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Copyright 

© Food Standards Australia New Zealand 2016  

While all care has been taken to ensure information is accurate, all information in this publication is only 
intended as a guide. It is intended to provide general information to persons in relation to food regulatory 
matters and the Australia New Zealand Food Standards Code. Its contents constitute general guidelines only 
and may be changed by FSANZ without notice at any time. It is not a substitute for legal advice. FSANZ 
expressly disclaims liability for any loss or damage directly or indirectly suffered by any person arising out of 
any errors or omissions in this Guide or any reliance in part or in full upon the contents of this Guide. 

Food Standards Australia New Zealand (FSANZ) supports and encourages the dissemination and exchange of 
information. 

Unless expressly noted otherwise, material presented on this website is provided under a Creative Commons 
Attribution 3.0 Australia (CC BY 3.0) licence, except for: 

 the Food Standards Australia New Zealand logo; and  

 third party material. 

  

 

The details of the licence conditions and the full legal code for the CC BY 3.0 licence are available on the 
Creative Commons website (accessible using the link provided). 

Attribution 

You may copy, distribute, transmit and adapt the material covered by the CC BY 3.0 licence for commercial and 
non-commercial purposes; but you must attribute the work in the following manner: 

© Food Standards Australia New Zealand. 

The attribution must not, in any way, suggest that FSANZ endorses you or your use of the work. 

Disclaimer 

This document provides general information only and may be subject to change at any time without notice. 

To the extent permitted by law, Food Standards Australia New Zealand (FSANZ) disclaims and shall not be 
liable for any injury, loss, damages, costs and expenses arising in any way, including by way of negligence, 
from or in connection with any information provided or omitted, or from anyone acting or refraining to act in 
reliance on the information in Submitting requests for maximum residue limit proposals (the Guide). Reference 
to FSANZ includes a reference to any contractor, agent or employee of FSANZ. 

Any person relying on the information in the Guide should seek their own independent legal advice in relation to 

any queries they may have regarding obligations imposed under the Food Standards Australia New Zealand Act 
1991 (Cth) (the FSANZ Act) and/or the food standards in the Australia New Zealand Food Standards Code (the 
Code). 

FSANZ has taken great care to ensure that the material provided in the Guide is as correct and accurate as 
possible. However, FSANZ makes no warranty with respect to the accuracy, reliability or completeness of the 
material contained in this Guide or that the Guide, if used or relied on, will ensure compliance with the relevant 
requirements of the FSANZ Act and/or the Code. 
 

http://creativecommons.org/licenses/by/3.0/au/
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FSANZ makes material in the Guide available on the understanding that you will exercise your own skill, care 
and judgment with respect to its use and you will carefully evaluate the accuracy, currency, completeness and 
relevance of the material for your purposes. 

Links to third party websites  

This document contains links to websites that are external to FSANZ. These links are provided for information 
purposes only. FSANZ has no direct control over the content of the linked sites, or the changes that may occur 
to the content on those sites. FSANZ is not responsible for the accuracy, legality, content or reliability of the 
external site or for that of subsequent links, or for any loss or inconvenience arising from the use of such sites 
and links. Providing links to external websites does not constitute an endorsement or a recommendation of any 
material on those sites or of any products, services or opinion offered by, from or through those sites. Users of 
links provided by this document are responsible for being aware of which organisation is hosting the website 
they visit and for making their own decisions about the relevance or accuracy, currency and reliability of 
information found on those sites.  
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Glossary  

Acceptable daily intake (ADI) 

The ADI is the amount of an agvet chemical that may be consumed every day for an entire lifetime 
without causing an appreciable risk to health, expressed in milligrams per kilogram (mg/kg) of body-
weight. 

Acute reference dose (ARfD) 

The ARfD is an estimate of the maximum amount of an agvet chemical in food or drinking water, 
expressed as mg/kg of body-weight that can be ingested in one meal or one day, without appreciable 
health risk to the consumer, based on all the known facts at the time of the evaluation. 

Administrative Assessment Report  

All potential applications and proposals are subject to an Administrative Assessment by FSANZ. A 
report is prepared by FSANZ following completion of the assessment. The main purpose of the 
administrative assessment is to determine whether an application should be accepted or whether a 
potential proposal should be prepared and, if so, the assessment procedure by which it should then be 
assessed under the Food Standards Australia New Zealand Act 1991 (Cth).  

