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1.
Procedure followed for the evaluation process
This review report has been established as a result of the evaluation of the new active substance thiamethoxam, made in the context of the work provided for in Articles 5 and 6 of Directive 91/414/EEC concerning the placing of plant protection products on the market, with a view to the possible inclusion of this substance in Annex I to the Directive.

In accordance with the provisions of Article 6(2) of Directive 91/414/EEC, the Spanish authorities received on 17 March 1999 an application from Novartis Crop Protection AG (now Syngenta), hereafter referred to as the applicant, for the inclusion of the active substance thiamethoxam in Annex I to the Directive. The Spanish authorities indicated to the Commission on 20 July 1999 the results of a first examination of the completeness of the dossier, with regard to the data and information requirements provided for in Annex II and, for at least one plant protection product containing the active substance concerned, in Annex III to the Directive. Subsequently, and in accordance with the requirements of Article 6(2), a dossier on thiamethoxam was distributed to the Member States and the Commission.

The Commission referred the dossier to the Standing Committee on the Food Chain and Animal Health in the meeting of the working group ‘legislation’ thereof on 20 July 1999, during which the Member States confirmed the receipt of the dossier.

In accordance with the provisions of Article 6(3), which requires the confirmation at Community level that the dossier is to be considered as satisfying, in principle, the data and information requirements provided for in Annex II and, for at least one plant protection product containing the active substance concerned, in Annex III to the Directive and in accordance with the procedure laid down in Article 20 of the Directive, the Commission confirmed in its Decision 2000/181/EC
 of 23 February 2000 that these requirements were satisfied.

Within the framework of that decision and with a view to the further organisation of the works related to the detailed examination of the dossier provided for in Article 6(2) and (4) of Directive 91/414/EEC, it was agreed between the Member States and the Commission that Spain would, as rapporteur Member State, carry out the detailed examination of the dossier and report the conclusions of its examination accompanied by any recommendations on the inclusion or non-inclusion and any conditions relating thereto, to the Commission as soon as possible and at the latest within a period of one year.

Spain submitted to the Commission on 21 January 2002 the report of its detailed scientific examination, hereafter referred to as the draft assessment report, including, as required, a recommendation concerning the possible inclusion of thiamethoxam in Annex I to the Directive.

On receipt of the draft assessment report, the Commission forwarded it for consultation to all the Member States as well as to Novartis Agro S. A. (now Syngenta) being the sole applicant on 30 January 2002.
The Commission organised further an intensive consultation of specialised scientific experts from a representative number of Member States, to review the draft assessment report and the comments received thereon (peer review), in particular on each of the following disciplines :

-
identity and physical /chemical properties ;

-
fate and behaviour in the environment ;

-
ecotoxicology ;

-
mammalian toxicology ;

-
residues and analytical methods ;

-
regulatory questions.

The meetings for this consultation were organised on behalf of the Commission by the Biologische Bundesanstalt für Land und Forstwirtschaft (BBA) in Braunschweig, Germany, from November 2002 to July 2003.

The report of the peer review (i.e. full report) was circulated, for further consultation, to Member States and the sole applicant on 14 October 2003.
The dossier, draft assessment report and the peer review report (i.e. full report) including in particular an outline resume of the remaining technical questions, were referred to the Standing Committee on the Food Chain and Animal Health, and specialised working groups of this Committee, for final examination, with participation of experts from all Member States. This final examination took place from January 2004 to July 2006, and was finalised in the meeting of the Standing Committee on 14 July 2006. 

The present review report contains the conclusions of this final examination; given the importance of the draft assessment report, the peer review report (i.e. full report) and the comments and clarifications submitted after the peer review as basic information for the final examination process, these documents are considered respectively as background documents A, B and C to this review report and are part of it.

The review of thaimethoxam did not reveal any open questions or concerns, which would have required a consultation of the Scientific Committee on Plants or of the European Food Safety Authority which has taken over the role of that Committee.
2. 
Purposes of this review report
This review report, including the background documents and appendices thereto, have been developed and finalised in support of the Directive 2007/6/EC concerning the inclusion of thiamethoxam in Annex I to Directive 91/414/EEC, and to assist the Member States in decisions on individual plant protection products containing thiamethoxam they have to take in accordance with the provisions of that Directive, and in particular the provisions of article 4(1) and the uniform principles laid down in Annex VI.

This review report provides also for the evaluation required under Section A.2.(b) of the above mentioned uniform principles, as well as under several specific sections of part B of these principles. In these sections it is provided that Member States, in evaluating applications and granting authorisations, shall take into account the information concerning the active substance in Annex II of the directive, submitted for the purpose of inclusion of the active substance in Annex I, as well as the result of the evaluation of those data. 

In parallel with the provisions of Article 7(6) of Regulation 3600/92 for existing active substances, the Commission and the Member States will keep available or make available this review report for consultation by any interested parties or will make it available to them on their specific request. Moreover the Commission will send a copy of this review report (not including the background documents) to the applicant.

The information in this review report is, at least partly, based on information which is confidential and/or protected under the provisions of Directive 91/414/EEC. It is therefore recommended that this review report would not be accepted to support any registration outside the context of Directive 91/414/EEC, e.g. in third countries, for which the applicant has not demonstrated possession of regulatory access to the information on which this review report is based.

3.
Overall conclusion in the context of Directive 91/414/EEC

The overall conclusion from the evaluation is that it may be expected that plant protection products containing thiamethoxam will fulfil the safety requirements laid down in Article 5(1)(a) and (b) of Directive 91/414/EEC. This conclusion is however subject to compliance with the particular requirements in sections 4, 5, 6 and 7 of this report, as well as to the implementation of the provisions of Article 4(1) and the uniform principles laid down in Annex VI of Directive 91/414/EEC, for each thiamethoxam containing plant protection product for which Member States will grant or review the authorisation. 

Furthermore, these conclusions were reached within the framework of the uses which were proposed and supported by the sole data submitter and mentioned in the list of uses supported by available data (attached as Appendix IV to this Review Report).
Extension of the use pattern beyond those described above will require an evaluation at Member State level in order to establish whether the proposed extensions of use can satisfy the requirements of Article 4(1) and of the uniform principles laid down in Annex VI of Directive 91/414/EEC. 

4.
Specific conclusions which are highlighted in this evaluation


4.1
Residues of thiamethoxam in foodstuffs

The review has established that the residues arising from the proposed uses, consequent on application consistent with good plant protection practice, have no harmful effects on human or animal health. The Theoretical Maximum Daily Intake (TMDI) for a 60 kg adult is 5.36 % of the Acceptable Daily Intake (ADI), based on the FAO/WHO European Diet (August 1994). Estimates of acute dietary exposure of adults and toddlers in oranges, mandarins, grapefruit, pears, apples, peaches, tomatoes, peppers, cucumbers, courgettes, melons and potatoes do not exceed the Acute Reference Dose (ARfD).

4.2
Exposure of operators, workers and bystanders

The review has identified acceptable exposure scenarios for operators, workers and bystanders, which require, however, confirmation for each plant protection product in accordance with the relevant sections of the above mentioned uniform principles.


4.3
Ecotoxicology

The review has also concluded that under the proposed and supported conditions of use there are no unacceptable effects on the environment, as provided for in Article 4 (1) (b) (iv) and (v) of Directive 91/414/EEC, provided that certain conditions are taken into account as detailed in section 7 of this report. 

5.
Identity and Physical/chemical properties
The main identity and the physical/chemical properties of thiamethoxam are given in Appendix I.

The active substance shall have a minimum purity of 980 g/kg technical product.
The review has established that for the active substance notified by the applicant (Novartis Crop Protection AG, now Syngenta), none of the manufacturing impurities considered are, on the basis of information currently available, of toxicological or environmental concern. 

6.
Endpoints and related information
In order to facilitate Member States, in granting or reviewing authorisations, to apply adequately the provisions of Article 4(1) of Directive 91/414/EEC and the uniform principles laid down in Annex VI of that Directive, the most important endpoints as identified during the evaluation process are listed in Appendix II.

7.
Particular conditions to be taken into account on short term basis by Member States in relation to the granting of authorisations of plant protection products containing thiamethoxam
On the basis of the proposed and supported uses, the following particular issues have been identified as requiring particular and short term (within 12 months at the latest) attention from the Member States, in the framework of any authorisations to be granted, varied or withdrawn, as appropriate:

Member States
- 
must pay particular attention to the potential for groundwater contamination, particularly of the active substance and its metabolites NOA 459602, SYN 501406 and CGA 322704, when the active substance is applied in regions with vulnerable soil and/or climatic conditions;
-
must pay particular attention to the protection of aquatic organisms;
-
must pay particular attention to the long-term risk to small herbivorous animals if the substance is used for seed treatment.
Conditions of use shall include risk mitigation measures, where appropriate.
8.
List of studies to be generated
No further studies were identified which were considered at this stage, and under the current inclusion conditions necessary in relation to the inclusion of thiamethoxam in Annex I.

9.
Updating of this review report

The technical information in this report may require periodic updating to take account of technical and scientific developments as well as of the results of the examination of any information referred to the Commission in the framework of Articles 7, 10 or 11 of Directive 91/414/EEC. Such adaptations will be examined and finalised in the Standing Committee on the Food Chain and Animal Health, in connection with any amendment of the inclusion conditions for thiamethoxam in Annex I of the Directive.
APPENDIX I

Identity, physical and chemical properties
Thiamethoxam
	Common name (ISO)
	Thiamethoxam

	Development Code (for new actives only)
	CGA 293343

	Chemical name (IUPAC)
	(E,Z)-3-(2-chloro-thiazol-5-ylmethyl)-5-methyl-[1,3,5]oxadiazinan-4-ylidene-N-nitroamine

	Chemical name (CA)
	3-((2-chloro-5-thiazolyl)methyl(tetrahydro-5-methyl-N-nitro-4H-1,3,5-oxadiazin-4 imine

	CIPAC No
	637

	CAS No
	153719-23-4

	EEC No
	428-650-4

	FAO SPECIFICATION
	not available

	Minimum purity
	980 g/kg

	Molecular formula
	C8H10ClN5O3S

	Molecular mass
	291.7

	Structural formula
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Melting point
	139.1°C
(= 412.3 K) (Purity: 99.7%)

	Boiling point
	Thermal decomposition starts at about 147°C (i.e. before the boiling point is reached) (Purity: 99.3%)

	Appearance
	Slightly cream fine crystalline powder (Purity: 99.7%)

	Relative density
	1.57 • 10³ kg / m³ at  20°C corresponding to a relative density of 1.57.(Purity: 99.7%)

	Vapour pressure
	ln P [Pa] = - 15400.447 / T K + 32.81766 from fit of measurements between 90.5 and 121.0°C vapour pressure at 25°C : 6.6•10-9 Pa (extrapolated).

(Purity: 99.7%)

	Henry's law constant
	4.7 · 10-10 Pa · m³ / mol.

	Solubility in water
	The solubility in pure water was determined to be : 4.1 g / l at 25°C

Thiamethoxam has no dissociation within the range pH 2 to pH 12, that means the pH has no effect to the water solubility of the compound in the pH range 4 to 10.

(Purity: 99.7%)

	Solubility in organic solvents
	(Purity: 98.2%)

acetone:
48
g / l

ethyl acetate
7.0
g / l

dichloromethane
110
g / l

hexane
< 1
mg / l

toluene
680
mg / l

methanol
13
g / l

n-octanol
620
mg / l



	Partition co-efficient (log Pow)
	POW :   0.73  (  (0.0029) at 25°C

log Pow:
 -0.13  ±  (0.0017) at 25°C

(Purity: 99.7%)

	Hydrolytic stability (DT50)
	pH
	k (s-1)
	DT50 (days)

	
	
	Thia.
	Guan
	Thia.
	Guan

	
	5
	n.d.
	n.d.
	
