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PROPOSAL M1007
MAXIMUM RESIDUE LIMITS (APRIL-JUNE 2010)
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The purpose of this Proposal is to consider incorporating limits for residues of agricultural and veterinary chemicals that may legitimately occur in food in the Australia New Zealand Food Standards Code (the Code). This includes maximum residue limits (MRLs) gazetted by the Australian Pesticides and Veterinary Medicines Authority (APVMA) from April to June 2010. This Proposal also includes consideration of limits requested by other parties to further align the Code with international standards and other countries’ standards. This will permit the sale of foods containing legitimate residues and protect public health and safety by minimising residues in foods consistent with the effective control of pests and diseases.

Food Standards Australia New Zealand’s (FSANZ’s) role in the regulation of agricultural and veterinary chemicals is to protect public health and safety by ensuring that any potential residues in food are within appropriate safety limits and to support industry and compliance agencies by maintaining limits in the Code that reflect legitimate residues in food.

Dietary exposure assessments indicated that in relation to current health-based guidance values, the approved limits do not present any public health and safety concerns. This Proposal does not include consideration of any MRLs for antibiotic residues in food.

The Agreement between the Government of Australia and the Government of New Zealand concerning a Joint Food Standards System (the Treaty) excludes MRLs for agricultural and veterinary chemicals in food from the system setting joint food standards. Australia and New Zealand independently and separately develop MRLs for agricultural and veterinary chemicals in food.

FSANZ made a Sanitary and Phytosanitary notification to the World Trade Organization (WTO). No WTO member nation provided comment on this Proposal.

Submissions are now invited on this Report to assist FSANZ finalise the assessment.

This Proposal is being assessed under the General Procedure.



Assessing the Proposal

[bookmark: _Toc120090540][bookmark: _Toc120358572][bookmark: _Toc120358614]In assessing the Proposal and the subsequent development of food regulatory measures, FSANZ has had regard to its statutory objectives in section 18 and the following matters prescribed in section 59 of the Food Standards Australia New Zealand Act 1991 (FSANZ Act):

Whether costs that would arise from a food regulatory measure developed or varied as a result of the Proposal outweigh the direct and indirect benefits to the community, Government or industry that would arise from the development or variation of the food regulatory measure

There are no other measures that would be more cost-effective than a variation to Standard 1.4.2 that could achieve the same end

Any relevant New Zealand standards

Any other relevant matters.

Decision

To approve the amended draft variations to Standard 1.4.2 – Maximum Residue Limits.

[bookmark: _Toc120090541][bookmark: _Toc120358573][bookmark: _Toc120358615]Reasons for Decision

[bookmark: _Toc120090542][bookmark: _Toc120358574][bookmark: _Toc120358616]This Proposal has been assessed against the considerations provided for in section 59 of the FSANZ Act. FSANZ has approved the amended variations to Standard 1.4.2 for the following reasons:

MRLs serve to protect public health and safety by minimising residues in food consistent with the effective control of pests and diseases.

Dietary exposure assessments indicate that the variations do not present any public health and safety concerns.

This approach ensures openness and transparency in relation to the residues that could reasonably occur in food.

The variations will benefit stakeholders by maintaining public health and safety while permitting the legal sale of food containing legitimate residues of agricultural and veterinary chemicals used to control pests and diseases and improve agricultural productivity.

1. The APVMA has assessed appropriate residue, animal transfer, processing and metabolism studies, in accordance with The Manual of Requirements and Guidelines – MORAG – for Agricultural and Veterinary Chemicals 1 July 2005 to support the use of chemicals on commodities as outlined in this Proposal.

1. The Office of Chemical Safety and Environmental Health (OCSEH) has undertaken a toxicological assessment of each chemical and has established an acceptable daily intake (ADI) and, where appropriate, an acute reference dose (ARfD).


· FSANZ has undertaken a preliminary regulation impact assessment and concluded that the variations are necessary, cost-effective and beneficial.

1. The variations would remove inconsistencies between agricultural and food standards and provide certainty and consistency for producers, importers and Australian, State and Territory compliance agencies.

1. The proposed changes are consistent with the FSANZ Act section 18 objectives.

Consultation

FSANZ has now completed public consultation and further assessment of Proposal M1007. The Board has approved the amendments to the Code and this decision has been notified to the Australia and New Zealand Food Regulation Ministerial Council (Ministerial Council). If the Ministerial Council does not request that FSANZ review the amendments to the Code, an amendment to the Code will be published in the Commonwealth Gazette and the New Zealand Gazette and adopted by reference and without amendment under State and Territory food legislation.

FSANZ sought public comment on the draft variations shown at Attachment 1B. Taking into account comments received, FSANZ amended the draft variations. The approved variations are provided at Attachment 1A. A summary of submissions is available at Attachment 3 to this Report.

The variations were amended to include an increased MRL for oxyfluorfen in olives, and a temporary MRL for fludioxonil in mangoes as discussed in section 9.1 of this Report.

BOARD-IN-CONFIDENCE
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SUPPORTING DOCUMENTS
The following documents are available on the FSANZ website at:

http://www.foodstandards.gov.au/foodstandards/proposals/proposalm1007maximum4914.cfm

SD1:	Safety Assessment Methodology
SD2:	Background Information
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Introduction

Notifications were received from the Australian Pesticides and Veterinary Medicines Authority (APVMA) on 20 May and 22 July 2010 seeking to vary the Australia New Zealand Food Standards Code (the Code). These notifications included maximum residue limits (MRLs) gazetted by the APVMA from April to June 2010. The approved variations to the Code align maximum residue limits (MRLs) in the Code for certain agricultural and veterinary chemicals with the APVMA MRLs listed in The MRL Standard and permit the sale of relevant foods legitimately treated during production.

This Proposal also included consideration of a new entry for flonicamid and varying MRLs for triflumizole and oxyfluorfen, as a result of information provided by other parties. Anomalies between the Code and international or overseas standards may have implications for trade in certain foods. The approved variations align limits in the Code with other limits internationally for these chemicals and permit the sale of relevant foods containing legitimate residues at levels that do not present health or safety concerns.

In summary, this Proposal included consideration of MRL variations for abamectin, boscalid, dithiocarbamates, etoxazole, fenvalerate, flonicamid, flubendiamide, fludioxonil, fosetyl, fosetyl aluminium, iodosulfuron methyl, ipconazole, mefenpyr-diethyl, oxyfluorfen, phosphorous acid, propamocarb, pyraclostrobin, spirotetramat, tebuconazole, triflumizole, and uniconazole-p.

The variations to the Code are at Attachments 1A and 1B. An outline of these variations and dietary exposure estimates is at Attachment 2. A summary of comments received on the Assessment Report is provided at Attachment 3.The safety assessment methodology is outlined in Supporting Document 1. This includes an explanation of terminology.

FSANZ’s role in the regulation of agricultural and veterinary chemicals is to protect public health and safety by ensuring that any potential residues in food are within appropriate safety limits and to support producers, importers and compliance agencies by maintaining limits in the Code that reflect legitimate residues in food.

In considering the issues associated with variations to limits in the Code for residues of agricultural and veterinary chemicals in food, it should be noted that the limit is the maximum level of a chemical that may be in a food, not the level that is usually present in a food. However, incorporating the limit into food legislation means that the residues of a chemical are minimised (i.e. must not exceed the MRL or other limit), irrespective of whether the dietary exposure assessment indicates that higher residues would not risk public health and safety.

Limits and variations to limits in the Code do not permit or prohibit the use of agricultural or veterinary chemicals. Other Australian Government, State and Territory legislation regulates use and control of agricultural and veterinary chemicals.

[bookmark: _Toc285800740]1.	The Issue / Problem
[bookmark: _Toc11735630][bookmark: _Toc29883114][bookmark: _Toc41906801][bookmark: _Toc41907548][bookmark: _Toc120358578]
Including limits for residues of agricultural and veterinary chemicals in foods in the Code has the effect of allowing the sale of food containing legitimate residues, where any residues do not exceed these limits. Variations in MRLs reflect the changing patterns of agricultural and veterinary chemicals available to chemical product users including food producers. These changes include both the development of new products and crop uses, and the withdrawal of older products following review.

Limits are also varied in line with international standards to reflect requirements for foods containing legitimate residues to be imported, where residues do not pose health or safety concerns. Internationally, farmers face different pest and disease pressures and so agricultural and veterinary chemical use patterns may vary.

[bookmark: _Toc285800741]2.	Current Standard
[bookmark: _Toc120358585]
Standard 1.4.2 lists the limits for agricultural and veterinary chemical residues which may occur in foods. If a limit is not listed for a particular agricultural or veterinary chemical/commodity combination, there must be no detectable residues of that chemical in that food. This general prohibition means that in the absence of the relevant limit in the Code, food may not be sold where there are detectable residues.

Variations to the Code may be required to permit the sale of foods containing legitimate residues. A dietary exposure assessment is conducted before the Code is varied to ensure that proposed limits do not present any public health or safety concerns.

Further background information on MRLs, the regulatory framework for agricultural and veterinary chemicals and the FSANZ assessment process for incorporating limits, including MRLs for antibiotic substances, in the Code is provided in Supporting Document 2.

[bookmark: _Toc285800742]3.	Objectives

In assessing this Proposal, FSANZ ensured that approving the variations did not present public health and safety concerns and that the sale of food containing legitimate residues is permitted.

In developing or varying a food standard, FSANZ is required by its legislation to meet three primary objectives which are set out in section 18 of the FSANZ Act. These are:

the protection of public health and safety; and

the provision of adequate information relating to food to enable consumers to make informed choices; and

the prevention of misleading or deceptive conduct.

In developing and varying standards, FSANZ must also have regard to:

the need for standards to be based on risk analysis using the best available scientific evidence;

the promotion of consistency between domestic and international food standards;

the desirability of an efficient and internationally competitive food industry;

the promotion of fair trading in food; and

any written policy guidelines formulated by the Ministerial Council.