Agvet chemical 

Agvet chemical means an agricultural chemical product or a veterinary chemical product, within the 
meaning of the Agvet Code.  

 
Agvet Code 
Agricultural and Veterinary Chemicals Code Act 1994 is legislation administered by the APVMA. The 
Agvet Code, details provisions allowing the APVMA to evaluate, approve or register and review active 
constituents and agricultural and veterinary chemical products, (and their associated labels); to issue 
permits and to licence the manufacture of chemical products; provides for controls to regulate the 
supply of chemical products; and includes provisions ensuring compliance with, and for the 
enforcement of, the Code. 

Application 

An application is lodged under section 22 of the Food Standards Australia New Zealand Act 1991 
(Cth) (the FSANZ Act) for a variation to the Australia New Zealand Food Standards Code (the Code). 
 
Applicants should ensure their applications meet requirements laid out in the relevant guidelines in 
Part 3 of the FSANZ Application Handbook. Visit the FSANZ website for further information. 

Approval Report  

A report prepared by FSANZ in accordance with the FSANZ Act, following the approval of a draft 
variation to the Code. This report includes information about the assessment of the application or 
proposal and the reasons for approval. 

Australia New Zealand Food Standards Code (the Code) 

The Code contains food standards which have been developed, approved and gazetted by FSANZ. 
The Code applies to all food sold or prepared for sale in Australia and New Zealand (except where 
specified ‘Australia only’). Any agency, body or person can make an application to vary the Code. In 
accordance with State, Territory and New Zealand food legislation, it is an offence to supply food that 
does not comply with the Code.  
 

http://www.foodstandards.gov.au/code/changes/Pages/default.aspx
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FSANZ has published a revision of the Code (the revised Code) which will replace the current Code 
on 1 March 2016, when the current Code will be repealed. In the revised Code, the MRLs for agvet 
chemicals that may legitimately occur in food are listed in the table to Schedule 20—3 (S20—3). The 
foods and classes of foods are described in Schedule 22.  
 
This guide refers to Schedules 20 - 22 (Schedules 1 through 4 of the old Code) of Standard 1.4.2 
which can be accessed through the ComLaw website.  

Australian Pesticides and Veterinary Medicines Authority (APVMA) 

The APVMA is an Australian government statutory authority established in 1993 to centralise the 
registration of all agvet chemical products in the Australian marketplace. Visit the APVMA website for 
more information. 

Codex Alimentarius Commission (Codex) 

The Codex Alimentarius Commission (Codex), established by the Food and Agriculture Organization 
(FAO) and World Health Organization (WHO) in 1963, develops harmonised international food 
standards, guidelines and codes of practice to protect the health of the consumers and ensure fair 
practices in food trade. Codex also promotes coordination of all food standards work undertaken by 
international governmental and non-governmental organisations. Codex has a number of relevant 
committees for establishing MRLs, specifically the Codex Committee on Pesticide Residues (CCPR) 
and Codex Committee on Residues of Veterinary Drugs in Foods (CCRVDF). Visit the Codex 
Alimentarius website for more information. 

Dietary exposure assessment (DEA) 

A dietary exposure assessment (DEA) is the process of estimating how much of an agvet chemical a 
population, or population sub group, may be exposed to from the diet and is usually compared to a 
relevant health-based guidance value. FSANZ uses internationally accepted ‘dietary modelling’ 
techniques to conduct dietary exposure assessments. These assessments consider the potential 
dietary exposure of the Australian and New Zealand populations to chemicals such as food additives, 
pesticides and veterinary chemical product residues, chemical contaminants, nutrients, food 
ingredients and other substances. Dietary exposure to (or intake of) agvet chemicals is estimated by 
combining food consumption data with agvet chemical concentration data. Visit the FSANZ website for 
general information and/or Attachment 2 for information on the DEA process for pesticide and 
veterinary chemical product residues. 

Extraneous Residue Limit (ERL) 

The maximum level of a residue of a chemical permitted to be present in a food and which arises from 
environmental sources other than the use of a chemical directly or indirectly on the food.  

