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SUMMARY

According to Article 6(1) of Regulation (EC) No 396/2005, Austria received an application
from the company Bayer CropScience to modify the existing MRLs for spirotetramat in plums
and cherries. As Austira intends to authorize the use of spirotetramat in these crops, the
applicant proposed to raise the existing MRLs, which are currently set at the LOQ of 0.1
mg/kg, to 0.5 mg/kg. The subsequent evaluation report drafted by Austria was forwarded to
EFSA on 10 March 2009 according to Article 9 of the Regulation.

Based on the above mentioned evaluation report and the Draft Assessment Report (DAR)
prepared by the Rapporteur Member State (RMS) Austria under Directive 91/414/EEC, EFSA
derives the following conclusions regarding the application. As the DAR has not yet been peer
reviewed by EFSA, conclusions reached in this reasoned opinion are temporary and might be
reconsidered after finalization of the peer review.

Metabolism of spirotetramat was investigated by foliar applications in cotton, lettuce, potatoes
and apples. Three different crop groups are covered by the available studies and the relevant
residue for enforcement and risk assessment in all plant commodities was defined by Austria
as the sum of spirotetramat and its 4 metabolites BY1 03380-enol, BY| 03380-ketohydroxy,
BY1 03380-monohydroxy and BYI 03380-enol-glucoside, expressed as spirotetramat. An
analytical method for enforcement of this residue definition in plums and cherries is also
available.

A sufficient number of supervised residues trials supporting the intended GAPs for
spirotetramat in plums and cherries is available. These trials allow estimating the expected
residue concentrations in the relevant plant commodities and deriving appropriate MRLSs.
Although an MRL of 0.5 mg/kg was initially applied for, an MRL of 2 mg/kg is recommended
based on the available data.

The effect of industrial and household processing on the nature of residues was investigated.
As the processing of fruits usually doesn’t involve sterilization at high temperature and high
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pH, it was concluded that processing of fruits is not expected to affect the nature of residues.
Trials on the magnitude of residues in preserved cherries was submitted as well and a robust
processing factor for enforcement of spirotetramat and its 4 metabolites, expressed as
spirotetramat, can be recommended:

e Cherries, canned: 0.5

The possible occurrence of spirotetramat residues in succeeding crops was not further
investigated in the framework of this application because plums and cherries are not grown in
rotation. Also the occurrence of residues in food of animal origin was not investigated as
plums and cherries are not fed to livestock.

Finally, chronic and acute intake calculations considering the new proposed MRLs for plums
and cherries were performed with revision 2 of the EFSA PRIMo. For the chronic intake
calculations, all the existing MRLs for the active substance as well as the MRLs previously
recommended by EFSA were considered and no exceedances of the ADI or ARfD were
identified. The highest chronic exposure was calculated for the WHO Cluster diet B,
representing 30.5% of the ADI. The contribution of cherries and plums to this chronic
exposure was less than 0.4 % of the ADI. The highest acute exposure was calculated for
plums, representing 2.7% of the ARTD. It is therefore concluded that the proposed use of
spirotetramat in cherries and plums is not expected to pose any risk with regard to consumer
exposure and that the proposed MRLs are acceptable.

The recommendations resulting from the assessment are summarized in the table below.
These recommendations should be considered for inclusion in Annex Il of the Regulation as
the peer review of the active substance under Directive 91/414/EEC is not yet finalized.

Overview of the proposed EC MRLs

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

Residue definition for risk assessment: sum of spirotetramat and its 4 metabolites BYI 03380-enol, BYI 03380-
ketohydroxy, BY1 03380-monohydroxy and BYI 03380-enol-glucoside, expressed as spirotetramat

Cherries 0.1* 2 MRL proposals are fully supported by data
PIUMS 0.1 5 but should be considered as provisional as

' the peer review of the active substance under
Directive 91/414/EEC is not yet finalised. A
risk to consumers was not identified.

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

Key words: spirotetramat, cherries, plums, MRL application, Regulation (EC) No
396/2005, consumer risk assessment, tetramic acid insecticides, BY1 03380-
enol, BY1 03380-ketohydroxy, BYI 03380-monohydroxy, BY1 03380-enol-
glucoside
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BACKGROUND

Regulation (EC) No 396/2005 establishes the rules governing the setting of pesticide MRLs at
Community level. Article 6 of that regulation lays down that a party requesting an
authorisation for the use of a plant protection product in accordance with Directive
91/414/EEC, shall submit to a Member State, when appropriate, an application to set or
modify an MRL in accordance with the provisions of Article 7 of that regulation.

Austria, hereafter referred to as the Evaluating Member State (EMS), received an application
from the company Bayer CropScience? to modify the existing MRL for the active substance
spirotetramat in plums and cherries. This application was notified to the European
Commission and EFSA and subsequently evaluated by the EMS in accordance with Article 8
of the Regulation.

After completion, the evaluation report of the EMS was submitted to the European
Commission who forwarded the application, the evaluation report and the supporting dossier
to EFSA on 10 March 2009. The application was included in the EFSA Register of Question
with the reference number EFSA-Q-2009-00460 and the following subject:

Spirotetramat - Application to modify the existing MRLs for spirotetramat and its 4
metabolites BY108330-enol, BY108330-ketohydroxy, BY108330-monohydroxy, and BY108330
enol-glucoside, expressed as spirotetramat, in cherries from 0.1* mg/kg to 0.5 mg/kg and in
plums from 0.1*mg/kg to 0.5 mg/kg.

EFSA then proceeded with the assessment of the application as required by Article 10 of the
Regulation.

TERMS OF REFERENCE

According to Article 10 of Regulation (EC) No 396/2005, EFSA shall, based on the
evaluation report provided by the Evaluating Member State, provide a reasoned opinion on the
risks to the consumer associated with the application.

According to Article 11 of that Regulation, the reasoned opinion shall be provided as soon as
possible and at the latest within 3 months from the data of receipt of the application. Where
EFSA requests supplementary information, the time limit laid down shall be suspended until
that information has been provided.

In this particular case the calculated deadline for providing the reasoned opinion is 10 June
2009.

