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PART A – Risk Management 

 

The company SYNGENTA has requested a label extension in France for the FORCE 1.5 G (formulation code: 

A13226J) according to article 51 Regulation (EC) no 1107/20091 

This document describes the specific conditions of use and labelling required for extension of the registration of the 

FORCE 1.5 G (A13226J) containing tefluthrin in France. 

The conclusions of the risk assessment are based on the already existing registration of the preparation in France. 

Therefore, the evaluation of the current application is limited to the points not covered by the existing registration. 

Appendix 1 of this document provides a copy of the French Decision. 

Appendix 2 of this document is a copy of the draft product label as proposed by the applicant. 

Appendix 3 of this document is a copy of the letter(s) of access. 

1 DETAILS OF THE APPLICATION 

1.1 Application background 

FORCE 1.5 G (A13226J) is a microgranulate product containing 15 g/kg of tefluthrin, for use as an insecticide for 

the control of various pests. The aim of this registration application is to gain a label extension for crops of beans.  

The complete GAP for the national application in France is provided below, under point 2.3. 

1.2 Active substance approval 

Tefluthrin 

Commission Implementing Regulation (EU) No 800/2011 of 9 August 2011 approving the active substance 

tefluthrin, in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council 

concerning the placing of plant protection products on the market, and amending the Annex to Commission 

Implementing Regulation (EU) No 540/2011 and amending Commission Decision 2008/934/EC 

Specific provisions of Regulation (EU) No 540/2011 were as follows : 

PART A 

Only uses as insecticide may be authorised. 

The seed coating shall only be performed in professional seed treatment facilities. These facilities shall apply the 

best available techniques in order to exclude the release of dust clouds during storage, transport and application. 

 

PART B 

For the implementation of the uniform principles, as referred to in Article 29(6) of Regulation (EC) No 1107/2009, 

the conclusions of the review report on tefluthrin, and in particular Appendices I and II thereof, as finalised in the 

Standing Committee on the Food Chain and Animal Health on 17 June 2011 shall be taken into account. 

In this overall assessment Member States shall pay particular attention to: 

—the operators and workers safety and include among the authorised conditions of use the application of adequate 

personal protective equipment as well as respiratory protective equipment, 

—the risk to birds and mammals. Risk mitigation measures should be applied to grant a high degree of 

incorporation in soil and avoidance of spillage, 

—ensure that the label of treated seed includes the indication that the seeds were treated with tefluthrin and sets out 

the risk mitigation measures provided for in the authorisation. 

 

                                            
1  REGULATION (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant 

protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC 
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The applicant shall submit confirmatory information as regards: 

(1)the specification of the technical material, as commercially manufactured; 

(2)a validated analytical method for water; 

(3)the possible environmental impact of the preferential degradation/conversion of the isomers and an estimation of 

the relative toxicity and risk assessment for the workers. 

 

The applicant shall submit to the Commission, the Member States and the Authority the information set out in point 

(1) by 30 June 2012, the information set out in point (2) by 31 December 2012, and the information set out in point 

(3) 2 years after the adoption of a specific guidance document on evaluation of isomers mixture.’ 

An EFSA conclusion is available (EFSA Journal 2010;8(12):1709). 

A Review Report is available (SANCO/12661/2010 rev 4, 17 June 2011). 
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1.3 Regulatory approach 

The present application (n°2022-1946) was evaluated in France by the French Agency for Food, Environmental and 

Occupational Health & Safety (Anses)2.  

The current document based on Anses’ assessment of the application submitted for this product is in compliance 

with Regulation (EC) no 1107/2009, implementing regulations and French regulations. 

Since the application is intended for use in France only, the draft Part A was not circulated for comments. 

 

According to the French law and procedures, specific conditions of use are set out in the Decision letter. 

The French Order of 12 April 20213 provides that: 

- unless formally stated in the product authorisation, the pre harvest interval (PHI) is at least 3 days; 

- unless formally stated in the product authorisation, the minimum buffer zone alongside a water body is 5 m; 

- unless formally stated in the product authorisation, the minimum re-entry period is 6 hours for field uses and 8 

hours for indoor uses. 