Food and Agriculture Organization of the United Nations (FAO) 

The Food and Agriculture Organization (FAO) is an intergovernmental organization with 194 member 
nations, two associate members and one member organization, the European Union. The FAO 
employs experts to identify and work collaboratively to meet demands posed by major global trends in 
food, agricultural development and natural resources. The FAO jointly administers the Joint Meeting 
on Pesticide Residues (JMPR) and Joint Expert Committee Meeting on Food Additives (JECFA). Visit 
the Food and Agriculture Organization website for more information. 

Food group 

A food group is a collection of foods that have similar characteristics (for example ‘stone fruits’). The 
Code uses the term ‘Classes of foods’ to describe food groups in Schedule 22 of Standard 1.4.2. 
International pesticide databases for MRL purposes are available that describe the food group and 
lists commodities included in each group. The commodities included within food groups may differ 
between international pesticide databases and Schedule 22 of  Standard 1.4.2.   

http://www.foodstandards.gov.au/code/Pages/Revised-code-list-of-standards-and-schedules.aspx
https://www.comlaw.gov.au/Details/F2016C00057
http://apvma.gov.au/
http://www.codexalimentarius.org/about-codex/en/
http://www.codexalimentarius.org/about-codex/en/
http://www.foodstandards.gov.au/science/exposure/Pages/dietaryexposureandin4438.aspx
http://www.fao.org/about/en/
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Good Agricultural Practice (GAP) 

Good agricultural practice in the use of agvet chemicals (GAP) includes the nationally authorised safe 
uses of agvet chemicals under actual conditions necessary for effective pest, disease or weed control. 
It encompasses a range of levels of agvet chemical applications up to the highest authorised use, 
applied in a manner which leaves a residue which is the smallest amount practicable.  
Authorised safe uses take into account public and occupational health and environmental safety 
considerations. Actual conditions include any stage in the production, storage, transport, distribution of 
food commodities and animal feed. 

Harmonisation request template 

This template is used by FSANZ to collect information from people making an MRL harmonisation 
request. This template has been designed specifically to assist FSANZ determine whether a 
harmonisation request should be included in a potential proposal. The template is provided as 
Attachment 1 to this guide. 

Health-based guidance values (HBGV) 

For agvet chemicals, health-based guidance values are usually defined as the amount of an agvet 
chemical in food that may be consumed daily or for an entire lifetime without causing an appreciable 
risk to health. The ADI and ARfD are examples of HBGVs. 

Highest residue (HR) 

The highest residue (HR) is the highest residue (mg/kg) found in a commodity from a supervised trial 
that results from using the chemical according to the label directions. 

Joint FAO/WHO meeting on pesticide residues (JMPR) 

The "Joint Meeting on Pesticide Residues" (JMPR) is an expert ad hoc body administered jointly by 
the FAO and the World Health Organization. The JMPR has met annually since 1963 to review 
residues and analytical aspects of the pesticides, estimate the maximum residue levels, review 
toxicological data and estimate acceptable daily intakes (ADIs) for humans of the pesticides under 
consideration. 
 
It provides advice on the acceptable levels of agvet chemical residues in internationally traded food. 
The JMPR consists of experts who attend as independent internationally-recognized specialists acting 
in a personal capacity and not as representatives of national governments. Visit the Food and 
Agriculture Organization website for more information. 

Joint FAO/WHO Expert Committee on Food Additives (JECFA) 

The “Joint Committee Meeting on Food Additives” (JECFA) is an international scientific expert 
committee administered jointly by the Food and Agriculture Organization and the World Health 
Organization. It works to evaluate the safety of food additives, evaluates contaminants, naturally 
occurring toxicants and residues of veterinary drugs in food. Visit the World Health Organization 
website for more information. 

Maximum residue limit (MRL) 

Maximum residue limit or MRL for an agvet chemical in a food, means the amount identified in 
Schedule 20 for the permitted residue of that agvet chemical in that food and is expressed in 
milligrams per kilogram of food. 
 