	

	
	7
	1.27 10-8
	1.39 10-8
	640
	572



	
	9
	9.53 10-7
	1.94 10-6
	8.4
	4.2

	
	(Purity: 98.3%)

	Dissociation constant
	Thiamethoxam does not have a dissociation constant within the range 2 to 12.

	Quantum yield of direct photo-transformation in water at ( >290 nm
	( = 0.013  (  0.002

(Purity: 99.3%)

	Flammability
	not considered highly flammable (Purity: 98.2%)

	Explosive properties
	not considered an explosive (Purity: 98.2%)

	UV/VIS absorption (max.)
	255 nm the ( = 16800 l / mol · cm in neutral solution. No absorption maximum between 290 nm and 750 nm was observed.

(Purity: 99.7%)

	Photostability in water (DT50)
	2.3 to 3.1 days (25°C; sterile conditions in aqueous buffer solutions at pH 5; 10 mg/l, sunlight (Xenon arc light) at 12 hours light/dark cycles over a total period of 30 days)

(Purity: 97.3%)


APPENDIX II

END POINTS AND RELATED INFORMATION

Thiamethoxam
1 Toxicology and metabolism
	Absorption, distribution, excretion and metabolism in mammals

	Rate and extent of absorption:
	Rapid and complete in the rat within 24 hours, based on urinary and biliary excretion. In the mouse, about 75%, based on urinary excretion (14 daily doses).

	Distribution:
	Widely distributed. Highest residues in the liver

	Potential for accumulation:
	No evidence of accumulation

	Rate and extent of excretion:
	In the rat, 95% in urine and 5% in faeces within 168 hrs.

	Toxicologically significant compounds:
	Parent compound and metabolites.

	Metabolism in animals:
	Completely metabolised at low dose levels (0.5 mg/kg bw), poorly metabolised (20 – 30%) at high dose levels (100 mg/kg bw) in the rat.

	
	

	Acute toxicity

	Rat LD50 oral:
	1563 mg/kg bw (Xn- R22)

	Rat LD50 dermal:
	>2000 mg/kg bw

	Rat LC50 inhalation:
	> 3.72 mg/l, 4 hrs exposure, nose-only.

	Skin irritation:
	Non-irritant

	Eye irritation:
	Non-irritant

	Skin sensitization (test method used and result):
	Non-sensitiser (Maximisation method)

	
	

	Short term toxicity

	Target / critical effect:
	Liver (hypertrophy, inflammation, necrosis), kidney (male rat: (-2-(globulin nephropathy), testes (tubular atrophy in the dog)

	Lowest relevant oral NOAEL / NOEL:
	NOAEL = 10 ppm (1.4 mg/kg bw/day) 90-day mice

NOAEL = 150 ppm (4.05 mg/kg bw/day) 1-year dog.

NOAEL = 250 ppm (8.2 mg/kg bw/day) 90-day dog

	Lowest relevant dermal NOAEL / NOEL:
	NOAEL = 60 mg/kg bw/day, 28-day rats

	Lowest relevant inhalation NOAEL / NOEL:
	No data. None required.

	
	

	Genotoxicity
	No genotoxic potential

	
	

	Long term toxicity and carcinogenicity

	Target / critical effect:
	Liver (hypertrophy, inflammation, necrosis) in mice and kidney (male rat (-2-(globulin nephropathy)

	Lowest relevant NOAEL:
	20 ppm (2.6 mg/kg bw/day) 18-month study in mice.

	Carcinogenicity:
	Increased incidence of liver cell adenoma and adenocarcinoma in mice at 500 ppm (64 mg/kg bw/day) and above.

	

	Reproductive toxicity

	Target / critical effect - Reproduction:
	Germ cell loss/disorganization Sertoli cell vacuolation

	Lowest relevant reproductive NOAEL / NOEL:
	1000 ppm (62 mg/kg bw/day), 2 generation reproduction toxicity study in rats

	Target / critical effect - Developmental toxicity:
	Reduced fetal weight, delayed ossification and increased post-implantation loss (rabbit only) at maternal toxic doses.

	Lowest relevant developmental NOAEL / NOEL:
	50 mg/kgbw/day (rabbit developmental study)

	
	

	Delayed neurotoxicity
	- Acute neurotoxicity study in rats: reduced locomotor activity. NOAEL = 100 mg/kg bw.

- 90-day neurotoxicity study in rats: no indications of neurotoxicity. NOAEL = 1500 ppm (95 mg/kg bw/day).

	
	

	Other toxicological studies
	Mechanistic:

-No cytotoxicity on rat and mouse hepatocytes in vitro.-No effects on hepatocyte proliferation in rats in vivo.

-Induction of liver enzymes (phenobarbital-type) in mouse liver.

-Induction of hepatocyte proliferation in mouse in vivo.

-CNS depression at high doses.

-Evidence of (-2-(globulin nephropathy in male rats confirmed by immunohistochemistry.

	
	Acute toxicity of metabolites:

CGA 322704 tech. LD50  >2000 mg/kg bw. (m, f)

NOA 407475 tech LD50  >500 rng/kg bw. <1000 mg/kg bw (m, f) 

NOA 459602 tech  LD50  >2000 mg/kg bw. (m, f)

	
	Genotoxicity testing of metabolites:

CGA 322704 and NOA 407475 were not mutagenic to bacterial systems. NOA 459602 is not genotoxic

	Medical data
	Limited, new compound

No detrimental effects on health in manufacturing plant personnel reported.

	Summary
	

	
	Value
	Study
	Safety factor

	ADI:
	0.026 mg/kg bw/day
	18-month study mice
	100

	AOEL systemic:
	0.08 mg/kg bw/day
	90-days dog study
	100

	AOEL inhalation:
	No required

	AOEL dermal:
	No required

	ARfD (acute reference dose):
	0.5 mg/kg bw
	Rabbit developmental toxidity study
	100

	
	

	Dermal absorption
	3% for the diluted solution, based on in vivo rat dermal absorption.

0.3% for the concentrate, based on in vivo rat dermal absorption and correction for percentages absorbed in in vitro rat and human dermal absorption studies.


2 Fate and behaviour in the environment

2.1 Fate and behaviour in soil

	Route of degradation
	

	Aerobic:
	

	Mineralization after 100 days:
	5 to 21% at 90 days

	Non-extractable residues after 100 days:
	5.8 to 20% at 90 days; up to 30% after 365 days

	Major metabolites above 10 % of applied active substance: name and/or code
% of applied rate (range and maximum)
	CGA 322704 : 35.6% (90 days); CGA 355190: 23.09% (120 days); 

	
	

	Supplemental studies
	

	Anaerobic:
	The main metabolite formed in anaerobic degradation was NOA 407475 (63.4% at 180 days). CGA 355190 only reached 10% of AR at doses higher than the proposed GAPs (50X)

	
	

	Soil photolysis:
	This route is considered of low relevance. Only small increases in the dissipation rate between irradiated and non-irradiated soils were observed.

	
	

	Remarks:
	None


	Rate of degradation
	

	Laboratory studies
	

	DT50lab (20 °C, aerobic):
	DT50lab (20C, aerobic): 34 to 276 days mean = 156 d n=12 most r2>0.95

Metabolites:

CGA322704  DT50lab (20C, aerobic)=178 to284 days mean= 215 d n=2

NOA459602  DT50lab (20C, aerobic)=28 to172 days mean = 77d  n=3

CGA 355190  DT50lab (20C, aerobic)= 15.7 to 91.6 days mean = 42 d n=3

NOA 407475  DT50lab (20C, aerobic)= 278 to 304 days mean= 291 d  n=2

SYN 501406  DT50lab (20C, aerobic)= 26.5 to 44 days mean = 34 d  n=3



	DT90lab (20 °C, aerobic):
	DT90lab (20C, aerobic): 114 to 907 days mean = 459 d

CGA 355190  DT90lab (20C, aerobic)= 52 to 405 days

NOA 407475   DT90lab (20C, aerobic)= 1110  days

SYN 501406  DT90lab (20C, aerobic)= 87.9 to 145 days

	DT50lab (10 °C, aerobic):
	DT50lab (10(C, aerobic): 233 days n=2 r2>0.98

	DT50lab (20 °C, anaerobic):
	DT50lab (20(C, anaerobic): 23.5 to 24.2 days

NOA 407475 seems to be stable under anaerobic conditions

CGA 322704: DT50lab (20(C, anaerobic): 14.7 days

	
	

	Field studies (country or region)
	

	DT50f from soil dissipation studies:
	DT50f: 7-172 days (r 2 0.65-0.99) France, Germany, Switzerland, Denmark, Sweden, n=14.

Average (for r 2 >0.85) = 52 days

Soil pH covers a large range (5.9-8.3) and no clear relationships between degradation and pH are observed

	DT90f from soil dissipation studies:
	DT90 f: 23-570 days n=14

CGA322704  DT50 (20ºC, PELMO fit)    57 days

CGA322704  DT50 (20ºC, PELMO PEST fit) 77 days

	Soil accumulation studies:
	A soil accumulation study (3 years) conducted in Switzerland at 50 g as/ha per treatment, indicates no  no accumulation in soil.

	Soil residue studies:
	None

	
	Lysimeter study (inverse modelling):

Thiamethoxam:  DT50= 35 days . 

CGA322704:     DT50= 35 to 49  days

	
	

	Remarks:

e.g. effect of soil pH on degradation rate
	None


	Adsorption/desorption
	

	Kf / Koc:

 


	Parent: 33 to 176.7 L/kg  n=12 average 56.2 L/kg  

CGA322704: 63 to 77 L/kg  n=3 average 70 L/kg  

CGA355190: 37.6 to 187.5 L/kg  n=6 average 91.5 L/kg  

NOA407475: 433 to 1550 L/kg n=6 average 761.2 L/kg 

	Kd:
	Studies on the time dependent sorption of thiamethoxan have been presented on five different soils.

Desorption Day 0  Kd 0.29-1.09 L/kg  n=5

                               Koc 51.5-108 L/kg  n=5

Desorption Day 90 Kd 1.47-3.39 L/kg  n=5

                                  Koc 162.5-638.4 L/kg  n=5

Kd increased by factor 2.6-7.6 L/kg  average 3.9 L/kg  

Idem SYN 501406 on three different soils (from Desorption study).
 Day 0  Kd 0.028-0.19 L/kg  n=3

             Koc 2.5-12.7 L/kg  n=3

 Day 57 Kd 0.388-0.459 L/kg  n=3

              Koc 24.1-33.5 L/kg  n=3



	pH dependence:
	No pH dependence was observed

	
	

	Mobility
	

	Laboratory studies:
	

	Column leaching:
	1.6 to 59.2 % radioactivity in the leachate. Only parent compound was detected.

	Aged residue leaching:
	Aging time: 56 days. Between 1.73 and 3.36 % radioactivity in the leachate. The nature of the radioactivity was not identified.

Concentration in the aged soil: parent between 55.2 to 63%.

Metabolite CGA 322704: between 17.6 to 25 %.

	
	

	Field studies:
	

	Lysimeter/Field leaching studies:
	4 X 0.05 kg ai/ha per year. Two lysimeters (one year of application in one lysimeter (14) and two years of application for the other lysimeter (13)). Test duration: 3 years. 33% and 32.7% of the applied radioactivity were recovered in the soils of the lysimeters 13 and 14 respectively. About 90% of the total radioactivity in soil was located in the top 0-40 cm soil layers.