2 Bayer Cropscience, Alfred-Nobel-Strasse 50, 40789 Monheim/Rhein, Germany

EFSA Scientific Report (2009) 306, 4-21
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THE ACTIVE SUBSTANCE AND ITS USE PATTERN

Spirotetramat is the ISO common name for cis-4-(ethoxycarbonyloxy)-8-methoxy-3-(2,5-
xylyl)-1-azaspiro[4.5]dec-3-en-2-one (IUPAC).
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Spirotetramat belongs to the class of tetramic acid insecticides. The active substance is
systemic and requires oral ingestion or feeding from the plants by the insect. It then acts on
acetyl CoA carboxylase inhibiting the lipid biosynthesis.

Spirotetramat is evaluated in the framework of Directive 91/414/EEC as a new active
substance with Austria being the designated Rapporteur Member State (RMS) and a Draft
Assessment Report (DAR) resulting from the OECD Joint Review Project between Canada,
USA and Austria was submitted. The representative uses evaluated in the DAR are foliar
applications on citrus and lettuce but the peer review of this DAR by EFSA is not yet
finalised. A decision on the inclusion of the active substance in Annex | to the Directive has
therefore not yet been taken.

Although representative uses in the framework of Directive 91/414/EEC are only for citrus
fruits and lettuce, the use of spirotetramat is intended for a broad range of crops. Provisional
authorisations for spirotetramat in several vegetable crops have already been issued by
Member States and temporary EC MRLs accommaodating for these provisional authorisations
have been set by Regulation (EC) No 839/2008, which entered into force on 01 September
2008 (Appendix B). New MRL proposals to accommodate for the use of spirotetramat on
several fruit crops in the USA and in Canada have recently been assessed (EFSA, 2009), but
not yet legally implemented. Also the setting of CXLs for spirotetramat is currently under
discussion but not yet finalised (FAO/WHO, 2009).

The RMS Austria now intends to authorize the use of spirotetramat in plums and cherries,
requiring the modification of the existing MRLs, which are currently set at the LOQ of 0.1
mg/kg. A detailed overview of the intended GAPs is available in Appendix A. It concerns 2
foliar outdoor applications with a PHI of 21 days.

In support of the MRL application, Austria submitted an evaluation report but for
consideration of some general aspects of the pesticides residues risk assessment EFSA also
relied on the DAR prepared by Austria under Directive 91/414/EEC. Awaiting the peer review
of this DAR to be finalized, conclusions reached in this reasoned opinion are temporary and
might be reconsidered after finalization of the peer review.

EFSA Scientific Report (2009) 306, 5-21
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ASSESSMENT
1. Methods of analysis
1.1. Methods for enforcement of residues in food of plant origin

An analytical method was evaluated in the DAR prepared by Austria in the framework of
Directive 91/414/EEC (Austria, 2008). The analytical method reported is based on the LC-
ESI-MS/MS principle and is able to analyse for spirotetramat and its 4 metabolites BYI
03380-enol, BYI 03380-ketohydroxy, BYI 03380-monohydroxy and BYIl 03380-enol-
glucoside. The method has been validated for commodities with a high water content
(tomatoes, potatoes), high acid content (citrus) and high oil content (avocados) with a LOQ of
0.01 mg/kg for each analyte. In hops the analytical method was validated with a LOQ of 0.1
mg/kg for each analyte. The commodities evaluated in the framework of this application are
covered by the available data as they belong to the group of commodities with high acid
content.

It is noted that an independent laboratory validation was not provided for the above reported
method. Nevertheless, Regulation (EC) No 396/2005 lays down temporary EC MRLs for the
sum of spirotetramat and its 4 metabolites in all plant commodities, which have been adopted
by the Member States and the European Commission. It is therefore assumed that Member
States have the analytical capacity to enforce spirotetramat and its 4 metabolites in all plant
commodities.

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

The availability of analytical methods for enforcement of spirotetramat residues in food of
animal origin was not considered in the framework of this application as plums and cherries
are not fed to livestock.

2. Mammalian toxicology

The toxicological properties of spirotetramat have been evaluated in the DAR prepared under
Directive 91/414/EEC (Austria, 2008) and reference values have been derived. These
reference values are summarized in Table 2-1. It is noted that a lower ARfD of 0.1 mg/kg
bw/d has been used by EFSA for the assessment of the temporary EC MRL (EFSA, 2008).
The ARfD of 1 mg/kg, however, results from a more recent assessment and it was also
confirmed by the 2008 JMPR (FAO/WHO, 2009).

Table 2-1. Overview of the toxicological reference values

Source Year Value Study relied upon Safety
(mg/kg bw/d) factor
Spirotetramat
ADI DAR 2008 0.05 1 year dog study 100
ARfD DAR 2008 1 acute rat neurotoxicity study 100

EFSA Scientific Report (2009) 306, 6-21
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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

Plant metabolism for spirotetramat was investigated in apples, potatoes, lettuce and cotton and
a detailed evaluation of the studies is provided in the DAR (Austria, 2008). According to the
RMS, metabolism in the different crop groups was found to be similar and nature of residues
in plant commodities is adequately understood. Overall, a high level of identification was
obtained with the major part of the residue being composed of spirotetramat, BY1 03380-enol,
BY1 03380-ketohydroxy, BY1 03380-monohydroxy and BYI 03380-enol-glucoside. Other
metabolites were identified but not further considered because they were present in lower
amounts.

These findings are also in accordance with the temporary residue definition that has been
established for spirotetramat in all plant commodities by Regulation (EC) No 839/2008.
Awaiting the finalisation of the peer review of the DAR, it is therefore proposed to
temporarily define the residue definition for enforcement and risk assessment in all plant
commodities as the sum of spirotetramat and its 4 metabolites BYI 03380-enol, BYI 03380-
ketohydroxy, BYIl 03380-monohydroxy and BYl 03380-enol-glucoside, expressed as
spirotetramat.