The term ‘Maximum Residue Limits’, when used in this guide has the same meaning as the terms 
‘Maximum Residue Levels’ in the European Union or, in relation to crops, ‘Tolerances’ in the United 
States of America. 

http://www.fao.org/agriculture/crops/thematic-sitemap/theme/pests/jmpr/en/
http://www.fao.org/agriculture/crops/thematic-sitemap/theme/pests/jmpr/en/
http://www.who.int/foodsafety/areas_work/chemical-risks/jecfa/en/
http://www.who.int/foodsafety/areas_work/chemical-risks/jecfa/en/
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National estimate of dietary intake (NEDI) 

The exposure to a chemical through the diet calculated across the population for all food commodities 
with an MRL for that chemical. The estimated dietary exposure derived from the DEA is compared to 
the relevant ADI in order to determine whether long term exposure to the chemical is likely to be a risk 
to public health and safety. 

National estimate of short-term intake (NESTI) 

The exposure to a chemical through the diet calculated for high consumers of a food commodity that 
has an MRL and an ARfD. It determines short term exposure over one meal or one day. Estimated 
exposure is calculated for each food commodity separately and is not summed across all foods. The 
estimated dietary exposure is compared to the ARfD in order to determine whether short term 
exposures are likely to be a risk to public health and safety. 

Office of Chemical Safety (OCS) 

The Office of Chemical Safety is an agency of the Australian Government Department of Health, 
responsible for human health risk assessment policy and practice for veterinary medicines and 
pesticides. The OCS establishes HBGVs, including ADIs and ARfDs for agvet chemicals used on food 
producing crops or animals. Visit the Department of Health, Office of Chemical Safety website for 
more information. 

Pesticide 

A pesticide is any substance or mixture of substances intended for: preventing, destroying, or 
controlling any pest, including vectors of human or animal disease, unwanted species of plants or 
animals, causing harm during or otherwise interfering with the production, processing, storage, 
transport, or marketing of food, agricultural commodities, wood and wood products or animal 
feedstuffs; or substances that may be administered to animals for the control of insects, arachnids, or 
other pests in or on their bodies. The term includes substances intended for use as a plant growth 
regulator, defoliant, desiccant, or agent for thinning fruit or preventing the premature fall of fruit. Also 
used as substances applied to crops either before or after harvest to protect the commodity from 
deterioration during storage and transport (Food and Agriculture Organization of the United Nations). 

Residue(s) 

In this guide, the term ‘residue’ has the same meaning as that given to the term permitted residue in 
Standard 1.4.2. The permitted residue of an agvet chemical, means a chemical that is identified in 
Schedule 20 or Schedule 21 as being a permitted residue in relation to the agvet chemical. 

Supervised trial median residue (STMR)  

Supervised trial median residue (STMR) is the median concentration of a chemical detected from a 
number of analyses of residues in the food following application of the chemical according to the label 
directions. 

World Health Organization (WHO) 

The World Health Organization (WHO) is an intergovernmental organization comprising of employees 
from 150 countries who direct and coordinate international health within the United Nation’s system. 
The WHO jointly administers the Joint Committee Meeting on Food Additives and Joint Meeting on 
Pesticide Residues. Visit the World Health Organization website for more information.  
 

http://www.health.gov.au/internet/main/publishing.nsf/Content/ohp-ocs.htm
http://www.who.int/about/en/
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World Trade Organization Notification (WTO notification) 

As members of the World Trade Organisation (WTO), Australia and New Zealand are obliged 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. As part of the MRL harmonisation proposal, a notification to the WTO under Australia’s and 
New Zealand’s obligations under the WTO Technical Barriers to Trade or Application of Sanitary and 
Phytosanitary Measures Agreement is made to enable other WTO members to comment on the 
proposed amendments. The WTO regards 60 days as the minimum period for comments to be 
received from member nations. 

https://www.wto.org/english/docs_e/legal_e/17-tbt_e.htm
https://www.wto.org/english/tratop_e/sps_e/spsagr_e.htm
https://www.wto.org/english/tratop_e/sps_e/spsagr_e.htm
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1. Introduction 

1.1 Purpose 

The purpose of this guide is to provide information for the preparation of requests to 
harmonise maximum residue limits (MRLs) in Australia with limits established overseas.  
 
It provides an overview of what information FSANZ needs to consider such requests and is 
based on an approach developed in 2014 for reviewing MRL harmonisation requests.  
 