In the total 0-40 cm soil layer in the lysimeters, 6.7% (lysimeter 13) and 5.5% (lysimeter 14) of the total radioactivity applied still represented the metabolite CGA 322704.
Leachate concentrations:

Parent: Max. 0.095 (g/l second year in lysimeter 13.

CGA 322704. Max. 0.27 (g/l third year in lysimeter 14

Both two lysimeters (Lys.3 and Lys 4.): Seed treatment in March at 0.0525 kg ai/ha (35g ai/100 kg seed) and second seed treatment in september at 0.063 kg/ha. 

Second year Lys.4 was treated with 0.021 kg ai/haTest duration: 3 years. 44% and 53% of the applied radioactivity were recovered in the soils of the lys. 3 and 4 respectively (0-40 cm). 

Concentrations in soil:

In the total 0-50 cm soil layer in the lysimeters, 1.8-7.0% (lys 3) and 5.3-8.1% (lys 4) of the total radioactivity applied still represented the metabolite CGA 322704. Maximum GCA322704 concentrations in soil correspond to 0.97 µg/kg (20-30 cm layer) in Lys.3 and 0.66µg/kg (30-40 cm layer) in lys.4.

Leachate concentrations:

Parent and CGA 322704 were <0.05 (g/l in all leachates. Metabolites SYN 501406 and NOA 459602 were identified and the max. concentrations were 0.088 and 0.33 µg/L, respectively reached at the second year.

	
	

	Remarks:
	None


2.2 Fate and behaviour in water

	Abiotic degradation
	

	Hydrolytic degradation:
	pH 1: stable (20º C)

pH 5: stable (20º C)     

pH 7: stable (20º C)

pH 9: between 7.3 to 15.6 days (calculated at 20º C using Arrhenius equation).

	Major metabolites:
	Main metabolites detected by hydrolysis at pH 9: CGA 355190, NOA 404617 and CGA 309335.

Metabolite CGA 322704 is stable at pH 4,5, 7 and 9 at 20º C and dark.

	Photolytic degradation:
	Photolytic degradation between 2.3 to 3.1 days. In one study volatiles (56% AR) were identified as carbonyl sulfide and isocyanic acid. 

	Major metabolites:
	CGA 355190 ranged between 2 and 10%.

CGA 353042 was identified up to 65.8% at day 30 in the guanidine 14C labelled study.

	
	

	Biological degradation
	

	Readily biodegradable:
	No

	Water/sediment study: 
	

	DT50 water:
	Calculated by first order kinetics (r2  0.84-0.96)

22.9- 38.2 days  n=4



	DT90 water:
	76- 127 days m=4



	DT50 whole system:
	33.7- 46.4 days n=4



	DT90 whole system:
	112-154 days n=4



	Distribution in water / sediment systems 
(active substance)

	Maximum percentage of parent compound in sediment: 36.6% at 8 days.



	Distribution in water / sediment systems
(metabolites)

	Maximum percentage of CGA 355190 in water: 4.5% at day 100.

Maximum percentage in sediment: 

CGA 355190: 4.7% at day 100.

NOA 407475: 47.4% at day 42 (100 d in other study).

	Accumulation in water and/or sediment:
	Not available /Not required

	
	

	Degradation in the saturated zone
	No data

	
	

	Remarks:
	None


2.3 Fate and behaviour in air

	Volatility
	

	Vapour pressure:
	ln P [Pa] = - 15400.447 / T [K] + 32.81766 from fit of measurements between 90.5 and 121.0°C vapour pressure at 25°C : 6.6•10-9 Pa (extrapolated).

(Purity: 99.7%)

	Henry's law constant:
	4.7 · 10-10 Pa · m³ / mol.

	
	

	Photolytic degradation
	

	Direct photolysis in air:
	No data

	Photochemical oxidative degradation in air

DT50:
	DT50 (Atkinson calculation) 0.5 to 2.5 hours

	Volatilisation:
	from plant surfaces: no data

from soil: < 2.1% at 24 hours

	
	

	Remarks:
	None


3 Ecotoxicology
Terrestrial Vertebrates

	Acute toxicity to mammals:
	Mouse (both sex )=783 mg/kg bw



	Acute toxicity to birds:
	Technical:  Mallard duck LD50= 576 mg/kg bw

Technical: Quail  LD50= 1552 mg/kg bw

CGA322704:  Quail LD50>2000 mg/kg bw

Formulation 70WS: Grey partridge LD50= 199 mg/kg bw (284 mg formulation/kg)

	Dietary toxicity to birds:
	Bobwhite quail and mallard duck >2503 mg/kgbw/day >5200 ppm

CGA322704: No data

	Reproductive toxicity to birds:
	Mallard duck NOEC =300 ppm = 29.4 mg/kgbw/day

CGA322704: No data

	Short term oral toxicity to mammals:
	No data

	Long term oral toxicity to mammals:
	NOAEL dietary two-generation reproduction study in rat= 46 mg/kg bw/day (based on reduced body weights of males at premating phase)


Aquatic Organisms

	
	Group
	Test substance
	Time-scale
	Endpoint
	Toxicity (mg/l)

	
	Laboratory tests

	Acute toxicity fish:
	Fish

Oncorhynchus mykiss
	Technical a.s (98.6%)
	Acute
	96h LD50
	>125

	
	Fish

Oncorhynchus mykiss
	Formulation (WG25%)
	Acute
	96h LD50
	>100 mg formulation /l (> 25 mg ai/l)

	
	Fish

Oncorhynchus mykiss
	CGA 322704 (99%)
	Acute
	96 h LD50
	> 100

	
	Fish

Oncorhynchus mykiss
	CGA 355190 (99%)
	Acute
	96 h LD50
	> 100

	
	Fish

Oncorhynchus mykiss
	NOA 407475 
	Acute
	96 h LD50
	> 100

	
	Fish

Oncorhynchus mykiss
	NOA 459602
	Acute
	96 h LD50
	> 120

	Long term toxicity fish:
	Fish 

Oncorhynchus mykiss
	Technical a.s (99.2%)
	Chronic
	88 days NOEC
	20

	Bioaccumulation fish:
	No data
	
	
	
	

	Acute toxicity invertebrate:
	Invertebrates (Ostracoda)

Chaoborus sp.
	Technical


	Acute
	48h EC50
	0.18

	
	Invertebrates (Molluscs)

Crassostrea virginica
	Technical (99.2%)
	Acute
	96 h flow-through
	> 119

	
	Invertebrates (Crustacean)

Daphnia magna
	CGA 322704
	Acute
	48h EC50
	> 100

	
	Invertebrates (Crustacean)

Daphnia magna
	CGA 355190
	Acute
	48h EC50
	> 100

	
	Invertebrates (Crustacean)

Daphnia magna
	NOA 407475
	Acute
	48h EC50
	82.9

	
	Invertebrates (Crustacean)

Daphnia magna
	NOA 459602 (99%)
	Acute
	48h EC50
	>120

	
	Invertebrates (Rotifer)

Brachionus calyciforus
	Technical a.s.
	Acute
	24 h EC50
	>100

	
	Invertebrates (Insects)

Cloeon sp
	Technical a.s.
	Acute
	48 h EC50
	0.014

	
	Invertebrates (Crustacean)

Daphnia magna
	Formulation (WG25%)
	Acute
	48 h EC50
	> 100 mg formulation/l

	
	Invertebrates (Crustacean)

Daphnia magna
	Formulation (WG70%)
	Acute
	48 h EC50
	39 mg formulation/l

	Chronic toxicity invertebrate:


	Invertebrates (Crustacean)

Daphnia magna
	Technical a.s
	Chronic
	21 d NOEC
	100 mg/l

	Chronic toxicity sediment dwelling organism:
	Invertebrates (Insects)

Chironomus riparius
	Technical a.s
	Chronic
	30 d NOEC emergence rate water application
	0.010

	
	Invertebrates (Insects)

Chironomus riparius
	Technical
	Chronic
	30 d NOEC emergence rate sediment application
	0.10 mg a.s/kg sed

	
	Invertebrates (Insects)

Chironomus riparius
	CGA 322704
	Chronic 
	28 d NOEC emergence water application
	0.00067  mg/kg

	
	Invertebrates (Insects)

Chironomus riparius
	NOA 407475
	Chronic 
	28 d NOEC emergence or development
	> 1 mg/kg

	
	Invertebrates (Insects)

Chironomus riparius
	NOA 459602
	Chronic 
	24 d development

(water application)
	50

	Acute toxicity algae:
	Algae

Selenastrum capricornutum
	Technical a.s
	Acute
	72 h EC50 
	> 81.8

	
	Algae

Selenastrum capricornutum
	CGA 322704
	Acute
	3 d Eb/rC50
	>100

	
	Algae

Scenedesmus subspicatum
	CGA 355190
	Acute
	3 d Eb/rC50
	> 100

	
	Algae

Scenedesmus subspicatum
	NOA 407475
	Acute
	3 d EbC50

NOEb/rC
	14 

4.6

	
	Algae

Selenastrum capricornutum
	NOA 459602
	Acute
	3 d EbC50

NOEb/rC
	>120

60

	
	Aquatic plants

Lemna gibba
	Technical (98.6%)
	Acute
	7d EC50
	> 90.2 mg ai/l

	Chronic toxicity algae:
	Algae

Selenastrum capricornutum
	Technical a.s
	Chronic
	72 h NOEb/rC 
	> 81.8

	
	Algae

Selenastrum capricornutum
	Formulation (WG 25%)
	Chronic
	72 h EbC
	99.6 mg formulation/l (25.3 mg a.s./l )

	
	Algae

Selenastrum capricornutum
	Formulation (WS 70%)
	Chronic
	72 h Eb/rC50
	>100 mg formulation/l (>70.6 mg a.s./l)

	
	Microcosm or mesocosm tests

	
	No information has been submitted


Honeybees
	Acute oral toxicity:
	Technical a.s 
LD50 oral = 0.005 (g a.s/bee  (Apis mellifera)

Formulation (WG 25%) LD50 oral = 0.02 (g formulation/bee (bombus terrestris)

CGA 322704: 
LD50 oral = 0.0168 (g/bee (Apis mellifera)

	Acute contact toxicity:
	Technical a.s
 LD50 contact = 0.024 ug/bee (Apis mellifera)

Formulation (WG 25%) LD50 contact = 0.11 (g formulation/bee (bombus terrestris)

CGA 322704: 

LD50 oral = 0.0275 (g/bee

	Field or semi-field tests

Toxicity in bees at proposed application rates; the toxicity is low a lower application rates.

Kleiner (1997): Toxicity of Actara 25 WG (0.8 and 0.2 kg formulation/ha) to Apis mellifera under semi-field conditions. Application when bees were actively foraging. High mortality in both treatments;secondary effects and reduction of foraging activity.

Nengel (1998):  Semi-field test with Actara 25 WG on Apis mellifera. 1 and 5 g ai/ha. Application during bee flight and in the evening.  Slight increase in mortality at 5 g ai/ha in both application times.Slight decrease of the flight intensity at all doses during the following application day. Symptoms of poisoning at 5 g ai/ha. No effects on the brood development.

Nengel (1998b): Semi-field test with Cruiser 70 WS on Apis mellifera. 350 g/100 kg seed. No differences in mortality, flight activity, duration of the bees visitis to flowers between control and exposed field. No abnormal behaviour of the bees.