Table 3-1. Overview of the metabolites identified in the primary crops

Metabolite CAS Name Chemical structure
BY1 03380-enol cis-3-(2,5-dimethylphenyl)-4-hydroxy-8- " o
methoxy-1-azaspiro[4.5]dec-3-en-2-one . ] * Ten,
HO .
CH, %
|-. |I HH
L)%
i
CH,
BYI 03380-ketohydroxy cis-3-(2,5-dimethylphenyl)-3-hydroxy-8- " o
methoxy-1-azaspiro[4.5]decane-2,4-dione ] I ® TeH,
CH o“.- - /
[ g
TN
| Mo
i
CH,
BY1 03380-monohydroxy cis-3-(2,5-dimethylphenyl)-8-methoxy-2-oxo-1- " o
azaspiro[4.5]dec-3-en-4-yl beta- sy
Dglucopyranoside :H"D‘x---!’./_
L ! ; _\'NH
“‘-' = 'H-.Tlf
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Metabolite CAS Name Chemical structure
BYI1 03380-enol-glucoside | cis-3-(2,5-dimethylphenyl)-4-hydroxy-8- T oMme
methoxy-1-azaspiro[4.5]decan-2-one Hﬂ\] - "
) 0

3.1.1.2. Magnitude of residues

In its evaluation report, Austria reported a sufficient number of residues trials for cherries and
plums. All trials were performed between 2004 and 2006 in Northern Europe and are in
compliance with the intended GAP based on the spray concentration. It is noted that trials
were performed with OD formulations while the intended GAP was reported for a SC
formulation. This is however not expected to impact the outcome significantly. The analytical
methods used in the residues trials were also demonstrated to be sufficiently validated with a
combined LOQ of 0.05 mg/kg for spirotetramat and its 4 metabolites. Trial results were
selected in accordance with the intended GAP unless higher residue levels were identified at
longer PHIs. Results are summarized in Table 3-2.

Storage stability of total spirotetramat residues, including the 4 metabolites, was demonstrated
for a period of 15 months at -18°C in commodities with high water content (tomatoes,
potatoes, lettuce, French beans and tomato paste) and high oil content (almond nutmeat). For
commodities with high acid content (orange juice and prunes) storage stability was only
demonstrated for a period of 5 months due to the limited time period defined in the study
design. Nevertheless, considering the overall availability of storage stability data and the fact
that tomatoes are on the borderline between high acid and high water content, total
spirotetramat residues are also considered stable for a period of 15 months in commodities
with high acid content. As all the residues trial samples, including commodities with high acid
content, were stored in accordance with these conditions, degradation of residues during
storage of the trial samples is not expected.

It is concluded that the available residues data are sufficient to derive MRL proposals and risk
assessment values for plums and cherries (see also Table 3-2). It is noted that MRLs of 0.5
mg/kg for both crops were initially requested in the application form but based on the data
provided an MRL of 2 mg/kg is expected to be more appropriate.

EFSA Scientific Report (2009) 306, 8-21
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Table 3-2. Overview of the available residues trials data

Commodity Region | Outdoor Individual trial results (mg/kg) STMR HR MRL Median Comments
@ /Indoor ) (mg/kg) | (mg/kg) | proposal | CF @
Enforcement Risk assessment (b) © (mg/kg)

Residue definition for enforcement and risk assessment: sum of spirotetramat and its 4 metabolites BYI 03380-enol, BYI 03380-ketohydroxy, BYI 03380-monohydroxy and
BYI 03380-enol-glucoside, expressed as spirotetramat

Plums NEU Outdoor | 0.119; 0.159; 0.193; 0.119; 0.159; 0.193; 0.38 0.83 2 1.0 8 trials on plums
0.353; 0.416; 0.511; 0.353; 0.416; 0.511; complying with the
0.582; 0.828 0.582; 0.828 intended GAP.
Rmax =1.17
Rber = 1.06
Cherries NEU Outdoor | 0.248; 0.285; 0.295; 0.248; 0.285; 0.295; 0.48 0.94 2 1.0 4 trials on sour cherries
0.427; 0.524; 0.583; 0.427; 0.524; 0.583; and 4 trials on sweet
0.826; 0.939 0.826; 0.939 cherries complying with
the intended GAP.
Rmax =1.33
Rber = 1.29

(@): 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.

EFSA Scientific Report (2009) 306, 9-21
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3.1.1.3. Effect of industrial processing and/or household preparation

Studies investigating the effect of processing on the nature of residues and simulating
hydrolytic conditions during pasteurization, baking/brewing and sterilization, are reported in
the DAR (Austria, 2008). Although hydrolysis of both spirotetramat and BY1 03380-enol-
glucoside to BY1 03380-enol was observed, the total spirotetramat residue can be considered
as stable when subject to conditions for pasteurization (20 min at 90°C, pH 4) or
baking/brewing (60 min at 100° C, pH 5). Under these conditions only minor amounts of a
new metabolite, BY1 03380-MA-amide, were identified. Under sterilization conditions (20
min at 120°C, pH 6) BY1 03380-ketohydroxy was completely hydrolyzed to BY| 03380-MA-
amide and inclusion of this metabolite in the residue definition for processed commodities
should be considered. However, processed commodities obtained from plums or cherries are
usually not subject to the sterilization conditions, as tested in the available study. The same
residue definition as for the raw agricultural commodities can therefore be applied. This
conclusion should be revised if crops subject to sterilization practices (with high temperature
and high pH) are supported in the future.

Table 3-3. Overview of the metabolite identified in the hydrolysis study

Metabolite CAS Name Chemical structure
BYI1 03380-MA-amide 1-{[(2,5-dimethylphenyl)(hydroxy)acetyl]Jamino}- ", _o-CH,
4-methoxycyclohexanecarboxylicacid HO D - I
cn, ¢
: MH
'A\.. IT- '\;:’
[T o%
CH,

Regarding the magnitude of residues in processed commodities of cherries, 4 processing
studies for preserved cherries were reported by Austria and are summarized in Table 3-4.
From the available trials, a processing factor of 0.5 can be derived. As specific consumption
data on preserved cherries are not available, it is not possible to include this factor for
refinement of the consumer intake calculations. Nevertheless, the processing factor is
sufficiently supported by data to be recommended for enforcement purposes.

Table 3-4. Overview of the available processing studies

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

Residue definition for enforcement and risk assessment: sum of spirotetramat and its 4 metabolites BYI
03380-enol, BYI 03380-ketohydroxy, BYI 03380-monohydroxy and BYI 03380-enol-glucoside, expressed as
spirotetramat

Cherries, canned 4 0.50 1.0 Recommended for enforcement

(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.

EFSA Scientific Report (2009) 306, 10-21
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3.1.2. Rotational crops

The possible occurrence of spirotetramat residues in succeeding crops was not further
investigated in the framework of this application. Both plums and cherries are permanent
crops which are not grown in rotation.

3.2 Nature and magnitude of residues in livestock

The occurrence of residues in food of animal origin was not further investigated in the
framework of this application as plums and cherries are not fed to livestock.

