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Executive Summary

Application A607 seeks to amend maximum residue limits (MRLS) for certain agricultural
and veterinary chemicalsin Standard 1.4.2 — Maximum Residue Limits of the Australia New
Zealand Food Standards Code (the Code). Notifications from the Australian Pesticides and
Veterinary Medicines Authority (APVMA) received prior to 1 October 2007 are routinely
batched and processed as an Application to update the Code in order to reflect the current
registration status of agricultural and veterinary chemicalsin usein Australia.

Food Standards AustraliaNew Zealand’'s (FSANZ) rolein the regulation of agricultural and
veterinary chemicalsisto 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 current MRLs in the Code. Dietary exposure assessments indicate
that in relation to current reference health standards, setting the MRL s as proposed does not
present any public health and safety concerns.

The Ministerial Policy Guideline on the Regulation of Residues of Agricultural and
Veterinary Chemicalsin Food has been provided to FSANZ. The purpose of this Ministeria
Policy Guideline isto form aframework within which FSANZ isto consider aternative
approaches to address the issues surrounding the regulation of residues of agricultural and
veterinary chemicalsin food. The specific policy principles outlined in the Policy Guideline
apply only to alternative approaches that FSANZ might consider for addressing these issues.
In consultation with stakeholders, FSANZ will be exploring alternative options for regulating
chemical residuesin food.

There are no MRLs for antibiotic residues in this Application.

The draft variations to Standard 1.4.2 at Final Assessment differ from those proposed at
Initial / Draft Assessment for carbofuran in cotton seed and sunflower seed. FSANZ has
recommended increasing carbofuran MRLs from *0.05 mg/kg to 0.1 mg/kg for cotton seed
and sunflower seed. The APVMA requested that FSANZ omit the carbofuran MRLs of

*0.05 mg/kg for cotton seed and sunflower seed from the Code. These MRL s are associated
with furathiocarb use. Residues in food resulting from furathiocarb use are monitored against
the same residue definition as residues resulting from use of carbofuran. The APVMA
advised that currently there are no longer any registered products or current permits for use of
furathiocarb and as such, the MRLs have been deleted from the APYMA MRL Standard. As
there are no current Australian use patterns, the cotton seed and sunflower seed MRLs are not
required to allow for the sale of domestically produced cotton seed and sunflower seed.

The Australian Food and Grocery Council requested that the carbofuran MRL for sunflower
seed be retained in the Code to continue to allow for the importation and sale of legitimately
treated sunflower seed. Further targeted consultation also identified the need for a cotton seed
MRL. The dietary exposure assessment concluded that this raises no health or safety
concerns. Increasing these MRLs would facilitate trade in cotton seed and sunflower seed and
promote consistency between domestic and international standards and potentially benefit
industry and consumers through continued choice and access to cotton seed, sunflower seed,
oils and other derivative products. FSANZ’ s assessment of incorporating these MRLs in the
Code isoutlined in section 10.1 of this Report.



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 chemicalsin food from the system setting joint food standards. Australia and New
Zealand independently and separately develop MRLs for agricultural and veterinary
chemicalsin food.

FSANZ made a Sanitary and Phytosanitary notification to the World Trade Organization
(WTO). No submissions were received from WTO members.

FSANZ decided, pursuant to section 36 of the Food Standards Australia New Zealand Act
1991 (FSANZ Act) (aswasin force prior to 1 July 2007), not to invite public submissionsin
relation to the Application prior to making a Draft Assessment. In making this decision,
FSANZ was satisfied that the Application raised issues of minor significance or complexity
only. FSANZ considered submissions on the Initial / Draft Assessment Report to assist in
making a Final Assessment.

Purpose

The purpose of this Application isto update the Code with current MRLs for agricultural and
veterinary chemicalsin usein Australia. Thiswill permit the sale of treated foods and protect
public health and safety by minimising residues in foods consistent with the effective control
of pests and diseases.

Decision

FSANZ has made an assessment and approves the draft variations to Standard 1.4.2 —
Maximum Residue Limits.

Reasonsfor Decision
FSANZ approves the draft variations to Standard 1.4.2 for the following reasons:

. MRL s serve to protect public health and safety by minimising residuesin food
consistent with the effective control of pests and diseases.

. Dietary exposure assessments indicate that setting the MRL s as proposed does 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 proposed variations will benefit stakeholders by maintaining public health and
safety while permitting the legal sale of food treated with agricultural and veterinary
chemicals 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 commaodities as outlined in this Application.




The Office of Chemical Safety (OCS) 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 aregulation impact assessment and concluded that the
proposed draft variations are necessary, cost-effective and beneficial.

The proposed draft variations would remove discrepancies between agricultural and
food standards and provide certainty and consistency for producers, importers and
Australian, State and Territory enforcement agencies.

The recommended carbofuran MRLs for cotton seed and sunflower seed are
appropriate because they would facilitate trade in these commodities and derivative
products and promote consistency between domestic and international standards.

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

Consultation

FSANZ has now completed the assessment of Application A607 and held a single round of

public consultation under section 36 of the FSANZ Act (aswasin force prior to 1 July 2007).
The Board has approved the draft 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 FSANZ review the draft 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 Australian State and Territory

food law.
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INTRODUCTION

Notifications were received from the Australian Pesticides and V eterinary Medicines
Authority (APVMA) on 15 May and 7 June 2007 seeking to vary the Australia New Zealand
Food Sandards Code (the Code). The proposed variations to Standard 1.4.2 — Maximum
Residue Limits align maximum residue limits (MRL ) in the Code for non-antibiotic
agricultural and veterinary chemicals with the MRLsin the APVMA MRL Standard.

Food Standards AustraliaNew Zealand’'s (FSANZ) role in the regulation of agricultural and
veterinary chemicalsisto 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 current MRLs in the Code.

FSANZ will not agree to adopt MRLs into the Code where dietary exposure to residues of a
chemical presents arisk to public health and safety. In assessing thisrisk, FSANZ reviews
dietary exposure assessments in accordance with internationally accepted practices and
procedures.

The MRL isthe highest concentration of achemical residue that is legally permitted or
accepted in afood. The MRL does not indicate the amount of chemical that is always present
in atreated food but it does indicate the highest residue that could possibly result from the
registered conditions of use. The concentration is expressed in milligrams of the chemical per
kilogram (mg/kg) of the food.

MRLs in the Code apply in relation to the sale of food under State and Territory food
legislation and the inspection of imported foods by the Australian Quarantine and Inspection
Service. MRLs assist in indicating whether an agricultural or veterinary chemical product has
been used according to itsregistered use and if the MRL is exceeded then this indicates a
likely misuse of the chemical product. MRLs are also used as standards for international trade
in food. In addition, MRLs, while not direct public health limits, act to protect public health
and safety by minimising residues in food consistent with the effective control of pests and
diseases.

Some of the proposed MRLs in this Application are at the limit of quantification (LOQ) and
areindicated by an * in front of the MRL. The LOQ is the lowest concentration of an
agricultural or veterinary chemical residue that can be identified and quantitatively measured
in a specified food, agricultural commodity or animal feed with an acceptable degree of
certainty by aregulatory method of analysis. MRL s at the LOQ mean that no detectable
residues of the relevant chemical should occur. FSANZ incorporates MRLs at the LOQ in the
Codeto assist in identifying a practical benchmark for enforcement and to allow for future
developments in methods of analysisthat could lead to alowering of this limit.

Some of the proposed MRLs in this Application are temporary and areindicated by a“T’ in
front of the MRL. These MRLs may include uses associated with:

. the APVMA minor use program;
. off-label permits for minor and emergency uses; or

. trial permits for research.



FSANZ does not issue permits or grant permission for the temporary use of agricultural and
veterinary chemicals. Further information on permits for the use of agricultural and veterinary
chemicals can be found on the APVMA website at www.apvma.gov.au or by contacting the
APVMA on +61 2 6210 4700.

1. Background
11 Current Standard

The APVMA has approved the use of the agricultural and veterinary chemical products
associated with the MRLs in this Application, and made amendments to the MRL Standard
accordingly. Consequently there are discrepancies between the potential residues associated
with the use of the relevant agricultural and/or veterinary chemicals and the MRLsin
Standard 1.4.2.

1.2 Use of Agricultural and Veterinary Chemicals

In Australia, the APVMA is responsible for assessing and registering agricultural and
veterinary chemical products, and regulating them up to the point of sale. Following the sale
of such products, the use of the chemicalsis regulated by State and Territory ‘ control of

use' legidation.

Before registering a product, the APVMA independently evaluates its safety and
performance, making sure that the health and safety of people, animals and the environment
are protected. This evaluation includes a dietary exposure assessment where appropriate.
When a chemical product is registered for use or a permit for use approved, the APVMA
includes MRLsin The MRL Standard.

MRLs assist States and Territoriesin regulating the use of agricultural and veterinary
chemicals.

1.3 Maximum Residue Limit Applications

After registering agricultural or veterinary chemical products or conducting areview based
on scientific evaluations, the APVMA notifies FSANZ to incorporate the MRL variations in
Standard 1.4.2. FSANZ reviews information provided by the APVMA and validates whether
the estimated dietary exposure is within appropriate safety limits. If satisfied that the residues
are within safety limits and subject to adequate resolution of any issues raised during public
consultation, FSANZ will agree to incorporate the proposed MRLs in Standard 1.4.2.

FSANZ notifies the Australia and New Zealand Food Regulation Ministerial Council
(Ministerial Council) when variations to the Code are approved. If the Ministerial Council
does not request areview of the draft variations to Standard 1.4.2, the MRLs are
automatically adopted by reference into the food laws of the Australian States and Territories.

Appropriate toxicology, residue, animal transfer, processing and metabolism studies were
provided to the APVMA in accordance with The Manual of Requirements and Guidelines -
MORAG - for Agricultural and Veterinary Chemicals 1 July 2005 to support the MRLs for
the commodities as outlined in this Application.



Reports for individual chemicals are available on request from the relevant Project
Coordinator at FSANZ on +61 2 6271 2222.

14 Summary of Proposed Variationsto Standard 1.4.2
Amendments under consideration in Application A607:

. adding temporary MRLs including some at the LOQ for certain foods for abamectin,
azoxystrobin, beta-cyfluthrin, fenitrothion, fipronil, nitroxynil and prometryn;

. adding MRLsfor certain foods including some at the LOQ for bifenthrin, carbofuran,
diazinon, dimethomorph, diuron, emamectin, florasulam, fluguinconazole, and
tebufenpyrad,

. increasing MRLs for certain foods for carbofuran, chlorpyrifos, methomyl and
pyrimethanil;

. deleting MRLs for certain foods for boscalid and carbofuran; and

. decreasing MRLs for certain foods including some to the LOQ for diazinon and
permethrin.

