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SUMMARY

Article 12(2) of Regulation (EC) No 396/2005 lays down that EFSA shall provide by 01
September 2009 a reasoned opinion on the review of the existing MRLs for triasulfuron as
this active substance was included in Annex | to Directive 91/414/EEC before 02 September
2008. In order to collect the pesticide residues data supporting the existing MRLs for that
active substance, EFSA asked France, as the designated Rapporteur Member State, to
complete the Pesticide Residue Overview File (PROFile). The completed PROFile was
submitted to EFSA on 20 October 2008. Based on the information provided in the PROFile,
EFSA derives the following conclusions and recommendations.

Metabolism was sufficiently investigated for foliar treatments in cereals and the relevant
residue for enforcement and risk assessment in both cereal grains and cereal straw is defined
as triasulfuron. A valid analytical method for the enforcement of this residue definition with
an LOQ of 0.01 mg/kg is also available. As triasulfuron is only authorized for use in cereal
crops, the proposed residue definition covers all crops evaluated in the framework of this
review. Additionally, a sufficient number of supervised residues trials supporting the
authorized GAPs for triasulfuron is available. These trials allow EFSA to estimate the
expected residue concentrations in the relevant plant commodities and to derive appropriate
MRLs.

As quantifiable residues of triasulfuron are not expected in cereal grains, there is no need to
investigate the effect of industrial and/or household processing. Specific processing factors
for enforcement of processed commaodities are also not proposed.

According to the RMS, occurrence of triasulfuron residues in rotational crops was
investigated but TRR levels were found to be very low, even at high application rates.
Significant residues, exceeding 0.01 mg/kg, are therefore not expected.

The dietary burden resulting from the authorised uses of triasulfuron was calculated for each
type of livestock. As all the calculated intakes represented less than 0.1 mg/kg DM,
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significant residues in commodities of animal origin are not expected and MRLs are not
proposed.

The chronic exposure of consumers resulting from the proposed MRLs was calculated but
acute intake calculations were not undertaken as an ARfD was not deemed necessary for
triasulfuron. As the calculated intakes are all below the toxicological reference values, it is
concluded that the proposed MRLs are not of concern for the European consumer.

An overview of the resulting MRL recommendations is included in the table below. In view
of the future need to set MRLs for feed items, tentative MRLs are also derived for cereal
straw which might be included in Annex | to Regulation (EC) No 396/2005. As all the
proposed MRLs are fully supported by data, they are recommended for inclusion in Annex Il
to Regulation (EC) No 396/2005.

Specific areas of concern or data gaps were not identified in the framework of this review but
it is noted that for enforcement of triasulfuron in plant commodities a more suitable analytical
method might be available than the one reported in this opinion. If considered necessary,
procedures and timelines for evaluation of this additional method should be agreed between
the Commission, Member States and EFSA.

Overview of the recommended EC MRLs

Commodity Existing EC Proposed Justification for the proposal
MRL EC MRL
(mg/kg) (mg/kg)

Residue definition for enforcement: triasulfuron
Barley grain 0.05* 0.01* The proposed MRLs are sufficiently

- supported by data and no risk to consumers
Oats grain 0.0 0.01* is identified. Recommended for inclusion in
Rye grain 0.05* 0.01* Annex II.
Wheat grain 0.05* 0.01*
Barley straw - 0.05
Oats straw - 0.05
Rye straw - 0.05
Wheat straw - 0.05
Other products of plant origin see - No recommendation as there are no

Appendix C authorized uses, import tolerances or CXLs.
Products of animal origin - - No recommendation as the residues intake
by livestock is insignificant.

(*): Indicates that the MRL is set at the limit of analytical quantification.

Key words: triasulfuron, MRL review, Regulation (EC) No 396/2005, consumer risk
assessment, triazinylsulfonylurea herbicides
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BACKGROUND

Regulation (EC) No 396/2005 establishes the rules governing the setting as well as the review
of pesticide MRLs at Community level. Article 12(2) of that regulation lays down that EFSA
shall provide by 01 September 2009 a reasoned opinion on the review of the existing MRLs
for all active substances included in Annex | to Directive 91/414/EEC before 02 September
2008.

According to Article 12(1) of the Regulation, EFSA shall base its reasoned opinion in
particular on the relevant assessment report prepared under Directive 91/414/EEC. It should
be noted, however, that in the framework of Directive 91/414/EEC only a few representative
uses are evaluated while MRLs set out in Regulation (EC) No 396/2005 should accommodate
for all uses authorised within the EC as well as uses authorised in third countries having a
significant impact on international trade. The information included in the assessment report
prepared under Directive 91/414/EEC is therefore insufficient for the assessment of all
existing MRLs for a given active substance.