For the reasons set out in this Report, the approved amended variations to the Code are consistent with the FSANZ Act section 18 objectives.

[bookmark: _Toc285800743]4.	Assessment Approach

FSANZ’s primary role in developing food regulatory measures for agricultural and veterinary chemicals is to ensure that the potential residues in food are within health-based guidance values. FSANZ conducts and reviews dietary exposure assessments in accordance with internationally accepted practices and procedures.

In assessing the public health and safety implications of chemical residues, FSANZ considers the dietary exposure to chemical residues from potentially treated foods in the diet by comparing the dietary exposure with the relevant health-based guidance value. FSANZ will not approve variations to limits in the Code where dietary exposure to the residues of a chemical could risk public health and safety.

The steps undertaken in conducting a dietary exposure assessment are:

1. determining the residues of a chemical in a treated food; and

1. calculating the dietary exposure to a chemical from relevant foods, using food consumption data from national nutrition surveys and comparing this to the relevant health-based guidance value.

The estimated dietary exposure to a chemical is compared to the relevant health-based guidance value/s for that chemical in food (i.e. the acceptable daily intake (ADI) and/or the acute reference dose (ARfD)). FSANZ considers that dietary exposure to the residues of a chemical is acceptable where the best estimate of this exposure does not exceed the relevant guidance value/s.

The safety assessment methodology is further outlined in Supporting Document 1.

[bookmark: _Toc285800744]RISK ASSESSMENT
[bookmark: _Toc120358583]
[bookmark: _Toc285800745]5.	Risk Assessment Summary

FSANZ has reviewed the dietary exposure assessments submitted by the APVMA and conducted dietary exposure assessments to assess the limits requested by other parties. Using the best available scientific data and internationally recognised risk assessment methodology, FSANZ concluded that in relation to current health-based guidance values, the approved limits do not present any public health and safety concerns.

The United States Northwest Horticultural Council (NHC) requested that an MRL for flonicamid in cherries be inserted in the Code, to allow for residues of this chemical which may legitimately occur in cherries imported from the USA. As an ADI for this new entry has not yet been set by the Department of Health and Ageing, the United States Environmental Protection Agency’s (EPA) ADI was therefore used as the health-based guidance value in dietary exposure assessments.

The additional safety factors inherent in calculation of the ADI and ARfD mean that there is negligible risk to public health and safety when estimated exposures are below these guidance values.

[bookmark: _Toc285800746]

Risk Management
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The following options are available at the Approval stage:

1. [bookmark: _Toc25470072][bookmark: _Toc38268813][bookmark: _Toc38334885][bookmark: _Toc38335033][bookmark: _Toc38335116][bookmark: _Toc49313398][bookmark: _Toc73267893][bookmark: _Toc79403210][bookmark: _Toc127339239][bookmark: _Toc185048932][bookmark: _Toc189649262][bookmark: _Toc204069567]Option 1 – approve the draft variations

2. [bookmark: _Toc25470073][bookmark: _Toc38268814][bookmark: _Toc38334886][bookmark: _Toc38335034][bookmark: _Toc38335117][bookmark: _Toc49313399][bookmark: _Toc73267894][bookmark: _Toc79403211][bookmark: _Toc127339240][bookmark: _Toc185048933][bookmark: _Toc189649263][bookmark: _Toc204069568]Option 2 – approve the draft variations subject to such amendments as FSANZ considers necessary
[bookmark: _Toc25470074][bookmark: _Toc38268815][bookmark: _Toc38334887][bookmark: _Toc38335035][bookmark: _Toc38335118]
3. [bookmark: _Toc49313400][bookmark: _Toc73267895][bookmark: _Toc79403212][bookmark: _Toc127339241][bookmark: _Toc185048934][bookmark: _Toc189649264][bookmark: _Toc204069569]Option 3 – reject the draft variations

[bookmark: _Toc285800748]7.	Impact Analysis
[bookmark: _Toc120358588]
The impact analysis represents likely impacts based on available information. The impact analysis is designed to assist in the process of identifying affected parties and any alternative options consistent with the objective of the changes. FSANZ sought public comment on the draft variations, and considered the issues raised in further assessment of the changes.

[bookmark: _Toc285800749]7.1	Affected Parties
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The sectors of the community potentially affected by the approved amendments include:

consumers

growers and producers

importers of agricultural produce and food products

the chemical industry

Australian and New Zealand Government, State and Territory agencies involved in monitoring and regulating the use of agricultural and veterinary chemicals in food and the potential resulting residues

[bookmark: _Toc285800750]7.2	Benefit Cost Analysis
[bookmark: _Toc73267898][bookmark: _Toc79403215][bookmark: _Toc121732271]
7.2.1	Option 1 – approve the draft variations

This option may contribute to community confidence that regulatory authorities are maintaining standards to minimise residues of agricultural and veterinary chemicals in the food supply. FSANZ does not consider there to be any dietary exposure implications associated with the approved variations. The risk assessment has determined that there are no public health or safety concerns associated with this option. No additional costs to consumers were identified.

This option benefits growers and producers in Australia as agricultural and food standards are further aligned. This means that foods produced in accordance with agricultural standards and legislation may be sold under food legislation as MRL variations are incorporated in the Code.

The variations are unlikely to result in any costs for producers as changes in use patterns are made as required; current proper use results in compliance with the variations already.

Importers may benefit or be disadvantaged by the approval of the variations. Additional or increased MRLs may benefit importers and consequently consumers in that this may extend the options to source safe foods. Any MRL deletions or reductions have the potential to restrict importation of foods and could potentially result in higher food prices and a reduced product range available to consumers.

This option benefits Australian Government, State and Territory agencies in that it serves to further harmonise agricultural and food standards. This is of particular assistance to compliance agencies. Achieving further consistency between agricultural and food standards would minimise compliance costs to primary producers and assist in efficient enforcement of regulations. This option is unlikely to result in discernable costs to Government agencies, although an awareness of changes in the standards for residues in food would be needed and there may be minimal impacts associated with slight changes to residue monitoring programs.

Interested parties were invited to comment on any impacts of the proposed variations during the public consultation period. This was to ensure that any adverse consequences of the proposed variations could be addressed. Imported foods and Codex MRLs are addressed in section 9 of this Report.

7.2.2	Option 2 – approve the draft variations subject to such amendments as FSANZ considers necessary

This option has similar costs and benefits to option 1. FSANZ considered the comments received and amended the draft variations. This is discussed in section 9.1 of this Report. The approved variations are provided at Attachment 1A and the draft variations consulted on at Assessment are at Attachment 1B.

7.2.3	Option 3 – reject the draft variations

This option would allow inconsistencies between agricultural and food legislation to perpetuate as the Code would not reflect residues that may be present in foods following legitimate use of chemical products in Australia as determined by the APVMA. This may result in foods legitimately treated during production not being permitted for sale. Producers would incur significant costs. This may also create uncertainty, inefficiency and confusion in the enforcement of regulations. In addition, the anomalies between the Code and international standards identified by other parties would perpetuate and may have implications for trade in certain foods. This would impact negatively on all affected parties and producers, industry and compliance agencies in particular.

Importers may benefit if proposed MRL deletions or reductions are not progressed as the continuity of existing limits could be relied upon. However, there is scope under current processes to retain specific MRLs where the necessity for the MRL to continue to allow the importation and sale of safe food is identified through consultation. This is discussed in section 9 of this Report. Importers and consequently consumers may be disadvantaged where proposed additional or increased MRLs are not progressed as this may unnecessarily limit sources of certain foods.

7.2.4	Summary

FSANZ conducted a Best Practice Regulation Preliminary Assessment and concluded that business compliance costs and other impacts on business, individuals, regulatory agencies and the economy are low or nil. The regulatory proposal does not impose impacts on business, individuals, regulatory agencies or the economy that warrant further analysis. 

The changes to regulation are machinery in nature involving technical variations to the Standard which will not have appreciable impacts and are consistent with existing policy.

FSANZ consulted with the Office of Best Practice Regulation (OBPR) on the need for the preparation of a regulation impact statement (RIS) under the Council of Australian Governments’ requirements. The OBPR concluded that the proposed changes are minor and do not substantially alter existing arrangements. The OBPR advised that a RIS is therefore not required.

[bookmark: _Toc259564965][bookmark: _Toc285800751]7.3	Comparison of Options

In assessing proposed variations to the Code, FSANZ considers the impact of various regulatory and non-regulatory options on all sectors of the community, including consumers, food industries and governments in Australia.

For the following reasons, FSANZ approved option 2 – approve the draft variations subject to such amendments as FSANZ considers necessary:

There are no public health and safety concerns associated with the variations.

This approach ensures openness and transparency in relation to the residues that could reasonably occur in food.

The changes would minimise potential costs to primary producers, rural and regional communities and importers in terms of permitting the sale of food containing legitimate residues.

The changes would minimise residues in food consistent with the effective use of agricultural and veterinary chemicals to control pests and diseases.

The changes would further align the Code with international standards.

The changes would remove inconsistencies between agricultural and food standards and assist compliance agencies.

The necessity to amend the proposed variations was identified through consultation and further assessment.

Option 1 was not recommended at the Approval stage as the need to amend the proposed draft variations was identified through consultation and further assessment. This is discussed in section 9.1 of this Report.

Option 3 is an undesirable option because potential substantial costs to primary producers may result. Additional costs may impact negatively on their viability and in turn the viability of the rural and regional communities that depend upon the sale of agricultural produce. This option may restrict the opportunity for importers to source safe produce or foods internationally and potentially impact consumers through higher food prices and limited choice. Also, consequent inconsistencies between agricultural and food legislation could have negative impacts on compliance costs for producers, perception problems in export markets and undermine the efficient enforcement of standards for chemical residues.

The benefits of progressing option 2 outweigh any associated costs.