Drift reduction measures such as low-drift nozzles are not considered within the decision making process in France. 

However, drift buffer zones may be reduced under some circumstances as explained in appendix 3 of the above-

mentioned French order. 

The data taken into account are those deemed to be valid either at European Union level or at zonal/national level. 

This part A presents a summary of essential scientific points upon which recommendations are based and is not 

intended to show the assessment in detail. 

The conclusions relating to the acceptability of risk are based on the criteria indicated in Regulation (EU) 

N°546/20114 , and are expressed as “acceptable” or “not acceptable”/“not finalised” in accordance with those 

criteria. 

Moreover, the French Order of 12 April 20215 provides that : 

- an authorisation granted for a « reference » crop applies also for “linked” crops unless formally stated in the 

decision 

- the “reference” and “linked crops are defined in appendix 1 of that French order. . 

Thus, at French national level, possible extrapolation of submitted data and the corresponding assessment from 

“reference” crops to “linked” ones are undertaken even if not clearly requested by the applicant in their dRR, and a 

conclusion is reached on the acceptability of the intended uses on those “linked” crops. The aim of this Order, 

mainly based on the EU document on residue data extrapolation6 is to supply “minor” crops with registered plant 

protection products. 

Therefore the GAP table (Section 2.3) and Decision may include uses on crops not originally requested by the 

applicant.  

Finally, the French Order of 20 November 20217 on the protection of bees and other pollinating insects and the 

preservation of pollination services when using plant protection products provides that unless otherwise stated in the 

product authorisation, use on attractive crop8 when in flower and on foraging area is forbidden. Specific conditions 

of application on flowering crops should be respected. As consequences specific SPe 8 may include reference to this 

                                            
2 French Food Safety Agency, Afssa, before 1 July 2010 
3  https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456  
4  COMMISSION REGULATION (EU) No 546/2011 of 10 June 2011 implementing Regulation (EC) No 1107/2009 of the European 

Parliament and of the Council as regards uniform principles for evaluation and authorisation of plant protection products 
5  https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456 
6  SANCO document “guidance document:- Guidelines on comparability, extrapolation, group tolerances and data requirements for setting 

MRLs”: SANCO/ 7525/VI/95 - rev.9 
7 https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000044346734 
8 List of culture considered as unattractive to bees and other pollinators insects defined by French Agricultural ministry and published in Bulletin 

Officiel du ministère chargé de l'agriculture.   

https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:155:0127:0175:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:155:0127:0175:EN:PDF
https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456
https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000044346734
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order. 

The Decision, as reproduced in Appendix 1, takes also into account national provisions, including national 

mitigation measures. 

1.4 Data protection claims 

Where protection for data is being claimed for information supporting registration of FORCE 1.5 G (A13226J), it is 

indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7. 
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1.5 Letter(s) of access 

Not relevant for this application. 

2 DETAILS OF THE AUTHORISATION 

2.1 Product identity 

Product name (code) A13226J / FORCE 1.5 G 

Authorisation number 2060194 

Function insecticide 

Applicant SYNGENTA 

Composition Tefluthrin 15 g/kg 

Formulation type (code) Microgranulate (MG) 

Packaging Not relevant for extension of authorisation according article 51. 

2.2 Classification and labelling 

2.2.1 Classification and labelling under Directive 99/45/EC 

Not relevant for extension of authorisation according article 51. 

2.2.2 Classification and labelling in accordance with Regulation (EC) No1272/2008 

Not relevant for extension of authorisation according article 51. 

2.2.3 Other phrases in compliance with Regulation (EU) No 547/2011 

Refer to the decision of product authorization. 

2.2.4 Other phrases linked to the preparation 

Wear suitable personal protective equipment9: refer to the Decision of product authorisation. 

Re-entry period10 : not applicable. 

Pre-harvest interval11 : F – BBCH 00. 

Other mitigation measures: refer to the decision of product authorisation. 

The label must reflect the conditions of authorisation. 