4. Consumer risk assessment

In order to assess the consumer safety of the proposed MRLs, both chronic and acute intake
calculations were performed using revision 2 of the EFSA PRIMo. For the chronic intake
calculations, EFSA is also required to consider other crops with registered uses. STMR values
derived for several fruit cops in the framework of a previous application were therefore also
considered (EFSA, 2009). Above mentioned input values are summarized in Table 4-1.

As detailed information on STMR values for all other authorized crops is currently not
available to EFSA, the chronic calculations for the remaining commodities were conducted
using the existing MRLs as input values (Appendix B). Considering that the residue
definitions for enforcement and risk assessment are the same, this approach is expected to
overestimate real exposure to spirotetramat residues.

The detailed results of the intake calculations are reported in Appendix C to this document
and no exceedances of the ADI or ARfD were identified. The highest chronic exposure was
calculated for the WHO Cluster diet B, representing 30.5% of the ADI. The contribution of
cherries and plums to this chronic exposure was less than 0.4 % of the ADI. The highest acute
exposure was calculated for plums, representing 2.7% of the ARfD. It is therefore concluded
that the proposed use of spirotetramat in cherries and plums is not expected to pose any risk
with regard to consumer exposure and that the proposed MRLs are acceptable.

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: sum of spirotetramat and its 4 metabolites BYI 03380-enol, BYI 03380-
ketohydroxy, BY1 03380-monohydroxy and BYI 03380-enol-glucoside, expressed as spirotetramat

Cherries 0.48 STMR 0.94 HR
Plums 0.38 STMR 0.83 HR
Citrus fruits 0.33 STMR (EFSA, 2009) | Not considered for acute exposure
Apples and pears 0.18 STMR (EFSA, 2009) Z;Zﬁ?i;??g;_in the framework of this
Apricots and peaches 0.74 STMR (EFSA, 2009)

Table and wine grapes 0.45 STMR (EFSA, 2009)

EFSA Scientific Report (2009) 306, 11-21
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CONCLUSIONS AND RECOMMENDATIONS

According to Article 6(1) of Regulation (EC) No 396/2005, Austria received an application
from the company Bayer CropScience to modify the existing MRLs for spirotetramat in plums
and cherries. As Austira intends to authorize the use of spirotetramat in these crops, the
applicant proposed to raise the existing MRLs, which are currently set at the LOQ of 0.1
mg/kg, to 0.5 mg/kg. The subsequent evaluation report drafted by Austria was forwarded to
EFSA on 10 March 2009 according to Article 9 of the Regulation.

Based on the above mentioned evaluation report and the Draft Assessment Report (DAR)
prepared by the Rapporteur Member State (RMS) Austria under Directive 91/414/EEC, EFSA
derives the following conclusions regarding the application. As the DAR has not yet been peer
reviewed by EFSA, conclusions reached in this reasoned opinion are temporary and might be
reconsidered after finalization of the peer review.

Metabolism of spirotetramat was investigated by foliar applications in cotton, lettuce, potatoes
and apples. Three different crop groups are covered by the available studies and the relevant
residue for enforcement and risk assessment in all plant commodities was defined by Austria
as the sum of spirotetramat and its 4 metabolites BY1 03380-enol, BY 03380-ketohydroxy,
BY1 03380-monohydroxy and BYI 03380-enol-glucoside, expressed as spirotetramat. An
analytical method for enforcement of this residue definition in plums and cherries is also
available.

A sufficient number of supervised residues trials supporting the intended GAPs for
spirotetramat in plums and cherries is available. These trials allow estimating the expected
residue concentrations in the relevant plant commodities and deriving appropriate MRLSs.
Although an MRL of 0.5 mg/kg was initially applied for, an MRL of 2 mg/kg is recommended
based on the available data.

The effect of industrial and household processing on the nature of residues was investigated.
As the processing of fruits usually doesn’t involve sterilization at high temperature and high
pH, it was concluded that processing of fruits is not expected to affect the nature of residues.
Trials on the magnitude of residues in preserved cherries was submitted as well and a robust
processing factor for enforcement of spirotetramat and its 4 metabolites, expressed as
spirotetramat, can be recommended:

e Cherries, canned: 0.5

The possible occurrence of spirotetramat residues in succeeding crops was not further
investigated in the framework of this application because plums and cherries are not grown in
rotation. Also the occurrence of residues in food of animal origin was not investigated as
plums and cherries are not fed to livestock.

Finally, chronic and acute intake calculations considering the new proposed MRLs for plums
and cherries were performed with revision 2 of the EFSA PRIMo. For the chronic intake
calculations, all the existing MRLs for the active substance as well as the MRLs previously
recommended by EFSA were considered and no exceedances of the ADI or ARfD were
identified. The highest chronic exposure was calculated for the WHO Cluster diet B,
representing 30.5% of the ADI. The contribution of cherries and plums to this chronic
exposure was less than 0.4 % of the ADI. The highest acute exposure was calculated for
plums, representing 2.7% of the ARfD. It is therefore concluded that the proposed use of
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spirotetramat in cherries and plums is not expected to pose any risk with regard to consumer
exposure and that the proposed MRLs are acceptable.

The recommendations resulting from the assessment are summarized in the table below.
These recommendations should be considered for inclusion in Annex Il of the Regulation as
the peer review of the active substance under Directive 91/414/EEC is not yet finalized.

Overview of the proposed EC MRLs

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

Residue definition for risk assessment: sum of spirotetramat and its 4 metabolites BYI 03380-enol, BYI 03380-
ketohydroxy, BY1 03380-monohydroxy and BYI 03380-enol-glucoside, expressed as spirotetramat

Cherries 0.1* 2 MRL proposals are fully supported by data
PIUMS 0.1 5 but should pe considered as provisional as

' the peer review of the active substance under
Directive 91/414/EEC is not yet finalised. A
risk to consumers was not identified.