[bookmark: _Toc285800752]

Communication and Consultation Strategy

[bookmark: _Toc120358592][bookmark: _Toc285800753]8.	Communication
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Consideration of amending limits in the Code for residues of agricultural or veterinary chemicals in food does not normally generate public interest. FSANZ adopts a basic communication strategy, with a focus on alerting the community that changes to the Code are being contemplated.

FSANZ publishes the details of proposed changes and subsequent reports on its website (http://www.foodstandards.gov.au/foodstandards/changingthecode/), alerts subscribers (over 5000) via email of the availability of these reports for comment, and issues media releases drawing attention to proposed Code amendments. Once the Code has been amended, FSANZ incorporates the changes in the website version of the Code and, through its email and telephone information service, responds to community enquiries.

Should the media show an interest in any of the assessed chemicals, FSANZ or the APVMA can provide background information as required.

[bookmark: _Toc285800754]9.	Consultation
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Public comment was sought to assist in finalising the assessment of the changes to the Code proposed in the Assessment Report. The changes proposed at Assessment are provided at Attachment 1B to this Report. Comments were invited on, but not limited to, any impacts (costs/benefits) of the proposed variations, in particular the likely impacts on importation of food if specific variations are advanced; any public health and safety considerations associated with the proposed changes; and any other affected parties to this Proposal.

Submissions were received from the Food and Beverage Importers Association (FBIA), the United States Northwest Horticultural Council (NHC), the Australian Mango Industry Association (AMIA), the Food Technology Association of Australia (FTAA), the Queensland Government and Leo Adler (private submission).

Submissions from the FBIA, NHC, FTAA, and the Queensland Government were in support of approving the proposed draft variations.

FSANZ thanks all submitters for their comments. A summary of comments is provided at Attachment 3.

[bookmark: _Toc285800755]9.1	Issues raised in submissions

The FBIA provided information that an MRL for oxyfluorfen residues in olives higher than the limit consulted on at Assessment may be required for residues that may occur in imported food. AMIA requested an MRL for fludioxonil in mangoes and the NHC requested metconazole and fenpropathrin MRLs for cherries. Leo Adler raised general public health and safety concerns about residues in food.

9.1.1	Oxyfluorfen MRL increase requested for olives

FBIA requested that the proposed MRL of 0.05 mg/kg for oxyfluorfen residues in olives be increased to 1 mg/kg, to align with the European Union (EU) limit for table olives and olive oil. 

The reasons for this request were: EU countries are the major sources of table olives and olive oil products imported into Australia, with 27,500 tonnes imported from 1 October 2009 to 30 September 2010 and necessary to meet local demand; as part of the Imported Food Inspection Scheme pesticide screen, imported olive oils and olives may be tested for this chemical and failures have recently resulted from the detection of oxyfluorfen in these tests; and the use of this herbicide in relation to olives has been approved in the EU.

9.1.1.2	Response

An MRL of 0.05 mg/kg for oxyfluorfen in olives was consulted on at assessment. FSANZ is committed to maintaining limits in the Code that reflect legitimate residues that may occur in food; this ensures that such food may be sold. The safety of the residues in the context of the Australian diet is a key consideration. FSANZ will only approve variations to limits in the Code where the risk assessment concludes that dietary exposure is within health-based guidance values. FSANZ may consider including MRLs in the Code harmonised with those established by a trading partner in certain circumstances including that the residues are likely to occur in food available in Australia, do not present safety concerns and are associated with the controlled use of chemical products. FSANZ notes that EU countries are the major sources of table olives and olive oil products imported into Australia, harmonised standards reduce the potential for trade disruption, and that dietary exposure resulting from the harmonized MRL is within health-based guidance values. As a result of this submission and following further assessment, the draft MRL for oxyfluorfen in olives was amended to 1 mg/kg. This approved MRL is harmonized with the EU limit.

9.1.2	Fludioxonil MRL requested for mangoes in time for the 2011/2012 season

The AMIA requested that FSANZ include an MRL for fludioxonil residues in mangoes in the Code as part of M1007. The APVMA issued a permit for use of fludioxonil in mangoes in July 2010 and gazetted a temporary MRL of 3 mg/kg. The AMIA argued that the use of a post harvest fungicide in mangoes is very important to the industry and is critical to ensuring mango quality is not compromised by diseases such as anthracnose and stem end rot. In research trials fludioxonil has demonstrated high levels of efficacy against these diseases. As many mango growers are aiming to commence harvesting earlier each year, Australian mangoes are now reaching the market as early as June/July each year. The AMIA therefore requested that FSANZ include the MRL set by APVMA of T3 mg/kg in the Code in M1007, so that an MRL would be established prior to the 2011/12 season.

9.1.2.2	Response

FSANZ’s risk assessment has concluded that the potential dietary exposure resulting from residues of fludioxonil under the permit are within health-based guidance values. To ensure that mangoes containing residues of fludioxonil under the APVMA permit may be legally sold in the 2011/2012 season, the temporary MRL set by the APVMA of 3 mg/kg has been approved as part of M1007.

9.1.3	Various MRLs requested for cherries

The NHC endorsed the proposed MRLs for flonicamid in stone fruits and triflumizole in cherries.

The NHC expressed an interest in several additional pesticides as FSANZ moves to M1008 assessment, and asked that these pesticides be included in the review process. These pesticides are metconazole and fenpropathrin, both used on cherries.



9.1.3.1	Response

A similar request was concurrently submitted by the NHC to Proposal M1006.

FSANZ is committed to maintaining limits in the Code that reflect residues that may occur in food; this ensures that such food may be sold. The safety of the residues in the context of the Australian diet is a key consideration. FSANZ will only approve variations to limits in the Code where the risk assessment concludes that dietary exposure is within health-based guidance values. FSANZ may consider including MRLs in the Code harmonised with those established by a trading partner in certain circumstances, including that the residues are likely to occur in food available in Australia, do not present safety concerns and are associated with the controlled use of chemical products. FSANZ notes that Australia is an important market for United States cherries and that harmonised standards reduce the potential for trade disruption.

A fenpropathrin MRL for residues that may occur in cherries was not considered as part of the current Proposal. FSANZ will consider the NHC request for the MRL for cherries in a future assessment, provided there is an established legitimate use of this chemical on cherries and there are no public health and safety concerns. FSANZ is liaising with the NHC in this regard.

FSANZ approved including an MRL 0.2 mg/kg for metconazole residues that may occur in stone fruits in the Code in Proposal M1006. This MRL is harmonised with the United States limit.

9.1.4	Concerns with residue safety

One private New Zealand citizen expressed concerns that residue limits be kept to an absolute minimum, concerns about the long-term safety of residues and residue combinations, and therefore approved of any reduction in residue limits but not any residue limit increases.

9.1.4.1	Response

Standard 1.4.2 applies in Australia only, and New Zealand has a separate process for setting MRLs. The regulatory framework surrounding the setting of MRLs in both countries is designed to keep residues as low as possible whilst allowing for the legitimate use of agricultural and veterinary chemicals to control pests and diseases. Under the Trans Tasman Mutual Recognition Arrangement (TTMRA) between Australia and New Zealand, 
food produced or imported into Australia that complies with Standard 1.4.2 may be sold in New Zealand; and food produced or imported into New Zealand that complies with the applicable New Zealand Standards can be sold in Australia. FSANZ makes sure that potential chemical residues in food are within levels that are known to be safe for people to eat. FSANZ, in liaison with the APVMA, reviews the exposure of consumers to chemical residues according to international best practice methods. These assessments examine the total amount of a particular chemical which may be present in foods in Australia, to make sure that the total amount a consumer is exposed to in the diet is safe. FSANZ will not allow chemical residues in food that would pose a risk to public health and safety.

[bookmark: _Toc285800756]9.2	World Trade Organization (WTO)

As a member of the World Trade Organization (WTO), Australia is obligated to notify WTO member nations where proposed mandatory regulatory measures are inconsistent with any existing or imminent international standards and the proposed measure may have a significant effect on trade.

Limits prescribed in the Code constitute a mandatory requirement applying to all food products of a particular class whether produced domestically or imported. Food products with residues exceeding the relevant limit listed in the Code cannot legally be supplied in Australia.

This Proposal included consideration of varying limits in the Code for residues of agricultural and veterinary chemicals in food that are addressed in the international Codex standard. Limits in the Proposal relate to chemical residues that may occur in heavily traded agricultural commodities that may indirectly have a significant effect on trade of derivative food products between WTO members.

FSANZ made a notification to the WTO for this Proposal in accordance with the WTO Agreement on the Application of Sanitary and Phytosanitary Measures. No WTO member nation provided comment on this Proposal.

[bookmark: _Toc285800757]9.3	Codex Alimentarius Commission Standards

Codex standards are used as the relevant international standard or basis as to whether a new or changed standard requires a WTO notification.

Australian and Codex MRLs may differ for a number of legitimate reasons including differences in the timing of regulatory processes to consider MRL variations and because MRLs for a particular chemical/food combination may relate to different use patterns.

FSANZ may consider varying limits for residues of agricultural or veterinary chemicals in food in a Proposal where interested parties have identified anomalies between the Code and Codex or other standards that may result in adverse impacts. FSANZ must have regard to its WTO obligations; the promotion of consistency between domestic and international food standards; and the promotion of fair trading in food. These matters encompass consideration of international standards and trade issues. The assessment gives careful consideration to public health and safety. In some cases the Australian MRL may exceed a Codex MRL due to different use patterns from those considered at the time the Codex MRL was set. In these cases, as for the consideration of any MRL, the assessment process ensures that the levels of residues in food are safe.

Interested parties provided information that specific anomalies between the Code and other standards may present barriers to trade in certain foods. This Proposal included consideration of limits for flonicamid, oxyfluorfen and triflumizole to address these issues. Further detail is provided at Attachment 2. The approved amended variations to the Code would align limits in the Code with international standards or standards in producer or other importing countries and permit the sale of relevant foods containing legitimate residues that do not present health or safety concerns.