The draft variations to the Code are at Attachment 1 and the requested MRLSs, dietary
exposure estimates and other proposed variations are outlined in Attachment 2.

In considering the issues associated with MRLs it should be noted that MRLs and variations
to MRLs in the Code do not permit or prohibit the use of agricultural and veterinary
chemicals. Other Australian Government, State and Territory legislation regulates use and
control of agricultural and veterinary chemicals.

15 Antibiotic MRLs

There are no MRLs for antibiotic' residues in this Application.

1.6 Australiaand New Zealand Joint Food Standards

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 chemicalsin food from the system setting joint food standards. Australia and New
Zealand independently and separately develop MRLs for agricultural and veterinary

chemicalsin food.

The Trans Tasman Mutual Recognition Arrangement (TTMRA) between Australiaand New
Zealand commenced on 1 May 1998. The following provisions apply under the TTMRA.

. Food produced or imported into Australia that complies with Standard 1.4.2 of the
Code can be legally sold in New Zealand.

! An antibiotic is a substance that inhibits or inactivates the growth of microorganisms such as bacteria.



. Food produced or imported into New Zealand that complies with the New Zealand
(Maximum Residue Limits of Agricultural Compounds) Food Standards 2008 (and
amendments) can be legally sold in Australia.

New Zealand MRL s are discussed further in section 10.6 of this Report.

2. Thelssue/ Problem

Including MRLs in the Code has the effect of allowing legally treated produce to be sold
legally where any residues do not exceed MRLs. Changes to Australian MRL s reflect the
changing patterns of agricultural and veterinary chemicals available to farmers. These

changes include the devel opment of new products or crop uses, granting or expiry of
temporary permissions and the withdrawal of older products following review.

3. Objectives

In assessing this Application, FSANZ aims to ensure that approving the proposed draft
variations does not present public health and safety concerns and that the sale of legally
treated food is permitted. The APVMA has already established MRLs under its legislation,
and now seeks to have the relevant amendments made in the Code.

Subsection 18(1) of the Food Standards Australia New Zealand Act 1991 (FSANZ Act)
provides that the objectives (in descending priority order) of FSANZ in developing or
reviewing food regulatory measures and variations of food regulatory measures are:

. the protection of public health and safety;

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

. the prevention of misleading or deceptive conduct.
Subsection 18(2) provides that FSANZ must aso 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.



The Ministerial Council has endorsed a Policy Guideline on the Regulation of Residues of
Agricultural and Veterinary Chemicalsin Food?, which has now been provided to FSANZ. In
consultation with stakeholders, FSANZ will explore aternative options for regulating
chemical residuesin food. To ensure appropriate consultation, this process will take some
time to complete.

For the reasons set out in this report, the proposed draft variations to Standard 1.4.2 are
consistent with the FSANZ Act section 18 objectives of food regulatory measures, including
the Ministerial Policy Guideline on the Regulation of Residues of Agricultural and Veterinary
Chemicalsin Food.

4, Assessment Approach

FSANZ's primary role in devel oping food regulatory measures for agricultural and veterinary
chemicalsisto ensure that the potential residues in treated food do not present public health
and safety concerns.

Before an agricultural or veterinary chemical isregistered, the Agricultural and Veterinary
Chemicals Code Act 1994 (Ag Vet Code Act) requires the APVMA to be satisfied that there
will not be any appreciable risk to the consumer, to the person handling, applying or
administering the chemical, to the environment, to the target crop or animal or to trade in an
agricultural commodity.

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 standard. FSANZ will not approve
MRLsfor inclusion in the Code where dietary exposure to the residues of a chemical could
represent arisk to public health and safety. In assessing this risk, FSANZ reviews dietary
exposure assessments conducted by the APVMA in accordance with internationally accepted
practices and procedures.

The steps undertaken in conducting a dietary exposure assessment are:

. determination of the residues of achemical in atreated food; and

. calculating the dietary exposure to a chemical from relevant foods, using food
consumption data from national nutrition surveys and comparing this to the acceptable
reference health standard.

At the risk characterisation step, the estimated dietary exposure to achemical is compared to

the relevant reference health standard/s for that chemical in food (i.e. the acceptable daily
intake (ADI) and/or the acute reference dose (ARfD)).

2

http://www.health.gov.au/internet/wcms/publishing.nsf/Content/2087CDEA EE7C703CCA 256F190003A F4B/$
File/pol-g-line-reg-res.pdf accessed 13 March 2008.



RISK ASSESSMENT

5. Safety Assessment
51 Determination of the Residues of a Chemical in a Treated Food

The APVMA assesses arange of data when considering the proposed use of a chemical
product on afood. These data enable the APVMA to determine what the likely residues of a
chemical will be on atreated food. These data also enable the APVMA to determine what the
maximum residues will be on atreated food if the chemical product is used as proposed and
from this, the APVMA determines an MRL.

The MRL isthe maximum level of achemical that may be in afood and it is not the level that
isusually present in atreated food. However, incorporating the MRL into food legislation
means that the residues of a chemical are minimised (i.e. must not exceed the MRL),
irrespective of whether the dietary exposure assessment indicates that higher residues would
not represent arisk to public health and safety.

52 Determining the Acceptable Reference Health Standard for a Chemical in Food

The Office of Chemical Safety (OCS) assesses the toxicology of agricultural and veterinary
chemicals and establishes the ADI and where appropriate, the ARfD for achemical. In the
case that an Australian ADI or ARfD has not been established, a Joint Food and Agriculture
Organization / World Health Organization Meeting on Pesticide Residues (JMPR) ADI or
ARFD may be used for risk assessment purposes if the OCS advises thisis appropriate.

Both the APVMA and FSANZ use these reference health standards in dietary exposure
assessments.

The ADI isthe daily intake of an agricultural or veterinary chemical, which, during the
consumer’ s entire lifetime, appears to be without appreciable risk to the health of the
consumer. Thisis on the basis of al the known facts at the time of the evaluation of the
chemical. It is expressed in milligrams of the chemical per kilogram of body weight.

The ARfD of achemical isthe estimate of the amount of a substance in food, expressed on a
body weight basis that can be ingested over a short period of time, usually during one meal or
one day, without appreciable health risk to the consumer, on the basis of al the known facts
at the time of evaluation.

53 Calculating Dietary Exposure

The APVMA and FSANZ undertake chronic dietary exposure assessments for all agricultural
and veterinary chemicals and undertake acute dietary exposure assessments where either the
OCS or IMPR has established an ARfD.

The APVMA and FSANZ have agreed that all dietary exposure assessments for agricultural
and veterinary chemicals undertaken by the APVMA will be based on food consumption data
for raw commodities, derived from individual dietary records from the latest National
Nutrition Survey (NNS).



The Australian Bureau of Statistics with the then Australian Government Department of
Health and Aged Care undertook the latest NNS over a 13-month period (1995 to early
1996). The sample of 13,858 respondents aged 2 years and older was a representative sample
of the Australian population and, as such, a diversity of food consumption patterns was
reported.

5.3.1  Chronic Dietary Exposure Assessment

The Nationa Estimated Daily Intake (NEDI) represents an estimate of chronic dietary
exposure. Chemical residue data, as opposed to the MRL, are the preferred concentration data
to use if they are available, as they provide a more realistic estimate of dietary exposure. The
NEDI calculation may incorporate more specific data including food consumption data for
particular sub-groups of the population. The NEDI calculation may take into account such
factors as the proportion of the crop or commodity treated; residues in edible portions and the
effects of processing and cooking on residue levels;, and may use median residue levels from
supervised trials rather than the MRL to represent pesticide residue levels. Monitoring and
surveillance data or data from total diet studies may also be used, such as the 19" and 20™
Australian Total Diet Surveys (ATDS).

FSANZ is currently undertaking the 23rd ATDS (now the Australian Total Diet Study). The
study will analyse the levels of various agricultural and veterinary chemicalsin food and
estimate the potential dietary exposure of population groupsin Australiato those chemicals.

In conducting chronic dietary exposure assessments, the APVMA and FSANZ consider the
residues that could result from the permitted uses of achemical product on foods. Where data
are not available on the specific residues in atreated food then a cautious approach is taken
and the MRL is used. The use of the MRL in dietary exposure estimates may result in
considerable overestimates of exposure because it assumes that the chemical will be used on
all cropsfor which there is aregistered use or an approved permit; treatment occurs at the
maximum application rate; the maximum number of permitted treatments have been applied;
the minimum withholding period applies; and that the entire national crop contains residues
equivalent to the MRL. In agriculture and animal husbandry thisis not the case, but for the
purposes of undertaking arisk assessment, it isimportant to be conservative in the absence of
reliable data to refine the dietary exposure estimates further. In reality, only a portion of a
specific crop is treated with a pesticide; most treated crops contain residues well below the
MRL at harvest; and residues are usually reduced during storage, preparation, commercial
processing and cooking. It isaso unlikely that every food for which an MRL is proposed will
have been treated with the same pesticide over the lifetime of consumers.

Theresidues that are likely to occur in all foods are multiplied by the mean daily
consumption of these foods derived from individual dietary records from the latest NNS for
all survey respondents regardless of whether they consumed the food or not. These
calculations provide information on the level of achemical that is consumed for each food
and take into account the consumption of processed foods e.g. apple pie and bread. For
example, in the case of apple pie, the residues that are likely to occur in the quantity of raw
apple used to make the pie are factored in the calculation. The estimated exposure for each
food is added together to provide the total mean dietary exposure to a chemical from all foods
with MRLs.



The estimated mean dietary exposure is then divided by the average Australian’'s bodyweight
to provide the amount of chemical consumed per day per kg of human bodyweight.

5.3.2  Acute Dietary Exposure Assessment

The Nationa Estimated Short Term Intake (NEST]) is used to estimate acute dietary
exposure. Acute (short term) dietary exposure assessments are undertaken where the OCS has
determined an ARfD for a chemical or advised that a IMPR ARfD is appropriate. Acute
dietary exposures are normally only estimated for raw unprocessed commodities (fruit and
vegetables) but may include consideration of meat, offal, cereal, milk or dairy product
consumption on a case-by-case basis.

The NESTI is calculated in asimilar way to the chronic dietary exposure. Generally, the
residues of achemical in a specific food are multiplied by the 97.5™ percentile food
consumption of that food based on consumers only, a variability factor is applied, if
appropriate the exposure divided by a mean body weight for the population group being
assessed and this result is compared to the ARfD. The exact equations for calculating the
NESTIs differ depending on the type or size of the commaodity. These equations are set and
used internationally. NESTIs are calculated from ARfDs set by the OCS or IMPR,
consumption data from the 1995 NNS and the MRL when the data on the actual residuesin
foods are not available.

