (mg/kg) Crop{s) {mg/kgq)
NOTES: _
‘ Page _{ of _ |

Form revised 1986

7!
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