Nengel (1997): Field test of Actara 25 WG (100 g ai/ha) on Apis mellifera. Application in a prebloom stage of the orchard. Application at the morning. Symptoms of poisoning 25 minutes after application.From 3-days post-application onwards, newly emerged workers were found dead. No effects on the colonies strengh and the bee brood development.

Nengel (1997b): Field test of Actara 25 WG (100 g ai/ha) on Apis mellifera. Application after flowering of the apple trees and when bees are actively foraging. Groundcover was mulched. No acute intoxication of adult bees. No abnormal decrease of the colonies strength and bee brood.

Mayer (1998): Field investigations of mitigation methods for Actara 25 WG in apple orchards.Application at the pre-pink and the pink stage at 60 g ai/ha. Groundcover was mulched. No abnormal mortality. The application of Actara did not reduce both the number of foraging or the hive strength.

Nengel (1998 b): Field test to assess the side effects of Actara  on Apis mellifera  in applications after flowering. Application rate 75 g ai/ha. Morning application. No mulching groundcover. No effects of intoxication or effects in colonies stregth and bee brood development. Thus, Actara applied to apple orchards after blooming with flowering groundcover at 75 g ai/ha was found to be not hazardous to bees.

Nengel (1998 c): Field test to assess the side effects of Actara on Apis mellifera after application on broad beans.100 g ai/ha applied in the morning during full flowering. No control included. Mortality slightly higher than before treatment but within a normal range. No alterations in behaviour, colonies strength or bee brood. Pollen collected indicated that the bees visited different flowers in the surrounding of the area.

Barth (2000): Field study to assess the side effects of Actara on honeybee in pome fruits orchards after application during bee-flight. 2 X 400 g formulation/ha; 7-days interval between application. No behavioral impacts. Number of dead bees slightly higher compared to the control. Differences were observed before and after application of test substance. No effects on brood development.


Other arthropod species

	Test Species
	Stage
	Test Substance
	Dose 

(kg as/ha)
	Endpoint
	Effect


	Laboratory Tests

	Poecilus cupreus L
	Adults
	Formulation 
(WG 25%)
	0.2
	Mortality
	100 %

	Aphidius rhopalosiphi,
	Adults
	Formulation 
(WG 25%)
	0.2
	Mortality
	100 %

	Typhlodromus pyri
	protonnymphs
	Formulation 
(WG 25%)
	0.2
	Mortality
	100 %

	Orius laevigatus
	nymphs
	Formulation 
(WG 25%)
	0.2
	Mortality
	100 %

	Pardosa Spp
	Pre-adults
	Formulation 
(WG 25%)
	0.2
	Mortality
	0 %

	Extended Laboratory Tests

	Poecilus cupreus
	Adults
	Formulation 
(WS 70%)
	210 g ai /100 kg seeds
	Mortality
	66.7 %

	Aleochara bilineata
	Adults
	Formulation 
(WS 70%)
	210 g ai /100 kg seeds
	Mortality
	90 %

	Leptomastix dactylopii
	Adults on leaves
	Formulation 
(WG 25%)
	0.2
0.4
	Mortality
	17 %
36 %

	Semi-field tests

	P. cupreus
	Adults
	Formulation 
(WG 25%)
	0.1
	Mortality
	97 %

	
	
	
	
	Reduction in Food consum.
	46 %

	P. cupreus
	Adults
	Formulation 
(WG 25%)
	0.2
	Mortality
	63 %

	
	
	
	
	Reduction in Food consum.
	-4.2 %

	P. cupreus
	Adults
	Formulation 
(WG 25%)
	0.2 
(14 days aged residue)
	Mortality
	16.7 %

	
	
	
	
	Reduction in Food consum.
	-5.56 %

	P. cupreus
	Adults
	Formulation 
(WG 25%)
	0.2 
(31 days aged residue)
	Mortality
	13 %

	
	
	
	
	Reduction in Food consum.
	12 %

	Orius laevigatus
	Adults
	Formulation 
(WG 25%)
	0.2
	Mortality at:
0 d post applic.
	
100 %

	
	
	
	
	3 d post applic
	94 %

	Orius laevigatus
	Adults 
	Formulation 
(WG 25%)
	0.2  (exposure 3 d after applicat)
	Mortality
	94 %

	Aphidius rhopalosiphi
	Adults  
	Formulation 
(WG 25%)
	0.2 
	Reduction in fecundity at: 
0 d post applic.
	84 %

	
	
	
	
	8 d post applic.
	84 %

	Aleochara bilineata
	Adults
	Formulation 
(WG 25%)
	0.2
	Reproduction rate at 0 d
	93 %

	
	
	
	
	14 d
	52 %

	
	
	
	
	28 d
	46 %

	
	
	
	
	42 d
	47 %

	Poecilus cupreus
	Adults
	Formulation 
(WS 70%)
	70 g ai /100 kg seeds
	Mortality
	19 %

	
	
	
	
	Feeding effect
	0 %

	Aleochara bilineata
	Adults
	Formulation 
(WS 70%)
	70 g ai /100 kg seeds
	Reduction in reproduction
	66 %

	Field tests

	Field studies with beneficial arthropods showed that although toxic effects were observed for many species, the recovery of the animals was observed in periods of two and 6 weeks.

Reber (1998): Field test on Typhlodromus pyri after two treatments of thiametoxam formulation (Actara 25 WG).100 g ai x 2 applications at intervals of four weeks. Highest population reduction was 33.7% 14 days after the second treatment. Recovery of the population was observed between 28 and 56 days after second application. 

Brown and Phil (1998): Field test on non-target arthropods populations after two applications of Actara 25 WG at 100 g ai/ha nad 2 X 4 g ai/ha. Bioassays with branches from the study site showed that the toxicity of Actara treated material fell sharply between 4 and 6 weeks after the second treatment. Populations of salticid spiders had recovered from the effects of the field rate of the test substance after a period of 2 weeks.




Insecticidal activity of metabolites

	Test Species
	Stage
	Test Substance
	Dose 

(kg as/ha)
	Endpoint
	Effect

	Spodoptera littoralis
	L-1 larvae
	NOA 459602
	1.5 mg/L (oral)
	Mortality
	0

	Spodoptera littoralis
	L-1 larvae
	NOA 459602
	6 mg/L 
(oral)
	Mortality
	0

	Diabrotica balteata
	L-2 larvae
	NOA 459602
	0.4 mg/L (oral)
	Mortality
	0

	Aphis craccivora
	Mixed population
	NOA 459602
	6 mg/L (oral)
	Mortality
	0

	Myzus persicae
	Mixed population
	NOA 459602
	1.5 mg/L (oral)
	Mortality
	0

	Myzus persicae
	Mixed population
	NOA 459602
	0.8 mg/L systemic
	Mortality
	0

	Nilaparvata lugens
	N-3 nymphs
	NOA 459602
	0.4 mg/L (oral)
	Mortality
	0

	Spodoptera littoralis
	Larvae stage
	SYN 501406
	3 mg/L (oral)
	Mortality
	0

	Spodoptera littoralis
	Larvae stage
	SYN 501406
	3 mg/L (systemic)
	Mortality
	0

	Diabrotica balteata
	Larvae stage
	SYN 501406
	0.4 mg/L (contact)
	Mortality
	0

	Aphis craccivora
	Mixed population
	SYN 501406
	6 mg/L (oral)
	Mortality
	0

	Myzus persicae
	Mixed population
	SYN 501406
	1.5 mg/L (oral)
	Mortality
	0

	Myzus persicae
	Mixed population
	SYN 501406
	0.4 mg/L (oral)
	Mortality
	0

	Nilaparvata lugens
	N-3 nymphs
	SYN 501406
	0.4 mg/L (oral)
	Mortality
	0

	Field or semi-field tests

	CGA 322704:Broad insecticidal activity is reported in the monograph


Earthworms

	Acute toxicity:
	LC50 technical  >1000 mg ai/kg

LC50 formulation >1000 mg formulation/kg (WG 25%; WS 70%)

LC50 NOA 407475 > 1000 mg/kg

LC50 CGA 355190 = 753 mg/kg

LC50 CGA 322704 = 5.93 mg/kg

	Reproductive toxicity:
	NOEC = 4616 g formulation/ha  (WG 25%) equivalent to 1154 g a.s./ha or 5.34 mg a.s./kg dw soil

NOEC (CGA 322704)=2.5 mg /kg soil from 14 days acute toxicity study in the DAR


Soil micro-organisms
	Nitrogen mineralization:
	Technical a.s: No relevant effects at 2.67 mg ai/kg dry soil (equivalent to 10X the maximum application rate of 200 g ai/ha)

CGA 322704: No relevant effects at 0.5 mg metabolite/kg dry soil (equivalent to 5x the maximum PECsoil)

CGA 355190: No relevant effects at 0.5 mg metabolite/kg dry soil (equivalent to 5x the maximum PECsoil)

	Carbon mineralization:
	Technical a.s.: No relevant effects at 2.67 mg ai/kg dry soil (equivalent to 10X the maximum application rate of 200 g ai/ha)

CGA 322704:  No relevant effects at 0.5 mg metabolite/kg dry soil (equivalent to 5x the maximum PECsoil)

CGA 355190: No relevant effects at 0.5 mg metabolite/kg dry soil (equivalent to 5x the maximum PECsoil)


APPENDIX III

Thiamethoxam

List of studies which were submitted during the evaluation process and were not cited in the draft assessment report:

B.1 Identity, B.2 Physical and chemical properties, B.3 Data on application and further information, B.4 Proposals for classification and labelling, B.5 Methods of analysis

	Annex 
point/ reference number
	Author(s)
	Year
	Title
Source (where different from company)
Company, Report No.
GLP or GEP status (where relevant)
Published or not

	IIA, 1.11
	Verma M

Culler M

Malek J
	1999
	Nitrosamine analysis of five representative batches (CCT process) of a CGA-293343 technical

Novartis Crop Protection, Inc, Greensboro, United States

Study Report No. ASGSR-99-121, 13.04.1999

GLP, not published

Syngenta File No. 293343-1030

	IIA,4.2.1
	Boxwell, C.
	2004a
	Thiamethoxam (CGA293343): Validation of a residue analytical method (AG-675) for the determination of residues in animal products (milk, eggs, meat, kidney and liver).

Sygenta, UK

Study number 04-S501

Report no. RJ3513B.

GLP: Yes

	IIA,4.2.1
	Boxwell, C.
	2004b
	“Thiamethoxam (CGA293343): Validation of a residue analytical method (REM 179.03) for the determination of residues in crops (wheat grain, tomatoes, oranges and oil seed rape seed).” 

Sygenta, UK

Study number 04-S500

Report no. RJ3509B. 

GLP: Yes

	IIA,4.2.1
	Rawle, N.W.
	2004a
	Independent Laboratory Validation of a Method (REM 179.03) for the Determination of Residues of Thiamethoxam (CGA 293343) and CGA 322704 in Tomatoes and Cereal Grain.

CEM Analytical Services Ltd. (CEMAS), UK

Study number CEMS 2237

Report nº CEMR-2237

GLP: Yes

	IIA,4.2.1
	Rawle, N.W.
	2004b
	Independent Laboratory Validation of a Method (AG-675) for the Determination of Residues of Thiamethoxam (CGA 293343) and CGA 322704 in Milk, Meat and Liver.

CEM Analytical Services Ltd. (CEMAS), UK

Study number CEMS 2238

Report nº CEMR-2238. 