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

DOCUMENTATION PROVIDED TO EFSA

1. Evaluation report on the modification of the existing MRLs for spirotetramat in plums and
cherries prepared by the Rapporteur Member State Austria under Regulation (EC) No
396/2005. Submitted to EFSA on 10 March 2009.
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APPENDIX A — GOOD AGRICULTURAL PRACTICES (GAPS)

Froduct name / FPRP: Movento SC 240 Active substancels: Spirotetramat Content: = 95%
Type of formulation: SC
Crop and! Member F Pests or Application rate per treatment PHI
or situation State G Group of Preparation Application (days) Remarks
or or pests
Country | controlled
Type Cone. method arowth number interval kn as/hl | water ko asfha
[a) (b} {e) of as kind stage & mind between Liha [}
{d-f) SEASON max applicatioc | min— min —
(i) [f-h) ns (minj max min — max
]} L] L] max in

stone fruit EL-M F aphids SC 240 SOray BBCH E1 2 14 0.01£4 S00Lha | 0OF2kg |21 3 appication data

scales. mealy & Mero at last and m as /ha refer to meter CH®
S bugs application CH* and m [zancpy haight,

max CH*, max. height
i-:ur;nf 1500 max referred to is three
Sweel cherry Liha 0.216 kg (2) metres
as.'ha
Max. tofal rate per
SEAS0N:
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APPENDIX B —EXISTING EC

MRLs
Pestiddes-Web Version-EUMRLs (Flecreated on 27/05/200916:56)
Spirote
tramat
and its
q
metab
olites
BY1083
30-
enol,
BYI083
30-
ketohy
Code Groupsandexamples ofindividual droxy,
produdstowhichthe MRLsapply BYI083
number
(@ 30-
monoh
ydroxy,
and
BYI1083
30
enol-
glucosi
de,
expres
sed as
spirote
tramat
100000 1. FRUITFRESHORFROZEN; NUTS 0,1*
110000 | ()Gtrusfruie [
Grapefiuit (Shaddodks, pomelcs,
sweeties, tangelo, ugiand other
110010 | hybrick) [
Oranges(Bergamot, bitter
110020 | orange,chinattoandother hybrick) [1°
110030 Lemons(Gitron, lemon) [1]?
110040 Limes [1r°
Mandarins (Cementine,
110050 | tangerineandotherhybrids) [1°
110990 Others [1)°