As a starting point to assist interested parties in identifying possible impacts, FSANZ compiled a table of proposed MRLs with corresponding Codex limits and sought comment on any ramifications. No comments were received requesting any changes to proposed MRLs. The following table lists limits approved in this Proposal where there is a corresponding Codex limit. Note that numerical MRL values may not be directly comparable as residue definitions may differ.

	

Chemical
Food
	Approved limit†‡
mg/kg
	Codex limit
mg/kg

	Dithiocarbamates
Mango
	
5
	
2

	Fludioxonil
Apricot
Citrus fruits
Kiwifruit
Peach
Pome fruits
Stone fruits [except apricot and peach]
	
10
10
15
10
5
5

	
Stone fruits 5
7
Kiwi 15
Stone fruits 5
5
Stone fruits 5

	Propamocarb
Brassica (cole or cabbage) vegetables, Head cabbages, Flowerhead brassicas
Fruiting vegetables, other than cucurbits


Leafy vegetables
	
T0.1


T0.3



T20
	
Cauliflower 0.2


Egg plant 0.3
Peppers, Sweet (including pimento or pimiento) 3
Tomato 2
Lettuce, head 100
Lettuce, leaf 100
Spinach 40

	Pyraclostrobin
Edible offal (mammalian)
Fruiting vegetables, other than cucurbits

Mango
Pome fruits
	
0.1
0.3


0.1
1
	
*0.05
Egg plant 0.3
Peppers 0.5
Tomato 0.3
*0.05
Apple 0.5


† Note that a ‘T’ indicates that the limit is temporary.
‡ An asterisk indicates that the limit is at or about the limit of analytical quantification.

[bookmark: _Toc245890589][bookmark: _Toc259564971][bookmark: _Toc285800758]9.4	New Zealand Standards

All imported and domestically produced food sold in New Zealand (except for food imported from Australia) must comply with the New Zealand (Maximum Residue Limits of Agricultural Compounds) Food Standards 2010 and amendments (the New Zealand MRL Standards).

Under the New Zealand MRL Standards, agricultural chemical residues in food must comply with the specific MRLs listed in the Standards. The New Zealand MRL Standards also include a provision for residues of up to 0.1 mg/kg for agricultural chemical / commodity combinations not specifically listed. If the food is imported, it may comply with Codex MRLs. Further information about the New Zealand MRL Standards is available on the New Zealand Food Safety Authority website at http://www.nzfsa.govt.nz/registers-lists/nz-mrl/.

Limits in the Code and in the New Zealand MRL Standards may differ for a number of legitimate reasons including differing use patterns for chemical products as a result of varying pest and disease pressures and varying climatic conditions.

The following table lists the MRLs approved in this Proposal where there is a corresponding MRL in the New Zealand Standards.

	

Chemical
Food
	Approved MRL†
mg/kg
	NZ MRL‡
mg/kg

	Boscalid
Pome fruits
	
2
	
*0.05

	Dithiocarbamates

Mango
	

5
	Dithiocarbamates (except propineb)
Fruits 7

	Iodosulfuron methyl
Barley
	
*0.01
	
Cereals *0.01

	Pyraclostrobin
Edible offal (mammalian)

Pome fruits
	
0.1

1
	
Mammalian kidney *0.02
Mammalian liver *0.02
Apples *0.02
Pears *0.02

	Tebuconazole
Bulb vegetables [except garlic]
Garlic
	
*0.01
T0.2
	
Bulb vegetables 0.2



† Note that a ‘T’ indicates that the limit is temporary.
‡ An asterisk indicates that the limit is at or about the limit of analytical quantification.

[bookmark: _Toc245890590][bookmark: _Toc259564972][bookmark: _Toc285800759]9.5	Imported Foods

Internationally, countries set MRLs according to Good Agricultural Practice (GAP) or Good Veterinary Practice (GVP). Agricultural and veterinary chemicals are used differently in different countries around the world as pests, diseases and environmental factors differ and because product use patterns differ. This means that residues in imported foods may be legitimately different from those in domestically produced foods.

Deletions or reductions of MRLs may impact imported foods that may comply with existing MRLs even though these existing MRLs are no longer required for domestically produced food. This is because imported foods may contain residues consistent with the MRLs approved for deletion or reduction.

FSANZ is committed to ensuring that the implications of MRL variations are considered. Under the current process for considering variations to the Code, FSANZ encourages submissions including specific data demonstrating a need for certain MRLs to be retained or varied. FSANZ will consider retaining MRLs proposed for deletion or reduction where these MRLs are necessary to continue to allow the sale of safe food; and where the MRLs are supported by adequate data or information demonstrating that the residues associated with these MRLs do not raise any public health or safety concerns. Further information on data requirements may be obtained from FSANZ.

To assist in identifying possible impacts on imported foods, FSANZ noted that the only MRL proposed for reduction was spirotetramat in cotton seed. No comments were received in relation to this variation. The approved draft variations to the Code and the draft variations proposed at Assessment and the are shown at Attachment 1 and the recommended changes are outlined in Attachment 2.

[bookmark: _Toc285800760]Conclusion

[bookmark: _Toc285800761]10.	Conclusion and Decision
[bookmark: _Toc11735642][bookmark: _Toc29883129][bookmark: _Toc41906816][bookmark: _Toc41907563][bookmark: _Toc120358595]
This Proposal has been assessed against the considerations provided for in section 59 of the FSANZ Act.

Decision

To approve the amended draft variations to Standard 1.4.2 – Maximum Residue Limits.


[bookmark: _Toc259564977][bookmark: _Toc285800762]10.1	Reasons for Decision

FSANZ approved the amended variations to Standard 1.4.2 for the following reasons:

MRLs serve to protect public health and safety by minimising residues in food consistent with the effective control of pests and diseases.

Dietary exposure assessments indicate that the variations do not present any public health and safety concerns.

This approach ensures openness and transparency in relation to the residues that could reasonably occur in food.

The variations will benefit stakeholders by maintaining public health and safety while permitting the legal sale of food containing legitimate residues of agricultural and veterinary chemicals used to control pests and diseases and improve agricultural productivity.

The APVMA has assessed appropriate residue, animal transfer, processing and metabolism studies, in accordance with The Manual of Requirements and Guidelines – MORAG – for Agricultural and Veterinary Chemicals 1 July 2005 to support the use of chemicals on commodities as outlined in this Proposal.

The OCSEH has undertaken a toxicological assessment of each chemical and has established an ADI and, where appropriate, an ARfD.

FSANZ has undertaken a preliminary regulation impact assessment and concluded that the variations are necessary, cost-effective and beneficial.

The variations would remove inconsistencies between agricultural and food standards and provide certainty and consistency for producers, importers and Australian, State and Territory compliance agencies.

The changes are consistent with the FSANZ Act section 18 objectives.

[bookmark: _Toc285800763]11.	Implementation and Review
[bookmark: _Toc11735643][bookmark: _Toc29883130][bookmark: _Toc41906817][bookmark: _Toc41907564][bookmark: _Toc43112360]
The use of chemical products and MRLs are under constant review as part of the APVMA Chemical Review Program. In addition, regulatory agencies continue to monitor health, agricultural and environmental issues associated with chemical product use. Residues in food are also monitored through:

State and Territory residue monitoring programs

Australian Government programs such as the National Residue Survey

dietary exposure studies such as the Australian Total Diet Study.

These monitoring programs and the continual review of the use of agricultural and veterinary chemicals mean that there is considerable scope to review limits in the Code.

The variations in this Proposal take effect on gazettal and the limits are subject to existing monitoring arrangements.

ATTACHMENTS

1A.	Draft variations to the Australia New Zealand Food Standards Code (at Approval)
1B.	Draft variations to the Australia New Zealand Food Standards Code (at Assessment)
2.	Summary of approved MRLs and technical amendments in Proposal M1007
3.	Summary of Submissions
[bookmark: _Toc29883131][bookmark: _Toc41906818][bookmark: _Toc41907565][bookmark: _Toc120358596][bookmark: _Toc285800764][bookmark: _Toc11735644]
Attachment 1A

[bookmark: _Toc120358597][bookmark: _Toc285800765]Draft variations to the Australia New Zealand Food Standards Code (at Approval)

Section 94 of the FSANZ Act provides that standards or variations to standards are legislative instruments, but are not subject to disallowance or sunsetting

To commence:  on gazettal

[1]	Standard 1.4.2 of the Australia New Zealand Food Standards Code is varied by –

[1.1]	omitting from Schedule 1 all entries for the following chemicals – 

Fosetyl aluminium

[1.2] 	omitting from Schedule 1 the chemical residue definition for the chemical appearing in Column 1 of the Table to this sub-item, substituting the chemical residue definition appearing in Column 2 –

	Column 1
	Column 2

	Mefenpyr-diethyl
	COMMODITIES OF PLANT ORIGIN: SUM OF MEFENPYR-DIETHYL AND METABOLITES HYDROLYSED TO 1-(2,4-DICHLOROPHENYL)-5-METHYL-2-PYRAZOLINE-3,5-DICARBOXYLIC ACID, AND 1-(2,4-DICHLOROPHENYL)-5-METHYL-PYRAZOLE-3-CARBOXYLIC ACID, EXPRESSED AS MEFENPYR-DIETHYL.
Commodities of animal origin: Sum of mefenpyr-diethyl and 1-(2,4-dichlorophenyl)-5-ethoxycarbonyl-5-methyl-2-pyrazoline-3-carboxylic acid, expressed as mefenpyr-diethyl



[1.3]	inserting in Schedule 1 –

	Flonicamid

	Flonicamid [N -(cyanomethyl)-4-(trifluoromethyl)-3-pyridinecarboxamide] and its metabolites TFNA [4-trifluoromethylnicotinic acid], TFNA-AM [4-trifluoromethylnicotinamide] TFNG [N -(4-trifluoromethylnicotinoyl)glycine]