In order to have an overview on the pesticide residues data that have been considered for the
setting of the MRLs under the former MRL legislation, EFSA developed the Pesticide
Residue Overview File (PROFile). The PROFile is an electronic inventory of all pesticide
residues data relevant to the risk assessment as well as the MRL setting for a given active
substance. This includes data on:

e the nature and magnitude of residues in primary crops;

e the nature and magnitude of residues in processed commaodities;

e the nature and magnitude of residues in rotational crops;

e the nature and magnitude of residues in livestock commodities and;
e the analytical methods for enforcement of the proposed MRLSs.

As triasulfuron was included in Annex | to Directive 91/414/EEC on 01 August 2001, EFSA
initiated the review of all existing MRLs for that active substance and a self-task with the
reference number EFSA-Q-2008-641 was included in the EFSA Register of Question.

France, the designated Rapporteur Member State (RMS) in the framework of Directive
91/414/EEC, was asked to complete the PROFile for triasulfuron. The completed PROFile
was submitted to EFSA on 20 October 2008 and subsequently checked for completeness. On
12 February 2009, after having clarified some issues with the RMS, the PROFile was
considered complete for assessment.

Based on the PROFile, EFSA prepared a draft reasoned opinion which was circulated to
Member States (MS) for commenting on 06 March 2009. All MS comments received by 03
April 2009 were considered by EFSA for finalization of the reasoned opinion.

EFSA Scientific Report (2009) 278, 4-23
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TERMS OF REFERENCE

According to Article 12(1) of Regulation (EC) No 396/2005, EFSA shall provide a reasoned
opinion on:

e the inclusion of the active substance in Annex IV to the Regulation, when appropriate;

e the necessity of setting new MRLs for the active substance or deleting/modifying existing
MRLSs set out in Annex Il or 111 of the Regulation;

e the inclusion of the recommended MRLs in Annex Il or 111 to the Regulation;
e the setting of specific processing factors as referred to in Article 20(2) of the Regulation.

According to Article 12(2) of that Regulation, the reasoned opinion shall be provided within
12 months of the entry into force of this regulation. As the Regulation entered into force on
02 September 2008, the calculated deadline for providing the reasoned opinion is 01
September 2009.
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THE ACTIVE SUBSTANCE AND ITS USE PATTERN

Triasulfuron is the 1SO common name for 1-[2-(2-chloroethoxy)phenylsulfonyl]-3-(4-
methoxy-6-methyl-1,3,5-triazin-2-yl)urea (IUPAC).

OCH;
AR

SO,NHCONH—/ N
-

OCH,CH,ClI CHj

Triasulfuron belongs to the class of triazinylsulfonylurea herbicides. It is a selective herbicide
which is absorbed by the leaves and the roots and rapidly translocated to the meristems. It
inhibits the biosynthesis of essential amino acids, hence stopping the cell division and plant
growth. Its selectivity depends on the rapidity of metabolism in the crop.

Triasulfuron was evaluated in the framework of Directive 91/414/EEC in stage 1 with France
being the designated Rapporteur Member State (RMS). The representative uses supported for
the peer review process were post-emergence outdoor applications in cereals with application
rates up to 7.5 g a.s./ha (growth stage BBCH 32 at the latest). The uses were supported for
both the Northern and Southern European region. Following the peer review a decision on
inclusion of the active substance in Annex | to Directive 91/414/EEC was taken and
published in Directive 2000/66/EC. The Annex I inclusion entered into force on 01 August
2001. Following this Annex | inclusion, Member States were granted a period of 4 years to
review their national authorizations in accordance with the uniform principles of Annex VI.
Particular attention was requested for the protection of groundwater as well as the impact on
aquatic organisms.

EC MRLs for triasulfuron in products of plant origin have been set for the first time in 2002
by means of Directive 2002/97/EC. These MRLs were based on the uses authorised within the
EC at that time and are still valid since they were transferred to Annex Il of Regulation (EC)
No 396/2005 without any amendments. Additional MRLs for commodities that were not
covered by the former European MRL legislation are established in Annex Il B of the
Regulation. These temporary MRLs were derived from the MRLs that have been set at national
level before the Regulation entered into force. All existing EC MRLs for triasulfuron are
summarized in Appendix C to this document. There are no CXLs for triasulfuron.

For the purpose of this MRL review the critical uses of triasulfuron currently authorized
within the EC have been reported by the RMS. A detailed overview of the critical GAPs is
available in Appendix A to this document. They include a post-emergence outdoor
application in several cereal crops with application rates up to 7.5 g a.s./ha in Northern
Europe and up to 11 g a.s./ha in Southern Europe. The application is carried out at growth
stage BBCH 32 at the latest. As the deadline for review of national authorizations in the
framework of Directive 91/414/EEC already expired, these GAPs are not expected in the near
future to be subject to a national review.