GLP: Yes

	IIA,4.2.2
	Nagra, B.S
	2003a
	Validation of an Analytical Method for the Determination of Residues of Thiamethoxam (CGA 293343) and CGA 322704 in soil

Sygenta, UK

Study number 03-S510

Report nº RJ 3456B.

GLP: Yes

	IIA,4.2.3
	Nagra, B.S
	2003b
	Validation of an Analytical Method for the Determination of Residues of Thiamethoxam (CGA 293343) and CGA 322704 in water Sygenta, UK

Study number 03-S509

Report nº RJ 3448B. 

GLP: Yes

	IIA, 4.2
	Bernhard Düll
	2003
	Validation of analytical method SB-1/1 to demonstrate accuracy (specificity, recovery and linearity) and precision (repeatability).

Dr. Josef Stulz, Sygenta Crop Protection AG.CH-4002 Basel.

Study Number: 110073

Study Completion Date: 27.03.03

GLP, not published

	IIA, 4.2
	Kaijun Lin
	2002
	Analytical Method for the Determination of Residues of CGA-293343 and the Metabolite CGA-323704 in Animal and Crop Substrates by High Performance Liquid Chromatography with Detection by UV and Mass Spectrometry, Including Validation Data Amendment 1 MRID 44703524

Data requirement OPPTS 860.1340

Study identification AG-675. Sygenta Number 206-97

Sygenta Crop Protection, Inc. 410 Swing Road

Post Office Box 18300. Greensboro, NC 27419

GLP, not published


B.6 Toxicology and metabolism

	Annex 
point/ reference number
	Author(s)
	Year
	Title
Source (where different from company)
Company, Report No.
GLP or GEP status (where relevant)
Published or not

	IIA, 5.8.2/01
	Weber, E.
	2000a
	Immunohistochemical assessment of a2u-Globulin in the rat kidney upon administration of CGA 293343 for 28 days
Novartis Crop Protection AG, Basel, Switzerland
Study Report No. CB 00/16, 03.07.2000
not GLP, not published
Novartis File N° CGA293343/1231

	IIA, 5.8.2/02
	Weber, E.
	2000b
	Immunohistochemical assessment of a2u-Globulin in the rat kidney upon administration of CGA 293343 for 3 months
Novartis Crop Protection AG, Basel, Switzerland
Study Report No. CB 99/55, 03.07.2000
not GLP, not published
Novartis File N° CGA293343/1232

	IIA, 5.8.2/03
	Weber, E.
	2000c
	Immunohistochemical assessment of a2u-Globulin in the rat kidney upon administration of CGA 293343 for 12 months
Novartis Crop Protection AG, Basel, Switzerland
Study Report No. CB 00/14, 03.07.2000
not GLP, not published
Novartis File N° CGA293343/1233

	IIA, 5.8.2/04
	Weber, E.
	2000d
	Immunohistochemical assessment of a2u-Globulin in the rat kidney upon administration of CGA 293343 for 24 months
Novartis Crop Protection AG, Basel, Switzerland
Study Report No. CB 00/15, 03.07.2000
not GLP, not published
Novartis File N° CGA293343/1234

	IIA, 5.8.2/05
	Weber,E.
	2002
	Assessment of hepatic cell proliferation and apoptosis in male mice upon treatment with CGA 293343 tech. for up to fitty weeks.

CB 00/12 In-Life Test Number 2000 0001.Interim Report.

Syngenta Crop Protection AG, Basel, Switzerland

	IIA, 5.8.2/06
	Briswalter, C.
	2002
	Blood Kinetics of CGA 293343 and its Metabolites in Male Mice after Oral Administration of [Oxadiazin-4-14C] CGA 293343.

Study 027AM14

SAM No. 293343/1607  

	IIA, 5.8.2/07
	Briswalter, C.
	2002
	Blood Kinetics of CGA 293343 and its Metabolites in Male Rats after Oral Administration of [Oxadiazin-4-14C] CGA 293343.

Study 027AM13

SAM No. 293343/1606 

	IIA, 5.8.2/08
	Green, T.
	2002
	Comparative metabolism in mice and rats in vivo, and in mouse, rat and human liver fractions in vitro.

CTL/024607/Research/Report

Sygenta Crop Protección AG

Sponsor Reference: I293343BGL000A-111

Reference no.: Y10511/002

SAM No. 293343/1603

	IIA, 5.8.2/09
	Noakes, J.P
	2002
	CGA 293343: Assessment of hepatic cell proliferation and apoptosis in female rats upon treatment for up to fifty weeks. Interim report up to 20 weeks.

Test orde no.: 20012024

CTL Ref. No.: Y10511/002

CTL Study no.: XR7068

Doc. No.: CTL/XR7068/TEC/REPT

SAM No. 293343/1604

	IIA, 5.8.2/10
	Briswalter, C.
	2002
	The metabolism of [Oxadiazin-4-14C] CGA 293343 in the mouse after oral administration

SAM No. 293343/1605

	IIA, 5.8.2/11
	Lloyd, Sara
	2003
	Toxicological relevance of soil metabolite NOA 459602.

Study Report No.: 99GN02

Syngenta File Nº 293343-1692.

GLP, Not published

	IIA, 5.8.2/12
	Johnson, I R
	2002
	NOA 459602 (Metabolite of CGA 293343):  acute Oral Toxicity Study in the Rat – Fixed Dose Method.

Syngenta Crop Protection AG, PO Box CH-4002, Basel, Switzerland.

Study Number AR7103

GLP, Not published

	IIA, 5.8.2/13
	Clay, P
	2002
	NOA 459602 (metabolite of CGA 293343):  In vivo Rat Liver unscheduled DNA synthesis assay

Syngenta Limited, Alderley Park, Macclesfield, Cheshire SK10 4TJ.

Study Number SR1139

GLP, Not published

	IIA, 5.8.2/14
	Fox V 
	2002
	NOA 459602 (Metabolite of CGA 293343):  In vitro Cytogenetic Assay in Human Lymphocytes.

Syngenta Limited, Alderley Park, Macclesfield, Cheshire    SK10 4TJ, UK.

CTL Study Number SV1109

GLP, Not published

	IIA, 5.8.2/15
	Brammer, A 
	2002
	NOA 459602:  28 Day Dietary Toxicity Study in Rats

Syngenta Limited, Alderley Park, Macclesfield, Cheshire    SK10 4TJ, UK

CTL Study Number KR1471

GLP, Not published

	IIA, 5.8.2/16
	Fox, V
	2002
	NOA 459602 (Metabolite of CGA 293343):  Mouse Bone Marrow Micronucleus Test.

Syngenta Limited, Alderley Park, Macclesfield, Cheshire,   SK10 4TJ, UK

CTL Study Number: SM1138

GLP, Not published


B.7 Residue data

	Annex 
point/ reference number
	Author(s)
	Year
	Title
Source (where different from company)
Company, Report No.
GLP or GEP status (where relevant)
Published or not

	IIA, 6.0/01
	Hohl J
	1999
	Stability of residues of CGA 322704 in plant material and soil stored under deep freezer conditions

Novartis Crop Protection AG, Basel, Switzerland

Report No. 127/97, 25.08.1999

GLP, not published,

Syngenta File No. 293343-1112

	IIA, 6.0/02
	Grunenwald M

Eudy LW
	1999
	Stability of CGA-293343, CGA-322704 and 

CGA-265307 in meat, milk and eggs under freezer storage conditions

Novartis Crop Protection, Inc, Greensboro, United States 

Report No. 284-98, 11.02.2000

GLP, not published

Syngenta File No. 293343-0845

	IIA,6.0/03
	Kaijun Lin, Timothy L.Oakes
	2002
	Stability of CGA-293343, CGA-322704, and CGA-265307 in Meat, Milk, and Eggs Under Freezer Storage Conditions. Amendment 1. MRID 45499902.

Data Requirement. OPPTS 860.1380

Sygenta No. 284—98

ABR-98102

Sygenta Crop Protection, Inc. 410 Swing Road. Post Office Box 18300. Greensboro, NC 27419

GLP, not published

	IIA, 6.3

IIIA, 8.2
	C.Solé
	2002
	Residue study with Thiametoxam (CGA 293343) in orj on cucumbers in Spain.

SAM No. 1472

Report Number: 1124/01

GLP, not published

	IIA, 6.3

IIIA, 8.2
	C.Solé
	2002
	Residue study with thiametoxam (CGA 293343) in or on cucumbers in Spain. 

SAM No. 1473

Report Number: 1125/01

GLP, not published

	IIA, 6.3

IIIA, 8.2
	C.Solé
	2002
	Residue study with thiametoxam (CGA 293343) in or on cucumbers in Spain. 

SAM No. 1459

Report Number: 1121/01

GLP, not published

	IIA, 6.3

IIIA, 8.2
	C.Solé
	2002
	Residue study with thiametoxam (CGA 293343) in or on pears in France (South) 

SAM No. 1579

Report Number: 1117/01

GLP, not published

	IIA, 6.3

IIIA, 8.2
	C.Solé
	2002
	Residue study with thiametoxam (CGA 293343) in or on cucumbers in France (south)

SAM No. 1471

Report Number: 1123/01

GLP, not published

	IIA, 6.3

IIIA, 8.2
	C.Solé
	2002
	Residue study with thiametoxam (CGA 293343) in or on cucumbers in Italy

SAM No. 1460

Report Number: 1122/01

GLP, not published


B.8 Environmental fate and behaviour

	Annex 
point/ reference number
	Author(s)
	Year
	Title
Source (where different from company)
Company, Report No.
GLP or GEP status (where relevant)
Published or not

	IIA, 7.1.1.1.1
	Adam. D.
	1999a
	Degradation of 14 C-Thiazole Labelled CGA 293343 and its major Metabolite CGA 322704.

(14C-Thiazole Labelled) in Borstel Soil under Aerobic Conditions at 20ºC, Novartis Crop Protection AG, 4002 Basel, Switzerland.

Unpublished results, Proj.No99DA01

GLP,Not published

Syngenta File Nº 293343-1149

	IIA, 7.1.1.1.1
	Adam. D.
	1999a
	Degradation of 14 C-Thiazole Labelled CGA 322704 in Schwaderloch Soil under Aerobic  Conditions at 20ºC, Novartis Crop Protection AG, 4002 Basel, Swizaerland.

Unpublished results, Proj.No 99DA06

GLP,Not published

Syngenta File Nº 322704-24

	IIA, 7.1.1.1.1
	Volkel, W
	2003
	14C-Labelled SYN 501406:  Degradation and Metabolism in Three Soils incubated under Aerobic Conditions.

RCC Limited, Environmental Chemistry & Pharmanalytics, CH-4452 Itingen, Switzerland.

RCC Study Number: 847857

GLP, Unpublished.

	IIA,7.1.1.1.1
	Reischmann, F.J.
	2002
	Rate of Degradation of [Thiazol-2-14C]-labelled NOA 45602 in Three Soils under Aerobic Laboratory Conditions at 20ºC.

Final Report, Syngenta Crop Protection AG, Basel, Switzerland.

Proj.No. 01RF03

GLP, Unpublished.