Anyone relying on this guide should note that FSANZ is bound by the requirements of the 
FSANZ Act when developing or varying food regulatory measures. The fact that FSANZ may 
choose to include a harmonisation request for consideration in a proposal does not 
automatically mean that the request for a variation will ultimately be approved (see the 
Disclaimer at page two). 
 
This guide will be updated to reflect new information or to clarify or change the information 
requirements when required. Please note the disclaimer on pages 2 - 3 of this document. 

1.2 Navigating this guide 

This guide is intended to be used for general information only. Section 2 provides information 
on the MRL proposal process and Section 3 provides an overview of the information needed 
by FSANZ to progress a harmonisation request. Section 3 aims to help requestors complete 
the harmonisation request template (Attachment 1) and details what information should be 
addressed by the requestor. 
 
Supplementary information on the FSANZ process for considering requests is provided in 
Attachment 2. 
 
If your enquiry is not covered by information provided in this guide or on the MRL section of 
the FSANZ website, please contact the FSANZ MRL team at 
MRL.Contact@foodstandards.gov.au 

1.3 What are MRLs? 

An MRL is established for an agvet chemical to reflect the highest amount of residue 
permitted to be present in a food. Agvet chemicals are determined assuming GAP and are 
used differently in countries around the world as pests, diseases and environmental factors 
differ and because product use patterns vary for particular regions. MRLs are used to permit 
the sale of foods containing legitimate residues, ensure agvet chemical residue levels do not 
pose an unacceptable risk for consumers and minimise residues in foods consistent with the 
effective control of pests and diseases. An MRL applies to the identified raw agricultural food 
commodity as well as to any processed food product that may contain such residues. 

1.4 MRL regulatory arrangements 

The table to S20—3 in Standard 1.4.2 - Maximum Residue Limits, lists the maximum 
permitted levels of agricultural and veterinary (agvet) chemical residues in all food sold in 
Australia. This Standard applies in Australia to foods that domestically produced and 
imported foods. New Zealand independently develops its own MRLs for agvet chemicals in 
food sold in New Zealand. 
 

http://www.foodstandards.gov.au/code/changes/limits/Pages/default.aspx
http://www.foodstandards.gov.au/code/changes/limits/Pages/default.aspx
mailto:MRL.Contact@foodstandards.gov.au
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When developing standards or variations to standards, FSANZ must have regard to any 
policy guidance on agvet chemicals from the Australia and New Zealand Ministerial Forum 
on Food Regulation (the Forum). Read the Policy Guideline on the Regulation of Residues of 
Agvet Chemicals in Food on the FSANZ website. 
 
The APVMA also has an Agricultural and Veterinary Chemicals Code Instrument No. 4 (MRL 
Standard) 2012 for agvet chemical residues in agricultural produce; particularly produce 
entering the food chain. The APVMA MRL Standard applies to foods that are produced 
domestically. These MRLs are established at levels which are not likely to be exceeded if the 
agvet chemicals are used according to approved label instructions. 

1.5 How are MRLs amended in Standard 1.4.2? 

FSANZ 

FSANZ recognises that the use of various agvet chemicals around the world differs because 
of different pests, diseases and environmental factors. This means the MRLs established for 
the same agvet chemical and commodity combination in different parts of the world do not 
necessarily have the same numerical value. Standard 1.4.2 can be amended by FSANZ 
through a proposal or an application.  

MRL harmonisation proposals 

The FSANZ MRL harmonisation proposal process enables FSANZ to consider the 
harmonisation of MRLs in Standard 1.4.2 with MRLs established by Codex or by a regulatory 
authority in other countries (see Section 2).  
 
The MRL harmonisation proposal process is the most common route used to vary MRLs in 
the Code. This proposal process accommodates large numbers of requests received to 
amend MRLs in the Standard and these requests must meet specified criteria. If these 
criteria are not met, alternative processes are available to requestors and are described 
below. FSANZ intends to complete only one MRL harmonisation proposal per calendar year. 

Other MRL proposals 

In addition to MRL harmonisation proposals, FSANZ may prepare other proposals when 
required. For example, FSANZ has prepared a proposal to address low level agvet 
chemicals without MRLs.  

MRL applications 

The FSANZ MRL application process provides an alternative route through which 
harmonisation requests can be considered where requests do not meet the requirements for 
a proposal, or are not able to be accommodated by the timeframes for the proposal process. 
 