EFSA Scientific Report (2009) 278, 6-23
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ASSESSMENT
1. Methods of analysis
1.1. Methods for enforcement of residues in food of plant origin

The RMS reported that several analytical methods are available for triasulfuron in plant
commodities. The main analytical method referenced by the RMS is based on HPLC with UV
detection and sufficiently validated for determination of triasulfuron in cereal grains (dry
commodities) as well as cereal straw. The LOQ derived for triasulfuron in dry commodities
and straw amounts to 0.01 mg/kg.

During the consultation of Member States, Germany highlighted that the analytical method
reported by the RMS is too extensive and that the multiresidue method EN15637 (ChemElut)
would be more appropriate for enforcement of triasulfuron in dry commodities. As the
validation data for this method has never been evaluated by the RMS under the former
pesticide residues legislation, it was not yet possible to conclude on the validity of this
analytical method. Procedures and timelines for evaluation of this additional method should
therefore be agreed between the Commission, Member States and EFSA.

1.2. Methods for enforcement of residues in food of animal origin

As the dietary burden of livestock resulting from triasulfuron residues is not significant (see
also section 3.2.1) an analytical method for enforcement of residues in animal commaodities is
normally not required.

Nevertheless, an analytical method based on HPLC with UV detection was reported by the
RMS and is sufficiently validated for determination of triasulfuron in meat, fat, liver, milk
and eggs. The derived LOQ amounts to 0.01 mg/kg in milk and to 0.05 mg/kg in meat, fat,
liver and eggs.

2. Mammalian toxicology

The toxicological assessment of triasulfuron was peer reviewed under Directive 91/414/EEC
and toxicological reference values were published by the European Commission (2000).
These toxicological reference values are summarized in the table below.

Table 2-1. Overview of the toxicological reference values

Source Year Value Study relied upon Safety
(mg/kg bwi/d) factor
Triasulfuron
ADI COM 2000 0.01 2 year oral mouse study 100
ARfD COM 2000 n.n. -

n.n. not necessary

EFSA Scientific Report (2009) 278, 7-23
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3. Residues
3.1. Nature and magnitude of residues in plant

3.1.1. Primary crops

3.1.1.1. Nature of residues

According to the PROFile submitted by the RMS a representative metabolism study is
available for foliar treatments in cereals. The relevant residue for enforcement and risk
assessment in cereals can be defined as the parent compound only. As triasulfuron is only
authorized for use in cereal crops, further plant metabolism studies are not required and there
Is no need to propose a general residue definition for all plant commodities.

A valid analytical method for enforcement of the proposed residue definition is also available
(see section 1.1).

3.1.1.2. Magnitude of residues

Supervised residues field trials supporting the authorized GAPs for cereals were reported by
the RMS. The results of the residues trials are summarized in Table 3-1. In general, it is noted
that the residues trials were overdosed compared to the authorized GAPs and that a low
number of residues trials are available for Southern Europe, in particular for wheat straw.
However, this is considered acceptable as all residue levels were below the LOQ.

Storage stability of triasulfuron was demonstrated for a period of 24 months at -15 °C in dry
commodities and in straw, hereby covering all cereal crops evaluated in the framework of this
review. As all the residues trial samples were stored in accordance with these conditions,
degradation of residues during storage of the trial samples is not expected.

Consequently, the available residues data are considered sufficient to derive MRL proposals
as well as risk assessment values for all commodities under evaluation (see also Table 3-1). In
view of the future need to set MRLs for feed items, tentative MRLSs are also derived for cereal
straw which might be included in Annex | to Regulation (EC) No 396/2005.

EFSA Scientific Report (2009) 278, 8-23
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Table 3-1. Overview of the available residues trials data

Commodity

Region
(@

Outdoor
/Indoor

Individual trial results (mg/kg)

Enforcement

Risk assessment

STMR
(mg/kg)
(b)

HR
(mg/kg)
©)

MRL
proposal
(mg/kg)

Median
CF®@

Comments

Residue definition for enforcement and r

isk assessment: triasulfuron

Barley grain
Oats grain
Rye grain
Wheat grain

NEU

Outdoor

15x<0.01

15x<0.01

0.01

0.01

0.01*

1.0

- Combined dataset on barley
(6), rye (2) and wheat (7) with
application rates of 15 g
a.s./ha. Overdosed trials are
considered acceptable as
residues are below the LOQ.

- 7 confirmatory trials on
barley (2) and wheat (5) with
residues <0.02 mg/kg.

SEU

Outdoor

3x<0.01

3x<0.01

0.01

0.01

0.01*

1.0

- Trials performed on wheat
with application rates of 15 g
a.s./ha. Overdosed trials
considered acceptable as
residues below LOQ.

- 2 confirmatory trials on
wheat with residues <0.02
mg/kg.