5.3.3 Risk Characterisation

The estimated mean chronic dietary exposure is compared to the ADI and the acute dietary
exposure to the ARFD to characterise the risk to the Australian population. FSANZ considers
that the chronic and acute dietary exposure to the residues of a chemical is acceptable where
the best estimates of mean chronic and acute dietary exposure do not exceed the ADI or
ARID respectively.

6. Risk Assessment Summary

The APVMA assesses arange of data when considering the proposed use of a chemical
product on afood commodity. These data enable the APVMA to determine what the likely
residues of achemical will be on atreated food commodity. These data also enable the
APVMA to determine what the maximum residues will be on afood if the chemical product
is used as proposed and from this, the APVMA determines an MRL.

For this Application, the APVMA has assessed toxicology, 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 Application.

The OCS has undertaken atoxicological assessment of the chemical products and has
established relevant ADIs and where appropriate, an ARfD.

FSANZ has reviewed the dietary exposure assessments submitted by the APVMA as part of
this Application and concluded that the residues associated with the MRLs do not present any
public health and safety concerns.



Thisis determined by comparing estimates of dietary exposure to the chemical (calculated
using food consumption data and residue data), with the ADI and in some cases with the
ARID. In addition, the MRL is the maximum level of achemical that may bein afood and it
isnot the level that is usually present in atreated food. However, incorporating the MRL into
food legislation means that the residues of a chemical are minimised (i.e. must not exceed the
MRL), irrespective of whether the dietary exposure assessment indicates that higher residues
would not represent an unacceptable risk to public health and safety.

The additional safety factorsinherent in calculation of the ADI and ARfD mean that thereis

negligible risk to public health and safety when estimated exposures are below these
reference health standards.

RISK MANAGEMENT

7. Options

7.1 Option 1 —no changeto Standard 1.4.2

Option 2 has been arranged into two general sub-optionsfor the purpose of outlining the
implicationsin the benefit cost analysis below.

7.2 Option 2(a) —vary Schedule 1 of Standard 1.4.2 to omit or decrease existing
MRL s as proposed

7.3 Option 2(b) —vary Schedule 1 of Standard 1.4.2 to include new or increase
existing MRL s as proposed

8. Impact Analysis

The impact analysis represents likely impacts based on available information. The impact
analysisis designed to assist in the process of identifying the affected parties, any alternative
options consistent with the objective of the proposed changes, and the potential impacts of
any regulatory or non-regulatory provisions. Information from public submissionsis needed
to make afinal assessment of the proposed changes.

8.1 Affected Parties

The parties affected by proposed MRL amendments include:

. domestic and international consumers;

. growers and producers of domestic and export food commodities;

. importers of agricultural produce and food products; and

. Australian Government, State and Territory agencies involved in monitoring and

regulating the use of agricultural and veterinary chemicalsin food and the potential
resulting residues.
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8.2 Benefit Cost Analysis
821 Option 1-no changeto Sandard 1.4.2

Importers and consumers may benefit if proposed MRL deletions or reductions are not
progressed. Specific MRLs may be retained where the necessity for the MRL to continue to
allow for the importation and sale of safe food isidentified through consultation. Further
information provided at Initial / Draft Assessment to assist in identifying implications for
imported foods is discussed in section 10 of this Report and the requested MRL variations are
outlined in Attachment 2.

This option would result in costs to growers and producers of domestic and export food
commodities as food containing residues consistent with new or increased MRLs could not
legally be sold. Primary producers do not produce food or use chemical productsto comply
with MRLs. They use chemical products to control pests and diseases in accordance with the
prescribed label conditions, and expect that the resulting residues will be acceptable and that
legally treated food can be sold legally. If legal use of chemical products resultsin the
production of food that cannot be sold under food legislation then primary producers will
incur substantial losses. Mg or losses for primary producers would in turn impact negatively
upon rural and regional communities.

This option may potentially result in costs to importers as food containing residues consistent
with new or increased MRLs could not be imported. This option may restrict the opportunity
for importers to source safe produce or foods.

This option would allow discrepancies between agricultural and food legidlation thereby
creating uncertainty, inefficiency and confusion in the enforcement of regulations. This
would impact negatively on all affected parties.

8.2.2 Option 2(a) — vary Schedule 1 of Standard 1.4.2 to omit or decrease existing MRLs
as proposed

This option may contribute to community confidence that regulatory authorities are
maintaining standards to minimise residues in the food supply.

This option may result in costs for importers and consumers as foods containing residues that
exceed the new, lower MRLs could not be legally imported or sold to consumers. 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.
Imported foods, FSANZ consideration of increasing carbofuran MRLs for cotton seed and
sunflower seed in the Code rather than deleting them as consulted on at Initial / Draft
Assessment, and Codex MRL s are addressed in section 10 of this Report.

This option isunlikely to result in any costs for producers as changes in use patterns are made
asrequired, proper use resulting in compliance with proposed MRLs already.

This option isunlikely to result in discernable costs to Australian Government, State and

Territory agencies, although there would need to be an awareness of changes in the standards
for residuesin food.

11



8.2.3 Option 2(b) — vary Schedule 1 of Standard 1.4.2 to include new or increase existing
MRLs as proposed

FSANZ has not identified any health or safety concernsin relation to incorporating the
requested new or increased MRLsin the Code. FSANZ does not consider there to be any
dietary exposure implications associated with the proposed approval. Progressing this option
may contribute to maintaining community confidence in the food supply in relation to
residues of agricultural chemicalsin the food supply.

This option may result in some benefits to consumers in terms of price and availability of
foods if foods with residues consistent with new or increased MRLS can be sold. No
additional costs to consumers have been identified.

This option benefits growers and producers of domestic and export food commaodities in that
food containing residues consistent with new or increased MRLs could be sold.

This option would benefit importersin that food containing residues consistent with new or
increased MRL s could be imported.

This option isunlikely to result in significant costs to Australian Government, State and
Territory agencies athough an awareness of changes in the standards for residuesin food
would be needed and there may be minimal impacts associated with slight changes to residue
monitoring programs.

Achieving further consistency between agricultural and food legislation would minimise
compliance costs to primary producers and assist in efficient enforcement of regulations.

8.3 Comparison of Options

In assessing applications, FSANZ considers the impact of various regulatory (and non-
regulatory) options on all sectors of the community, including consumers, food industries and
governmentsin Australia. For Application A607, there are no options other than a variation
to Standard 1.4.2.

FSANZ recommends approving option 2 —to vary Schedule 1 of Standard 1.4.2 to include
new, increase, omit or decrease some existing MRLSs, subject to a minor variation from those
MRLs proposed at Initial / Draft Assessment. FSANZ has recommended increasing
carbofuran MRLs from *0.05 mg/kg to 0.1 mg/kg for cotton seed and sunflower seed.
FSANZ consulted on omitting carbofuran MRLs of *0.05 mg/kg for these commodities at
Initial / Draft Assessment as requested by the APVMA. This variation does not compromise
public health and safety and is proposed to facilitate importation of cotton seed, sunflower
seed and derivative products. FSANZ assessment of these MRLs is outlined in section 10.1 of
this Report.

Options 2(a) and 2(b) and increasing carbofuran MRLs for cotton seed and sunflower seed
are recommended.

. There are no public health and safety concerns associated with the proposed MRL
variations (this benefit also applies to option 1).
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. 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 and rura and
regional communities in terms of legally permitting the sale of treated food.

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

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

. The increased carbofuran MRLs for cotton seed and sunflower seed are appropriate
because they would facilitate trade in cotton seed, sunflower seed and derivative
products and promote consistency between domestic and international standards.

Option 2(a) may result in compliance costs for importers and industry where there are
decreases or deletions of MRLSs.

Option 1 is an undesirable option. 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. Also, consequent discrepancies
between agricultural and food legidation could have negative impacts on compliance costs
for producers, perception problemsin export markets and undermine the efficient
enforcement of standards for chemical residues.

The benefits of progressing option 2 outweigh any associated costs.

COMMUNICATION AND CONSULTATION STRATEGY

0. Communication

Applications by the APVMA to amend MRLs in the Code do not normally generate public
interest. FSANZ adopts a basic communication strategy, with afocus on alerting the
community that a change to the Code is being contemplated.

FSANZ publishes the details of the Application and subsequent assessment reports on its
website, notifies the community of the period of public consultation through newspaper
advertisements, and issues media rel eases 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 industry
enquiries.

Should the media show an interest in any of the chemicals being assessed, FSANZ or the
APVMA can provide background information and other advice, as required.
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10. Consultation

FSANZ decided, pursuant to section 36 of the FSANZ Act (aswasin force prior to

1 July 2007), to omit inviting public submissions in relation to Application A607 prior to
making a Draft Assessment. However, FSANZ invited written submissions for the purpose of
the Final Assessment under s.17(3)(c) of the FSANZ Act (aswasin force prior to 1 July 2007)
and had regard to submissions received.

FSANZ made its decision because it was satisfied that Application A607 raised issues of
minor significance or complexity only.

Section 63 of the FSANZ Act (aswasin force prior to 1 July 2007) provides that, subject to
the Administrative Appeals Tribunal Act 1975, an application for review of the decision not
to invite public submissions prior to making a Draft Assessment, may be made to the
Administrative Appeals Tribunal.

Public comment was sought on any cost/benefit impacts 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 MRLSs; and any other
affected partiesto this Application.

Submissions were received from the Queensland Government, the NSW Food Authority, the
Australian Food and Grocery Council (AFGC), the Country Women’s Association of New
South Wales (CWA) and the Food Technology Association of Australialnc. (FTAA).

Submissions from the Queensland Government, NSW Food Authority and FTAA support
approving options 2(a) and 2(b) to vary the Code in Schedule 1 of Standard 1.4.2 as proposed
at Initial / Draft Assessment.

10.1  Summarised Submission from the Australian Food and Grocery Council

The AFGC supports option 2(b) and does not support option 2(a) to omit or decrease some
existing MRLs given the potential to adversely affect the food industry and consumers, in
particular with the proposed deletion of the carbofuran MRL for sunflower seed.

The AFGC notes that the dietary exposure assessments indicate that the residues associated
with the proposed MRL s do not represent an unacceptable public health and safety risk and
that there are no MRLs for antibiotic residues in this Application. The AFGC supports the
harmonisation of MRLs permitted under agricultural legislation with those prescribed in the
Code. The AFGC notes that the agricultural and veterinary justification for chemical useisa
matter for the APVMA rather than FSANZ and that the APVMA considers chemical safety
and toxicology and the necessary withholding periods before consumption.