Examples of when an application may be appropriate: 

 A request to harmonise a chemical that does not have HBGV’s from the OCS or JMPR, and has 
not been previously listed in S20—3 in Standard 1.4.2. 

 A request to harmonise a commodity that has not been previously described by Codex or 
Standard 1.4.2. 

 
The FSANZ Application Handbook sets out the information requirements and process for 
applications. Visit the FSANZ website on MRL applications for more information. 
 

http://www.foodstandards.gov.au/code/fofr/fofrpolicy/pages/default.aspx
http://www.foodstandards.gov.au/code/fofr/fofrpolicy/pages/default.aspx
http://www.foodstandards.gov.au/code/changes/limits/Pages/MRL-proposals.aspx
http://www.foodstandards.gov.au/code/changes/limits/Pages/MRL-applications.aspx
http://www.foodstandards.gov.au/code/changes/pages/applicationshandbook.aspx
http://www.foodstandards.gov.au/code/changes/limits/Pages/MRL-applications.aspx
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APVMA 

Through a separate process, S20—3 of Standard 1.4.2 may also be varied by the APVMA. 
As an outcome of the APVMA’s consideration of an application for the use of an agvet 
chemical in Australia1, the APVMA, in collaboration with FSANZ can amend MRLs in 
Schedule 20 (S20—3). Information can be found on the APVMA website. FSANZ also 
provides an alert to the APVMA amendments in its Food Standards Notification Circular. 
 
FSANZ retains overall responsibility for the dietary exposure assessments (DEAs)2 
associated with all MRL amendments. 
 
The respective roles and responsibilities of FSANZ and the APVMA regarding MRLs are 
detailed on the FSANZ website.  

                                                
1
Further details are available on the FSANZ website at: Maximum residue limits and Chemicals in food - MRLs. 

2
 Further details can be found on the FSANZ website at: Dietary exposure and intake assessments. 

http://www.apvma.gov.au/publications/gazette/index.php
http://www.foodstandards.gov.au/code/changes/circulars/Pages/default.aspx
http://www.foodstandards.gov.au/code/changes/limits/Pages/default.aspx
http://www.foodstandards.gov.au/consumer/chemicals/maxresidue/pages/default.aspx
http://www.foodstandards.gov.au/science/exposure/Pages/dietaryexposureandin4438.aspx
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2. FSANZ MRL harmonisation proposal process 

2.1 What is a harmonisation request? 

A harmonisation request is a request to amend the table to S20—3 of Standard 1.4.2 to align 
with a country specific or Codex MRL. These are sometimes referred to as ‘import MRLs’. 
Each request needs to contain specific information to enable FSANZ to assess the request 
and make an informed and risk-based decision. 
 
The relevant information should be provided in the harmonisation request template 
(Attachment 1). The template is a Microsoft Excel spreadsheet in which administrative 
information about the requestor and the nature of the request is collected in the first 
worksheet and technical information about the request is collected in the second worksheet. 
Guidance for completing the template is provided in Section 3 of this document and further 
details relating to the FSANZ process for considering requests are provided in Attachment 
2. 

2.2 Overview of FSANZ MRL proposal process 

An overview of the MRL proposal process is outlined in Table 1 and a summary of the 
process for reviewing requests is provided in Figure 1.  
 
MRL proposals or ‘M proposals’ are usually prepared as a general procedure.  
 

The general procedure and key procedural steps are the same for both applications and proposals, 
and are described in Section 2.2.5 (page 16-19) of the FSANZ Application Handbook. 

Call for Requests 

An annual call for harmonisation requests is advertised on the FSANZ website and in the 
FSANZ Notification Circular. Requests may be submitted over a two- to three-month period 
as indicated in the notice. 
 
If a proposal is prepared, the process usually takes about 12 months, with the assessment 
part usually taking about nine months. 