Barley straw
Oats straw
Rye straw
Wheat straw

NEU

Outdoor

2 x<0.01; 4 x <0.02;
10 x <0.04

2x<0.01; 4 x<0.02;
10 x <0.04

0.04

0.04

0.05

1.0

Combined dataset on barley
(7), rye (2) and wheat (7) with
application rates of 15 g
a.s./ha. Overdosed trials are
considered acceptable as
residues are below the LOQ.

EFSA Scientific Report (2009) 278, 9-23
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Commodity Region | Outdoor Individual trial results (mg/kg) STMR HR MRL Median Comments
@ /Indoor _ (mg/kg) | (mg/kg) | proposal | CF@
Enforcement Risk assessment (®) © (mg/kg)
SEU Outdoor | 2x<0.01; 4 x<0.02; | 2x<0.01;4 x<0.02; 0.04 0.04 0.05 1.0 - Results obtained in NEU
10 x <0.04 10 x <0.04 were used for SEU as the

trials were overdosed and all
results were below the LOQ.

- Confirmatory trials in US
and Brazil with residues <0.02
mg/kg.

(*): Indicates that the MRL is set at the limit of analytical quantification.

(a): NEU, SEU, EU or Import (country code). In the case of indoor uses there is no necessity to differentiate between NEU and SEU.

(b): Median value of the individual trial results according to the enforcement residue definition.

(c): Highest value of the individual trial results according to the enforcement residue definition.

(d): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual conversion factors for each residues trial. The
individual conversion factor for each trial is defined as the ratio of the trial result according to the risk assessment residue definition and the result according to the

enforcement residue definition.

EFSA Scientific Report (2009) 278, 10-23




~..efsam

European Food Safesy Authority Review of the existing MRLs for triasulfuron

3.1.1.3. Effect of industrial processing and/or household preparation

As quantifiable residues of triasulfuron are not expected in cereal grains, there is no need to
investigate the effect of industrial and/or household processing from a risk assessment point
of view.

Although not required, the RMS still reported 5 processing studies for barley flour, barley
bran, barley pot, wheat flour and wheat bran. The available processing studies for wheat are
also applicable to rye considering the morphological similarities between both cereal species.
Residue definitions in these processed commodities are considered the same as for the raw
agricultural commodities because the processes do not involve heating or hydrolytic steps.
The derived processing factors demonstrate that concentration of residues in the processed
commodities is not expected. This is of particular importance for the livestock dietary burden
calculation where a processing factor of 1 can be used for wheat bran and rye bran instead of
the default factor of 8.

For enforcement purposes, however, processing factors cannot be recommended as residue
levels in both raw and processed commodities were below the LOQ. Moreover, only 1 study
is available for each type of processing.

Table 3-2. Overview of the available processing studies

Processed commodity Number Median Median Comments
of studies PF® CE®

Residue definition for enforcement and risk assessment: triasulfuron

Barley, whole-meal flour 1 1.00 1.0 Proposed processing factors cannot
be recommended for enforcement

Barley, pot/pearl 1 1.00 1.0 purposes as only 1 study is
Barley, bran 1 1.00 1.0 available for each type of

. processing and residue levels in
Rye, white flour 1 1.00 1.0 both raw and processed
Rye, bran 1 1.00 1.0 commodities were below the LOQ.
Wheat, white flour 1 1.00 1.0
Wheat, bran 1 1.00 1.0

(a): The median processing factor is obtained by calculating the median of the individual processing factors of
each processing study.

(b): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of
the individual conversion factors of each processing study. The individual conversion factor for each trial
is defined as the ratio of the trial result according to the risk assessment residue definition and the result
according to the enforcement residue definition.

3.1.2. Rotational crops

3.1.2.1. Preliminary considerations

The cereal crops evaluated in the framework of this review might be grown in rotation with
other crops. During the peer review under Directive 91/414/EEC, it was also demonstrated in
several degradation field studies that the DT90 value for triasulfuron may exceed the trigger
value of 100 days (European Commission, 2000). A detailed assessment of the nature and
magnitude of triasulfuron residues is therefore considered relevant.

EFSA Scientific Report (2009) 278, 11-23
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3.1.2.2. Nature of residues

The RMS reported in the PROFile a confined rotational crop study with representative crops
for the root and tuber vegetables, leafy vegetables, pulses and oilseeds as well as cereals.
Based on the available study it was not possible to conclude on the comparability of the
metabolic patterns in rotational and primary crops. Nevertheless, specific residue definitions
for rotational crops were not considered necessary because TRR levels in all rotational crops
were very low, even after high application rates.

3.1.2.3. Magnitude of residues

Considering the confined rotational crop study, the total residue of triasulfuron in rotational
crops is not expected to exceed 0.01 mg/kg.

3.2. Nature and magnitude of residues in livestock

3.2.1. Dietary burden in livestock

Both cereal grains and cereal straw might be fed to livestock. The dietary burden for the
different types of livestock was therefore calculated using the EFSA livestock dietary burden
calculator. The input values for the calculation are summarized in Table 3-4. For cereal grain
and bran the STMR was used for calculating the maximum dietary burden as these
commodities are considered to be bulked.