120000 (i) Treenuts (sheled orunshelled) 0,1* Goosebenies(Indudinghybrids mediumsized Annonaceae)
120010 Amonds 0,1* 154040 | withotherribesspedes) 0,1* 163070 Guava 0,1*
120020 Bradinuts 0,1* 154050 Rosehips 0,1* 163080 Pheapples 0,1*
120030 Cashewnuts 0,1* 154060 Muberies(arbutusbery) 0,1* 163090 Breadiuit laddui) 0,1*
120010 Chestruts 0,1* 154070 Azaroe(mediteraneanmedar) 0,1* 163100 Duin 0,1*
120050 Cooonus 0,1* Ederberries(Backchokebery 163110 Soursop (guanabana) 0,1*
120060 Hezelnuts (Fbert) 0,1* (appleberry), mountainash, azaroke, 163990 Others 0,1*
120070 Macadamia 0,1* buddhom(seasalowthom), 200000 | 2.VEGETABLESFRESHORFROZEN
120080 Pecas 0,1* hawthorm, sevice berries, andather 210000 | ()Rootandiubervegetables 0,1*
12000 Prenuts 0,1* g“g ”Bdg';;—") 8’1: 211000 | (@)Potatoes 0,1*
120100 Pistachis 0,1* ) (b)Tropicalrootandtuber
120110 Wahuts 0,1* 160000 (v) Miscelaneousfiuit 0,1* 212000 | vegetables 0,1*
12000 | Oters 0,1* 161000 | (a)Edbeped! 0,1* Cassava(Dasheen ecdoe
130000 | (i)Pomefiuit 161010 Dates 0,1* 212010 | (lapanesetaro) tannia) 0,1*
130010 Apples(Crabappke) [1P 161020 Fgs 0,1* 212020 Sweetpotatoes 0,1*
130020 | Pears(Orientalpear) [ 161030 |  Tabledhes 0,1* Yams (Potatobean (yambean)
130030 Quinees 0,1* Kumauats (Marumikumauats, 212030 | Medanyambean) 0,1*
130010 Medar 0,1* 161040 | nagamikumauats) 0,1* 212040 Arowroot 0,1*
130050 Lot 0,1* 161050 Carambola(Biimbi) 0,1* 212990 Others 0,1*
13O0 | Otrers 0,1* 161060 | Persimmon 0,1* (q)Otherrootandubervegetables
140000 | (MStonefruic Jambolan (@vaplum) (avaapple 213000 | exceptsugarbeet 0,1*
140010 Aprcts 2F (waterapple) pomerac reseappe, 213010 Beetroot 0,1*
Cheries (sweetcharmies sour Brazieencheny(grumicharma), 020 | s 0,1*
140000 dm) 0,1* 161070 Summd’neny) 0,1* 213030 Celeriac 0,1*
Peaches(Necarnesandsimiar 16150 |  Others 0,1 213000 | Horseradsh 0,1*
140080 | hybrick) 2 162000 (b) Inedible peel,small 0,1* 213050 Jerusalemartichokes 0,1*
Plums (Damson, greengage, 162010 Kind 0,1* 213060 Parsnips 0,1*
140040 | mirabele) 0,1* Lychee(Ltch) (Puiasan, rambutan 213070 Parskyroct 0,1*
1400 | Oters 0,1* 162020 | (hairyltchi) 0,1 Racishes (Backradish, Japanese
150000 | ()Bemes@smaliit 16200 | Pessonfiuk 01* racieh,smalrackhandsiiar
151000 (a)Tableandwinegrapes 27 162040 Priddy pear (cactusfruit) 0,1* 213080 | varieties) 0,1*
151010 | Teblegapes 2] 16250 | Serappe _ 01 Sabsfy (Soorzonera Spanihsaly
151000 | Wiegapes 27 Americanpersimmon(Vigra 213000 | (Spanihoysterplart) 0,1*
152000 | (o) Strawberries 0,1* kakd)(Black sapote, whitesapote, 23100 | Swedes 01*
15300 | (Canefuit 0,1* o0 ?mzﬁ‘;’d’”ﬁm’ o1r 2310 | Tumps 0,1
153010 Baddberries 0,1* CALLLS a 21390 Others 0,1*
M(L@tﬂrﬁ, - 162990 Others 0,1* 220000 m&bvm 0,1*
153020 | Boyserberries andcucberts) 0.1% 163000 | (Oinedibleped lrge 0,1* 220010 ke 0.1
15380 | Rospberries(Wineberes) 01" 163010 | Avocados 01 20020 | Orors(Shersknorion) 0,1*
153990 Others 0,1* Bananas (Dwarfbanana, plantain, . 220030 Shallots 0,1*
154000 | (d)Othersmalfit&beries 0,1* % appbr Imm) gj* o0 | 5 Spf"E_O(ifJ)m(\NelshmMand o1
154010 | (redbiberries)) (baries 0,1* 163040 Papaya 0,1* 220990 Others 0,1*
154020 | Crarberries 0,1* 16300 | Pomeganate 01* 23000 | (i)Fruitngvegetables
15480 | Curmarts{red, backandwhis) 01" Cherimoya(CLstardapple sugar B100 | (@)oarecen
163060 | apple(sweetsop), lemaandother 0,1* 231010 Tormates{Chenytometoes) 5
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231020 Peppers(Chilipeppers) 2 auridleaveendive, sugarloaf) (sugarpess)) 401130 Goldofpleasure 0,1*
23100 Aubergines(eggplants) Pepino) 2 251040 Cress 0,1* Peas withoutpods)(Gardenpes, 401140 Hempseed 0,1*
231000 Okra, ldysfirgers 0,1* 251050 landaess 0,1* 260000 | greenpes,chidpes) 0,1* 401150 Castorbean 0,1*
23190 Others 0,1* 251060 Rodket, Rucola(Widrodet) 0,1* 260050 Lents 0,1* 401990 Others 0,1*
232000 | (b)Cucurbis-edbleped 0,2 251070 Redmustard 0,1* 260990 Others 0,1* 400000 | (i)Oilfruits 0,1*
232010 Cucumbers 0,2 LeavesandsproutsofBrassiaspp 270000 | (i)Stemvegetablesfresh) 0,1* 402010 Olvesforolproduction 0,1*
23200 Gherkins 0,2 251080 | (Mizurg) 0,1* 270010 Asparagus 0,1* 400020 Paimnuts (paimoikemek) 0,1*
Courgettes(Summersquash, 251990 Others 0,1* 270020 Cardoons 0,1* 402030 Paimfruit 0,1*
232030 | marrow(patisson)) 0,2 250000 | (b)Spinach&simibr (eaves) 0,1* 270030 Colery 0,1* 402040 Kapok 0,1*
23290 Others 0,2 Spinach (NewZeslandspinach, 270000 Fennd 0,1* 402990 Others 0,1*
233000 | () Cucurbisinedideped 0,2 252010 | tumipgreenstumiptops)) 0,1* 270050 Giobeartichokes 0,1* 500000 | 5.CEREAIS 0,1*
233010 Melors(Kiwano) 0,2 Pursane(Winterpursane 270060 Leek 0,1* 500010 Barley 0,1*
233020 Pumplins(Wintersquash) 0,2 (miner'skettuce), garden pursne, 270070 Rhubarb 0,1* 500020 Budawheat 0,1*
233030 Watermelons 0,2 252020 | commonpurshne somelgassworth) | 0,1* 270020 Bambooshoots 0,1* 500030 Maize 0,1*
233990 Others 0,2 Beetleaves (chard) (Leavesof 270090 Paimhearts 0,1* 500040 Milet (Foxtalmillet; teff) 0,1*
234000 | (d)Sweetcom 0,1* 252030 0,1* 270990 Otrers 0,1* 500050 Oats 0,1*
230000 | (e)Otherfuitingvegetables 0,1* 25290 Others 0,1* 280000 | (vi)Furg 0,1* 500060 Rice 0,1*
240000 | (v)Brassicavegetables 253000 | (gVineleaves(grapeleaves) 0,1* Cultivated (Commeonmushroom, 500070 Rye 0,1*