Syngenta File nº 459602-20

	IIA, 7.1.1.2.1
	Gurney, A
	2003a
	Degradation of CGA 322704: model-based evaluation of field trials. A modelling study conducted with PEST and PELMO 3.0. Report Mod03AG11. Syngenta Crop Protection AG, Basel, Switzerland
August 29, 2003
non-GLP, not published ; Syngenta File 322704/0041

	IIA 7.1.1.2.1/ 03
	Adam, D.
	1999b
	Degradation of 14C-Thiazole Labelled CGA 322704 in Schwaderloch Soil under Aerobic Conditions at 20(C, Novartis Crop Protection AG, 4002 Basel, Switzerland. Unpublished results, Proj.No 99DA06, November 18, 1999.
GLP, not published
Syngenta File N°322704- 24

	IIA 7.1.1.2.1/ 09
	Indergand, P.
	2004
	Rate of Degradation of [Thiazole-2-14C]-labelled CGA 355190 in Various Soils under Aerobic Laboratory Conditions at 20 °C, 
Syngenta Crop Protection AG, 4002 Basel, Switzerland.
Study.No T002208-04, 08 November, 2004.
GLP, not published
Syngenta File N° 355190 - 

	IIA 7.1.1.2.1/ 10
	Indergand, P., Nicollier, G.
	2004
	Rate of Degradation of [Oxadiazin-4-14C]-labelled NOA 407475 (Metabolite of Thiamethoxam in Various Soils under Aerobic Laboratory Conditions at 20 °C, Syngenta Crop Protection AG, 4002 Basel, Switzerland., 
Study.No T002207-04, 05.11.2004.
GLP, not published
Syngenta File N° 407475 - 

	IIA 7.1.1.1.2/ 03
	Ellgehausen, H.


	2000
	Anaerobic degradation of 14C-thiazol- labelled CGA 322704 in Soil, 
Novartis Crop Protection AG, 4002 Basel, Switzerland, Proj.No 99RC03, 17.01.2000

GLP, not published
Syngenta File 322704-0025

	IIA, 7.1.1.2.2
	Huber,A.
	2003
	Degradation of thiametoxam and CGA 322704 under Field Conditions-Model-based Evaluation of Field Trials-

Syngenta Crop Protection AG. Enviromental Safety

Assessment 4002 Basel, Switzerland.

Report no.: Mod03AH04

Not GLP. Not published

	IIA, 7.1.1.2.2
	A. Huber, H. Forster
	2003
	Degradation of Thiametoxam an CGA 322704 under Field Conditions. Model-based Evaluation of Field Trials. Modelling study conducted with PELMO 3.0.

Syngenta Crop Protection AG. Enviromental Safety

Assessment 4002 Basel, Switzerland.

Report No. Mod03AH04.

No GLP. Not published

	IIA 7.1.1.2.2/ 01
	Balluff, M.
	2003
	Field Soil Dissipation of Thiamethoxam in bare Soil Plot (Broadcast Application) and a Plot cultivated with Tomatoes (Drench Application) at 1 Location in Spain, 2000, Arbeitsgemeinschaft GAB/IFU, Niefern-Öschelbronn, Germany, study code No. 20003007/S1-F, 06 February, 2003.
GLP, not published
Syngenta File N° 293343- 1687

	IIA 7.1.1.2.2/ 21
	Stolze, K.
	2001a
	Determination of residues of CGA 293343 in soil after drilling with NAD41010 I treated seed (winter wheat), Syngenta Agro GmbH, D-63477 Maintal, 
report No. gb 65199, 17.12.2001.
GLP, not published
Syngenta File N° 293343- 1417

	IIA 7.1.1.2.2/ 22
	Stolze, K.
	2001b
	Determination of residues of CGA 293343 in soil after drilling with NAD41010 I treated seed (winter wheat) treated spring barley in Mid Sweden ,Test Product: NAD41010 I – A9700 B, FS 350, 
Syngenta Agro GmbH, D-63477 Maintal, 
Report No. gb 70099, 17.12.2001.
GLP, not published
Syngenta File N° 293343- 1418

	IIA 7.1.1.2.2/ 23
	Stolze, K.
	2001c
	Determination of residues of CGA 293343 in soil after drilling with NAD41010 I treated seed (winter wheat) treated spring barley in Denmark ,Test Product: NAD41010 I – A9700 B, FS 350, 
Syngenta Agro GmbH, D-63477 Maintal, 
Report No. gb 69099, 17.12.2001.
GLP, not published
Syngenta File N° 293343- 1419

	IIA 7.1.1.2.2/ 24
	Tribolet, R.
	2001
	Long term residue study with thiamethoxam  (CGA 293343) in or on different vegetables and soil in Switzerland. Study number 1056/95-04. Including yearly interim reports Mair, P. (1996a, 1997c, 1998c) (Years 1-3) and Interim Reports of years 4 and 5. Syngenta Crop Protection AG, Basel, Switzerland.
GLP, not published
Syngenta File N° 293343- 101

	IIA 7.1.1.2.2/ 25
	Tribolet, R.
	2002
	Long term residue study with thiamethoxam  (CGA 293343) in or on different vegetables and soil in Switzerland. 
Syngenta Crop Protection AG, Basel, Switzerland.
Study number 1056/01= Interim Report of the 7th year. 
GLP, not published
Syngenta File N° 293343- 2035

	IIA, 7.1.1.2.2
	Nagra, B S
	2004a
	Residue Study with Thiamethoxam (CGA 293343) in or on Soil Cultivated with Seed Treated Winter Barley in Switzerland. 

Syngenta, Bracknell, UK, Report No. RJ3485B, June 2004.

GLP, Unpublished.

	IIA, 7.1.1.2.2
	Nagra, B S
	2004b
	Residue Study with Thiamethoxam (CGA 293343) in or on Soil Cultivated with Seed Treated Winter Barley in France (South). 

Syngenta, Bracknell, UK, Report No. RJ3506B, July 2004.

GLP, Unpublished.

	IIA, 7.1.1.2.2
	Balluf  M
	2003
	Field Soil Dissipation of Thiamethoxam in bare Soil Plot (Broadcast Application) and a Plot cultivated with Tomatoes (Drench Application) at 1 location in Spain, 2000.

Syngenta Crop Protection AG, Environmental Safety, CH-4002 Basel, Switzerland.

Study code: 200003007/S1-FA

GLP, Unpublished.

	IIA 7.1.2/ 04
	Concha, M., Hathcock, T.
	1998b
	Soil Adsorption/Desorption of [Thiazole-2-14C-NOA 404617 by the Batch Equilibrium Method, PTRL West Inc., Richmond, USA. Proj.No 721-97. 
GLP, not published
Syngenta File N° 404617-1

	IIA 7.1.2/ 05
	Ellgehausen, H.
	1998b
	Calculation of adsorption constants of soil metabolite CGA 322704
Novartis Crop Protection AG, Basel, Switzerland
Final report No. 98EH04, 12.10.1998
Non-GLP, not published
Syngenta File N° 322704- 15

	IIA, 7.1.2
	Volkel, W
	2003
	14C-Labelled SYN 501406:  Time dependent sorption in Three Soils.

RCC Limited, Environmental Chemistry & Pharmanalytics, CH-4452 Itingen, Switzerland.

RCC Study Number: 847856

GLP, Unpublished.

	IIA,7.1.2/06
	Hein W

Dorn R
	2001
	Time Dependent Sorption of [Oxidiazin-4-14C]-CGA 293343 in Birkenheide Soil, Staatliche Lehr- und Forschungsanstalt für Landwirtschaft, Weinbau und Gartenbau, 67435 Neustadt an der Weinstrasse, Germany. 

Proj.No NOV20, 02.08. 2001

GLP, not published

Syngenta File No. 293343-1382

	IIA,7.1.2/07
	Peters J
	2001
	Time Dependent Sorption of (Thiazolyly-2-14C)-Labelled CGA 293343 in Various Soils,

Syngenta Crop Protection, Inc, Greensboro, USA. Proj.No 200-00,  08.05.2001.

GLP, not published

Syngenta File No. 293343-1377

	IIA,7.1.2/08
	Werner Hein,

Dom,R.
	2001
	Time Dependent Sorption of [Oxidiazin-414C]-CGA 293343 in Birkenheide Soil.

Syngenta Crop Protection AG. Enviromental Safety

Assessment 4002 Basel, Switzerland.

Study nº.: NOV20

Report nº: NOV20

SAM No. 1382

GLP. Not published

	IIA, 7.1.2/09
	Hein,W.
	2001
	Time Dependent Sorption of [Thiazol-2-14C]-CGA 322704 in Birkenheide Soil Staatliche Lehr- und Forschungsanstalt für Landwirtschaft, Weinbau und Gartenbau, Neustadt, Germany.

Study Report no. NOV21, 12.09.2001

GLP, Not published

Syngenta File nº 322704-0036

	IIA, 7.1.2/10
	Hein,W., Dorn,R.
	2001a
	Adsorption/Desorption of [Oxidiazin-4-14C]-CGA 293343 in Birkenheide Soil Staatliche Lehr- und Forschungsanstalt für Landwirtschaft, Weinbau und Gartenbau, Neustadt, Germany.

Study Report no. NOV18, 01.08.2001

GLP, Not published

Syngenta File nº 293343-1380

	IIA, 7.1.2/11
	Hein,W., Dorn,R.
	2001c
	Adsorption/Desorption of [Thiazol -2-14C]-CGA 322704 in Birkenheide Soil Staatliche Lehr- und Forschungsanstalt für Landwirtschaft, Weinbau und Gartenbau, Neustadt, Germany.

Study Report no. NOV19, 12.09.2001

GLP, Not published

Syngenta File nº 322704-0034

	IIA, 7.1.2/12
	Hein,W., Dorn,R.
	2001d
	Rate of Desorption of [Oxidiazin-4-14C]-CGA 293343 in Birkenheide Soil Staatliche Lehr- und Forschungsanstalt für Landwirtschaft, Weinbau und Gartenbau, Neustadt, Germany.

Study Report no. NOV16, 20.08.2001

GLP, Not published

Syngenta File nº 293343-1381

	IIA, 7.1.2/13
	Hein,W., Dorn,R.
	2001e
	Rate of Degradation of [Thiazol-2-14C]-CGA 322704 in Birkenheide Soil Staatliche Lehr- und Forschungsanstalt für Landwirtschaft, Weinbau und Gartenbau, Neustadt, Germany.

Study Report no. NOV17, 20.09.2001

GLP, Not published

Syngenta File nº 322704-0031

	IIA, 7.1.2/14
	Nicollier, G.
	2002a
	Adsorption/Desorption of [Thiazol-2-14C]NOA 459602 in Various Soils and Time Dependent Sorption, Syngenta Crop Protection AG, Basel, Switzerland.

Results, Study no.: 01GN08.

GLP, Unpublished.

Syngenta File nº 322704-0031

	IIA 7.2.2/ 02
	Hayes, S.
	2004
	CGA 322704: Calculation of Half-life by Reaction with Atmospheric Hydroxyl Radicals
Syngenta Jealott’s Hill International, Bracknell, UK
Study Report No. RAJ0213B 12.03.2004
Non-GLP, not published
Syngenta File N° 322704 - 43

	IIA, 7.2.1.3.2/04
	Nicollier, G
	2000
	Degradation of 14C-Thiazole CGA 322704 in two Aerobic Aquatic Systems under Laboratory Conditions.

Syngenta Crop Protection AG, Environmental Safety / Ecochemistry, CH-4002 Basel, Switzerland.

Laboratory Study Identification No.: 2000GN01.

GLP, Unpublished.

	IIIA, 9.2.1
	Gurney, A.
	2004
	Evaluation of the predicted leaching potential for thiametoxam (CGA 293343) and its metabolites using laboratory half-lives proposed by the rapporteur.

Test facility: RCC Ltd.

Study Number: 854511

GLP, Unpublished.