	Stone fruits
	0.6

	
	

	Fosetyl

	Fosetyl

	Apple
	1

	Avocado
	5

	Brassica (cole or cabbage) vegetables, Head cabbages, Flowerhead brassicas
	T0.1

	Durian
	T5

	Fruiting vegetables, other than cucurbits
	T0.02

	Leafy vegetables
	T0.2

	Peach
	1

	Pineapple
	5

	
	

	Ipconazole

	Ipconazole

	Cereal grains
	*0.01

	Edible offal (mammalian)
	*0.01

	Eggs
	*0.01

	Meat (mammalian)
	*0.01

	Milks
	*0.01

	Poultry, edible offal of
	*0.01

	Poultry Meat
	*0.01

	
	

	Propamocarb

	Propamocarb (base)

	Brassica (cole or cabbage) vegetables, Head cabbages, Flowerhead brassicas
	T0.1

	Fruiting vegetables, other than cucurbits
	T0.3

	Leafy vegetables
	T20

	
	



[1.4]	omitting from Schedule 1 the foods and associated MRLs for each of the following chemicals –

	Boscalid

	Commodities of plant origin:  Boscalid
Commodities of animal origin:  Sum of boscalid, 2-chloro-N-(4’-chloro-5-hydroxybiphenyl-2-yl) nicotinamide and the glucuronide conjugate of 2-chloro-N-(4’-chloro-5-hydroxybiphenyl-2-yl) nicotinamide, expressed as boscalid equivalents

	Apple
	2

	
	

	Dithiocarbamates

	Total dithiocarbamates, determined as carbon disulphide evolved during acid digestion and expressed as milligrams of carbon disulphide per kilogram of food

	Beans (dry)
	0.5

	
	

	Fludioxonil

	Commodities of animal origin:  Sum of fludioxonil and oxidisable metabolites, expressed as fludioxonil
Commodities of plant origin:  Fludioxonil

	Stone fruits
	5

	
	

	Phosphorous acid

	Phosphorous acid

	Tomato
	T100

	
	

	Pyraclostrobin

	Commodities of plant origin:  Pyraclostrobin
Commodities of animal origin:  Sum of pyraclostrobin and metabolites hydrolysed to 1-(4-chloro-phenyl)-1H-pyrazol-3-ol, expressed as pyraclostrobin

	Apple
	1

	
	

	Tebuconazole

	Tebuconazole

	Bulb vegetables
	*0.01

	
	



[1.5]	inserting in alphabetical order in Schedule 1, the foods and associated MRLs for each of the following chemicals –

	Abamectin

	Sum of avermectin B1a, avermectin B1b and (Z)-8,9 avermectin B1a, and (Z)-8,9 avermectin B1b

	Papaya (pawpaw)
	T0.1

	
	

	Boscalid

	Commodities of plant origin:  Boscalid
Commodities of animal origin:  Sum of boscalid, 2-chloro-N-(4’-chloro-5-hydroxybiphenyl-2-yl) nicotinamide and the glucuronide conjugate of 2-chloro-N-(4’-chloro-5-hydroxybiphenyl-2-yl) nicotinamide, expressed as boscalid equivalents

	Pome fruits
	2

	
	

	Etoxazole

	Etoxazole

	Banana
	T0.05

	
	

	Fenvalerate

	Fenvalerate, sum of isomers

	Dried grapes
	0.5

	
	

	Flubendiamide

	Commodities of plant origin: Flubendiamide
Commodities of animal origin: Sum of flubendiamide and 3-iodo-N-(2-methyl-4-[1,2,2,2-tetrafluoro-1-(trifluoromethyl)ethyl]phenyl)phthalimide, expressed as flubendiamide

	Potato
	T*0.02

	
	

	Fludioxonil

	Commodities of animal origin:  Sum of fludioxonil and oxidisable metabolites, expressed as fludioxonil
Commodities of plant origin:  Fludioxonil

	Apricot
	10

	Citrus fruits
	10

	Kiwifruit
	15

	Mango
	T3

	Peach
	10

	Pome fruits
	5

	Stone fruits [except apricot and peach]
	5

	
	

	Iodosulfuron methyl

	Iodosulfuron methyl

	Barley
	*0.01

	
	

	Oxyfluorfen

	Oxyfluorfen

	Olives
	1

	
	

	Phosphorous acid

	Phosphorous acid

	Brassica (cole or cabbage) vegetables, Head cabbages, Flowerhead brassicas [except flowerhead brassicas]
	T1

	Fruiting vegetables, other than cucurbits
	T100

	
	

	Pyraclostrobin

	Commodities of plant origin:  Pyraclostrobin
Commodities of animal origin:  Sum of pyraclostrobin and metabolites hydrolysed to 1-(4-chloro-phenyl)-1H-pyrazol-3-ol, expressed as pyraclostrobin

	Fruiting vegetables, other than cucurbits
	0.3

	Mango
	0.1

	Pome fruits
	1

	Poppy seed
	*0.05

	
	

	Tebuconazole

	Tebuconazole

	Bulb vegetables [except garlic]
	*0.01

	Garlic
	T0.2

	
	

	Triflumizole

	Sum of triflumizole and (E)-4-chloro-a,a,a-trifluoro- N-(1-amino-2-propoxyethylidene)-o-toluidine, expressed as triflumizole

	Cherries
	1.5

	
	

	Uniconazole-p

	Sum of uniconazole-p and its Z-isomer expressed as uniconazole-p

	Custard apple
	T1

	
	



[1.6]	omitting from Schedule 1, under the entries for the following chemicals, the Maximum Residue Limit for the food, substituting –

	Dithiocarbamates

	Total dithiocarbamates, determined as carbon disulphide evolved during acid digestion and expressed as milligrams of carbon disulphide per kilogram of food

	Mango
	5

	
	

	Fenvalerate

	Fenvalerate, sum of isomers

	Grapes
	0.1

	
	

	Pyraclostrobin

	Commodities of plant origin:  Pyraclostrobin
Commodities of animal origin:  Sum of pyraclostrobin and metabolites hydrolysed to 1-(4-chloro-phenyl)-1H-pyrazol-3-ol, expressed as pyraclostrobin

	Edible offal (mammalian)
	0.1

	
	

	Spirotetramat

	Sum of spirotetramat, and cis-3-(2,5-dimethylphenyl)-4-hydroxy-8-methoxy-1-azaspiro[4.5]dec-3-en-2-one, expressed as spirotetramat

	Cotton seed
	0.7

	
	





[bookmark: _Toc285800766][bookmark: _Toc120358598][bookmark: _Toc253571247][bookmark: _Toc259564984]Attachment 1B

[bookmark: _Toc285800767]Draft variations to the Australia New Zealand Food Standards Code (at Assessment)

Section 94 of the FSANZ Act provides that standards or variations to standards are legislative instruments, but are not subject to disallowance or sunsetting

To commence:  on gazettal

[1]	Standard 1.4.2 of the Australia New Zealand Food Standards Code is varied by –

[1.1]	omitting from Schedule 1 all entries for the following chemicals – 

Fosetyl aluminium

[1.2] 	omitting from Schedule 1 the chemical residue definition for the chemical appearing in Column 1 of the Table to this sub-item, substituting the chemical residue definition appearing in Column 2 –

	Column 1
	Column 2

	Mefenpyr-diethyl
	COMMODITIES OF PLANT ORIGIN: SUM OF MEFENPYR-DIETHYL AND METABOLITES HYDROLYSED TO 1-(2,4-DICHLOROPHENYL)-5-METHYL-2-PYRAZOLINE-3,5-DICARBOXYLIC ACID, AND 1-(2,4-DICHLOROPHENYL)-5-METHYL-PYRAZOLE-3-CARBOXYLIC ACID, EXPRESSED AS MEFENPYR-DIETHYL.
Commodities of animal origin: Sum of mefenpyr-diethyl and 1-(2,4-dichlorophenyl)-5-ethoxycarbonyl-5-methyl-2-pyrazoline-3-carboxylic acid, expressed as mefenpyr-diethyl



[1.3]	inserting in Schedule 1 –

	Flonicamid

	Flonicamid [N -(cyanomethyl)-4-(trifluoromethyl)-3-pyridinecarboxamide] and its metabolites TFNA [4-trifluoromethylnicotinic acid], TFNA-AM [4-trifluoromethylnicotinamide] TFNG [N -(4-trifluoromethylnicotinoyl)glycine]

	Stone fruits
	0.6

	
	

	Fosetyl

	Fosetyl

	Apple
	1

	Avocado
	5

	Brassica (cole or cabbage) vegetables, Head cabbages, Flowerhead brassicas
	T0.1

	Durian
	T5

	Fruiting vegetables, other than cucurbits
	T0.02

	Leafy vegetables
	T0.2

	Peach
	1

	Pineapple
	5

	
	

	Ipconazole

	Ipconazole

	Cereal grains
	*0.01

	Edible offal (mammalian)
	*0.01

	Eggs
	*0.01

	Meat (mammalian)
	*0.01

	Milks
	*0.01

	Poultry, edible offal of
	*0.01

	Poultry Meat
	*0.01

	
	

	Propamocarb

	Propamocarb (base)

	Brassica (cole or cabbage) vegetables, Head cabbages, Flowerhead brassicas
	T0.1

	Fruiting vegetables, other than cucurbits
	T0.3

	Leafy vegetables
	T20

	
	



[1.4]	omitting from Schedule 1 the foods and associated MRLs for each of the following chemicals –

	Boscalid

	Commodities of plant origin:  Boscalid
Commodities of animal origin:  Sum of boscalid, 2-chloro-N-(4’-chloro-5-hydroxybiphenyl-2-yl) nicotinamide and the glucuronide conjugate of 2-chloro-N-(4’-chloro-5-hydroxybiphenyl-2-yl) nicotinamide, expressed as boscalid equivalents