241000 | (a)Foweringbrassa 1 2400 | (dWatergess 0,1* 280010 | Oystermushroom,Shitake) 0,1* 500080 | Sogum 0,1*
Brooco(Cabbrese, Chinese 255000 | (g)witoof 0,1* 280020 | Wid(Chanterele TnifleMord) | 0,1* SO00S0 | Wheat(Spelt Tritcale) 0,1*
241010 | brocooi, Brocooirasb) 1 256000 | (fHerbs 0,1* 280090 Others 0,1* 500990 Others 0,1*
241000 Cauifiower 1 256010 Chend 0,1* 200000 | ()Seaweeds 0,1* 6. TEA COFFEE, HERBALINFUSIONS
241990 Others 1 256020 Chives 0,1* 300000 | 3.PULSES,DRY 0,1* 600000 | ANDCOCOA 0,1*
242000 (b)Head brassica Celeryleanes (fernelieaes, Beans (Broadbeans, navy beans, () Tea(criedleavesandstaks,
242010 Brussessprouts 0,3 Corianderleaves, dilleaves, Caraway flageokets, jackbbeans imabeans fied fermentedorothenwiseof Camelia
Headcabbage Pointecthead S ;ﬁamﬁmmw o1r 300010 | beans cowpeas) 0,1* 610000 | sinenss) 0,1*
cabbage, red cabloage, savoy / 300020 Lentis 0,1*
202000 | cabbage, whitecabbage) 0,5 256040 Parsey 0,1* Peas(Chickpeas, fidd pess, (i) Coffeebears 0,1*
242950 Others 0,1* Sage(Wintersavory, summer 300030 | chiddngvetch) 0,1* 630000 | ()Herbalinfusions(aried) 0,1*
23000 | (Jledybrassa 2 6050 | saory,) 0,1* 300040 | lupins 0,1* G100 | (a)Fowers 0,1*
Chinesecabbege(nden|Chinese) L5060 | Rosemary 0,1% 3090 | Others 0,1* 81000 | Gavorriefoners 0,1*
mustard, pakchoj Chinesefiat 256070 wmm) 01 400000 | 4.OILSEEDSANDOILFRUITS 0,1* 631020 Hybiscusflowers 0,1*
(teigoocho), peld B mint, ,1* *
243010 ﬁ@wﬂ% 2 256080 | peppermint) 0,1* % m?;: g,i* :ﬁ m gj*
243020 Kale (Borecole{aurly ), colercks) 2 25600 Bayleaves(eure) 0,1* 401020 Peanuts 0,1* 631050 Lme(inden) 0.1*
243990 Others 2 256100 g:sm(wssop) 0,1: 401030 Poppyseed 0,1* 3190 Others 0,1
244000 (d)Kohkrabi 2 26550 01 401040 Sesameseed 0,1* 632000 Leaves 0,1*
250000 |  (v)leafvegetables&freshherbs 260000 |  (i)Legumevegetables(fresh) 0,1* 201050 Sunfiowerseed 0,1* 632010 (zwmm 0,1
mizlemmandoﬂﬂﬁiadm mﬁg&%ﬁ“ Rapeseed (Birdrapeseed, tumip 62020 | Rooboskaves 0,1*
251000 | indudingBrassicacea h 401060 | rape) 0,1* 4 1%
251010 Lamb'slettuce (talan comsatad) 0,1* runnerbean, sidngloean,yardong 401070 Soyabezn 0,1* % oﬂWES 8:1*
Lettuce(Headetuce lolorosso 20010 | bears) 01+ 20108 | Muskrdseed 0,1* G300 | (QRaois 0,1*
(uttinglettuoe) oebergletiLce, Beans{withoutpodk) (Broed 401000 | Cottonseed 0,1* 010 | Vamamoo: 01"
251020 | romaine(cos)etuce) 5 o0 grﬁmmb%“m o1° 400100 | Pumpkinseeds 0,1* G0 | Greergroot 0.1%
ScarokbroacHesfencive) Wid naowpes) 2\ 0010 | Seffower 0,1* &390 | Otes 0,1%
251080 | chicory,receavedchiory,radicchio, | 0,1* 260030 | Peasfwithpods)(Viangetout 01 201120 | Borge 0,1*
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639000 (d)Other herbalinfusions 0,1* 870010 Mace 0,1* 1015020 Fat legs, arooodies)
640000 |  (v)Comoafementedbeans) 0,1* 870090 Others 0,1* 1015030 Liver 1060000 |  (v)Snais
650000 |  (v)Carobistjohnsbread) 0,1* 900000 | 9.SUGARPLANTS 0,1* 1015040 Kichey 1070000 |  ()Othertemestrialanimal products
7.HOPS(dried), induding hop pellets 900010 Sugarbeet(root) 0,1* 1015050 Edibleoffal (*) Indicates lower limit of analytical
700000 | andunconcentrated powder 10 900020 Sugarcane 0,1* 1015990 Others determination
800000 | 8.SPICES 0,1* 900030 Chicoryroots 0,1* (fPoultry-chicken, geese, dudk, . )
210000 s 01" 200590 . 0,1% andGuineafowh, st ) preV|ou§Iy recommended by EFSA but not
10010 i 01* o ARG 1016000 . yet legally implemented.
810020 Badkcaraway 0,1* 1000000 | TERRESTRALANIMALS 1016010 Meat
810030 Celeryseed (Lovageseed) 0,1* (i) Mest, preparations of meat, offals, 1016020 Fat
810040 Corianderseed 0,1* blood, animalfatsfreshchiledor 1016030 Liver
810050 Cuminseed 0,1* frozen, salted, inbrine, driedor 1016040 Kidney
810050 Dilseed 0,1* smokedorprocessedasfioursor 1016050 Edbeoffal
810070 Fennelseed 0,1* mealsather processedjprodudtssuch 1016990 Others
810080 | Fenugreek 0,1* assausagesandfoodpreparations (g)Otherfarmanimals(Ralobi
810000 | Nutmeg 0,1* 101000 | besedonthese 1017000 | Kangaroo)
81000 | Others 0,1* 1011000 | (a)Swine 1017010 | Meat
820000 | (i)Fruitsandberies 0,1* 101010 | Mest 10700 | Fat
820010 Alspce 0,1* 1011020 Fatfreeofleanmeat 1017030 Liver
820020 Anise pepper (Japan pepper) 0,1* 1011080 Liver 1017040 Kidney
000 | Caraway 0,1* 1011010 | Kdhey 101700 | Edbleofd
820040 Carcemom 0,1* 1011050 Edbleofal 1017990 Others
20050 | Juniperberries 0,1* 1010 |  Others (Mikandaream not
Pepper, blackandwhite (Long 1012000 (b)Bovine concentrated, norcontainingadded
820060 | pepper; pinkpepper) 0,1* 1012010 Meat sugarorsweetening matter; butter
80070 Vanilapods 0,1* 1012020 Fat andotherfatsderivedfrommik,
820090 Tamarind 0,1* 1012030 Liver 1020000 cheeseandcurd
80990 Others 0,1* 1012040 Kldney 1020010 Cattle
830000 (i)Bark 0,1* 1012050 Edibleoffal 1020020 Sheep
830010 Cinnamon(Cassia) 0,1* 1012990 Others 1020030 Goat
830990 Others 0,1* 1013000 (c)Shmp 1020040 Horse
840000 |  (v)Rootsorthizome 0,1* 1013010 Mest 1020990 Others
10010 Liuorice 0,1* 1013020 Fat (i) Birdts'eges, freshpresenvedor
210020 Grger 0,1* 1013030 Liver ooked Shelledeggsand eggyoks
BA0B0 | Tumerc(Quraurme) 0,1* 1013000 | Kickey fresh,dhied cookedby stearmingor
40040 Horseradish 0,1* 1013050 Edibeoffa boiinginwater, mouided, frozenor
840990 Others 0,1* 1013990 Others oﬂlawse” preservedwhetherornot
850000 | ()Buds 0,1* 1014000 | (d)Goat contaiingacklels.garor
y 1014010 Mest 1030000 | sweeteningmatter