According to the results of the calculations reported in Table 3-5, the trigger value of 0.1
mg/kg DM is not exceeded for any of the relevant livestock species. Further investigation of
triasulfuron residues in commodities of animal origin is therefore not required.

Table 3-4. Input values for the dietary burden calculation

Commodity Median dietary burden Maximum dietary burden
Input value Comment Input value Comment
(mg/kg) (mg/kg)

Residue definition for risk assessment: triasulfuron
Barley grain 0.01 STMR 0.01 STMR
Oats grain 0.01 STMR 0.01 STMR
Rye grain 0.01 STMR 0.01 STMR
Wheat grain 0.01 STMR 0.01 STMR
Rye bran 0.01 STMR*PF 0.01 STMR*PF
Wheat bran 0.01 STMR*PF 0.01 STMR*PF
Barley straw 0.04 STMR 0.04 HR
Oats straw 0.04 STMR 0.04 HR
Rye straw 0.04 STMR 0.04 HR
Wheat straw 0.04 STMR 0.04 HR

EFSA Scientific Report (2009) 278, 12-23
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Table 3-5. Results of the dietary burden calculation

Maximum Median dietary Highest Max dietary | Trigger
dietary burden burden contributing burden exceeded
(mg/kg bw/d) (mg/kg bw/d) commodity (mg/kg DM) ?
Residue definition for risk assessment: triasulfuron
Dairy ruminants 0.00051 0.00051 Wheat straw 0.01 No
Meat ruminants 0.00125 0.00125 Wheat straw 0.03 No
Poultry 0.00051 0.00051 Wheat grain 0.01 No
Pigs 0.00037 0.00037 Wheat grain 0.01 No
3.2.2.  Nature of residues

Although not required, the RMS reported in the PROFile that livestock metabolism studies
are available for ruminants and for poultry. It is also concluded by the RMS that ruminant
metabolism can be extrapolated to pigs and that it would be possible to propose a general
residue definition for all commodities of animal origin, provided that there is a significant
intake. However, as there is no significant intake, residue definitions were not proposed by
the RMS.

3.2.3.

As there is no significant intake by the different types of livestock, residues in livestock
commodities are not expected and there is no need to propose MRLs for commodities of
animal origin.

Magnitude of residues

4. Consumer risk assessment

Chronic intake calculations considering the MRLs proposed in the framework of this review
were performed using revision 2 of the EFSA PRIMo. The input values for the proposed
MRLs are summarized in Table 4-1. The contributions of other commodities, for which
MRLs are currently established at the LOQ, were not included in the calculation. Acute intake
calculations were not conducted as an ARfD for triasulfuron was not deemed necessary.

Detailed results of the chronic intake calculations are reported in Appendix B to this
document. For all European diets chronic exposure represented less than 1% of the ADI. As
the calculated intakes are all below the toxicological reference values, it can be concluded
that the supported uses are not of concern for the European consumer.

Table 4-1. Input values for the consumer risk assessment

Commodity Chronic risk assessment Acute risk assessment
Input value Comment Input value Comment
(mg/kg) (mg/kg)
Residue definition for risk assessment: triasulfuron
Barley grain 0.01 STMR n.n. -

EFSA Scientific Report (2009) 278, 13-23
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Commodity Chronic risk assessment Acute risk assessment
Input value Comment Input value Comment
(mg/kg) (mglkg)
Oats grain 0.01 STMR n.n.
Rye grain 0.01 STMR n.n.
Wheat grain 0.01 STMR n.n.

n.n. not necessary

CONCLUSIONS AND RECOMMENDATIONS

Article 12(2) of Regulation (EC) No 396/2005 lays down that EFSA shall provide by 01
September 2009 a reasoned opinion on the review of the existing MRLs for triasulfuron as
this active substance was included in Annex | to Directive 91/414/EEC before 02 September
2008. In order to collect the pesticide residues data supporting the existing MRLs for that
active substance, EFSA asked France, as the designated Rapporteur Member State, to
complete the Pesticide Residue Overview File (PROFile). The completed PROFile was
submitted to EFSA on 20 October 2008. Based on the information provided in the PROFile,
EFSA derives the following conclusions and recommendations.

Metabolism was sufficiently investigated for foliar treatments in cereals and the relevant
residue for enforcement and risk assessment in both cereal grains and cereal straw is defined
as triasulfuron. A valid analytical method for the enforcement of this residue definition with
an LOQ of 0.01 mg/kg is also available. As triasulfuron is only authorized for use in cereal
crops, the proposed residue definition covers all crops evaluated in the framework of this
review. Additionally, a sufficient number of supervised residues trials supporting the
authorized GAPs for triasulfuron is available. These trials allow EFSA to estimate the
expected residue concentrations in the relevant plant commodities and to derive appropriate
MRLs.