                                            
9  If a tractor with cab is used, wearing gloves during application is only required when working with the spray mixture  
10  The legal basis for this is Titre I Article 3 of the French Order of 4th May 2017concerning the marketing and use of products encompassed 

by article L.  253-1 of the rural code [that is, plant protection products/pesticides] 
11  According to the French Order of 4th May 2017, PHI cannot be lower than 3 days unless specifically stated in the assessment and decision. 

https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
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2.3 Product uses 

Please note: The GAP Table below reports the intended uses proposed by the applicant, and possible extrapolation according to French Order of 12 April 2021 (highlighted in green), evaluated and concluded as safe 

uses by France as RMS. Those uses are then granted in France. 

 

PPP (product name/code) FORCE® 1.5 G (A13226J) 

Active substance 1 Tefluthrin 

Formulation type: MG 

Conc. of as 1: 15 g/kg 

  
Applicant:  Syngenta 

Zone(s): South EU 

professional use  

non professional use  

  
Verified by MS: j  
 

1 2 3 4 5 6 7 8 9 10 11 12 13 

Use-

No. 

 

Member 

state(s) 

 

Crop and/ 

or situation 

 

(crop destination / 

purpose of crop) 

F 

G 

or 

I 

Pests or Group of pests 

controlled 

 

(additionally: developmental 

stages of the pest or pest group) 

Application Application rate PHI 
(days) 

Remarks:  
 
e.g. 

safener/synergist 

per ha 
 

e.g. recommended 

or mandatory tank 
mixtures 

Method / 
Kind 

Timing / 
Growth stage of 

crop & season 

Max. number 
(min. interval 

between 

applications) 
a) per use 

b) per crop/ 

season 

kg, L product / 
ha 

a) max. rate per 

appl. 
b) max. total rate 

per crop/season 

g, kg as/ha 
 

a) max. rate per appl. 

b) max. total rate per 
crop/season 

Water L/ha 
 

min / max 

1 FR Beans without pods 

(PIBSX): horse bean 

(CNAGL), flageolet 

bean (PHSVX), broad 

bean (VICFX), lima 

(CIDAF), black-eye 

pea (VIGSI) 

F Root flies: Delia platura 

(HYLEPL) 

In furrow BBCH 00 a) 1 

b) 1 

a) 10 kg/ha 

b) 10 kg/ha 

a) 0.150 kg as/ha 

b) 0.150 kg as/ha  

Not 

applicable 

NA Acceptable 
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3 RISK MANAGEMENT 

3.1 Reasoned statement of the overall conclusions taken in accordance with the Uniform 

Principles  

3.1.1 Physical and chemical properties 

The physico-chemical properties of the formulation have been evaluated and considered acceptable during the 

registration of this formulation. The intended uses claimed for the extension are covered by the concentrations 

authorized during the registration of this formulation (ready to use GR). 

 Methods of analysis 

3.1.2.1 Analytical method for the formulation 

Not relevant for extension of authorisation according article 51. 

3.1.2.2 Analytical methods for residues 

The analytical methods for the determination of the active substance residues in matrices (plants (high water 

content) and food of animal origin) submitted at European level and in the dossier of the preparation meet the 

regulatory requirements. 

3.1.2 Mammalian Toxicology  

The preparation is already registered in France. If used properly and according to the intended conditions of use, 

adverse health effects for operators, workers, bystanders and residents will not be expected. 

For details of personal protective equipment for operators and workers, refer to the Decision of product 

authorisation. 

3.1.3 Residues and Consumer Exposure  

The residue behavior of the active substance tefluthrin has been evaluated within the EU review process. 

Information about metabolism is sufficient to evaluate the intended use in fresh beans without pods. 

3.1.3.1 Residues 

Fresh beans without pods are major crops in both Northern and Southern Europe, and, in France, residue trials 

performed in both zones of Europe are required.  

In total, 22 trials (11 in Northern and 11 in Southern Europe) were carried out on beans with pods in accordance the 

intended GAP (soil treatment, in furrow: 1 x 150 g as/ha BBCH 00, PHI F). 

No data are available in the monograph for fresh beans without pods. Studies on the magnitude of residue have been 

submitted by the applicant in the framework of this application.  