The AFGC notes that furathiocarb is legitimately used on sunflower seed cropsin the United
States and that asisthe case in Australia, some use patterns are no longer current there. The
submission notes that the United States has limitsin its standard for residues in a number of
imported commodities. The AFGC requested that FSANZ consider the option of retaining the
sunflower seed MRL.
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10.1.1 FSANZ Evaluation

FSANZ undertook further targeted consultation with Unilever, Goodman Fielder, the
Australian Oilseeds Federation (AOF) and the Food and Beverage Importers Association
(FBIA). Potential trade issues were identified in relation to the deletion of the carbofuran
MRLs of *0.05 mg/kg for cotton seed and sunflower seed proposed at Initial / Draft
Assessment. The APVMA requested that FSANZ omit the carbofuran MRLSs of *0.05 mg/kg
for cotton seed and sunflower seed from the Code. These MRL s are associated with
furathiocarb use. Asthere are no longer any registered products or current permits for use of
furathiocarb, the relevant MRL s have been deleted from the APVMA MRL Standard.

MRLs for residues resulting from the use of furathiocarb are listed under carbofuran in the
Code and APVMA MRL Standard. Residuesin food resulting from furathiocarb use are
monitored against the same residue definition as residues resulting from use of carbofuran
namely ‘the sum of carbofuran and 3-hydroxycarbofuran, expressed as carbofuran’. Use of
furathiocarb and carbofuran is monitored by determining the residues of carbofuran in food.
For this reason, although the APVMA natification was in relation to MRLs associated with
furathiocarb usein Australia, FSANZ has considered cotton seed and sunflower seed MRLs
in the context of the safety, legitimacy and potential presence of carbofuran residuesin food.

FSANZ liaised with the APVMA in considering carbofuran MRLs for cotton seed and
sunflower seed. Asthere are no current Australian use patterns, the cotton seed and sunflower
seed MRLs are not required to allow for the sale of domestically produced cotton seed or
sunflower seed. Currently there should be no carbofuran residues present in cotton seed or
sunflower seed produced in Australia. Producersin Australia are required to comply with
conditions of use currently approved in Australia. On this basis there should be no
implications for domestic producersiif there are MRLs in the Code for these commodities.

FSANZ is committed to ensuring that the implications of MRL deletions and reductions are
considered. These variations have the potential to restrict the importation of foods and could
potentially result in areduced product range available to consumers, as foods that do not
comply with the Code could not be legally imported or sold. Other than in relation to the
carbofuran MRL for sunflower seed, the AFGC submission did not identify any specific trade
or importation issues in regard to relevant food commodities for which MRL deletions or
reductions are proposed.

Submissions including data demonstrating a requirement for certain MRLs to be retained or
varied may be made under the current process for considering amendments to the Code.
FSANZ considers retaining MRLs proposed for deletion or incorporating MRLs at levels
other than those consulted on at Initial / Draft Assessment where this is necessary to continue
to allow the sale of safe food; and where the MRL s are supported by adequate data or
information demonstrating that the residues associated with these MRLs do not present public
health or safety concerns. Industry provided such information and this has been considered
and assessed.

FSANZ must consider proposed variations to the Code in accordance with the FSANZ Act,
including the objectives of food regulatory measures set out in section 18 of the Act.
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This includes consideration of the dietary exposure to residues associated with the proposed
cotton seed and sunflower seed MRLSs; the legitimacy of the use of chemical products on the
commodities and the relevant MRLs internationally; as well as the likelihood of residues
occurring in food available to the community in Australia.

Where residues do not pose health or safety concerns, MRLs may be varied in line with
international standards to reflect residues that may legitimately occur in imported foods. This
approach ensures openness and transparency in relation to the residues that could reasonably
occur in food and may obviate expending resources on compliance action where there are no
health or safety issues. In considering carbofuran MRLs for cotton seed and sunflower seed,
FSANZ has noted that while not required to allow the sale of domestically produced cotton
seed or sunflower seed, MRLs would facilitate the continued importation and sale of these
legitimately treated commodities from other countries. FSANZ considered international
standards in assessing appropriate MRLs for carbofuran residues that may occur in imported
cotton seed and sunflower seed and food produced from these commodities.

10.1.1.1 Safety of residues

The baseline estimated mean dietary exposure (NEDI) to and carbofuran residues from all
foods based on current MRLs is approximately 37% of the ADI. Based on increasing
carbofuran MRLs from *0.05 mg/kg to 0.1 mg/kg for cotton seed and sunflower seed, the
estimated mean dietary exposure (NEDI) to carbofuran residues from all foods remains at
approximately 37% of the ADI. The potential additional dietary exposure contribution from
cotton seed and sunflower seed is therefore negligible.

FSANZ considers that there are no health or safety concerns associated with increasing
carbofuran MRLsto 0.1 mg/kg for cotton seed and sunflower seed. Thisis on the basis that
the estimated dietary exposure to carbofuran residues from all foods, including residues in
cotton seed and sunflower seed at 0.1 mg/kg, does not exceed the reference health standard.
The APVMA agreed that there are no food safety issues associated with retaining the existing
cotton seed and sunflower seed carbofuran MRLs or increasing the MRLsto 0.1 mg/kg
consistent with Codex carbofuran MRLSs.

10.1.1.2 L egitimacy of residues

The following table lists international carbofuran MRLs for cotton seed and sunflower seed
and includes the MRLs recommended at Final Assessment.

Standard APVMA Codex us Turkey EU MRL FSANZ
MRL MRL Tolerance MRL mg/kg recommended
mg/kg mg/kg mg/kg mg/kg MRL at Final

Chemical Assessment

Commodity mg/kg

Carbofuran

Cotton seed -5 0.1 1 0.1 0.1 0.1

Sunflower -5 0.1 1 0.1 0.1 0.1

seed

SMRLs of *0.05 mg/kg associated with a furathiocarb use pattern were omitted from the APVMA MRL
Standard in May 2007. These MRLs were listed under carbofuran as the residue definition is the same.

" Cotton, undelinted seed (of which no more than 0.2 ppm is carbamates

* Of which not more than 0.5 ppm is carbamates
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There are limitsin United States food standards for carbofuran residues in cotton seed and
sunflower seed associated with the approved use of chemical products there. FSANZ notes
that as stated by the AFGC, the United States has limitsin its standard for residuesin a
number of imported commodities. The European Union standards provide for carbofuran
residues in cotton seed and sunflower seed at the limit of 0.1 mg/kg. In addition, there are
Codex limits of 0.1 mg/kg for carbofuran residues in cotton seed and sunflower seed. Codex
MRLs reflect legitimate use patterns in producing countries. The Australian and Codex
compliance residue definitions for carbofuran are the same. The Turkish Food Codex lists
carbofuran MRLs for cotton seed and sunflower seed of 0.1 mg/kg. Under Canadian
standards a general MRL of 0.1 mg/kg applies for food pesticide residues. Under New
Zealand standards, if afood isimported into New Zealand, it may comply with Codex
standards. New Zealand standards are recognised in Australia for food imported from New
Zealand. Information on New Zealand standards is provided in sections 1.6 and 10.6 of this
Report. On this basis, FSANZ considers that carbofuran MRLs of 0.1 mg/kg for cotton seed
and sunflower seed would be consistent with international standards and the legitimate
presence of carbofuran residues.

10.1.1.3 Likelihood of residues occurring in food

FSANZ incorporates limits for residues of agricultural or veterinary chemicalsin food in the
Code where no safety concerns are identified, the residues are associated with the controlled
use of the chemical or chemicals concerned and where residues may actually be present in
food. This meansthat in order for an MRL to be incorporated in the Code, it must be
established that the residues associated with it could reasonably occur in food. The MRL
represents the maximum level that may be present, not the quantity that is usually present.

Based on information provided by industry, cotton seed, sunflower seed, oils and other
derivative products may be sourced from a number of countries. The AOF advised that recent
difficult seasons, particularly in drought years, have significantly impacted local production
and this has seen expanded imports of grain, oil and meal products for use in the fats and oils
sector. The AOF notes that MRLs play an important role in ensuring that industry can
maintain access to products for its high value and important processing sector.

Although Australia exports large quantities of cotton seed and cotton seed oil, some oil and
rarely seed are imported from the United States. The FBIA provided Australian Bureau of
Statistics sunflower seed import figures for July 2007 to February 2008. During this period
575, 000 kilograms were imported from Argentina; 230, 887 from Canada; 1, 195, 994 from
China; 1, 420 from Thailand; 1, 822 from Turkey; and 94, 006 from the United States.
Sunflower seed isimported in both hulled and unhulled form. Hulled seeds are mainly used
in the bakery and confectionary sectors, but are also used as ingredients in cereal and muedli
products. Unhulled seeds are used in the oil crushing sector. Significant quantities of
sunflower seeds are imported to meet shortfallsin Australian production. Imports have
increased substantially in recent years due to drought conditions. Industry estimates that for
the past two years ninety to ninety-five percent of the sunflower oil was imported and that
most of this was sourced from Argentina. AOF figures for this period show that of the
Australian harvest, most went to the birdseed and horse feed markets. Industry information
indicates that typically only surplus beyond the animal feed market is crushed for oil
extraction. Good crops are expected this season and it is anticipated that as much as twenty to
thirty percent of supply next financial year will be sourced domestically.
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Information provided by industry indicates that Australian produce is preferred, but these
commodities are sourced internationally when local produce is unavailable.

Cotton seed and sunflower seed and derivative products, predominantly oils, are currently
imported into Australia, are widely used in the food industry and could potentially and
legitimately contain carbofuran residues associated with controlled use of carbofuran or
furathiocarb in producer countries. On this basis, FSANZ considers that carbofuran residues
could be reasonably expected to occur in imported cotton seed and sunflower seed and food
produced from these commodities.

10.1.1.4 Summary

The AFGC requested that FSANZ consider retaining the carbofuran MRL of *0.05 mg/kg for
sunflower seed to continue to allow for the importation and sale of legitimately treated
sunflower seed. Targeted consultation identified the need for MRLs for sunflower seed and
cotton seed. FSANZ'’ s assessment concluded that carbofuran MRLs of 0.1 mg/kg are
appropriate for these commodities.

FSANZ' s assessment identified no public health or safety concerns. Deleting the cotton seed
and sunflower seed MRL s from the Code as requested by the APVMA could unnecessarily
restrict trade. Without MRLSs, unless imported from New Zeaand, these commodities could
not be legally sold or imported if carbofuran residues were detected. Not including these
MRLs in the Code could therefore prevent the importation of legitimately treated cotton seed
and sunflower seed which would comply with international standards. Cotton seed and
sunflower seed are currently imported into Australia and could potentially and legitimately
contain carbofuran residues consistent with international standards including Codex MRLSs.

