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Application Number: 2020-0368
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Grade Active Ingredients

Product: Delaro Complete

Registration Number: 34095

Active ingredients (a.i.): fluopyram, prothioconazole, trifloxystrobin

PMRA Document Number : 3213107
Purpose of Application

The purpose of this submission is to register a new end-use product, Delaro Complete, containing
a new combination of active ingredients, prothioconazole, trifloxystrobin and fluopyram, for use
on soybean, corn, teosinte, wheat, barley, oats and triticale to control listed diseases. An
amendment to the maximum residue limits (MRLs) for fluopyram on Crop Group 15 (Cereal
Grains) was also requested.

Chemistry Assessment

Delaro Complete is formulated as a suspension containing prothioconazole at a concentration of
176.2 g/L, fluopyram at a concentration of 128.3 g/L and trifloxystrobin at a concentration of 154
g/L. This end-use product has a density of 1.160-1.200 g/mL and pH of 7.2. The chemistry
requirements for this product have been fulfilled.

Health Assessments

Delaro Complete is of low acute oral, dermal, and inhalation toxicity. It is mildly irritating to the
eyes and minimally irritating to the skin. It is not a dermal sensitizer.

The occupational exposure and health risks from the use of Delaro Complete, containing
prothioconazole, trifloxystrobin and fluopyram were assessed for use on soybeans, corn (sweet
corn, field corn, popcorn & corn grown for seed) and various cereal grains (wheat, barley, oats
and triticale). For prothioconazole and trifloxystrobin, the uses fit within the registered use
pattern. For fluopyram, the new uses represent an expansion for certain cereal crops; as such, the
occupational risk assessment was updated. No risks of concern are expected from the use of
Delaro Complete, provided that workers follow the label directions and wear the personal
protective equipment identified on the label.

No new residue data for prothioconazole were submitted or are required to support the
registration of Delaro Complete as the use pattern is similar to that registered. Previously
reviewed residue data were re-assessed in the framework of this application. Based on this
assessment, residues of prothioconazole are not expected to be greater than that for the currently
registered uses and will be covered by the established MRLs. Consequently,
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dietary exposure to residues of prothioconazole is not expected to increase with the registration
of Delaro Complete and will not pose health risks of concern to any segment of the population,
including infants, children, adults and seniors.

Residue data from field trials on corn (field, sweet and popcorn) conducted with trifloxystrobin
were reviewed to support the reduction in preharvest interval from 30 days to 14 days. Other than
this difference, the trifloxystrobin use pattern is similar to that registered. Based on the corn
residue data supporting a 14-day PHI, the currently established MRLs are sufficient to cover the
expected trifloxystrobin residues resulting from the use of Delaro Complete, as shown in the
table below.

TABLE 1. Summary of Field Trial and Processing Data Used to Support Maximum
Residue Limit(s) (MRLs)
Application Trifloxystrobin
Method/ Residues! (ppm) . Currently
. Total PHI Experm'lental Established
Commodity Apblication (days Processing MRL
o ) LAFT | HAFT | Factor
ate (ppm)
(g a.i./ha)
Fle¥d corn Foliar/ 553- 11- <0.02 | <003 Me.alz <lx 0.05
grain 578 17 Grits: <1x
Sweet corn Foliar/ 549- Flour: 1x
5-7 [<0.02 |<0.02 : 0.04
(K+CWHR) | 574 Starch: <1x
.| Foliar/ 557- 12- Refined oil:
Popcorn grain 579 14 <0.02 | <0.02 L3x 0.05

LAFT = Lowest Average Field Trial; HAFT = Highest Average Field Trial
ICombined residues of trifloxystrobin and CGA-321113.

Following the review of all available data, no revisions to MRLs are proposed to cover residues
of trifloxystrobin. Consequently, dietary exposure to residues of trifloxystrobin is will not pose
health risks of concern to any segment of the population, including infants, children, adults and
seniors.

Residue data from cereal grain field trials conducted in Canada and the United States with
fluopyram were submitted to support the use of Delaro Complete . Fluopyram was applied to
barley, sorghum, and wheat at exaggerated rates, and harvested according to label directions.
Previously reviewed residue data from field trials conducted in/on soybean and corn (field corn
and sweet corn) were also re-assessed in the framework of this application. In addition,
processing studies in treated wheat, soybean and corn were re-assessed to determine the potential
for concentration of residues of fluopyram into processed commodities.

The recommendation for maximum residue limits (MRLs) for fluopyram was based upon the
submitted field trial data, and the guidance provided in the OECD MRL Calculator. MRLs to
cover residues of fluopyram in/on crops and processed commodities are proposed as shown in
Table 1. Residues in processed commodities not listed in Table 2 are covered under the proposed
MRLs for the raw agricultural commodities (RACs).
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TABLE 2.  Summary of Field Trial and Processing Data Used to Support Maximum Residue
Limit(s) (MRLs)
Application Fluopyram
Method/ Residues (ppm) E . tal Currently
c diey | Total PHI o | Established Recommended MRL
ommodity Application (days) LAF | HAF Fro:essmg MRL (ppm)
Rate T T actor (ppm)’
(g a.i./ha)
Starch: 0.02
Field i - 0.15x i
le' corn | Foliar/ 492 11-14 | <0.01 | 0.018 . Fle!d corn, popcorn
grain 520 Refined oil: grain
0.6x
Grits: 0.5x
Sweet corn . Flour: 0.9x 0.01
Foliar/ 495- .
(K+CWH 597 0 <0.01 | <0.01 | Meal: 0.8x Sweet corn
R) Bran: 2.6x K+CWHR
1.5
(Crop Group 05
; i 15, except ;
Wheat | Foliar/240- | 56 51| <0.01 | 0.137 | Bran: 2.7x tice) P | (Crop Group 15,
grain 320 Flour: 0.12 except rice and
our: 0.12x corn)
. Germ: 2.4x
Barley Foliar/230- 1 56 43| 0.013 | 0.291
grain 260
Sorghum | Foliar/ 200- | ¢ 551 0,054 | 0.302 | n/a
grain 210

LAFT = Lowest Average Field Trial; HAFT = Highest Average Field Trial

Following the review of all available data, MRLs as proposed in Table 2 are recommended to
cover residues of fluopyram. Residues in these crop commodities at the proposed MRLs will not
pose an unacceptable risk to any segment of the population, including infants, children, adults
and seniors.

Environmental Assessment

A scientific review of the available information has demonstrated that the environmental risks
associated with the use of Delaro Complete are acceptable when used according to the label
directions.

Value Assessment

Rationales and efficacy data from field trials conducted in Canada and the USA were submitted
in support of the use claims. Overall, Delaro Complete at the tested rates demonstrated its
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effectiveness against the listed diseases under adequate disease pressure. The value of Delaro
Complete on the use claims was confirmed from both rationales and efficacy data.

The registration of Delaro Complete will provide Canadian growers with a new product to
manage these important diseases on soybean, corn and various cereal grains.

Conclusion

The Pest Management Regulatory Agency has completed an assessment of the information
provided, and has found it sufficient to register Delaro Complete, and to propose amendments to
the MRLs of fluopyram on Crop Group 15 as described above.

Additional Information Being Requested

The preliminary results of the one-year storage stability study at ambient temperature show that
the levels of the active ingredients are within the established certified limits. However, the final
report has not been provided. This GLP-compliant study is required as post-market information.
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