	IIIA, 9.1.2.2/04
	Gurney, A
	2003b
	Leaching behaviour of thiamethoxam and its metabolite CGA 322704: model-based evaluation of lysimeter trials: A modelling study conducted with FOCUS PEARL 1.1.1. Report Mod03AG12. 
Syngenta Crop Protection AG, Basel, Switzerland, November 17, 2003,
non-GLP, not published; Syngenta File 293343/1829

	IIIA,9.1.2.2/05
	Gurney, A
	2003c
	Leaching behaviour of thiamethoxam and its metabolites CGA 322704, NOA 459602 and SYN 501406 in the EU after use as formulated product CRUISER®: Modelling study conducted with FOCUS PELMO 3.3.2 and the FOCUS groundwater scenarios. Report Mod03AG15. 
Syngenta Crop Protection AG, Basel, Switzerland, August 29, 2003
non-GLP, not published; Syngenta File 293343/1848

	IIIA,9.1.2.2/06
	Takacs, M G
	2004
	Leaching Behaviour of Thiamethoxam (CGA 293343) and its Metabolites (CGA322704, NOA 459602 and SYN 501406) in the EU following a Foliar Application of Formulated Product ACTARA® 25WG, 

Report RAJ 0198B; 
Syngenta Bracknell, UK, February 9, 2004.
non-GLP, not published; Syngenta File 293343/1902

	IIIA,9.1.2.2/07
	Nicollier G
	2001
	[Thiazol-2-14C] -CGA 293343: Mobility and Degradation in Soil in Outdoor Lysimeters Following Seed Treatment Application, Interim Report,

Syngenta Crop Protection AG, Basel, Switzerland,

Proj.No 99GN02; 15.10.2001

GLP (except soil characterisation), not published

Syngenta File No. 293343-1458

	IIIA,9.1.2.2/08
	A. Huber
	2003
	Leaching Behaviour of Thiamethoxam and its Metabolites (CGA 322704, SYN 501406 and NOA 459602) in the EU after use as formulated product CRUISER.

Modelling study conducted with FOCUS PELMO 3.3.2 and FOCUS leaching scenarios.

Syngenta Crop Protection AG. Enviromental Safety Assessment 4002 Basel, Switzerland.

Report No. Mod03AH05.

No GLP. Not published



	IIIA,9.1.2.2/09
	A. Huber
	2003
	Leaching Behaviour of Thiamethoxam and its Metabolites (CGA 322704, SYN 501406 and NOA 459602) in the EU after use as formulated product ACTARA.

Modelling study conducted with FOCUS PELMO 3.3.2 and FOCUS leaching scenarios.

Syngenta Crop Protection AG. Enviromental Safety Assessment 4002 Basel, Switzerland.

Report No. Mod03AH06.

No GLP. Not published

	IIIA,9.1.2.2/08
	Nicollier,G.
	2001
	[Thiazol-214C]-CGA 293343: Mobility and Degradation in Soil in Outdoor Lysimeters Following Seed Treatment Application.

Syngenta Crop Protection AG. Enviromental Safety

Assessment 4002 Basel, Switzerland.

Study no.: 99GN02

GLP. Not published

	IIIA, 9.2.1
	Gurney,A.
	2003
	PEC groundwater calculations for thiametoxam and its metabolite CGA 322704 under lysimeter conditions. (CGA 293343)

Syngenta Crop Protection AG. Environmental Safety

Assessment 4002 Basel, Switzerland.

Not GLP. Not published


B.9 Ecotoxicology

	Annex 
point/ reference number
	Author(s)
	Year
	Title
Source (where different from company)
Company, Report No.
GLP or GEP status (where relevant)
Published or not

	IIA 8.1
	C.Solé
	2004


	Residue study with thiamethoxam (CGA 293343) in or on wheat, oilseed rape and sugar beet in the U.K

Formulations Nº A-9567 C and A-9807 C

Syngenta study nº.: 2033612

GLP-Study number: 03-8000

Report number: 03-8000

GLP, Not published

	IIA 8.2.1/08
	Maynard S J
	2003
	Thiamethoxam (CGA 293343 technical):  Acute toxicity to mirror carp (Cyprinus carpio).

Brixham Environmental Laboratory, AstraZeneca UK Limited, Brixham, Devon TQ5 8BA, UK

GLP, Not published

	IIA 8.2.1/09
	Böttcher.J
	1998
	Acute toxicity of CGA 355190(Metabolite of CGA 293343) for Rainbow trout. (Determination of the LC-values)

Novartis Crop Protection AG

Project no.: 982588

Test guidelines: OECD 203 Part I, 92/69/EEC,C.1

Test number: G541 04

	IIA 8.2.4/11
	Ashwell, J

Dark, R 
	2002
	CGA 293343 (Thiamethoxam): Acute Toxicity to Aquatic Invertebrates.  Report No RJ 3263B.

GLP, Not published

	IIA 8.2.4/12
	Smyth, D V,       Brown, R J,     Maynard, S J
	2003
	CGA 322704 (Thiamethoxam metabolite):  Toxicity to the sediment dweller Chironomus riparius using spiked water.

Brixham Environmental Laboratory, AstraZeneca UK Limited, Brixham, Devon TQ5 8BA, UK.

Study No. BL7735/B

GLP, Not published

	IIA 8.2.4/13
	Wallace, S.J
	2002
	BL7244/B    NOA459602 (Thiametoxam metabolite): Acute toxicity to Daphnia magna.

Sygenta Crop Protection AG

Project identification: 01-0416/C

Identification no.: 2012637

	IIA 8.2.4/14
	Wallace, S.J
	2002
	BL7243/B    NOA459602 (Thiametoxam metabolite): Acute toxicity to rainbow trout (Oncorhynchus mykiss)

Sygenta Crop Protection AG

Project identification: 01-0416/B

Identification no.: 2012638

	IIA 8.2.6/06
	Wallace, S.J
	2002
	BL7245/B    NOA459602 (Thiametoxam metabolite): Toxicity to the green alga Selenastrum capricornutum.

Sygenta Crop Protection AG

Project identification: 01-0416/D

Identification no.: 2012639

	IIA 8.2.6/07
	Maetzler, P.
	1998
	Toxicity of CGA 355190 to Green Algae (Growth Inhibition Test)

Novartis Crop Protection AG

Project no.: 982590

Test guidelines: OECD 201 92/69/EEC,C.3.

Test number: G541 17

	IIA 8.2.7/05
	Schmidt, T
	2003
	Effects of CGA 353042 (Metabolite of CGA 293343) on the development of sediment-dwelling larvae of Chironomus riparius in a water-sediment system.

RCC Limited, Environmental Chemistry & Pharmanalytics, CH-4452 Itingen, Switzerland.

Syngenta Study No. 2033603

GLP, Not published

	IIA 8.2.7/06
	Grade, R
	1998
	Toxicity test of CGA 322704 (Metabolite of CGA 293343) on Sediment-Dwelling Chironomus riparius (syn. Chironomus thummi) under Static Conditions.

Novartis Crop Protection AG

Project no.: 982581

	IIA 8.2.7/07
	Grade,R
	2002
	Toxicity test of  NOA 459602 (Metabolite of Thiametoxam) on Sediment-Dwelling Chironomus riparius (syn. Chironomus thummi) under Static Conditions.

Novartis Crop Protection AG

Project no.: 2012671

	IIA 8.2.7/08
	Grade,R.
	2000
	Toxicity test of  NOA 407475 (Metabolite of CGA 293343) on Sediment-Dwelling Chironomus riparius (syn. Chironomus thummi) under Static Conditions.

Novartis Crop Protection AG

Project no.: 982580

	IIA 8.2.7/09
	Maetzler, P.
	1998
	Acute Toxicity of CGA 355190 to Daphnia magna (Immobilisation Test)

Novartis Crop Protection AG

Project no.: 982589

Test guidelines: OECD 202 Part I, 92/69/EEC,C.2.

Test number: G541 14

	IIA 8.2.7/10
	R.Grade
	2002
	Toxicity Test of NOA459602 (Metabolite of thiametoxam) on Sediment-Dwelling Chironomus riparius (syn. Chironomus thummi) under Static Conditions.

No. Study: 2012671

GLP. Not published

	IIA 8.3.1.2/01
	Belzunces, L.P.
	2002
	Subchronic toxicity of CGA 293343 and CGA 322704 to Honeybees.

Study No.: 2000-02 B

Sponsor´s Project reference number: 2003653

Not GLP. Not published

	IIA 8.3.2
	Anja Meister
	2001
	Effects of CGA293343 on Reproduction of the Collembola Folsomia candida in Artificial Soil.

Sygenta Project No.: 2002616

Project 8481016

GLP. Not published

	IIA 8.3.2
	Anja Meister
	2001
	Effects of CGA322704 on Reproduction of the Collembola Folsomia candida in Artificial Soil.

Sygenta Project No.: 2002617

Project 8481016

GLP. Not published

	IIA 8.4.1/04
	A.M Gillham
	2002
	Thiametoxam (CGA293343): Acute Toxicity (LC50) of the metabolite NOA 459602 to the Earthworm (Eisenia fetida) in an artificial soil test.

Study no.: JW2401

Sponsor´s reference number: 2012636

GLP. Not published

	IIA 8.4.2/02
	Bätscher, R
	2000
	Effects of CGA 322704 (metabolite of CGA 293343) on survival, growth and reproduction of the earthworm Eisenia fetida,

RCC Ltd. CH-4452 Itingen, Switzerland,

Report No. 773976.

GLP, not published

Syngenta File No. 322704-0027

	IIA 8.4.2/03
	Forster A
	2002
	Interim report: Field study to evaluate the effects of CGA 293343 WG (25) on earthworms in a grass field in Denmark,

Ecotox Ltd. Tavistock, Devon, England,

Report No. KCB 156

GLP, not published

Syngenta File No. 293343-1462

	IIA 8.4.2/04
	Bätscher, R.
	2000
	Effects of CGA 322704 (Metabolite of CGA 293343) on survival, growth, and reproduction of the earthworm eisenia fetida.

Novartis Crop Protection AG

RCC Study nº.: 773976

Novartis Study nº.: 2002615

	IIA 8.4.2/05
	Pease G.D

Webster D.J
	2004
	CGA (A metabolite of CGA293343 (Thiamethoxam)): A field study to investigate the forced effect and recovery of earthworm populations following application to a bare field site in denmark.

Study Number: KCB 196

Sponsor Project Number: 2033604

GLP, Not published

	IIA 8.5/03
	Urs Bader
	2001
	The effects of CGA 322704 (Metabolite of Thiametoxam (CGA 293343)) on the Decomposition of Organic Material in a Field Litterbag Test.

Sygenta Crop Protection AG

No. Study: 2002619

GLP. Not published

	IIIA 10.5.1/05
	Weyman, G

Lewis, F
	2002
	Assesment of effects of seed treatments on non-target arthropods under field conditions.

Report Series: RAJ0104B

GLP, Not published

	IIIA 10.5.1/06
	Grimm, C
	2002
	Evaluation of Potential Side-effects of CGA169374 / CGA173506 / CGA 293343 / tefluthrin FS (012.5/012.5/131.3/050) (A9996C) to Ground and Leaf Dwelling Non-target Arthropods under Field Conditions in Wheat.

Syngenta Ecological Sciences Section, Jealott’s Hill International Research Centre, Bracknell, Berkshire RG42 6EY, United Kingdom.

Syngenta Study Number 982958

GLP, Not published

	IIIA 10.5.1/07
	Grimm, C
	2002
	Evaluation of Potential Side-effects of CGA 173506 / CGA 2933343 / CGA 329351 FS (003.3/420/001.3) (A10590 C) to Ground and Plant Dwelling Non-target Arthropods under Field Conditions in Maize.