FSANZ considers that increasing carbofuran MRLs from *0.05 mg/kg to 0.1 mg/kg for
cotton seed and sunflower seed would facilitate trade in these commaodities and promote
consistency between domestic and international standards. In addition, this would potentially
benefit industry and consumers through continued choice and access to food produced from
cotton seed and sunflower seed.

10.2  Summarised Submission from the County Women’s Association of NSW

The CWA notesthat in view of concerns regarding antibiotic resistance, the CWA would
only support the Application on the grounds that rigorous independent scientific testing has
already been carried out to prove there are no health or safety concerns.

10.2.1 FSANZ Evaluation

There are no MRLs for residues of antibiotic substances in this Application. The Office of
Chemical Safety (OCS) and the APVMA have reviewed scientific studies including
toxicology, residue, animal transfer, processing and metabolism studiesin relation to the
chemicals for which MRL variations have been proposed through this Application. The OCS
and the APVMA data requirements include stringent criteria concerning rigor and
independence of studies evaluated in their assessments.
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The Office of Chemical Safety has undertaken a toxicological assessment of each chemical
and established reference health standards. These standards are the acceptable daily intake
(ADI) and the acute reference dose (ARID).

The APVMA must be satisfied that there will be no appreciable risk to the consumer, to the
person handling, applying or administering the chemical to the environment, to the target
crop or animal or to trade in an agricultural commodity. To protect public health and safety,
the APVMA independently evaluates the safety and performance of chemicals before
registering products. This evaluation includes a dietary exposure assessment where

appropriate.

In assessing the public health and safety implications of chemical residues in food, FSANZ
considers the dietary exposure from potentially treated foods by comparing exposure to the
relevant health standard. FSANZ will not approve MRLs for inclusion in the Code where
dietary exposure to residues of a chemical could risk public health or safety. The additional
safety factors inherent in the reference health standards mean that there is negligible risk
when estimated exposures are below these standards. The risk assessment methodology is
outlined above in section 5 of this Report and the results of the dietary exposure assessments
expressed as percentages of the reference health standards are summarised in Attachment 2.
FSANZ has reviewed the dietary exposure assessments in this Application and identified no
health or safety concerns.

10.3  Summarised Submission from the NSW Food Authority

The NSW Food Authority (the Authority) supports progression of this Application to Final
Assessment but has suggested that FSANZ adequately investigate the impact of proposed
MRL withdrawals on trade of imported foods. The Authority stated that it would not be an
appropriate use of limited State and Territory resources to pursue aviolation of Standard
1.4.2 due to such withdrawals.

10.3.1 FSANZ Evaluation

Foods containing agricultural or veterinary chemical residues must comply with the
requirements in Standard 1.4.2 of the Code. MRL reductions and deletions have the potential
to restrict the importation of foods as foods containing non-permitted residues could not be
legally imported or sold in Australia. It can be difficult to determine the likely impacts of
MRL reductions and deletions and FSANZ relies on public consultation to determine those
foods which may be implicated by reductions and deletions. FSANZ advertises and publicly
consults on proposed changesto MRLs and lists all amendments on the FSANZ website to
assist industry sectors and other interested parties in identifying any impacts of proposed
deletions or reductions of specific MRLs. FSANZ al so includes details of Codex MRLs in
consultation reports on all applications. This approach ensures openness and transparency in
relation to the residues that could reasonably occur in food.

At Initial / Draft Assessment, FSANZ requested comment as to any possible ramifications of
the proposed MRL s including impacts of any differences from international MRLS.
Comments were received on the proposed deletion of carbofuran MRLs for cotton seed and
sunflower seed; these are discussed above. Following WTO Notification, member nations
raised no specific trade impact issues in regard to the proposed deletions or reductions.

19



On this basis, and taking into account the consideration of cotton seed and sunflower seed
MRLs, it isunlikely that there will be impacts on trade of imported foods as a result of
variations to the Code through this Application. However, if subsequent impacts are
identified then it is possible to make an application to FSANZ to amend the MRLs in the
Code and this application would be considered in accordance with the FSANZ Act.

104  World Trade Organization

As amember of the WTO Australiais 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.

MRLs prescribed in the Code constitute a mandatory requirement applying to all food
products of a particular class whether produced domestically or imported. Food products
exceeding the relevant MRL set out in the Code cannot legally be supplied in Australia.

Application A607 includes requests to vary MRLs in the Code that are addressed in the
international Codex standard. MRLs in the Application also relate to chemicals used in the
production of heavily traded agricultural commodities. This may indirectly have a significant
effect on trade of derivative food products between WTO members.

FSANZ made a Sanitary and Phytosanitary (SPS) notification to the WTO for this
Application in accordance with the WTO Agreement on the Application of SPS Measures as
the primary objective of the measure is to support the regulation of the use of agricultural and
veterinary chemical products to protect human, animal and plant health and the environment.
No WTO member made a submission on this Application.

105 Codex Alimentarius Commission MRLs

Codex standards are used as the relevant international standard or basis as to whether a new
or changed standard requires aWTO notification. The following table lists MRLSs proposed in
Application A607 where there is a corresponding MRL in the international Codex standard.

The AFGC commented on the proposed deletion of the carbofuran MRL for sunflower seed.
FSANZ has recommended increasing carbofuran MRLs from *0.05 mg/kg to 0.1 mg/kg
consistent with Codex MRLs for carbofuran residues in cotton seed and sunflower seed; this
isdiscussed in section 10.1 of this Report. No submitters raised any issues in relation to other
specific MRLs differing from Codex or other international standards.

Chemical Proposed MRL Codex MRL
Food mg/kg mg/kg
Carbofuran

Banana Omit *0.1 0.1
Cotton seed 0.1 0.1
Maize Omit *0.05 0.05
Sorghum Omit *0.05 0.1
Sunflower seed 0.1 0.1
Methomyl

Lettuce, head T2 5
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10.6  New Zealand (Maximum Residue Limitsof Agricultural Compounds) Food
Standards 2008

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 2008 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 aprovision for residues of up to 0.1 mg/kg for agricultural chemical / commodity
combinations not specifically listed or, if the food isimported, it may comply with Codex
MRLs. Further information about the New Zealand MRL Standards is available on the New
Zedland Food Safety Authority website at http://www.nzfsa.govt.nz/acvim/registers-lists/nz-
mrl/index.htm.

MRLsin 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 proposed variations to MRLs in Application A607 and includes
the corresponding MRL in the New Zealand MRL Standards.

Chemical Proposed MRL NZ MRL

Food ma/kg mg/kg

Bifenthrin

Fruiting vegetables, cucurbits 0.1 Pumpkins *0.001
Squash *0.001

Methomyl

Lettuce, head T2 Lettuce 0.2

Lettuce, |eaf T2

10.7  Imported Foods

Internationally, countries set MRLs under their own regulations and according to GAP (Good
Agricultural Practice) or GVP (Good Veterinary Practice). 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. Thisis because imported foods may contain residues consistent with the MRLs
proposed for deletion or reduction.

FSANZ is committed to ensuring that the implications of MRL deletions and reductions are
considered. Under the current process for considering variations to the Code, FSANZ
encourages submissions including specific data demonstrating a need for certain MRLsto be
retained.
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FSANZ will consider retaining MRLSs proposed for deletion, or not reducing MRLs where
these MRL s 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 compiled the following
table of foods that have MRL s proposed for deletion or reduction and sought comment on
any impacts of these reductions or deletions at Initial / Draft Assessment. FSANZ consulted
on deleting carbofuran MRLs for cotton seed and sunflower seed. Sufficient datawere
provided through consultation to increase these MRLs. No submitters raised any issuesin
relation to other specific MRLs proposed for deletion or reduction. If subsequent impacts are
identified then it is possible to make an application to FSANZ to amend MRLs in the Code
and this application would be considered in accordance with the FSANZ Act. The draft
variations to the Code are at Attachment 1 and the requested changes are outlined in
Attachment 2.

Chemical

Food

Boscalid

Strawberry

Diazinon

Parsley

Carbofuran’

Banana

Maize

Sorghum

Sweet corn (kernels)

Permethrin

Rhubarb
TMRLs for residues arising from the use of furathiocarb
are listed under carbofuran in the Code.

CONCLUSION

11. Conclusion and Decision

This Application has been assessed against the considerations provided for in the FSANZ
Act. FSANZ recommends approving the proposed draft variations to Standard 1.4.2 —
Maximum Residue Limits.

The draft variations to Standard 1.4.2 at Final Assessment differ from those proposed at
Initial / Draft Assessment for carbofuran. FSANZ consulted on omitting the carbofuran
MRLs of *0.05 mg/kg for cotton seed and sunflower seed as requested by the APVMA at
Initial / Draft Assessment. FSANZ has recommended increasing the carbofuran MRLs from
*0.05 mg/kg to 0.1 mg/kg for cotton seed and sunflower seed. The results of the dietary
exposure assessment indicate that this raises no health or safety concerns. Deleting the MRLs
as proposed at Initial / Draft Assessment may restrict trade. FSANZ'’ s consideration of
increasing these MRLs is outlined in section 10.1 of this Report.
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The recommendation is to adopt option 2 to vary MRLsin Schedule 1 of Standard 1.4.2 —
Maximum Residue Limits as proposed at Initial / Draft Assessment but subject to a minor
variation to increase carbofuran MRLs to 0.1 mg/kg for cotton seed and sunflower seed.

Decision

FSANZ has made an assessment and approves the proposed variations to Standard 1.4.2 —
Maximum Residue Limits.

11.1 Reasons for Decision

FSANZ recommends approving the proposed draft variations to Standard 1.4.2 for the
following reasons:

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

. Dietary exposure assessments indicate that setting the MRL s as proposed does 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 proposed variations will benefit stakeholders by maintaining public health and
safety while permitting the legal sale of food treated with agricultural and veterinary
chemicals 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 Application.

. The OCS has undertaken atoxicological assessment of each chemical and has
established an ADI and where appropriate an ARFD.

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

. The proposed draft variations would remove discrepancies between agricultural and
food standards and provide certainty and consistency for producers, importers and
Australian, State and Territory enforcement agencies.

. The recommended carbofuran MRLs for cotton seed and sunflower seed are
appropriate because they would facilitate trade in these commaodities and derivative
products and promote consistency between domestic and international standards.