	Apple
	2

	
	

	Dithiocarbamates

	Total dithiocarbamates, determined as carbon disulphide evolved during acid digestion and expressed as milligrams of carbon disulphide per kilogram of food

	Beans (dry)
	0.5

	
	

	Fludioxonil

	Commodities of animal origin:  Sum of fludioxonil and oxidisable metabolites, expressed as fludioxonil
Commodities of plant origin:  Fludioxonil

	Stone fruits
	5

	
	

	Phosphorous acid

	Phosphorous acid

	Tomato
	T100

	
	

	Pyraclostrobin

	Commodities of plant origin:  Pyraclostrobin
Commodities of animal origin:  Sum of pyraclostrobin and metabolites hydrolysed to 1-(4-chloro-phenyl)-1H-pyrazol-3-ol, expressed as pyraclostrobin

	Apple
	1

	
	

	Tebuconazole

	Tebuconazole

	Bulb vegetables
	*0.01

	
	



[1.5]	inserting in alphabetical order in Schedule 1, the foods and associated MRLs for each of the following chemicals –

	Abamectin

	Sum of avermectin B1a, avermectin B1b and (Z)-8,9 avermectin B1a, and (Z)-8,9 avermectin B1b

	Papaya (pawpaw)
	T0.1

	
	

	Boscalid

	Commodities of plant origin:  Boscalid
Commodities of animal origin:  Sum of boscalid, 2-chloro-N-(4’-chloro-5-hydroxybiphenyl-2-yl) nicotinamide and the glucuronide conjugate of 2-chloro-N-(4’-chloro-5-hydroxybiphenyl-2-yl) nicotinamide, expressed as boscalid equivalents

	Pome fruits
	2

	
	

	Etoxazole

	Etoxazole

	Banana
	T0.05

	
	

	Fenvalerate

	Fenvalerate, sum of isomers

	Dried grapes
	0.5

	
	

	Flubendiamide

	Commodities of plant origin: Flubendiamide
Commodities of animal origin: Sum of flubendiamide and 3-iodo-N-(2-methyl-4-[1,2,2,2-tetrafluoro-1-(trifluoromethyl)ethyl]phenyl)phthalimide, expressed as flubendiamide

	Potato
	T*0.02

	
	

	Fludioxonil

	Commodities of animal origin:  Sum of fludioxonil and oxidisable metabolites, expressed as fludioxonil
Commodities of plant origin:  Fludioxonil

	Apricot
	10

	Citrus fruits
	10

	Kiwifruit
	15

	Peach
	10

	Pome fruits
	5

	Stone fruits [except apricot and peach]
	5

	
	

	Iodosulfuron methyl

	Iodosulfuron methyl

	Barley
	*0.01

	
	

	Oxyfluorfen

	Oxyfluorfen

	Olives
	0.05

	
	

	Phosphorous acid

	Phosphorous acid

	Brassica (cole or cabbage) vegetables, Head cabbages, Flowerhead brassicas [except flowerhead brassicas]
	T1

	Fruiting vegetables, other than cucurbits
	T100

	
	

	Pyraclostrobin

	Commodities of plant origin:  Pyraclostrobin
Commodities of animal origin:  Sum of pyraclostrobin and metabolites hydrolysed to 1-(4-chloro-phenyl)-1H-pyrazol-3-ol, expressed as pyraclostrobin

	Fruiting vegetables, other than cucurbits
	0.3

	Mango
	0.1

	Pome fruits
	1

	Poppy seed
	*0.05

	
	

	Tebuconazole

	Tebuconazole

	Bulb vegetables [except garlic]
	*0.01

	Garlic
	T0.2

	
	

	Triflumizole

	Sum of triflumizole and (E)-4-chloro-a,a,a-trifluoro- N-(1-amino-2-propoxyethylidene)-o-toluidine, expressed as triflumizole

	Cherries
	1.5

	
	

	Uniconazole-p

	Sum of uniconazole-p and its Z-isomer expressed as uniconazole-p

	Custard apple
	T1

	
	



[1.6]	omitting from Schedule 1, under the entries for the following chemicals, the Maximum Residue Limit for the food, substituting –

	Dithiocarbamates

	Total dithiocarbamates, determined as carbon disulphide evolved during acid digestion and expressed as milligrams of carbon disulphide per kilogram of food

	Mango
	5

	
	

	Fenvalerate

	Fenvalerate, sum of isomers

	Grapes
	0.1

	
	

	Pyraclostrobin

	Commodities of plant origin:  Pyraclostrobin
Commodities of animal origin:  Sum of pyraclostrobin and metabolites hydrolysed to 1-(4-chloro-phenyl)-1H-pyrazol-3-ol, expressed as pyraclostrobin

	Edible offal (mammalian)
	0.1

	
	

	Spirotetramat

	Sum of spirotetramat, and cis-3-(2,5-dimethylphenyl)-4-hydroxy-8-methoxy-1-azaspiro[4.5]dec-3-en-2-one, expressed as spirotetramat

	Cotton seed
	0.7

	
	





[bookmark: _Toc285800768]Attachment 2

[bookmark: _Toc285800769]Summary of approved MRLs and technical amendments in Proposal M1007

INTERPRETIVE GUIDE TO THE SUMMARY TABLE OF MRLS

The following is an example of an entry and the MRL is not being considered in this Proposal. Further information on calculating dietary exposure is provided at Supporting Document 1.

Data from the 19th and 20th ATDS are provided when available because they provide an indication of the typical exposure to chemicals in table ready foods. The ATDS results are more realistic because analysed concentrations of the chemical in foods as consumed are used. The National Estimated Daily Intake (NEDI) and National Estimated Short Term Intake (NESTI) calculations are theoretical calculations that protectively overestimate exposure. Small variations may be noted in the exposure assessment between different ATDSs. These variations are minor and are typically due to the different range of foods in the individual studies.

Chemical name					The NEDI is an assessment of the chronic
exposure which is compared to the
acceptable daily intake (ADI).

Information about the chemical is provided so 
the community can see what it is and why 
residues may occur in food.

	Chlorpyrifos
Chlorpyrifos is a broad spectrum non-systemic insecticide with contact, stomach, and respiratory action. It is a cholinesterase inhibitor. It is used to control a broad range of insect pests in many crops.

The APVMA has approved an extension of its use to control certain pests in coffee crops.
	
NEDI = 93% of the ADI

Mean estimated daily dietary exposure based on mean analytical results:

20th ATDS: <1% of the ADI for all population groups assessed

19th ATDS: 3% of the ADI for toddlers 2 years and <1% of ADI for other population groups assessed

NESTI as % of the ARfD

	
	2-6 years
	2+ years

	Coffee beans
	Insert
	T*0.5
	8
	<1




Food/s for which the						The NESTI is an assessment of the proposed MRL is to apply.					acute exposure which is compared 
to the acute reference dose (ARfD).
How the MRL is
to be varied.					The ‘*’ means that the MRL is at the limit of
							quantification and detectable residues
							should not occur in the food.
The ‘T’ means the MRL is
temporary and under review.

SUMMARY OF MRLS UNDER CONSIDERATION IN PROPOSAL M1007
APVMA MRLS – APRIL – JUNE 2010 AND OTHER REQUESTS

	Requested MRLs expressed in milligrams of the chemical per kilogram of the food (mg/kg)
	Dietary Exposure Assessment

	Abamectin
Abamectin is an insecticide and acaricide with contact and stomach action. It inhibits stimulation of neurons by binding to gamma-aminobutyric acid regulated chloride channels and allowing free passage of chloride ions into the neuron. It is used to control mites on cotton and various fruits and vegetables.

The APVMA has issued a permit for its use to control two-spotted mite or spider mite on pawpaw.

	
NEDI: 90% of the ADI






NESTI as % of the ARfD

	
	2-6 years
	2+ years

	Papaya (pawpaw)
	Insert
	T0.1
	71
	
	20

	Boscalid
Boscalid is a fungicide. It inhibits spore germination, germ tube elongation, mycelial growth and sporulation by inhibition of succinate ubiquinone reductase (complex II) in the mitochondrial electron transport chain. It is used to control powdery mildew on a range of fruit and vegetables in Australia and internationally.

The APVMA has evaluated further residue data for boscalid and pyraclostrobin on pears and approved an extension of use for each chemical. The APVMA has recommended group MRLs for pome fruits for both chemicals.

	
NEDI: 18% of the ADI








NESTI as % of the ARfD

	
	2-6 years
	2+ years

	Apple
Pome fruits
	Omit
Insert
	2
2
	2
<1
	Apple
Pear
	<1
<1

	Etoxazole
Etoxazole is a contact acaricide. It appears to inhibit the moulting process of mites and aphids. It is used to control mites and aphids in fruits and vegetables.

The APVMA has issued a permit for its use to control pests in banana.

	
NEDI: 2% of the ADI




NESTI as % of the ARfD

	
	2-6 years
	2+ years

	Banana
	Insert
	T0.05
	<1
	
	<1

	Esfenvalerate
Esfenvalerate is a potent broad range insecticide with contact and stomach action. It is a voltage dependent sodium channel agonist and acts on the nervous system of insects. It is especially effective against Coleoptera, Diptera, Hemiptera, Lepidoptera and Orthoptera, including strains resistant to organochlorine, organophosphorous, and carbamate insecticides, on cotton, fruit, vegetables and other crops.

The APVMA has approved the use of esfenvalerate to control garden weevil on grapevines, and recommend an increase of the current MRL for grapes based on trial data submitted. Concentration of the residue in dried products is likely, and therefore a higher MRL is proposed for dried grapes. 

Note: Esfenvalerate MRLs are listed under fenvalerate.

