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[bookmark: _Toc423342986]Preface
The Australian Pesticides and Veterinary Medicines Authority (APVMA) is an independent statutory authority with responsibility for assessing and approving agricultural and veterinary chemical products prior to their sale and use in Australia.
In undertaking this task, the APVMA works in close cooperation with advisory agencies, including the Department of Health and Aging, Office of Chemical Safety and Environmental Health (OCSEH), Department of the Environment, Water, Heritage and the Arts (DEWHA), and State Departments of Primary Industry.
The APVMA has a policy of encouraging openness and transparency in its activities and of seeking stakeholder involvement in decision making. Part of that process is the publication of Trade Advice Notices for all proposed extensions of use for existing products where there may be trade implications.
The information and technical data required by the APVMA to assess the safety of new chemical products and the methods of assessment must be undertaken according to accepted scientific principles. Details are outlined in the APVMA’s regulatory guidelines. 
[bookmark: _Toc423342987]About this document
This is a Trade Advice Notice. 
It indicates that the Australian Pesticides and Veterinary Medicines Authority (APVMA) is considering an application to vary the use of an existing registered agricultural or veterinary chemical. It provides a summary of the APVMA’s residue and trade assessment.
Comment is sought from industry groups and stakeholders on the information contained within this document.
Any advice the APVMA receives through this consultation will be considered before making a determination on the application. 
[bookmark: _Toc423342988]Making a submission
The APVMA invites any person to submit a relevant written submission as to whether the application to vary the registration of Movento 240SC Insecticide should be granted. Submissions should relate only to matters that the APVMA is required by legislation to take into account in deciding whether to grant the application. These grounds relate to the trade implications of the extended use of the product. Submissions should state the grounds on which they are based. Comments received outside these grounds cannot be considered by the APVMA.
Submissions must be received by the APVMA by close of business on 27 July 2015 and be directed to the contact listed below. All submissions to the APVMA will be acknowledged in writing via email or by post.
Relevant comments will be taken into account by the APVMA in deciding whether to grant the application and in determining appropriate conditions of registration and product labelling. A summary of relevant comments and the APVMA’s response will be published on the APVMA website.
When making a submission please include:
· contact name
· company or group name (if relevant)
· postal address
· email address (if available)
· the date you made the submission.
All personal and confidential commercial information (CCI)[footnoteRef:2] material contained in submissions will be treated confidentially.  [2:  A full definition of ‘confidential commercial information’ is contained in the Agvet Code.] 

Written submissions on the APVMA’s proposal to grant the application for registration that relate to the grounds for registration should be addressed in writing to: 
Australian Pesticides and Veterinary Medicines Authority
PO Box 6182
Symonston ACT 2609

Phone:	+61 2 6210 4701
Email:	enquiries@apvma.gov.au 
[bookmark: _Toc423342989]Further information
Further information can be obtained via the contact details provided above. 
Further information on public release summaries can be found on the APVMA website: www.apvma.gov.au
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[bookmark: _Toc423342990]Introduction
The Australian Pesticides and Veterinary Medicines Authority (APVMA) has before it an application from Bayer CropScience Pty Ltd, to vary the registration of Movento 240SC Insecticide containing 240 g/L spirotetramat as its active constituent. Bayer CropScience are proposing to vary use to allow use on grapes generally to control mealybug, grapevine scale and thrips (i.e to also include use in wine grapes).
[bookmark: _Toc423342991]Trade Considerations
[bookmark: _Toc423342992]Commodities exported
Grapes and wine are considered to be major export commodities[footnoteRef:3], as are commodities of animal origin, such as meat, offal and dairy products, which may be derived from livestock fed treated grape pomace. Residues in these commodities resulting from the use of Movento 240 SC Insecticide may have the potential to unduly prejudice trade. [3:  APVMA Regulatory Guidelines—Data Guidelines: Agricultural—Overseas trade (Part 5B)] 

[bookmark: _Toc231889745][bookmark: _Toc423342993]Destination and value of exports
In 2013–14, 717 million litres of wine were exported from Australia, valued at $1,847 million (Australian Commodity Statistics 2014). The major export markets for wine in 2013–14 included USA, United Kingdom, PR China, Canada, Hong Kong, New Zealand, Netherlands, Singapore, Japan, Malaysia, Germany, Sweden, Thailand and Ireland.
The significant export markets for Australian beef, sheep, pig meat and offals are listed in the APVMA Regulatory Guidelines—Data Guidelines: Agricultural—Overseas trade (Part 5B).