. The proposed changes are consistent with the FSANZ Act section 18 objectives.
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12. | mplementation and Review
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. Residuesin food
are also monitored through:

. State and Territory residue monitoring programs;
. Australian Government programs such as the National Residue Survey; and
. dietary exposure studies such asthe 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 MRLS.

MRL amendments in this Application take effect on gazettal. The MRLs will be subject to
existing monitoring arrangements.

ATTACHMENTS

1. Draft Variationsto the Australia New Zealand Food Standards Code

2. A Summary of Requested MRLs for each Chemical and an Outline of Information
Supporting the Requested V ariations to the Australia New Zealand Food Standards
Code

3. Summary of Submissions
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Attachment 1

Draft variationsto the Australia New Zealand Food Standards Code

Standards or variations to standards are considered to be legisative instruments for the
pur poses of the Legidative Instruments Act 2003 and are not subject to disallowance or
sunsetting.

To commence: on gazettal
[1] Standard 1.4.2 of the Australia New Zealand Food Standards Codeis varied by —
[1.1]  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 —

CoLumN1 COLUMN 2

BOSCALID COMMODITIESOF 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

EMAMECTIN EMAMECTIN B1A, PLUSITS 8,9-Z ISOMER AND
EMAMECTIN B1B, PLUSITS 8,9-Z ISOMER
FIPRONIL SUM OF FIPRONIL, THE SULPHENYL METABOLITE (5-

AMINO-1-[2,6-DICHLORO-4-
(TRIFLUOROMETHYL)PHENYL]-4-
[(TRIFLUOROMETHYL) SULPHENYL]-1H-PYRAZOLE-
3-CARBONITRILE), THE SULPHONYL METABOLITE (5-
AMINO-1-[2,6-DICHLORO-4-
(TRIFLUOROMETHYL)PHENYL]-4-
[(TRIFLUOROMETHYL)SULPHONYL]-1H-PYRAZOLE-3-
CARBONITRILE), AND THE TRIFLUOROMETHYL
METABOLITE (5-AMINO-4-TRIFLUOROMETHYL-1-
[2,6-DICHLORO-4-(TRIFLUOROMETHYL)PHENYL]-1H-
PYRAZOLE-3-CARBONITRILE)

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

AZOXYSTROBIN
AZOXYSTROBIN
MIzZUNA T10
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BOsCALID
COMMODITIESOF PLANT ORIGIN: BOSCALID
COMMODITIES OF ANIMAL ORIGIN: SUM OF
BOSCALID, 2-CHLORO-N-(4’ -CHLORO-5-
HYDROXYBIPHENYL-2-YL) NICOTINAMIDE AND
GLUCURONIDE CONJUGATE OF 2-CHLORO-N-(4' -
CHLORO-5-HYDROXYBIPHENYL-2-YL)
NICOTINAMIDE, EXPRESSED AS BOSCALID
EQUIVALENTS
STRAWBERRY T5

CARBOFURAN
SUM OF CARBOFURAN AND 3-
HYDROXY CARBOFURAN, EXPRESSED AS

CARBOFURAN
BANANA *0.1
MAIZE *0.05
SORGHUM *0.05
SWEET CORN (KERNELS) *0.05

CHLORPYRIFOS
CHLORPYRIFOS
VEGETABLES [EXCEPT AS T*0.01
OTHERWISE LISTED UNDER THIS
CHEMICAL]

DIURON
SUM OF DIURON AND 3,4- DICHLOROANILINE,
EXPRESSED AS DIURON

CATTLE, EDIBLE OFFAL OF 3

CATTLE MEAT 0.1

CATTLE MILK 0.1

FIELD PEA (DRY) *0.05

PINEAPPLE 0.5
METHOMYL

SUM OF METHOMYL AND METHYL
HYDROXY THIOACETIMIDATE (‘ METHOMYL OXIME’),
EXPRESSED ASMETHOMYL
SEE ALSO THIODICARB
LEAFY VEGETABLES[EXCEPT 1

CHARD]

[1.3] insertingin alphabetical order in Schedule 1, the foods and associated MRLs for
each of the following chemicals —

ABAMECTIN
SUM OF AVERMECTIN B1A, AVERMECTIN B1B AND
(2)-8,9 AVERMECTIN B1A, AND (2)-8,9 AVERMECTIN
B1B

PASSIONFRUIT TO.1

AZOXYSTROBIN
AZOXYSTROBIN

BRASSICA LEAFY VEGETABLES T10

26



BIFENTHRIN
BIFENTHRIN

PoPPY SEED *0.02

CARBOFURAN
SUM OF CARBOFURAN AND 3-
HYDROXY CARBOFURAN, EXPRESSED AS
CARBOFURAN

BARLEY 0.2

CHLORPYRIFOS
CHLORPYRIFOS

TARO 0.05
V EGETABLES [EXCEPT ASPARAGUS; T*0.01
BRASSICA VEGETABLES;

CASSAVA; CELERY, LEEK;
PEPPERS, SWEET, POTATO,
SWEDE, SWEET POTATO,; TARO

AND TOMATO]
CYFLUTHRIN
CYFLUTHRIN, SUM OF ISOMERS
PECAN T0.05
DIAZINON
DIAZINON
CORIANDER (LEAVES, STEM, *0.05
ROOTS)
CORIANDER, SEED *0.05

DIMETHOMORPH
SUM OF E AND Z ISOMERS OF DIMETHOMORPH

PeAs 1

DIURON
SUM OF DIURON AND 3,4- DICHLOROANILINE,
EXPRESSED AS DIURON

EDIBLE OFFAL (MAMMALIAN) 3

MEAT (MAMMALIAN) 0.1

MILKS 0.1

PuLSES *0.05
EMAMECTIN

EMAMECTIN B1A, PLUSITS 8,9-Z ISOMER AND
EMAMECTIN B1B, PLUSITS 8,9-Z ISOMER

SWEET CORN (CORN-ON-THE-COB) *0.002

FENITROTHION
FENITROTHION

OILSEEDS T0.1
PULSES [EXCEPT SOYA BEAN (DRY)] T0.1
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FIPRONIL
SUM OF FIPRONIL, THE SULPHENYL METABOLITE (5-
AMINO-1-[2,6-DICHLORO-4-
(TRIFLUOROMETHYL)PHENYL]-4-
[(TRIFLUOROMETHYL) SULPHENYL]-1H-PYRAZOLE-
3-CARBONITRILE),

THE SULPHONYL METABOLITE (5-AMINO-1-[2,6-
DICHLORO-4-(TRIFLUOROMETHYL)PHENYL]-4-
[(TRIFLUOROMETHYL)SULPHONYL]-1H-PYRAZOLE-
3-CARBONITRILE), AND THE TRIFLUOROMETHYL
METABOLITE (5-AMINO-4-TRIFLUOROMETHYL-1-
[2,6-DICHLORO-4-(TRIFLUOROMETHYL)PHENYL]-1H-
PYRAZOLE-3-CARBONITRILE)

GRAPES[EXCEPT WINE GRAPES] T*0.01
FLORASULAM
FLORASULAM
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

FLUQUINCONAZOLE
FLUQUINCONAZOLE

BARLEY *0.02

METHOMYL
SUM OF METHOMY L AND METHY L
HYDROXYTHIOACETIMIDATE (‘METHOMYL OXIME’),
EXPRESSED ASMETHOMYL
SEE ALSO THIODICARB

LEAFY VEGETABLES[EXCEPT 1
CHARD; LETTUCE, HEAD AND
LETTUCE, LEAF]

LETTUCE, HEAD T2
LETTUCE, LEAF T2
NITROXYNIL
NITROXYNIL
CATTLE MILK TO.5
PROMETRYN
PROMETRYN
ADZUKI BEAN (DRY) T*0.1
TEBUFENPYRAD
TEBUFENPYRAD
CUCUMBER *0.02

[1.4] omitting from Schedule 1, under the entries for the following chemicals, the
maximum residue limit for the food, substituting —
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BIFENTHRIN
BIFENTHRIN

FRUITING VEGETABLES, CUCURBITS 0.1
CARBOFURAN
SUM OF CARBOFURAN AND 3-
HYDROXY CARBOFURAN, EXPRESSED AS
CARBOFURAN
COTTON SEED 0.1
SUNFLOWER SEED 0.1
DIAZINON
DIAZINON
PARSLEY *0.05
FLORASULAM
FLORASULAM
CEREAL GRAINS *0.01
PERMETHRIN
PERMETHRIN, SUM OF ISOMERS
RHUBARB 1
PYRIMETHANIL
PYRIMETHANIL
BANANA 2
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Attachment 2

A Summary of Requested MRLsfor Each Chemical and an
Outline of Information Supporting the Requested Variations
to the Australia New Zealand Food Standards Code

The Full Evaluation Reports for individual chemicals are available upon request from the
relevant Project Coordinator at FSANZ.

NOTESON TERMSUSED IN THE TABLE

ADI — Acceptable Daily Intake - The ADI isthe daily intake of an agricultural or veterinary
chemical, which, during the consumer’ s entire lifetime, appears to be without appreciable risk to
the health of the consumer. Thisis based on al the known facts at the time of the evaluation of
the chemical. The ADI is expressed in milligrams of the chemical per kilogram of body weight.

ARID — Acute Reference Dose - The ARTD isthe estimate of the amount of a substance in
food, expressed on abody weight basis, that can be ingested over a short period of time,
usually during one meal or one day, without appreciable health risk to the consumer, on the
basis of all the known facts at the time of evaluation.

LOQ - Limit of Quantification - The LOQ isthe lowest concentration of a pesticide residue
that can be identified and quantitatively measured in a specified food, agricultural
commodity or animal feed with an acceptable degree of certainty by aregulatory method of
analysis.

NEDI - National Estimated Dietary Intake - The NEDI represents arealistic estimate of
chronic dietary exposure and is the preferred calculation. It may incorporate specific food
consumption data for particular sub-groups of the population. The NEDI calculation may
take into account such factors as the proportion of the crop or commodity treated; residuesin
edible portions; the effects of processing and cooking on residue levels; and may use median
residue levels from supervised trials to represent pesticide residue levels. In most cases the
NEDI is still an overestimation because more specific residue data are often not available and
in these casesthe MRL is used.

NESTI - National Estimated Short Term Intake - The NESTI is used to estimate acute dietary
exposure. Acute (short term) dietary exposure assessments are undertaken when an ARfD has
been determined for a chemical. Acute dietary exposures are normally only estimated based
on consumption of raw unprocessed commodities (fruit and vegetables) but may include
consideration of meat, offal, cereal, milk or dairy product consumption on a case-by-case
basis. FSANZ has used ARfDs set by the OCS and Joint FAO/WHO Meeting on Pesticide
Residues, the consumption data from the 1995 NNS and the MRL when the supervised trials
median residue (STMR) is not available to calculate the NESTIs.