- 4 trials (3 NEU and 3 SEU) already available in EFSA, 2020 were carried out on fresh beans with pods at 1 

application at 150 g as/ha in furrow. In these studies, the treated samples were only analysed for tefluthrin. The 

stored samples were covered by acceptable storage stability data in high water content commodities and the 

analytical method was validated. 

- 16 additional trials (8 NEU and 8 SEU) were carried out in 2020 on fresh beans with pods at 1 application at 150 g 

as/ha in furrow. In these new studies, the treated samples were analysed in accordance with the residue definition for 

monitoring (tefluthrin including other mixtures of constituent isomers (sum of isomers)) and in accordance with the 

residue definition for risk assessment in primary crops (Sum of tefluthrin and metabolites Ia, IV, VI free and 

conjugated expressed as tefluthrin). The stored samples were covered by acceptable storage stability data in high 

water content commodities except for the metabolite IV and the analytical methods were validated. 
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Table below gives an overview of the residue trials data in the trials conducted on fresh beans with pods. 
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Table: Summary of EU reported and new data supporting the intended uses of A13226J and conformity to existing MRL 

Commodity Source 

Residue 

zone (N-

EU, S-

EU, EU, 

outside 

EU)  

Evaluation 

GAP 

Residue levels (mg/kg) 

E = according to enforcement residue definition 

RA = according to risk assessment residue definition 

STMR 

(mg/kg) 

HR 

(mg/kg) 

Unrounded 

OECD 

calculator 

MRL 

(mg/kg) 

CF 

Current 

EU MRL   

(mg/kg) 

* 

MRL 

compliance 

 

E: tefluthrin including other mixtures of constituent isomers (sum of isomers) 

RA: Sum of tefluthrin and metabolites Ia, IV, VI free and conjugated expressed as tefluthrin 

Fresh beans 

with pods 

 fresh 

beans without 

pods, fresh 

peas without 

pods 

EFSA, 2020 N-EU GAP on which MRL/EU a.s. assessment is based: 1 x 150 g as/ha, 

BBCH 00, PHI F, outdoor 

E: 2 x < 0.01; < 0.01 

RA: no data 

N/A 

EFSA, 2020 S-EU GAP on which MRL/EU a.s. assessment is based: 1 x 150 g as/ha, 

BBCH 00, PHI F, outdoor 

E: 2 x < 0.01; < 0.01 

RA: no data 

New trials N-EU Trials GAP: 1 x 150 g as/ha, BBCH 00, PHI F, outdoor 

E: 8 x <0.01 

RA: 7 x <0.06, 0.27 

E: 0.01 

RA: 0.06 

E: 0.01 

RA: 0.27 

0.01* 6.4  

S-EU Trials GAP: 1 x 150 g as/ha, BBCH 00, PHI F, outdoor 

E: 8 x <0.01 

RA: 6 x < 0.06, 2 x 0.08 

E: 0.01 

RA: 0.06 

E: 0.01 

RA: 0.08 

0.01* 

Overall 

supporting 

data for 

cGAP 

N-EU E: 11 x <0.01 

RA: 7 x <0.06, 0.27 

E: 0.01 

RA: 0.06 

E: 0.01 

RA: 0.27 

0.01* 6.4 0.01* Yes 

S-EU E: 11 x <0.01 

RA: 6 x < 0.06, 2 x 0.08 

E: 0.01 

RA: 0.06 

E: 0.01 

RA: 0.08 

0.01* 0.01* Yes 
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According to SANTE_2019_12752, as the product is applied before the formation of the edible part, residue data 

from beans with pods (0260010) can be extrapolated to the whole group legume vegetables (0260000) including 

fresh beans without pods and fresh peas without pods.  

Then it can be concluded that sufficient data are available. An exceedence of the current MRL of 0.01* mg/kg on 

fresh beans without pods for tefluthrin as laid down in Reg. (EU) 396/2005 is not expected. 

Finally, based on these data the conversion factor of 6.4 could be derived for fresh legumes vegetables instead of 64 

in accordance with EFSA, 2020.  