[bookmark: _Toc231889746][bookmark: _Toc423342994]Proposed Australian use-pattern
[bookmark: _Toc423351595]Movento 240 SC Insecticide (240 g/L spirotetramat)
	Crop
	Pest
	Rate
	Critical Comments

	Grapes
	Longtailed mealybug (Pseudococcus longispinus),
tuber mealybug (Pseudococcus virburni)
grapevine scale (Parthenolecanium persicae) (suppression only)

plague thrips (Thrips imaginis) (suppression only), 
northern plague thrips (Thrips safrus) (suppression only)



	Dilute spraying
40 mL/100 L +
Adjuvant
(9.6 g ai/100 L)

Concentrate Spraying
Refer to the 
Application section.
Add adjuvant as recommended*
	Monitor crops following bud burst. Commence applications at the onset of crawler emergence or when pest numbers reach an economic threshold. 
To ensure there is sufficient foliage for product uptake do not apply prior to 6 leaf stage (EL 13). 
Mealybug and grapevine scale
Continue to monitor crops and apply a second application 21 to 28 days after the first application.
Thrips
The peak time for thrips damage in grape vines is during flowering and berry set. To obtain optimum thrips suppression, a second application should be applied prior to the anticipated peak thrips activity. The second application should be made no less than 14 days after the initial application. Do not exceed a 28 day interval. At this longer interval, an application of a product from an alternative group chemical group will be required between Movento applications to provide continual thrips protection.
All pests
For all pests applications to an established pest population where mature adults are present and dominate the population will be ineffective.
Do not apply more than two applications per crop with a minimum 14 days between applications. 
Apply thoroughly to ensure complete coverage. Apply by dilute or concentrate spraying equipment. Apply the same total amount of product to the target crop whether applying this product by dilute or concentrate spraying methods. For concentrate spraying, do not use at rates greater than two times the dilute spraying rate (i.e. at a concentration factor greater than 2X)–refer ‘Application’ section in GENERAL INSTRUCTIONS.
* Always add a specified spray adjuvant—refer ‘Adjuvant’ section in GENERAL INSTRUCTIONS.
**Note: If grapes are likely to be exported as wine, fresh or dried fruit also refer to advice under Export of treated produce heading