As quantifiable residues of triasulfuron are not expected in cereal grains, there is no need to
investigate the effect of industrial and/or household processing. Specific processing factors
for enforcement of processed commaodities are also not proposed.

According to the RMS, occurrence of triasulfuron residues in rotational crops was
investigated but TRR levels were found to be very low, even at high application rates.
Significant residues, exceeding 0.01 mg/kg, are therefore not expected.

The dietary burden resulting from the authorised uses of triasulfuron was calculated for each
type of livestock. As all the calculated intakes represented less than 0.1 mg/kg DM,
significant residues in commodities of animal origin are not expected and MRLs are not
proposed.

The chronic exposure of consumers resulting from the proposed MRLs was calculated but
acute intake calculations were not undertaken as an ARfD was not deemed necessary for
triasulfuron. As the calculated intakes are all below the toxicological reference values, it is
concluded that the proposed MRLs are not of concern for the European consumer.

An overview of the resulting MRL recommendations is included in the table below. In view
of the future need to set MRLs for feed items, tentative MRLs are also derived for cereal
straw which might be included in Annex | to Regulation (EC) No 396/2005. As all the
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proposed MRLs are fully supported by data, they are recommended for inclusion in Annex Il
to Regulation (EC) No 396/2005.

Specific areas of concern or data gaps were not identified in the framework of this review but
it is noted that for enforcement of triasulfuron in plant commodities a more suitable analytical
method might be available than the one reported in this opinion. If considered necessary,
procedures and timelines for evaluation of this additional method should be agreed between
the Commission, Member States and EFSA.

Overview of the recommended EC MRLs

Commodity Existing EC Proposed Justification for the proposal
MRL EC MRL
(mg/kg) (mg/kg)

Residue definition for enforcement: triasulfuron
Barley grain 0.05* 0.01* The proposed MRLs are sufficiently

- supported by data and no risk to consumers
Oats grain 0.05* 001" | isidentified. Recommended for inclusion in
Rye grain 0.05* 0.01* Annex Il.
Wheat grain 0.05* 0.01*
Barley straw - 0.05
Oats straw - 0.05
Rye straw - 0.05
Wheat straw - 0.05
Other products of plant origin see - No recommendation as there are no

Appendix C authorized uses, import tolerances or CXLs.
Products of animal origin - - No recommendation as the residues intake
by livestock is insignificant.

(*): Indicates that the MRL is set at the limit of analytical quantification.

DOCUMENTATION PROVIDED TO EFSA

1. Pesticide Residues Overview File (PROFile) on triasulfuron prepared by the Rapporteur
Member State France. Submitted to EFSA on 20 October 2009. Updated on 12 February
20009.

REFERENCES

European Commission, 2000. Review report for the active substance triasulfuron finalized in
the Standing Committee on Plant Health at its meeting on 12 July 2000 in view of the
inclusion of triasulfuron in Annex | of Directive 91/414/EEC. DG SANCO 7589/V1/97-
final, 30 November 2000.
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APPENDIX A — GOOD AGRICULTURAL PRACTICES (GAPS)

Active substance:

triasulfuron

~ efsam

European Food Safety Auth

Critical Outdoor GAPs for Northern Europe

Crop Formulation Application Application rate PHI or
Region | Outdoor/ | Member stateor | 5oy oo niolied Content Growth stage Number Interval (days) Wialting | o ments (max. 250 charachters)
Common name Scientific name Indoor Country Type Method g Min. rate | Max. rate | Rate Unit | Period
Conc. Unit From Until Min Max Min Max. (days)
: BBCH | BBCH : : : 4
Barley Hordeum spp. NEU Outdoor LT dicotyledoneous Foliar treatment - spraying 32 1 7.50 gailha na.
Oats Avena fatua NEU Outdoor LT dicotyledoneous Foliar treatment - spraying 32 1 7.50 gailha n.a.
Rye Secale cereale NEU Outdoor LT dicotyledoneous Foliar treatment - spraying 32 1 7.50 gailha n.a.
Wheat Triticum aestivum NEU Outdoor LT dicotyledoneous Foliar treatment - spraying 32 1 7.50 ga./ha na.
n.a.: not applicable
Critical Outdoor GAPs for Southern Europe
Crop Formulation Application Application rate PHI or
Region Outdoor/  Member state or Pests controlled Content Growth stage Number Interval (days) wialting o ments (max. 250 charachters)
Common name Scientific name Indoor Country Type Method T Min. rate | Max. rate | Rate Unit | Period
Conc. Unit From Until Min Max. Min Max. (days)
: BBCH | BBCH : : : Y
Barley Hordeum spp. SEU Outdoor PT dicotyledoneous Foliar treatment - spraying 32 1 11.00 ga.i/ha na.
Oats Avena fatua SEU Outdoor S| dicotyledoneous Foliar treatment - spraying 32 1 8.00 gai/ha na.
Rye Secale cereale SEU Outdoor S| dicotyledoneous Foliar treatment - spraying 32 1 8.00 ga.i/ha na.
Wheat Triticum aestivum SEU Outdoor PT dicotyledoneous Foliar treatment - spraying 32 1 11.00 ga.i/ha na.
n.a.: not applicable
Critical Indoor GAPs for Northern and Southern Europe (incl. post-harvest treatments)
crop Formulation Application Application rate PHI or
Region Outdoor/ | Member state or Pests controlled Content Growth stage Number Interval (days) Wiaiting f o ments (max. 250 charachters)
Common name Scientific name Indoor Country Type Method Min. rate | Max. rate | Rate Unit | Period
Cone Unit From ontl 1 min, | omax. [ omin | max (days)
: BBCH | BBCH : : : : 4
n.a.: not applicable
Critical GAPs for Import Tolerances (hon-European indoor, outdoor or post-harvest treatments)
Crop Formulation Application Application rate PHI or
Region | Outdoor/ | Member stateor | 5oy oo niolied Content Growth stage Number Interval (days) Wialting | o ments (max. 250 charachters)
Common name Scientific name Indoor Country Type Method g Min. rate | Max. rate | Rate Unit | Period
From Until
Conc. Unit BBCH BBCH Min Max. Min. Max. (days)

n.a.: not applicable
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APPENDIX B — PESTICIDE RESIDUES INTAKE MODEL (PRIMO)

Explain choice of toxicological reference values.
The risk assessment has been performed on the basis of the MRLs collected from Member States in April 2006. For each pesticide/commaodity the highest national MRL was identified (proposed temporary MRL = pTMRL).
The pTMRLs have been submitted to EFSA in September 2006.

Triasulfuron

Status of the active substance: Included __[Code no.
LOQ (mg/kg bw): 0.01 [proposed LOQ:

Toxicological end points
ADI (mg/kg bw/day): 0.01 ARfD (mg/kg bw): n.n.
Source of ADI: COM Source of ARfD: COM
Year of evaluation: 2000 Year of evaluation: 2000

Chronic risk assessment

TMDI (range) in % of ADI
minimum - maximum
1

No of diets exceeding ADI:

Highest calculated Highest contributor 2nd contributor to 3rd contributor to pTMRLs at
TMDI values in % to MS diet Commodity / MS diet Commodity / MS diet Commodity / LOQ
of ADI MS Diet (in % of ADI) group of commodities (in % of ADI) group of commodities (in % of ADI) group of commodities (in % of ADI)
1.0 DK child 0.6 Wheat 0.4 Rye 0.0 Oats 1.0
0.9 WHO Cluster diet B 0.9 Wheat 0.0 Barley 0.0 Rye 0.9
0.7 WHO cluster diet D 0.7 Wheat 0.0 Rye 0.0 Barley 0.7
0.7 IT kids/toddler 0.7 Wheat 0.0 Barley 0.0 Oats 0.7
0.5 WHO cluster diet E 0.4 Wheat 0.1 Barley 0.0 Rye 0.5
0.5 DE child 0.4 Wheat 0.1 Rye 0.0 Oats 0.5
0.5 WHO Cluster diet F 0.4 Wheat 0.1 Rye 0.1 Barley 0.5
0.5 NL child 0.5 Wheat 0.0 Rye 0.0 Oats 0.5
0.4 ES child 0.4 Wheat 0.0 Barley FRUIT (FRESH OR FROZEN) 0.4
0.4 IT adult 0.4 Wheat 0.0 Barley 0.0 Oats 0.4
0.4 PT General population 0.4 Wheat 0.0 Rye 0.0 Barley 0.4
0.4 UK Toddler 0.4 Wheat 0.0 Oats 0.0 Barley 0.4
0.4 |E adult 0.2 Wheat 0.1 Barley 0.0 Oats 0.4
0.3 SE general population 90th percentile 0.3 Wheat 0.0 Rye FRUIT (FRESH OR FROZEN) 0.3
0.3 WHO regional European diet 0.3 Wheat 0.0 Barley 0.0 Oats 0.3
0.3 FR all population 0.3 Wheat 0.0 Barley FRUIT (FRESH OR FROZEN) 0.3
0.3 UK Infant 0.3 Wheat 0.0 Oats FRUIT (FRESH OR FROZEN) 0.3
0.3 ES adult 0.2 Wheat 0.0 Barley FRUIT (FRESH OR FROZEN) 0.3
0.3 DK adult 0.2 Wheat 0.1 Rye 0.0 Oats 0.3
0.3 FR toddler 0.3 Wheat FRUIT (FRESH OR FROZEN) FRUIT (FRESH OR FROZEN) 0.3
0.3 NL general 0.2 Wheat 0.0 Barley 0.0 Rye 0.3
0.2 LT adult 0.1 Rye 0.1 Wheat 0.0 Oats 0.2
0.2 UK vegetarian 0.2 Wheat 0.0 Oats 0.0 Barley 0.2
0.2 FI adult 0.1 Wheat 0.1 Rye 0.0 Oats 0.2
0.2 UK Adult 0.2 Wheat 0.0 Barley 0.0 Oats 0.2
0.1 FR infant 0.1 Wheat FRUIT (FRESH OR FROZEN) FRUIT (FRESH OR FROZEN) 0.1
PL general population FRUIT (FRESH OR FROZEN) FRUIT (FRESH OR FROZEN) FRUIT (FRESH OR FROZEN)