The NESTI calculation incorporates the large portion (97.5 percentile) food consumption data
and can take into account such factors as the highest residue on a composite sample of an edible
portion; the STMR, representing typical residuesin an edible portion resulting from the
maximum permitted pesticide use pattern; processing factors which affect changes from the raw
commodity to the consumed food and the variability factor where appropriate.
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Thefollowing are examples of entriesand the proposed MRLslisted are not part of this
Application.

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

The‘T meansthe MRL is Acceptable Daily Intake (ADI)
temporary and under review.

The ‘*’ meansthat the MRL is at the
limit of quantification and detectable
residues should not occur.

Chemi < class \
<

Fipronil
Fipronil is aphenylpyrazole. The A ded thetrial | NEDI = 60% of ADI
permit for this chemical to control Westerq Flower Nrip in
strawberry. An MRL for fipronil on strawbexgy is reguired to
accommodate the use as a bait for fruit fly. Thig useis ot
expected to result in residues and so the MRL isoposed at the | NESTI as % of ARfD

LOQ. 2yearsand
2-6 years above

Berries and other small fruits

[except grapes and strawberry] Omit T*0.01

Berries and other small fruits

[except wine grapes] Insert T*0.01 <1 <1

Strawberry Omit T0.5

Foods for which the proposed The NESTI is an assessment of

MRL isto apply the acute dietary exposure which is
compared to the acute reference dose
(ARfD).

Whether the proposed MRL is
being added or deleted.

There is more information on the NEDI, NESTI, ADI and ARfD above and in the Risk
Assessment section of this report. FSANZ considers that the chronic dietary exposure to the
residues of achemical is acceptable where the best estimate of this exposure does not exceed
the ADI and that the acute dietary exposure to the residues of a chemical is acceptable where
the best estimate of acute dietary exposure does not exceed the ARFD.
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Information about the use of the chemical is provided so consumers
can see the reason why the residues may occur in food.

Data from the 19" and 20" ATDS are provided when available because they provide an
indication of the typical exposure to chemicalsin table ready foods. The ATDS

results are more realistic because analysed concentrations of the chemical in

foods as consumed are used; the NEDI and NEST calculations are

theoretical calculations that conservatively overestimate exposure.

Chlorpyrifos %

Chlorpyrifosis an acaricide, nematicide and insecticide. The NEDI 743% of ADI

APVMA has approved an extension of use for the control of

pestsin coffee crops.

Coffee beans

Mean estimated daily dietary
exposure based on mean
analytical results:

y 20" ATDS —<1% of ADI for
all population groups assessed

y 19" ATDS—3% of ADI for
toddlers 2 years, 1% of ADI for
boys 12 years and <1% of ADI
for other population groups
assessed

NESTI as % of ARfD
2 years and
2-6 years above
Insert TO.5 8 <1

/

Small variations may be noted in the exposure assessment between different ATDSs. These
variations are minor and typically result because of the different range of foodsin the

individual studies.

Acronyms:

1. ADI Acceptable Daily Intake

2. APVMA Australian Pesticides and V eterinary Medicines Authority
3. ARfD Acute Reference Dose

4. ATDS Australian Total Diet Survey (now the Australian Total Diet Study)
5. theCode Australia New Zealand Food Sandards Code

6. DIAMOND Dietary Modelling of Nutritional Data computer program
7. FSANZ Food Standards Australia New Zealand

8. JMPR Joint FAO/WHO Meeting on Pesticide Residues

9. LOQ Limit of Analytical Quantification

10. MRL Maximum Residue Limit

11. NEDI National Estimated Daily Intake

12. NESTI National Estimated Short Term Intake

13. NNS National Nutrition Survey of Australia 1995

14. OCS The Office of Chemical Safety

15. Tor TMRL Temporary MRL

16. WHP Withholding Period
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SUMMARY OF REQUESTED MRLSFOR APPLICATION A607
MAXIMUM RESIDUE LIMITS-APRIL MAY JUNE 2007

Requested MRLs

Dietary Exposure Estimates

Abamectin

Abamectin is an insecticide and acaricide with contact and
stomach action. Abamectin blocks signal transmission from
interneurons to excitatory motoneurons. It stimulates rel ease of
gamma-aminobutyric acid causing paralysisi.e. itisaGABA
agonist. The APVMA hasissued a permit for its use to control
passion vine mite (Brevipal pus phoenicis Geijskes) in
passionfruit. Residues in pulp are expected to be extremely low;
however some residues may be expected in commercially
processed pulp.

Passionfruit Insert TO.1

NEDI = 68% of ADI

" Thisfigureis based on
consumption figures for all
tropical fruits with an inedible
peel dueto robust consumption
data for passionfruit not being
available for this age group.
Thereforeit is an overestimate
of exposure from passionfruit.

NESTI as % of ARfD

2yearsand
2-6 years above
73" 10

Azoxystrobin

Azoxystrobin is a broad spectrum fungicide used to control four
main groups of fungal disease caused by ascomycetes,
basidiomycetes, deuteromycetes and oomycetes. It inhibits
mitochondrial respiration in fungi. The APVMA hasissued a
permit for its use to control Alternarialeaf spot in brassicaleafy
vegetables.

T10
T10

Insert
Omit

Brassica leafy vegetables
Mizuna

NEDI = 4% of ADI

Beta-cyfluthrin

Beta-cyfluthrin is a synthetic pyrethroid insecticide. It acts on the
nervous system of insects through interaction with the sodium
channel interfering with neuron function. The APVMA has
issued a permit for its use to control fruit spotting bug in pecans.
MRLsfor residues arising from the use of beta-cyfluthrin are
listed under cyfluthrin.

Pecan Insert T0.05

NEDI = 66% of ADI

Mean estimated daily dietary
exposure based on mean
analytical results:

20™ ATDS - not detected in
any foods sampled

19" ATDS —<1% of ADI for
all population groups assessed

Bifenthrin

Bifenthrin is a synthetic pyrethroid insecticide and acaricide with
contact and stomach action. It is used to control native budworm
and silverleaf whitefly in field grown cucurbits and prior to
emergence of the plant in poppies. The data support confirmation
of the MRL for cucurbits. The recommended MRL for poppy
seed isat the LOQ.

Fruiting vegetables, cucurbits Omit T*0.1
Substitute 0.1
Poppy seed Insert *0.02

NEDI = 72% of ADI

Mean estimated daily dietary
exposure based on mean
analytical results:

20" ATDS — <1% of ADI for
all population groups assessed
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Requested MRLs

Dietary Exposure Estimates

Boscalid

These are technical amendments as advised by the APVMA. The
MRL was gazetted in error. There are no agricultural chemical
products registered or current permits issued for this use.

Minor technical amendment to residue definition

Omit: Commodities of plant origin: Boscalid

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

Substitute: 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

T5

Strawberry Omit

Dietary exposure assessment
not required.

Carbofuran (see also furathiocarb)

Carbofuran is a carbamate insecticide and nematicide. It isa
cholinesterase inhibitor. It isused to control cereal cyst nematode
in wheat and barley.

0.2

Barley Insert

NEDI = 37% of ADI




Requested MRLs

Dietary Exposure Estimates

Chlorpyrifos

Chlorpyrifosis an acaricide, nematicide and insecticide. Itisa
cholinesterase inhibitor. The APVMA has issued a permit for its
use to control African black beetle (Heteronychus arator) in taro.

Taro Insert 0.05
V egetables [except as otherwise Omit T*0.01
listed under this chemical]

V egetables [except asparagus, Insert T*0.01

brassica vegetables; cassava;
celery; leek; peppers, swest;
potato; swede; sweet potato; taro
and tomato]

NEDI = 88% of ADI

Mean estimated daily dietary
exposure based on mean
analytical results:

20" ATDS - <1% of ADI for
all population groups assessed

19" ATDS - 3% of ADI for
toddlers 2 years, 1% of ADI for
boys 12 years and <1% of ADI
for other population groups
assessed

NESTI as % of ARfD

2yearsand
2-6 years above
2 1

Diazinon

Diazinon is anon systemic insecticide and acaricide. Itisa
cholinesterase inhibitor. The APVMA hasissued a minor use
permit for its use immediately after seeding or transplanting of
seedlings to control onion maggot in parsley and coriander. The
recommended MRLs are at the LOQ.

Coriander (leaves, stem, roots) Insert *0.05
Coriander, seed Insert *0.05
Pardley Omit T0.7

Substitute *0.05

NEDI = 31% of ADI

20™ ATDS - not detected in
any foods sampled

19" ATDS — not detected in
any foods sampled

NESTI as % of ARfD

2 years and
2-6 years above
<1 <1
<1 <1
<1 <1

Dimethomor ph

Dimethomorph isaloca systematic fungicide with protectant
and antisporulant activity. It inhibits the formation of the
oomycete fungal cell wall. The APVMA hasissued a minor use
permit for its use on snow peas. The data are sufficient to
recommend an MRL for peas.

Peas Insert 1

NEDI = 4% of ADI

20™ ATDS — not detected in
any foods sampled
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Requested MRLs

Dietary Exposure Estimates

Diuron

Diuron is a systemic selective herbicide. It is absorbed principally
by the roots, with translocation acropetally in the xylem. The
APVMA has approved an extension of use of the chemical to
control weeds in pulse crops. Following trials conducted on pulse
crops, no detectable residues were found in harvested
commodities. The recommended MRL for pulsesis at the LOQ.
Grazing animals may be exposed to diuron through treated pulse
feeds. Animal transfer data support extending MRLs for cattle
commodities to mammalian commodities. The pineapple MRL is
not required asthere is an existing MRL of the same magnitude
for fruit.

NEDI = 60% of ADI

Cattle, edible offal of Omit 3
Cattle meat Omit 0.1
Cattle milk Omit 0.1
Edible offal (mammalian) Insert 3
Field pea (dry) Omit *0.05
Meat (mammalian) Insert 0.1
Milks Insert 0.1
Pineapple Omit 0.5
Pulses Insert *0.05
Emamectin

Emamectin is a non-systemic insecticide. It penetrates |leaf tissues
by translaminar movement. It paralyses L epidoptera, insects stop
feeding within hours of ingestion and die. The APVMA has
approved an extension of use of the chemical to control cotton
boll worm (Helicoverpa armigera) and native budworm
(Helicoverpa punctigera) in corn crops. The recommended MRL
isat the LOQ.