Adjuvant: Apply Movento 240SC with Hasten Spray Adjuvant at 50 mL/100 L of spray mixture
Withholding periods:
Harvest: 	Do not harvest for 4 weeks after application.
Note: If grapes are likely to be exported as wine, fresh or dried fruit also refer to advice under Export of treated produce heading.
Export Slaughter Interval: 3 days
Livestock that has been grazed on or fed treated crops should be placed on clean feed for 3 days prior to slaughter.
Trade advice information: 
Export of treated produce
Growers should note that suitable MRLs or import tolerances do not exist in all markets for produce treated with Movento 240 SC. In some situations export requirements may be met by limiting application number and/or imposing a longer withholding period than specified above. If you are growing produce for export, please check with Bayer CropScience Pty Ltd or your industry body for the latest information on any potential trade issues and their management before using Movento 240 SC.
Grapes for wine intended for export: Suitable MRLs or import tolerances are established in most, but not all, wine export destinations to allow use up until the stated withholding period for grapes. For the latest information consult with Bayer CropScience, your winery or the Australian Wine Research Institute (AWRI) before using Movento in grapes which may be used to make wine for export.
[bookmark: _Toc231889747][bookmark: _Toc423342995]Results from residues trials presented to the APVMA
Grapes
In the new studies which were submitted with this application, five trials were conducted on wine grapes at test sites in Victoria and South Australia (2 trials each) and Western Australia. Movento 240 SC Insecticide was applied at rates of either 9.6 or 19.2 g a.i./100 L (1× and 2× the proposed label rate). Applications were made at various timings and test samples were collected at commercial harvest. 
Data from Australian and European trials which were previously submitted for application 61864/60623 (use of spirotetramat on table grapes, pome and stone fruit) were also considered for MRL estimation.
For the combined Australian and European data for wine grapes, from trials approximating the proposed label directions, the combined residues of parent + the BYI-08330-enol metabolite (which is the residue definition for enforcement) in rank order are:
0.052, 0.08, 0.09, 0.10, 0.12, 0.13, 0.13, 0.13, 0.15, 0.15, 0.20, 0.20, 0.24, 0.26 and 0.38 mg/kg.
The MRL for grapes [except wine grapes] is 0.7 mg/kg. A temporary MRL for wine grapes is established at 0.7 mg/kg. It is proposed that these MRLs should be replaced with an MRL at 0.7 mg/kg for grapes, which will cover residues arising from use on both table and wine grapes.
Wine
Processing studies from Europe considered for the residues evaluation of 61864/60623 showed that processing factors for residues of spirotetramat on processing from grapes to wine were 0.36×, 0.37×, 0.63× and 0.91×.
Five trials which were conducted in Australia in various wine grapes (sauvignon blanc, cabernet sauvignon, shiraz, chardonnay and merlot) were submitted with this application to determine residues in wine compared with grapes. Two applications were made at 9.6 or 19.2 g ai/100 L (7–20 days before pre-flowering (E-L 18) and pre-flowering (E-L 18)). Samples were collected 104–126 days after the last application. Residues of parent plus the enol metabolite in grapes at 104–126 days after 2 applications were <0.022 or <0.032 mg/kg. Residues in wine at 104–126 days after 2 applications were <0.022 mg/kg. 
As residues do not concentrate into wine, the MRL for grapes will also accommodate the residues in wine.
Dried grapes
An MRL for dried grapes (= currants, raisins and sultanas) set at 2 mg/kg was established at the time of the residues evaluation for the use on table grapes. As the highest residue observed in wine grapes from the new trials is 0.38 mg/kg, the highest calculated residue in raisins for MRL determination is 1.29 mg/kg. Therefore no change to the established MRL is required. 
Grape pomace
The highest observed residue of parent + enol observed across all relevant trials for wine grapes was 0.38 mg/kg. Several studies pertaining to the processing of grapes into pomace were considered at the time of the residues evaluation for 61864/60623. It was concluded that processing factors for parent + enol on processing from grapes to grape pomace were 1.6×, 1.7×, 1.9× and 2.1×.
The highest processing factor to grape pomace is 2.1. Based on the highest residue in wine grapes of 0.38 mg/kg, the maximum predicted residue in grape pomace (wet) would be 0.80 mg/kg. According to the OECD feed table (2009), the percentage dry matter for grape pomace is 15%. Therefore on a dry weight basis, the maximum residue for grape pomace is estimated at 5.3 mg/kg. 
An MRL for AB 0269 grape pomace (dry) of 7 mg/kg is considered appropriate to cover residues in grape pomace.
Animal commodities
Grape pomace may form 20% of the diet for beef cattle and dairy cattle in Australia. An MRL of 7 mg/kg is proposed for grape pomace, dry. Considering that there are MRLs of 20 mg/kg established for spirotetramat on legume animal feeds (except soya bean forage and fodder) and MRLs of T50 mg/kg for soya bean forage and fodder, the proposed use on wine grapes does not alter the maximum livestock burden. No changes to the mammalian livestock animal commodity MRLs are therefore required.
Grape pomace may form 20% of the diet for turkeys. The potential exposure of spirotetramat to poultry associated with dry grape pomace from grapes treated with Movento 240SC Insecticide is calculated to be 0.62 ppm in the feed. 
The estimated maximum residues in eggs and tissues after feeding at the calculated maximum dietary burden of 0.62 ppm are as follows:
	Spirotetramat Feeding Level (ppm)
	Residue (mg/kg)