850010 Coves 0,1* -

1014020 Fat 1030010 Chiden
85000 | Capers 0,1*

1014030 Liver 1030020 Duck
850990 Others 0,1* 1B0R0
860000 | ()Fowersiga 0,1* 1014040 | Kidney Gmi
860010 | Saffon 0,1* 101400 Edblecflal 10800%0 Qa

y 1014990 Others 1030990 Others

860990 Others 0,1* -
870000 | (M)A 0,1* 1015000 (€)Horses, asses, mulesorhinnies 1040000 (N)l'bnev(fbfdjely,polen)

1015010 Meat 1050000 (v) Amphibiansand reptiles (Frog
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APPENDIX C — PESTICIDE RESIDUES INTAKE MODEL (PRIMO)

Spirotetramat
Status of the active substance: Pending _ [Code no.
LOQ (mg/kg bw): 0.1 [proposed LOQ:
Toxicological end points
ADI (mg/kg bw/day): 0.05 ARfD (mg/kg bw): 1
Source of ADI: DAR Source of ARfD: DAR
Year of evaluation: 2008 Year of evaluation: 2008
Chronic risk assessment - refined calculations
TMDI (range) in % of ADI
minimum - maximum
5 31
No of diets exceeding ADI:
Highest calculated Highest contributor 2nd contributor to 3rd contributor to pTMRLs at
TMDI values in % to MS diet Commaodity / 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)
30.5 WHO Cluster diet B 12.3 Tomatoes 3.6 Lettuce 2.0 Peppers 53
20.0 DE child 4.3 Apples 3.9 Tomatoes 25 Oranges 2.8
16.6 NL child 25 Tomatoes 2.3 Apples 2.1 Oranges 37
15.7 |IE adult 16 Tomatoes 1.1 Wine grapes 11 Aubergines (egg plants) 4.4
14.4 WHO regional European diet 4.4 Tomatoes 3.8 Lettuce 0.8 Potatoes 2.4
13.8 ES child 4.2 Lettuce 3.9 Tomatoes 14 Oranges 2.2
13.7 IT kids/toddler 5.7 Tomatoes 29 Lettuce 13 Wheat 23
13.1 ES adult 5.4 Lettuce 3.1 Tomatoes 0.9 Oranges 1.4
12.8 UK Toddler 4.6 Sugar beet (root) 24 Tomatoes 13 Oranges 7.0
12.8 IT adult 4.7 Tomatoes 3.8 Lettuce 0.8 Wheat 15
11.8 WHO cluster diet D 4.0 Tomatoes 1.3 Wheat 0.8 Potatoes 3.1
11.7 WHO Cluster diet F 3.0 Lettuce 2.7 Tomatoes 0.7 Wheat 2.6
11.4 WHO cluster diet E 21 Tomatoes 1.4 Wine grapes 0.9 Lettuce 33
11.3 PT General population 3.6 Tomatoes 2.2 Wine grapes 11 Potatoes 2.8
11.1 FR toddler 31 Tomatoes 1.3 Oranges 1.0 Potatoes 33
10.8 SE general population 90th percentile 31 Tomatoes 0.8 Potatoes 0.8 Chinese cabbage 2.6
10.4 DK child 21 Tomatoes 1.4 Lettuce 11 Wheat 3.2
9.5 FR all population 3.6 Wine grapes 1.7 Tomatoes 0.9 Lettuce 1.4
9.1 NL general 1.7 Tomatoes 1.2 Lettuce 1.0 Oranges 1.7
8.9 UK vegetarian 25 Tomatoes 1.4 Lettuce 0.8 Sugar beet (root) 2.0
8.7 UK Infant 2.0 Sugar beet (root) 1.5 Tomatoes 0.9 Oranges 4.6
7.3 PL general population 35 Tomatoes 0.7 Apples 0.7 Potatoes 1.0
7.2 UK Adult 17 Tomatoes 1.2 Lettuce 1.0 Wine grapes 1.8
6.0 FR infant 0.9 Apples 0.8 Potatoes 0.6 Oranges 2.3
6.0 LT adult 25 Tomatoes 0.7 Apples 0.6 Potatoes 1.3
5.7 DK adult 17 Tomatoes 1.3 Wine grapes 0.4 Peppers 11
5.2 Fl_adult 1.7 Tomatoes 0.8 Lettuce 0.6 Oranges 0.9
Conclusion:
The estimated Theoretical Maximum Daily Intakes (TMDI), based on pTMRLs were below the ADI.
A long-term intake of residues of Spirotetramat is unlikely to present a public health concern.
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Acute risk assessment /children - refined calculations Acute risk assessment / adults / general population - refined calculations |

The acute risk assessment is based on the ARfD.

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 No of commaodities for which No of commodities for which ARfD/ADI No of commodities for which ARfD/ADI is exceeded
E is exceeded (IESTI 1): - ARfD/ADI is exceeded (IESTI 2): - is exceeded (IESTI 1): - (IESTI 2): -
E |[EsTI1 ) ) IESTI 2 *) ) IESTI 1 * ) IESTI 2 ) )
i PTMRL/ PTMRL/ pTMRL/ pTMRL/
& 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 2.7 Plums 0.83/- 2.2 Plums 0.83/- 0.8 Plums 0.83/- 0.6 Plums 0.83/-
2 11 Cherries 0.94/- 11 Cherries 0.94/- 0.4 Cherries 0.94/- 0.4 Cherries 0.94/-
S
No of critical MRLs (IESTI 1) No of critical MRLs (IESTI 2)
g
= No of commodities for which ARfD/ADI No of commodities for which ARfD/ADI
B |is exceeded: is exceeded:
: - -
8 PTMRL/ PTMRL/
B Highest % of Processed threshold MRL Highest % of Processed threshold MRL
2 ARfD/ADI commodities (mg/kg) ARfD/ADI commodities (mg/kg)
[ —
S 0.5 Plums juice 0.38/-
a
*) The results of the IESTI calculations are reported for at least 5 commadities. 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:
For Spirotetramat IESTI 1 and IESTI 2 were calculated for food commodities for which pTMRLs were submitted and for which consumption data are available.
No exceedance of the ARfD/ADI was identified for any unprocessed commodity.
For processed commodities, no exceedance of the ARfD/ADI was identified.
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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

DAR Draft Assessment Report (prepared under Directive 91/414/eec)

DM dry matter

EC European Community

EFSA European Food Safety Authority

EMS Evaluating Member State

EU European Union

FAO Food and Agriculture Organisation of the United Nations

GAP good agricultural practice

ha hectare

hL hectolitre

HR highest residue

ISO International Organization for Standardization

IUPAC International Union of Pure and Applied Chemistry

JMPR Joint FAO/WHO Meeting on Pesticide Residues

L litre

LOQ limit of quantification

MRL maximum residue limit

MS Member States

NEU Northern European Union

oD oil dispersion

PF processing factor

PHI pre harvest interval

PRIMo Pesticide Residues Intake Model
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European Food Safety Authority
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RMS
SC
SEU
STMR
TRR
WHO

Rapporteur Member State
suspension concentrate
Southern European Union
supervised trials median residue
total radioactive residue

World Health Organisation
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