	
NEDI: 32% of the ADI

Mean estimated daily dietary exposure based on mean analytical results:

20th ATDS: not detected in any foods sampled

19th ATDS: <1% of the ADI for all population groups assessed



NESTI as % of the ARfD

	
	2-6 years
	2+ years

	Dried grapes
Grapes
	Insert
Omit
Substitute
	0.5
*0.05
0.1
	2

7
	
	1

3

	
Flonicamid
Flonicamid is an insecticide. It has systemic and translaminar activity and gives long term control. It inhibits feeding. It is used to control sucking insect pests in fruit, cereals and vegetables internationally.

The NHC requested that FSANZ include an MRL in the Code harmonised with the United States MRL for flonicamid residues in cherries. Residues may occur in cherries imported from the United States. The MRL may minimise potential trade disruption and extend consumer choice.

The US MRL permits residues of flonicamid in stone fruits, which includes cherries. No concerns were raised from FSANZ’s dietary exposure assessment. Therefore although the NHC request relates to cherries only, for the purposes of harmonisation with the US MRL, the recommended MRL is for stone fruits.

New entry

Insert chemical name:

Flonicamid

Insert residue definition:

Flonicamid [N -(cyanomethyl)-4-(trifluoromethyl)-3-pyridinecarboxamide] and its metabolites TFNA [4-trifluoromethylnicotinic acid], TFNA-AM [4-trifluoromethylnicotinamide] TFNG [N -(4-trifluoromethylnicotinoyl)glycine]

	
NEDI: <1% of the ADI

	
	

	Stone fruits
	Insert
	0.6
	

	Flubendiamide
Flubendiamide is an insecticide. It has larvicidal activity, when orally ingested it results in rapid cessation of feeding. It is a ryanodine receptor agonist. It is used to control insect pests in various vegetables, including potato moth on potatoes.

The APVMA has issued a permit for its use to control potato moth on potato. The recommended MRL is at the limit of analytical quantification (LOQ).

	
NEDI: 46% of the ADI

	Potato
	Insert
	T*0.02
	

	Fludioxonil
Fludioxonil is a non-systemic fungicide with long residual activity. It inhibits mainly the germination of conidia and, to a lesser extent, the germ tube and mycelial growth. It inhibits kinase in osmotic signal transduction. It is used as a post-harvest fruit treatment on citrus, pome, stone and kiwi fruit to control various storage moulds.

The APVMA has approved an extension of use of fludioxonil as a post-harvest treatment for citrus fruit, pome fruit, stone fruit, and kiwifruit and issued a permit for its use on mangoes.

APVMA issued a permit for the use of fludioxonil on mangoes in July 2010 and set a temporary MRL of 3 mg/kg. The Australian Mango Industry Association (AMIA) has requested the inclusion of this MRL in Proposal M1007. The use of a post harvest fungicide in mangoes is very important to the industry and is critical to ensure mango quality is not compromised by diseases such as anthracnose and stem end rot. In research trials fludioxonil has demonstrated high levels of efficacy against these diseases. Many mango growers are aiming to commence harvesting earlier each year. Australian mangoes are now reaching the market as early as June/July each year. AMIA therefore requested that FSANZ include in M1007 the MRL of T3 mg/kg set by the APVMA, so that the MRL will be established prior to the 2011/12 season. 

	
NEDI: 30% of the ADI

	Apricot
Citrus fruits
Kiwifruit
Mango
Peach
Pome fruits
Stone fruits
Stone fruits [except apricot and peach]
	Insert
Insert
Insert
Insert
Insert
Insert
Omit
Insert
	10
10
15
T3
10
5
5
5

	

	Fosetyl aluminium
Fosetyl aluminium is a systemic fungicide, which acts by inhibiting germination of spores and by blocking the development of mycelium and sporulation. It is used as a fungicide on a variety of crops.

Fosetyl aluminium and fosetyl (sodium salt) are both salts of fosetyl. The formulation which may be used under a new permit contains fosetyl as the sodium salt rather than the currently registered aluminium salt. The APVMA has recommended listing both the established MRLs and the requested MRLs under the more general ‘fosetyl’. The residue definition for both salts is fosetyl. Please see fosetyl (sodium salt).

Complete chemical deletion

Omit residue definition:

Fosetyl

	
Dietary exposure assessment not required.

	Apple
Avocado
Durian
Peach
Pineapple
	Omit
Omit
Omit
Omit
Omit
	1
5
T5
1
5
	

	Fosetyl (sodium salt)
Fosetyl (sodium salt) is a systemic fungicide, which acts by inhibiting germination of spores and by blocking the development of mycelium and sporulation. It is used as a fungicide on a variety of crops.

The APVMA has issued a permit for its use to control fungal diseases in brassica vegetables, tomatoes, capsicum and lettuce. As phosphorous acid is a metabolite of fosetyl, the APVMA has also recommended changes to phosphorous acid MRLs.

Note: Fosetyl (sodium salt) MRLs are to be listed under fosetyl. The new fosetyl entry will include both the sodium and previously permitted aluminium salts, which have the same residue definition, ie fosetyl.

New entry

Insert chemical name:

Fosetyl

Insert residue definition:

Fosetyl

	
NEDI: <1% of the ADI

	Apple
Avocado
Brassica (cole or cabbage) vegetables, Head cabbages, Flowerhead brassicas
Durian
Fruiting vegetables, other than cucurbits
Leafy vegetables
Peach
Pineapple
	Insert
Insert
Insert


Insert
Insert

Insert
Insert
Insert
	1
5
T0.1


T5
T0.02

T0.2
1
5
	

	Iodosulfuron methyl
Iodosulfuron methyl is a selective sulfonylurea herbicide which acts by inhibiting biosynthesis of the essential amino acids valine and isoleucine, consequently stopping cell division and plant growth. Selectivity to cereals is due to differential degradation, compared with that in grass weeds, which is enhanced by addition of the safener mefenpyr-diethyl. It is used for the post-emergence control of grass and broad leaf weeds.

The APVMA has approved an extension of use for iodosulfuron methyl on barley for the control of grass weeds (annual ryegrass, wild oats, annual phalaris and paradoxa grass). Residues are not expected in any processed fractions or products.

The recommended MRL for barley is at the LOQ.

	
NEDI: <1% of the ADI

	Barley
	Insert
	*0.01
	

	Ipconazole
Ipconazole is a systemic fungicide which is an inhibitor of ergosterol biosynthesis. It is used to control various smut diseases in wheat, barley and oats. 

The APVMA has approved its use as a seed treatment in wheat, barley and oats. No quantifiable residues are expected in cereal grain and straw/dry fodder at harvest or in green forage after a grazing withholding period of six weeks. Dietary consumption of these commodities is also unlikely to result in detectable residues in animal tissues, milk and eggs. The recommended MRLs are therefore at the LOQ.

New entry

Insert chemical name:

Ipconazole

Insert residue definition:

Ipconazole

	
NEDI: 1% of the ADI

	Cereal grains
Edible offal (mammalian)
Eggs
Meat (mammalian)
Milks
Poultry, edible offal of
Poultry meat
	Insert
Insert
Insert
Insert
Insert
Insert
Insert
	*0.01
*0.01
*0.01
*0.01
*0.01
*0.01
*0.01
	

	Mefenpyr-diethyl
Mefenpyr-diethyl is a crop safener which enhances metabolism of various herbicides in cereal crop plants, but not in weeds. It is used on cereals in conjunction with various herbicides.

The APVMA has evaluated new metabolism data and analytical methodology and recommended an amendment to the residue definition:

Omit: Mefenpyr-diethyl

Substitute: Commodities of plant origin: Sum of mefenpyr-diethyl and metabolites hydrolysed to 1-(2,4-dichlorophenyl)-5-methyl-2-pyrazoline-3,5-dicarboxylic acid, and 1-(2,4-dichlorophenyl)-5-methyl-pyrazole-3-carboxylic acid, expressed as mefenpyr-diethyl.
Commodities of animal origin: Sum of mefenpyr-diethyl and 1-(2,4-dichlorophenyl)-5-ethoxycarbonyl-5-methyl-2-pyrazoline-3-carboxylic acid, expressed as mefenpyr-diethyl.
	
Dietary exposure assessment not required.

	Metiram
Metiram is a non-systemic foliar fungicide with protective action. It is a non-specific thiol reagent, and inhibits respiration. It is used to control a wide range of diseases on many crops.

The APVMA has evaluated further residue data for a representative dithiocarbamate fungicide on mangoes and recommended the MRL variations below.

Deletion of the dithiocarbamates MRL for beans (dry) is requested as there is an MRL of 0.5 mg/kg for pulses.

Note: Metiram MRLs are listed under dithiocarbamates.

	
NEDI: 23% of the ADI

	Beans (dry)
Mango

	Omit
Omit
Substitute
	0.5
1
5
	

	Oxyfluorfen
Oxyfluorfen is a selective contact herbicide. It is absorbed more readily by the foliage (and especially the shoots) than by the roots, with very little translocation. It is used to control annual broad leaf weeds and grasses in a variety of tropical and subtropical crops, by pre- or post-emergence application.

Oxyfluorfen is currently registered for use in selective weed control of broad leaf weeds and some grasses in olive groves and orchards. The APVMA has recommended an MRL of 0.05 mg/kg for residues in olives, consistent with MRLs established for other tree crops with similar use patterns.

The Food and Beverage Importers Association requested an MRL of 1 mg/kg, harmonized with the European Union limit for oxyfluorfen residues in olives and olive oil. Resides may occur in imported food. The MRL may minimize potential trade disruption and extend consumer choice.

	
NEDI: 2% of the ADI

Mean estimated daily dietary exposure based on mean analytical results:

20th ATDS: not detected in any foods sampled


	Olives
	Insert
	1
	

	Phosphorous acid
Phosphorous acid is a systemic fungicide. It creates an immune response in the host plant and some direct antifungal activity. It is also a metabolite of fosetyl. It is used to control fungal diseases on fruits and vegetables. 