Syngenta Ecological Sciences Section, Jealott’s Hill International Research Centre, Bracknell, Berkshire RG42 6EY, United Kingdom

Syngenta Study Number 982966

GLP, Not published

	IIIA 10.5.1/08
	Grimm, C
	2002
	Evaluation of Potential Side-Effects of CGA 173506 / CGA 293343 / CGA 329351 FS (008/280/0.33.3)  (A9807 C) to Non-Target Soil Dwelling Arthropods under Field Conditions in Oilseed Rape.

Syngenta Crop Protection AG, Ecological Sciences, CH-4002 Basel, Switzerland.

Syngenta Study Number 982962.

GLP, Not published

	IIIA 10.5.1/09
	C.Grimn
	2001
	Evaluation of Potential Side-effects of CGA 293343 (A9567B) to Non-target Soil Dwelling Arthropods under Field Conditions.

No. Study: 982972

Project identification: 991048039

GLP. Not published

	IIIA 10.6.2
	A.Foster, S.Salaun
	2003
	Field study to evaluate the effects of CGA 293343 WG (25) (A9584 C) on earthworms in a grass field in Denmark

Study No.: KCB 156

Sponsor´s Project reference number: 2002663

GLP. Not published

	
	Rindhsbacher
	2001a
	SYN  501406 (Metabolite of Thiamethoxam): Evaluation of the insecticidal activity.

Project Mo. SP503

Report No. RA 01-06

Not GLP. Not published


APPENDIX IV

List of uses supported by available data

Thiamethoxam

	Crop

and/or

situation
(a)
	Member

State

or

Country
	Product

name
	F

G

or

I

(b)
	Pests or

Group of pests

controlled
(c)
	Formulation
	Application
	Application rate 
per treatment
	PHI
(days)

(l)
	Re-

marks:
(m)

	
	
	
	
	
	Type

(d-f)
	Conc.

of as

(i)
	method

kind

(f-h)
	growth

stage & season

(j)
	number

min   max

(k)
	interval between applications (min)
	kg as/hl

min   max
	water l/ha

min   max
	kg as/ha

min   max
	
	

	Apples, Pears
	E, F, Gr, I, P 
	Actara
	F
	Aphis pomi, Dysaphis plantaginea
	WG
	25%
	foliar
	Post blossom
	1-2
	14 days
	0.005
	200-2000
	0.01-0.1
	14
	

	Citrus (Oranges, Mandarins, Lemons)
	E, Gr, I, P
	Actara
	F
	Aphis gossypii, Toxoptera aurantii, 
	WG
	25%
	foliar
	at the beginning of  infestation
	1
	-
	0.003
	500-2000
	0.015-0.06
	28
	

	Citrus (Oranges, Mandarins, Lemons)
	E, Gr, I, P
	Actara
	F
	Phyllocnistis citrella
	WG
	25%
	foliar
	at the beginning of infestation
	1
	-
	0.0075
	500-2000
	0.0375-0.15
	28
	

	Cotton
	E, Gr
	Actara
	F
	Aphis gossypii
	WG
	25%
	foliar
	id
	1-3
	7
	
	100-1000
	0.05
	28
	

	Cucumber
	E, Gr, I, F, P
	Actara
	F/G
	Aphis gossypii, Aphis fabae

Trialeurodes vaporariorum, Bemisia tabaci
	WG
	25%
	foliar
	id
	1-2
	7
	0.005
	200-2000
	0.01-0.1
	3
	

	Eggplants
	E, Gr, I, F, P
	Actara
	F/G
	Myzus persicae, Aphis gossypii
Trialeurodes vaporariorum

Bemisia tabaci
	WG
	25%
	foliar
	id
	1-2
	7
	0.005
	200-2000
	0.01-0.1
	3
	

	Lettuce
	E, I, F
	Actara
	F
	Nasanovia ribisnigri, Macrosiphum euphorbiae,Myzus persicae, Hyperomyzus lactucae
	WG
	25%
	foliar
	id
	1-3
	7
	
	200-1000
	0.05
	7
	

	Melon and Water-melon
	E, Gr, I, P
	Actara
	
	Aphis gossypii

Trialeurodes vaporariorum, Bemisia tabaci
	WG
	25%
	foliar
	id
	1-2
	7
	0.005
	200-2000
	0.01-0.1
	3
	

	Ornamen-tals
	E, Gr, I
	Actara
	F/G
	Aphis gossypii, Myzus persicae, Myzus nicotianae, Rhopalosiphum padi,

Trialeurodes vaporariorum
	WG
	25%
	foliar
	id
	1-2
	7
	0.005
	200-2000
	0.01-0.1
	n.p.
	

	Ornamen-tals
	Nl
	Actara
	G
	Aphis gossypii, Myzus persicae, Myzus nicotianae, Rhopalosiphum padi,
	WG
	25%
	foliar, drip
	id
	1-2
	7
	0.005
	200-2000
	0.01-0.1
	n.p.
	

	Peach
	E, Gr, I, P, F
	Actara
	F
	Myzus persicae
	WG
	25%
	foliar
	id
	1-2
	14
	0.0025
	200-2000
	0.005-0.05
	14
	

	Sweet peppers
	E, Gr, I, P, F
	Actara
	F/G
	Aphis gossypii, Myzus persicae, 

Trialeurodes vaporariorum, Bemisia tabaci
	WG
	25%
	foliar
	id
	1-2
	7
	0.005
	200-2000
	0.01-0.1
	3
	

	Potatoes
	E, Gr, I, P, F, A
	Actara
	F
	Myzus persicae, Macrosiphum euphorbiae

Leptinotarsa decemlineata
	WG
	25%
	foliar
	id
	1-4
	7
	
	100-2000
	0.02
	7
	

	Tobacco
	E, Gr, I, F
	Actara
	F
	Myzus persicae, Aphis gossypii
	WG
	25%
	foliar
	id
	1-2
	14
	
	200-2000
	0.05
	14
	

	Tomatoes
	E, Gr, I, P, F
	Actara
	F/G
	Myzus persicae, Aphis gossypii, Macrosiphum euphorbiae

Trialeurodes vaporariorum, Bemisia tabaci
	WG
	25%
	foliar
	id
	1-2
	7
	0.005
	200-2000
	0.01-0.1
	3
	


	Remarks:
	(a)

(b)
(c)
(d)
(e)
(f)
(g)
(h)
	For crops, the EU and Codex classifications (both) should be used; where relevant, the use situation should be described (e.g. fumigation of a structure)
Outdoor or field use (F), glasshouse application (G) or indoor application (I)
e.g. biting and suckling insects, soil born insects, foliar fungi, weeds
e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)
GCPF Codes - GIFAP Technical Monograph No 2, 1989
All abbreviations used must be explained
Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between
the plants - type of equipment used must be indicated
	
	(i)
(j)


(k)

(l)
(m)

	g/kg or g/l
Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of application
The minimum and maximum number of application possible under practical conditions of use must be provided
PHI - minimum pre-harvest interval
Remarks may include: Extent of use/economic importance/restrictions


	Crop

and/or

situation
(a)
	Member

State

or

Country
	Product

name
	F

G

or

I

(b)
	Pests or

Group of pests

controlled
(c)
	Formulation
	Application
	Application rate 
per treatment
	PHI
(days)

(l)
	Remarks:
(m)

	
	
	
	
	
	Type

(d-f)
	Conc.

of as

(i)
	method

kind

(f-h)
	growth

stage & season

(j)
	number

min   max

(k)
	interval between applications (min)
	kg as/hl

min   max
	water l/ha

min   max
	kg as/ha

min   max
	
	

	Wheat
	E, I, F, B, UK, D
	Cruiser
	F
	Agriotes sp., Rhophalosiphum padi
	WS
	70%
	seed treatment
	seed
	1
	n.r.
	0.35-0.525
	2-20
	0.091*
	n.r.
	*based on 175 kg seeds/ha (max. recom-mendation)

	Barley
	E, I, F, B, UK, D
	Cruiser
	F
	Rhopalosiphum padi, Aphids sp.
	WS
	70%
	seed treatment
	seed
	1
	n.r.
	0.35-0.7
	4-20
	0.105*
	n.r.
	*based on 150 kg seeds/ha (max. recom-mendation)

	Sunflower
	F
	Cruiser
	F
	Agriotes sp.
	WS
	70%
	seed treatment
	seed
	1
	n.r.
	3.5
	12-20
	0.0245*
	n.r.
	*based on 7 kgs seeds/ha (maximum)

	Maize
	B, F, E, NL, Gr
	Cruiser
	F
	Agriotes sp., Oscinella frit, Zyginidia scutellaris, Metopolophium dirhodum, Macrosiphum avenae
	WS
	70%
	seed treatment
	seed
	1
	n.r.
	3.15 equivalent to 0.63 mg/seed
	8-12
	0.073*
	n.r.
	*based on 115.000 grains/ha (maximum)

	Oilseedrape
	F, D, UK
	Cruiser
	F
	Psylliodes chrysocephala, Myzus persicae, Brevicoryne brassicae
	WS
	70%
	seed treatment
	seed
	1
	n.r.
	4.2
	12-20
	0.034*
	n.r.
	*based on 8 kgs seeds/ha (maximum)

	Sugarbeet
	DK, S, Fin, A, D, F, E, I, B, NL, Gr
	Cruiser
	F
	Agriotes sp., Chaetognema tibialis, Atomaria sp., Cleonus mendicus, Aphis fabae, Myzus persicae and Pegomya sp.
	WS
	70%
	seed treatment
	seed
	1
	n.r.
	30g-60g/unit
	100-300 ml/unit
	0.078*
	n.r.
	*based on 1.3 unit/ha (maximum)

	Peas
	F, UK, D
	Cruiser
	F
	Sitona lineata, Acyrthosiphon pisums, Thrips sp.
	WS
	70%
	seed treatment
	seed
	1
	n.r.
	0.525
	2-4
	0.105*
	n.r.
	*based on 200 kgs seeds/ha (max.  recom-mendation)

	Cotton
	Gr, E
	Cruiser
	F
	Aphisgossypii, Thrips tabaci, Agriotes sp.
	WS
	70%
	seed treatment
	seed
	1
	n.r.
	2.1
	4-12
	0.063*
	n.r.
	*based on 30 kg Cottonseed/ha (maximum)

	Potatoes
	E, P, I, Gr
	Cruiser
	F
	Leptinotarsa decemlineata, Aphids sp.
	WS
	70%
	seed treatment
	seed
	1
	n.r.
	0.05-0.075
	1-2
	0.135*
	n.r.
	*based on 1800 kgs tubers/ha (maximum for consumption Potatoes)


	Remarks:
	(a)

(b)
(c)
(d)
(e)
(f)
(g)
(h)
	For crops, the EU and Codex classifications (both) should be used; where relevant, the use situation should be described (e.g. fumigation of a structure)
Outdoor or field use (F), glasshouse application (G) or indoor application (I)
e.g. biting and suckling insects, soil born insects, foliar fungi, weeds
e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)
GCPF Codes - GIFAP Technical Monograph No 2, 1989
All abbreviations used must be explained
Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between
the plants - type of equipment used must be indicated
	
	(i)
(j)


(k)

(l)
(m)

	g/kg or g/l
Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of application
The minimum and maximum number of application possible under practical conditions of use must be provided
PHI - minimum pre-harvest interval
Remarks may include: Extent of use/economic importance/restrictions
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