Studies investigating the effect of processing on the nature of tefluthrin (hydrolysis studies) are not available. Since 

residues of tefluthrin and metabolites included in the residue definition for risk assessment did not exceed the trigger 

value of 0.1 mg/kg defined in Reg (EU) No 544/2011 (except one value of 0.27 mg/kg), and since the contributions 

of fresh beans with pods and fresh peas with pods to the total dietary intake is low (0.17% ADI for NL toddler diet 

and 0.04% ADI for GEMS/Food G07 diet respectively), FR considers that the studies are not required. 

Considering dietary burden and based on the intended uses on fresh beans & peas without pods, there is no 

significant modification of the intake calculated for livestock in the framework of the review of tefluthrin MRLs 

(EFSA, 2020). Further investigation of residues as well as the modification of MRLs in commodities of animal 

origin is therefore not necessary in the frame of this dossier.  

Residues in succeeding crops have been sufficiently investigated taking into account the specific circumstances of 

the cGAP uses being considered here. Plant back interval of 120 days after treatment have been considered for risk 

assessment for the use on fresh beans and peas without pods. 

According to SANTE/11956/2016 rev. 9, beans and peas are melliferous plants. However, teflutrin does not exhibit 

systemic or translaminar activity (EFSA, 2010) and treatment takes place at BBCH 00. Therefore it can be 

considered that the use of A13226J is not expected to lead to MRL exceedance in honey. 

3.1.3.2 Consumer exposure 

The data available are considered sufficient for risk assessment.  

The exposures calculated were compared with the toxicological reference values for tefluthrin, derived by EFSA 

(2010a) under Directive 91/414/EEC. Indeed, for compound IV and XI, the toxicological reference values derived 

for the parent are tentatively applied. 

The chronic consumer risk assessment was performed with the in force MRLs (Reg EU 2021/1110) and the 

following conversion factors (CF); which were derived by EFSA during the MRL review (EFSA, 2020): 1 for root 

crops, 1 for melons and watermelons and tentatively extrapolated to other fruit crops; 2.8 for cereal grain; 32 for 

cereal straw; 64 for pulses and oilseed; 6.4 for fresh legume vegetables; 3.6 for soil treatment of leafy crops; 1 for 

seed treatment of leafy crops. The following CFs from enforcement to risk assessment were also derived for 

ruminants and swine: 1 for milk and fat; 1.2 for muscle; 2.3 for liver; 11 for kidney. 

The acute consumer risk was calculated using PRIMo 3.1 and the HRRA of 0.27 mg/kg for fresh beans & peas 

without pods.  

Based on these calculations, the chronic and the short-term intakes of tefluthrin residues are unlikely to present a 

public health concern. 

As far as consumer health protection is concerned, France, zRMS agrees with the authorization of the intended 

use(s). 

According to available data, the following specific mitigation measure is recommended: 

• Do not implant following or replacement crops less than 120 days after treatment with the active substance 

tefluthrin. 
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Noticed data gaps are: 

• storage stability studies on the relevant compound IV in high water content commodities; 

• additional toxicological data on metabolites IV and XI. 

3.1.4 Environmental fate and behaviour 

The intended minor uses for product FORCE 1.5 G are covered by uses already authorised. The same conditions of 

uses apply. 

3.1.5 Ecotoxicology 

The intended minor uses for product FORCE 1.5 G are covered by uses already authorised. The same conditions of 

uses apply. 

3.1.6 Efficacy 

According to Article 51 of Regulation (EC) No 1107/2009, the efficacy assessment and the absence of any 

phytotoxicity risk on the crop is not necessary. 

3.2 Conclusions arising from French assessment 

Taking into account the above assessment, an authorisation can be granted as proposed in Appendix 1 – Copy of 

the product Decision. 

3.3 Further information to permit a decision to be made or to support a review of the 

conditions and restrictions associated with the authorisation 

No further information is required. 
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Appendix 1 – Copy of the French Decision 
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Appendix 2 – Copy of the draft product label as proposed by the applicant 
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Appendix 3 – Letter(s) of Access 
 
Not applicable 

 

 

 