	
	Muscle
	Liver
	Fat
	Eggs

	12.86 (laying hen metabolism study)
	0.002
	0.009
	0.001
	0.013

	0.62 (predicted maximum feeding level for poultry)
	0.0001
	0.0004
	0.00005
	0.0006


The likelihood of detectable residues occurring in poultry commodities as a result of the proposed use is low. It is appropriate to establish MRLs at the respective LOQs for spirotetramat in the analytical methods. 
 It is therefore recommended that spirotetramat MRLs for PO 0111 Poultry, Edible offal of and PM 0110 Poultry meat be established at *0.02 mg/kg. A spirotetramat MRL for PE 0112 Eggs should also be established at *0.02 mg/kg.
[bookmark: _Toc231889748][bookmark: _Toc423342996]Overseas registration and approved label instructions
[bookmark: _Toc231889749]The applicant indicated that spirotetramat products are registered for use on fruit and vegetable crops in a number of countries including the US, Canada and the EU.
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[bookmark: _Toc423342997]Codex alimentarius commission and overseas MRLs
The Codex Alimentarius Commission (Codex) is responsible for establishing Codex Maximum Residue Limits (CXLs) for pesticides. Codex CXLs are primarily intended to facilitate international trade, and accommodate differences in Good Agricultural Practice (GAP) employed by various countries. Some countries may accept Codex CXLs when importing foods. Spirotetramat has been considered by Codex. The following Codex and relevant overseas grape MRLs have been established for spirotetramat.
[bookmark: _Toc423351596]Table 1:	Overseas MRLs for spirotetramat
	Commodity
	Tolerance for residues arising from the use of spirotetramat (mg/kg)

	
	Australia1
	Codex1
	USA2
	Canada2
	EU2
	Japan1
	Taiwan
	FSANZ3

	Residue Definition
(Plant commodities)
	1
	1
	2

	2
	2
	2
	
	

	Grape
	0.7 (proposed)
	2
	1.3
	1.3
	2
	2
	2
	2


1Residue definition: spirotetramat plus enol
2Residue definition: spirotetramat plus 4 metabolites
3FSANZ MRLs established for import purposes[footnoteRef:4] [4:  www.comlaw.gov.au/Series/F2008B00619 ] 

[bookmark: _Toc231889750][bookmark: _Toc423342998]Current and proposed Australian MRLs for spirotetramat
[bookmark: _Toc423351597]Table 2:	Current MRL Standard—Table1 
	COMPOUND
	FOOD
	MRL (mg/kg)

	SPIROTETRAMAT
	
	

	DF	0269
	Dried grapes (= Currants, Raisins and Sultanas)
	2

	FB	0269
	Grapes [excluding Wine-grapes]
	0.7

	FB	1236
	Wine-grapes
	T0.7

	MO	0105
	Edible offal (Mammalian)
	0.5

	MM	0095
	Meat [mammalian]
	0.02

	ML	0106
	Milks
	*0.005



[bookmark: _Toc423351598]Table 3:	Proposed changes to MRL Standard—Table 1
	COMPOUND
	FOOD
	MRL (mg/kg)

	Spirotetramat
	
	

	DELETE:
	
	

	FB	0269
	Grapes [excluding Wine-grapes]
	0.7

	FB	1236
	Wine-grapes
	T0.7

	ADD:
	
	

	PE	0112
	Eggs
	*0.02

	FB	0269
	Grapes
	0.7

	PO	0111
	Poultry, Edible offal of
	*0.02

	PM	0110
	Poultry meat
	*0.02


[bookmark: _Toc423351599]Table 4:	Proposed changes to MRL Standard—Table 4
	COMPOUND
	Animal Feed Commodity
	MRL (mg/kg)

	Spirotetramat
	
	

	DELETE:
	
	

	AB	0269
	Grapes pomace, dry
	T7

	ADD:
	
	