The APVMA has recommended variations to phosphorous acid MRLs. Residues may occur following use of fosetyl under the permit issued to control fungal diseases in brassica vegetables, tomatoes, capsicum and lettuce. This use is also discussed above under fosetyl.

Note: The phosphorous acid MRL for tomato is being consulted on in MRL Proposal M1006. 

	
NEDI: 8% of the ADI

	Brassica (cole or cabbage) vegetables, Head cabbages, Flowerhead brassicas [except flowerhead brassicas]
Fruiting vegetables, other than cucurbits
Tomato
	Insert



Insert

Omit
	T1



T100

T100
	

	Propamocarb
Propamocarb is a systemic fungicide with protective action. It acts through reduction of mycelial growth and development of sporangia and zoospores. It is used for specific control of phycomycetous diseases in a range of crops and applications.

The APVMA has issued a permit for its use to control fungal diseases in brassica vegetables, tomatoes, capsicum and lettuce.

New entry

Insert chemical name:

Propamocarb

Insert residue definition:

Propamocarb (base)

	
NEDI: 4% of the ADI















NESTI as % of the ARfD

	
	2-6 years
	2+ years

	Brassica (cole or cabbage) vegetables, Head cabbages, Flowerhead brassicas 


Fruiting vegetables, other than cucurbits
Leafy vegetables
	Insert




Insert

Insert
	T0.1




T0.3

T20
	<1
<1
<1

<1
<1
<1
9
9
	Cabbage
Broccoli
Brussels sprouts
Cauliflower
Tomato
Capsicum
Lettuce, head
Lettuce, leaf
	<1
<1
<1

<1
<1
<1
5
5

	Pyraclostrobin
Pyraclostrobin is a fungicide. It inhibits mitochondrial respiration by blocking electron transfer at the cytochrome bc1 complex. It is used to control fungal diseases in fruit and vegetables.

The APVMA has evaluated further residue data for boscalid and pyraclostrobin on pears and approved an extension of use for each chemical. The APVMA has recommended group MRLs for pome fruits for both chemicals. The APVMA also recommends an increased MRL for mammalian edible offal as residues may occur in apple and pear pomace fed to livestock.

The APVMA has also approved an extension of use for pyraclostrobin as a fungicide in poppy seed, mangoes, tomatoes and capsicum. The recommended MRL for poppy seed is at the LOQ.

	
NEDI: 2% of the ADI














NESTI as % of the ARfD 

	
	2-6 years
	2+ years

	Apple
Edible offal (mammalian)

Fruiting vegetables, other than cucurbits



Mango
Pome fruits
Poppy seed
	Omit
Omit
Substitute
Insert




Insert
Insert
Insert
	1
*0.05
0.1
0.3




0.1
1
*0.05
	67


3
2

16
5
2
20
<1
	


Tomato
Peppers, sweet (capsicum)
Eggplant
Peppers, chilli

Pear

	17


1
<1

12
1
<1
6
<1

	Spirotetramat
Spirotetramat is a cyclic ketoenole insecticide. It is a tetramic acid derivative. It inhibits acetyl CoA carboxylase, a key enzyme in fatty acid biosynthesis. It is active against a wide spectrum of sucking insects including aphids, scales, mealybugs, whiteflies, psyllids and certain thrips. 

The APVMA has evaluated residue data in relation to spirotetramat use on cotton. The data are sufficient to remove the temporary status of the MRL.

	NEDI: 5% of the ADI








NESTI as % of the ARfD

	
	2-6 years
	2+ years

	Cotton seed
	Omit
Substitute
	T1
0.7
	
<1
<1
	
Cotton seed
Cotton seed oil
	
<1
<1

	Tebuconazole
Tebuconazole is a non-systemic foliar triazole fungicide. It has protective, curative and eradicant properties. It inhibits steroid demethylation leading to inhibition of ergosterol biosynthesis. It is used to control various fungal diseases in many crops.

The APVMA has issued a permit for its use to control orange rust on garlic. The recommended MRL for bulb vegetables, other than garlic, is at the LOQ.

	
NEDI: 22% of the ADI

Mean estimated daily dietary exposure based on mean analytical results:

20th ATDS: not detected in any foods sampled

	Bulb vegetables
Bulb vegetables [except garlic]
Garlic
	Omit
Insert
Insert
	*0.01
*0.01
T0.2
	

	Triflumizole
Triflumizole is a systemic fungicide with protective and curative action. It inhibits steroid demethylation leading to inhibition of ergosterol biosynthesis. In Australia, it is used to control various fungal diseases in grapes and pome fruit.

The NHC requested that FSANZ consider including an MRL for triflumizole residues in cherries in the Code harmonised with the United States MRL. Residues may occur in cherries imported from the United States. The MRL may minimise potential trade disruption and extend consumer choice.

	
NEDI: 3% of the ADI

	
	

	Cherries
	Insert
	1.5
	

	Uniconazole-p
Uniconazole-p is a plant growth regulator which acts via inhibition of gibberellin biosynthesis. It is used to reduce lodging in rice and to reduce vegetative growth and the need for pruning in trees.

The APVMA has issued a permit for its use as a growth regulator in custard apples.

	
NEDI: 6% of the ADI

	Custard apple
	Insert
	T1
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Submitter
	Comments

	Food Technology Association of Australia
	Support Option 1 - to approve the draft variations, following consideration by its Technical Sub Committee.

	Australian Mango Industry Association
	Request that FSANZ consider establishing an MRL for fludioxonil in mangoes in M1007. Further information provided upon request:

“AMIA requests the inclusion of the proposed MRL for fludioxonil for use in mangoes in the MRL Proposal M1007. APVMA provided a permit for use for fludioxonil in mangoes in July 2010 and provided a temporary MRL of 3 mg/kg.

The use of a post harvest fungicide in mangoes is very important to the industry and is critical to ensure mango quality is not compromised by diseases such as anthracnose and stem end rot. In research trials fludioxonil has demonstrated high levels of efficacy against these diseases. Many mango growers are aiming to commence harvesting earlier each year. Australian mangoes are now reaching the market as early as June/July each year. We request that FSANZ include the proposal to establish an MRL of 3 mg/kg in line with the MRL set by APVMA T3 mg/kg.

By considering our request in the MRL Proposal M1007, an MRL will be established prior to the 2011/12 season.”

	Queensland Government
	Queensland Health is the lead agency in Queensland coordinating policy advice relative to national policy on food regulation. Submission made by Queensland Health in consultation with other relevant Queensland Government agencies on behalf of the Queensland Government supports Option 1 – approve the draft variations. 

Note the dietary exposure assessments indicate that the proposed variations do not present any public health and safety concerns. 

Acknowledge that the proposed variations will benefit stakeholders by maintaining public health and safety while permitting the legal sale of food containing legitimate residues  of agricultural and veterinary chemicals used to control pests and diseases and improve agricultural productivity. 

Also note that the changes will remove inconsistencies between agricultural and food standards and provide certainty and consistency for producers, importers and Australian, State and Territory compliance agencies.

	Food and Beverage Importers Association (FBIA)
	Supports the preferred approach.

Specifically endorses the proposed MRLs for flonicamid in stone fruits and triflumizole cherries. 

This is on the basis that cherries are imported from the United States and the use of these pesticides has been approved in the USA. The proposed MRLs align the limits in the Food Standards Code with the USA maximum residue limits. The FSANZ safety assessment concludes that the proposed variations do not present health or safety concerns. 

In a supplementary submission, FBIA requested that the proposed MRL of 0.05 mg/kg for oxyfluorfen residues in olives be increased to 1 mg/kg, to align with the EU limit for table olives and olive oil.The reasons for this request were: EU countries are the major sources of table olives and olive oil products imported into Australia, with 27,500 tonnes imported in the period 1 October 2009 to 30 September 2010 and necessary to meet local demand; as part of the Imported Food Inspection Scheme pesticide screen, imported olive oils and olives may be tested for this chemical and failures have recently resulted from the detection of oxyflurofen in these tests; and the use of this herbicide in relation to olives has been approved in the EU.

Further reasons given in support of both the proposed MRLs for stone fruits and cherries and the requested MRL for oxyfluorfen were: due recognition should be given to agricultural practices of producing countries and international residue standards so as to provide for legitimate and safe trade; the setting of MRLs for these chemicals in these foods would be in line with the Ministerial Council Policy Guideline on the Regulation of Residues of Agricultural and Veterinary Chemicals in Food, and in particular it would be consistent witht the effective regulation of the registration, permission and use of agricultural and veterinary chemicals, promote a consistent approach to MRLs for both domestic and imported foods, and be consistent with Australia’s obligations under the WTO SPS Agreement.


	Northwest Horticultural Council (NHC)
	Represents United States’ States of Idaho, Oregon and Washington apple, pear and cherry growers on policy, phytosanitary and food safety issues.

Appreciate and thank FSANZ for their efforts in addressing their trade concerns and working with them during MRL harmonization as Australia is a top seven trading partner for Pacific Northwest cherries.

Endorse the proposed harmonized MRL for flonicamid in stone fruits and triflumizole in cherries.

Notes that the NHC previously expressed an interest in several additional pesiticides as FSANZ moves to M1008 assessment, and ask that these pesticides be included in the review process. These pesticides are metconazole and fenpropathrin, both used on cherries.


	Leo Adler
	Stated that maximum residue limits for a number of agricultural and veterinary chemicals is an excellent standard to have in effect, especially with an increasing public concern and awareness of the possible health and environmental risks associated with chemical residues.
Noted concerns that residue limits be kept to an absolute minimum, due to public concerns and demand by retailers especially in Europe for low-residue foods. Also expressed concerns that studies do not show real safety of chemicals on a long term basis, especially given proposed increases in some MRLs; and that studies do not prove non-detrimental effect of the combination of chemicals on human, animal, plant and environmental health. Further concern that the increased limits could add costs to producers if application levels are increased.
Therefore approves of any reduction of residue limits but not of any residue limit increases.
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