Conclusion:

The estimated Theoretical Maximum Daily Intakes (TMDI), based on pTMRLs were below the ADI.

A long-term intake of residues of Triasulfuron is unlikely to present a public health concern.
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Acute risk assessment /children

Acute risk assessment / adults / general population |

Acute risk assessment is not necessary.

For each commodity the calculation is based on the highest reported MS consumption per kg bw and the corresponding unit weight from the MS with the critical consumption. If no data on the unit weight was available from that MS an average European
unit weight was used for the IESTI calculation.
In the IESTI 1 calculation, the variability factors were 10, 7 or 5 (according to JMPR manual 2002), for lettuce a variability factor of 5 was used.

In the IESTI 2 calculations, the variability factors of 10 and 7 were replaced by 5. For lettuce the calculation was performed with a variabilty factor of 3.
Threshold MRL is the calculated residue level which would leads to an exposure equivalent to 100 % of the ARfD.

0
[}
= |No of commodities for which ARfD/ADI is No of commodities for which No of commodities for which ARfD/ADI No of commodities for which ARfD/ADI is exceeded
-é exceeded (IESTI 1): ARfD/ADI is exceeded (IESTI 2): is exceeded (IESTI 1): (IESTI 2):
E |iEsTi1 ) ) IESTI 2 * ) IESTI 1 *) ) IESTI 2 *) oy
° pTMRL/ pTMRL/ pTMRL/ pTMRL/
b Highest % of threshold MRL Highest % of threshold MRL Highest % of threshold MRL Highest % of threshold MRL
g ARfD/ADI Commodities (mg/kg) ARfD/ADI Commodities (mg/kg) ARfD/ADI Commodities (mg/kg) ARfD/ADI Commodities (mg/kg)
o
<3
<
=}
No of critical MRLs (IESTI 1) No of critical MRLs (IESTI 2)
3
= No of commodities for which ARfD/ADI is No of commodities for which ARfD/ADI
B |exceeded: is exceeded:
£ - -
8 pTMRL/ PTMRL/
B Highest % of Processed threshold MRL Highest % of Processed threshold MRL
a ARfD/ADI commodities (mg/kg) ARfD/ADI commodities (mg/kg)
g
T
*) The results of the IESTI calculations are reported for at least 5 commodities. If the ARfD is exceeded for more than 5 commodities, all IESTI values > 90% of ARfD are reported.
**) pTMRL: provisional temporary MRL
***) pTMRL: provisional temporary MRL for unprocessed commodity
Conclusion:
As no ARfD was considered necessary, it is concluded that the short-term intake of Triasulfuron residues is unlikely to present a pulbic health concern.
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APPENDIX C — EXISTING EC

MRLs
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GLOSSARY / ABBREVIATIONS

a.s. active substance

ADI acceptable daily intake

ARfD acute reference dose

BBCH Federal Biological Research Centre for Agriculture and Forestry (Germany)

bw body weight

CF conversion factor for enforcement residue definition to risk assessment
residue definition

CXL codex maximum residue limit

d day

DM dry matter

dPF default processing factor - 1 for silage, 2.5 for fruit pomace, 1 for hay, 8 for

bran, 2 for press cake of oilseeds with 50% oil content and 1.3 for press cake
of oil seeds with 20% oil content

DTy period required for 90 percent dissipation (define method of estimation)
EC European Community

EFSA European Food Safety Authority

EU European union

GAP good agricultural practice

ha hectare

hL hectolitre

HPLC high performance liquid chromatography

HR highest residue

ISO International Organization for Standardization
IUPAC International Union of Pure and Applied Chemistry
LOQ limit of quantification

MRL maximum residue limit

MS Member States

NEU Northern European Union

PF processing factor

PHI pre harvest interval

PRIMo Pesticide Residues Intake Model

RMS Rapporteur Member State

SEU Southern European Union

STMR supervised trials median residue

TRR total radioactive residue
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uvD ultra-violet detection
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