	AB	0269
	Grapes pomace, dry
	7


[bookmark: _Toc231889751][bookmark: _Toc423342999]Potential risk to trade
Export of treated produce containing detectable residues of spirotetramat may pose a risk to Australian trade in situations where (i) no residue tolerance (import tolerance) is established in the importing country or (ii) where residues in Australian produce are likely to exceed a residue tolerance (import tolerance) established in the importing country. 
No changes have been recommended to the existing mammalian animal commodity MRLs. Poultry commodity MRLs have been established at the LOQ. Therefore the risk to Australian trade associated with spirotetramat residues in animal commodities arising from the proposed use is not significantly changed.
Grape MRLs are applicable to wine, where, as in the case for spirotetramat, residues do not concentrate in wine. The Grapes [excluding Wine-grapes] spirotetramat MRL will be changed to Grapes but will stay at 0.7 mg/kg. 
In Canada, US and the EU the residue definition is broader than that in Australia, Codex and other countries, by including an additional three metabolites. However local residue studies indicate that even according to the broader residue definition, maximum residues of 0.52 mg/kg were recorded when Movento 240SC Insecticide was used with a final application around 28 days from harvest, which is well below the Canadian and US grape MRLs of 1.3 mg/kg and the EU MRL of 2 mg/kg. Therefore, for current key markets, suitable MRLs are in place to allow Movento 240 SC Insecticide to be used in wine grapes according to the proposed grape use pattern.
The draft label includes the following advice for export of treated produce:
Export of treated produce
Growers should note that suitable MRLs or import tolerances do not exist in all markets for produce treated with Movento 240 SC. In some situations export requirements may be met by limiting application number and/or imposing a longer withholding period than specified above. If you are growing produce for export, please check with Bayer CropScience Pty Ltd or your industry body for the latest information on any potential trade issues and their management before using Movento 240 SC.
Grapes for wine intended for export: Suitable MRLs or import tolerances are established in most, but not all, wine export destinations to allow use up until the stated withholding period for grapes. For the latest information consult with Bayer CropScience, your winery or the Australian Wine Research Institute (AWRI) before using Movento in grapes which may be used to make wine for export.
Noting the industry management systems, the risk to trade is considered to be low.
No changes have been recommended to the existing mammalian animal commodity MRLs. Poultry commodity MRLs have been established at the LOQ. It is noted that a 3 day ESI is recommended on the label. It is also noted that a by-product such as grape pomace would not normally be fed within 60 days of export without declaration. Therefore the risk to Australian trade associated with spirotetramat residues in animal commodities arising from the proposed use is not significantly changed.


[bookmark: _Toc423343000][bookmark: _Toc231963195][bookmark: _Toc231963183]Conclusions
Bayer CropScience Pty Ltd has made an application to vary the registration of Movento 240SC Insecticide containing 240 g/L spirotetramat as its active constituent. Bayer CropScience are proposing to vary use to allow use on grapes generally to control mealybug, grapevine scale and thrips (i.e to also include use in wine grapes).
The proposed use will require the establishment of an MRL for grapes at 0.7 mg/kg to replace the current MRLs for table grapes at 0.7 mg/kg and wine grapes at T7 mg/kg, as well as the establishment of MRLs for poultry commodities (eggs, poultry offal and poultry meat) at the LOQ (*0.02 mg/kg). A grape pomace MRL at 7 mg/kg will replace the current MRL at T7 mg/kg.
The applicant is proposing to manage any risk through the following export advice:
Export of treated produce
Growers should note that suitable MRLs or import tolerances do not exist in all markets for produce treated with Movento 240 SC. In some situations export requirements may be met by limiting application number and/or imposing a longer withholding period than specified above. If you are growing produce for export, please check with Bayer CropScience Pty Ltd or your industry body for the latest information on any potential trade issues and their management before using Movento 240 SC.
Grapes for wine intended for export: Suitable MRLs or import tolerances are established in most, but not all, wine export destinations to allow use up until the stated withholding period for grapes. For the latest information consult with Bayer CropScience, your winery or the Australian Wine Research Institute (AWRI) before using Movento in grapes which may be used to make wine for export.
Comment is sought on the potential for Movento 240SC Insecticide to prejudice Australian trade when used on wine grapes according to the proposed label directions.
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