Minor technical amendment to residue definition

Omit: Emamectin Bla, plusits 8,9-Z isomer and emamectin B1b,
plusits 8,9-z isomer

Substitute: Emamectin By, plusits 8,9-Z isomer and emamectin
B, plusits 8,9-Z isomer

Sweet corn (corn-on-the-cob) Insert *0.002

NEDI = 3% of ADI
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Requested MRLs

Dietary Exposure Estimates

Fenitrothion

Fenitrothion is an insecticide. It is a cholinesterase inhibitor.
Recognising that oilseeds and pulses may be stored or transported
in structures legally treated with fenitrothion surface sprays, the
APVMA has established MRLs. Fenitrothion is currently under
review. The APVMA will confirm the temporary MRLs for
pulses and oilseeds once the review isfinalised. A number of
uses of fenitrothion against locusts in various horticultural crops
are soon to be cancelled as aresult of the review. For this reason,
results of NEDI calculations are presented including and
excluding these uses. The APVMA anticipates notifying FSANZ
of the recommended MRL variations for fenitrothion following
finalisation of the review in early 2008. FSANZ will consult on
the proposed variations and provide dietary exposure estimates
accordingly. As early notice, interested parties are advised that
the requested variations are likely to include deletions of MRLs
for ‘Cocoabeans', ‘ Sugar cane’, ‘ Tea, green, black’ and ‘ Tree
nuts'.

T0.1
T0.1

Oilseeds
Pulses [except soya bean (dry)]

Insert
Insert

NEDI excluding horticultural
uses = 16% of ADI

NEDI including horticultural
uses = 83% of ADI

Mean estimated daily dietary
exposure based on mean
analytical results:

20" ATDS— 1% of ADI for
toddlers 2 years and <1% of
ADI for other population
groups

19" ATDS - 1% of ADI for
toddlers 2 years and boys 12
years and <1% of ADI for other
popul ation groups assessed

NESTI as % of ARfD
2yearsand
2-6 years above
<1 <1
3 <1
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Requested MRLs

Dietary Exposure Estimates

Fipronil

Fipronil is a phenylpyrazole insecticide. It blocks the GABA
regulated chloride channel. This results in uncontrolled central
nervous system activity and subsequent death of the insect. The
APVMA has renewed a permit for its use to control various
termite species on table grape vines. The recommended MRL is
at the LOQ.

Minor technical amendment to residue definition

Omit: Sum of fipronil, the sulphenyl metabolite (5-amino-1-[2,6-
dichloro-4-(trifluoromethyl) phenyl]-4-[ (trifluoromethyl)
sulphenyl]-1H-pyrazol e-3-carbonitril€), the sulphonyl metabolite
(5-amino-1-[2,6-dichloro-4-(trifluoromethyl) phenyl]-4-
[(trifluoromethyl)sul phonyl]-1H-pyrazole-3-carbonitril€), and the
trifluoromethyl metabolite (5-amino-4-trifluoromethyl-1-[2,6-
dichloro-4-(trifluoromethy!)phenyl]-1H-pyrazol e-3-carbonitril €)

Substitute: Sum of fipronil, the sulphenyl metabolite (5-amino-1-
[2,6-dichloro-4-(trifluoromethy!)phenyl]-4-[ (trifluoromethyl)
sulphenyl]-1H-pyrazol e-3-carbonitril€), the sulphonyl metabolite
(5-amino-1-[2,6-dichloro-4-(trifluoromethyl) phenyl]-4-

[ (trifluoromethyl)sul phonyl]-1H-pyrazol e-3-carbonitrile), and the
trifluoromethyl metabolite (5-amino-4-trifluoromethyl-1-[2,6-
dichloro-4-(trifluoromethyl) phenyl]-1H-pyrazol e-3-carbonitril€)

NEDI = 77% of ADI

NESTI as % of ARfD

2yearsand
2-6 years above
Grapes [except wine grapes] I nsert T*0.01 <1 <1
Florasulam

Florasulamis aherbicide. It isan ALS inhibitor. The APVMA
has approved an extension of use of the chemical for post-
emergent control of broadleaf weedsin barley, triticale and
wheat. Residues data indicate that residues were less than the

L OQ when the product was applied at twice the proposed rate.
Following feed exposure from treated crops, detectable residues
are unlikely to occur in meat, milk and offal commodities. The
recommended MRLs are at the LOQ.

Cereal grains Omit T*0.01

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

NEDI = <1% of ADI

38




Requested MRLs

Dietary Exposure Estimates

Fluguinconazole

Fluquinconazole is fungicide. It inhibits ergosterol biosynthesis.
The APVMA has approved an extension of use of the chemical to
include seed treatment for barley. No changes to animal
commodity MRLs are required as residues in barley grain, straw
and forage are essentially the same as those which may occur in
wheat stockfeeds. The recommended MRL is at the LOQ.

*0.02

Barley Insert

NEDI = 13% of ADI

Furathiocarb (see aso carbofuran)

Furathiocarb is a carbamate insecticide and nematicide. It isa
cholinesterase inhibitor. It was used as a seed treatment. There
are no longer any registered products or current permits for use of
furathiocarb. The MRLs listed for deletion are no longer required
for the sale of domestically produced foods. MRLs for residues
arising from the use of furathiocarb are listed under carbofuran.
MRL s are recommended for cotton seed and sunflower seed to
address potential trade impacts (refer section 10.1 of this Report).

Carbofuran NEDI = 37% of
ADI

Banana Omit *0.1
Cotton seed Omit *0.05

Substitute 0.1
Maize Omit *0.05
Sorghum Omit *0.05
Sunflower seed Omit *0.05

Substitute 0.1
Sweet corn (kernels) Omit *0.05
Methomyl

Methomyl is a carbamate insecticide and acaricide with contact
and stomach action. It is a cholinesterase inhibitor. Methomyl is
used to control awide range of insects and spider mites on fruit,
vines, vegetables and field crops. The APVMA hasissued a
permit for its use to control Helicoverpa sp., cluster caterpillar
and western flower thrips on lettuce.

NEDI = 75% of ADI

19" ATDS — not detected in
any foods sampled

Leafy vegetables [except Chard] Omit 1
Leafy vegetables [except chard,; Insert 1
lettuce, head and lettuce, |eaf]

L ettuce, head Insert T2
Lettuce, |eaf Insert T2
Nitroxynil

Nitroxynil is an anthelmintic. It uncouples oxidative
phosphorylation. It also adversely affects fluke spermatogenesis
resulting in fewer fertile eggs from surviving flukes. The
APVMA hasissued apermit for its use to treat and control
sensitive gastrointestinal worms, liver flukes, lungworms,
eyeworms, sucking and biting lice, mites, screw worm fly and
cattle tick in pregnant non-lactating dairy cattle.

T0.5

Cattle milk Insert

NEDI = 29% of ADI
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Requested MRLs

Dietary Exposure Estimates

Permethrin

Permethrin is a non-systemic synthetic pyrethroid insecticide. It
has contact and stomach action. It has a slight repellant effect.
The APVMA hasissued aminor use permit for its use to control
pests on rhubarb.

Omit
Substitute 1

Rhubarb

NEDI = 16% of ADI

Mean estimated daily dietary
exposure based on mean
analytical results:

20" ATDS = <1% of ADI for
all population groups assessed

19" ATDS = <1% of ADI for
all population groups assessed

Prometryn

Prometryn is a selective systemic herbicide. It is absorbed by
leaves and roots of weeds and has the photosynthesis electron
transport inhibitor at photosystem Il receptor site mode of action.
The APVMA has issued apermit for its use to control arange of
grass and broadleaf weeds on adzuki beans. The recommended
MRL is at the LOQ.

T*0.1

Adzuki bean (dry) Insert

NEDI = 4% of ADI

Pyrimethanil

Pyrimethanil is a systemic foliar fungicide. It inhibits fungal
enzymes necessary for infection. It isregistered for use on
bananas to control susceptible pathogenic fungi. Residues may be
expected to occur in bagged fruit.

NEDI = 3% of ADI

Mean estimated daily dietary
exposure based on mean
analytical results:

20" ATDS = <1% of ADI for
all population groups assessed

NESTI as % of ARfD

2yearsand
2-6 years above
Banana Omit T0.2
Substitute 2 3 1
Tebufenpyrad

Tebufenpyrad is a non-systemic acaricide. It is amitochondrial
respiration inhibitor; it inhibits the mitochondrial electron
transport chain at Sitel. It is active by contact and ingestion. It
exhibits translaminar movement following application to leaves
and thus inhibits the devel opment of mite eggs on the underside
of leaves. The APVMA hasissued a permit for its use to control
two spotted mite and European mite in cucumber. The
recommended MRL isat the LOQ.

*0.02

Cucumber Insert

NEDI = 64% of ADI

Mean estimated daily dietary
exposure based on mean
analytical results:

20" ATDS - 1% of ADI for
toddlers 2 years and <1% of
ADI for other population
groups
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Summary of Submissions

Attachment 3

Submitter

Comments

Queensland Government

Supported this Application.

NSW Food Authority

Supported this Application and suggested that
FSANZ adequately investigate the impact of
proposed MRL withdrawals on trade of
imported foods. The Authority stated that it
would not be an appropriate use of limited State
and Territory resources to pursue aviolation of
Standard 1.4.2 due to such withdrawals.

Australian Food and Grocery Council

Supported option 2(b) and not option 2(a) to
omit or decrease some existing MRLs given the
potential to adversely affect the food industry
and consumers, in particular with the proposed
deletion of the furathiocarb MRL for sunflower
seed. The AFGC notes that the dietary exposure
assessments indicate that the residues associated
with the proposed MRLs do not represent an
unacceptabl e public health and safety risk and
that there are no MRLs for antibiotic residuesin
this Application. The AFGC supports the
harmonisation of MRLs permitted under
agricultural legidation with those prescribed in
the Code. The AFGC notes that the agricultural
and veterinary justification for chemical useisa
matter for the APVMA rather than FSANZ and
that the APVMA considers chemical safety and
toxicology and the necessary withholding
periods before consumption. The AFGC notes
that furathiocarb is legitimately used on
sunflower seed crops in the United States and
that asisthe casein Australia, some use
patterns are no longer current there. The
submission notes that the United States has
limitsin its standard for residues of furathiocarb
in anumber of imported commodities. The
AFGC requested that FSANZ consider the
option of retaining the sunflower seed MRL.

Country Women's Assaciation of New South
Wales

Noted that in view of concerns regarding
antibiotic resistance, the CWA would only
support the Application on the grounds that
rigorous independent scientific testing has
aready been carried out to prove there are no
health or safety concerns.

Food Technology Association of Australialnc.

Supported this Application.
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