Formal preparation 

The first step is formal preparation of the proposal. This is followed by publication of an 
administrative assessment report on the FSANZ website, detailing the scope of the proposal, 
including estimated timeframes. Notification of the proposal’s preparation is included in the 
Notification Circular. The proposal is then placed on the FSANZ Work Plan once resources 
are available to start the assessment. 
  

http://www.foodstandards.gov.au/code/changes/Documents/A-Handbook-1Sep2013.pdf
http://www.foodstandards.gov.au/code/changes/circulars/Pages/default.aspx
http://www.foodstandards.gov.au/code/changes/workplan/Pages/default.aspx
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Table 1 Overall process for an MRL Proposal under the General Procedure 

Process Approximate timeframes 

Pre-Proposal  

 Call for MRL harmonisation requests 

 Harmonisation requests received 

3 months  

  

Administrative assessment  

 Preparation of Proposal 

 Administrative Assessment Report  

1 month  

  

Conduct assessment  

 Review harmonisation requests (refer to 
Figure 1) 

 Prepare assessment summary and any 
related supporting documents 

5 months  

 Call for Submissions on a draft food regulatory 
measure. WTO notification, 60 days minimum 
comment 

 4-week public comment period 

1 month  

  

Decision whether to approve the food regulatory 
measure 

 

 Receive, review and evaluate submissions 

 FSANZ Board consideration 

 Preparation of Approval Report 

 

3 months  

Ministerial consideration (if approved)  

Notification to Ministers of FSANZ decision to approve Within 10 working days of FSANZ Board decision 

Consideration by Ministers 
 

60 calendar days 

  

Amendments gazetted and registered on the 
Federal Register of Legislative Instruments  

1-2 weeks after FSANZ receives a response from 
Ministers 

Assessment 

During the FSANZ assessment, each harmonisation request undergoes preliminary 
screening to ensure that the requested chemical is appropriate for including in the proposal 
and that basic criteria have been met. 
 
Basic criteria include: 

 data are presented in English (or have appropriate translations) 

 the commodity is for human consumption 

 the commodity is described by Codex or the Code 

 all essential information to support the request has been provided. 
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Figure 1 Summary of reviewing requests 

 
Key issues for FSANZ in assessing requests are the safety, legitimacy and justification for 
the presence of the residues in food. 
 
The assessment considers whether residues may occur in food as a result of legitimate use 
of agvet chemicals and include: 
 

 whether the agvet chemicals are permitted for use in the production of the relevant food 
in the country or region in which the MRL is sourced 

 whether the food is being imported, or intended to be imported, into Australia.  
 
All requests are reviewed to ensure that they are not captured more than once, noting that 
requests for the same chemical/commodity combination may be submitted by more than one 
person or organisation.  
 
FSANZ consults with the APVMA on chemicals that are considered through the MRL 
proposal process. The APVMA may provide advice on the chemicals of interest. The FSANZ 
DEA determines whether, in the context of the Australian diet, consuming residues of the 
chemical that may occur in the food supply is likely to be within relevant health-based 

Preliminary screening 
Checks of the requested chemical 

Basic criteria met 

Requested commodity 

Relevant MRLs 

Import data 

Data checks 

Progression of request 

Notify requestors whether the requests they submitted are 

included or excluded from the proposal 

DEA<HBGV DEA>HBGV 

Refined DEA (alternate data) 

DEA<HBGV DEA>HBGV 

MRL(s) request accepted and Draft 

changes to Standard 1.4.2 proposed 
Exclude request from proposal 

Dietary Exposure Assessment for each chemical 
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guidance values3 (HBGV). Requests are only accepted in the proposal if the estimated 
exposure to the agvet chemical being considered is below the relevant HBGV.  

Decision 

Following the DEA, FSANZ prepares the draft variation which is published as an attachment 
to the assessment summary and call for submissions. The call for submissions is notified to 
stakeholders through email, media release and social media. 
 
The next part of this administrative process, including the public comment period and 
procedures for final approval through the FSANZ Board and Ministers are detailed in the 
Application Handbook. 

2.3 How are applicants informed on progress of their requests? 

When the assessment starts, FSANZ sends an email to all individuals or organisations who 
have submitted harmonisation requests, informing them that the request has been received. 
 
During the assessment, FSANZ reviews each request to ensure it is complete and may 
contact requestors if further information is required to enable the assessment to proceed. 
FSANZ will notify requestors if the chemicals they have requested are not able to be included 
in the proposal.  
 
Before carrying out the dietary modelling, FSANZ liaises with the APVMA about the 
chemicals and commodities considered for inclusion, to allow the APVMA the opportunity to 
comment and provide advice. 
 

Note: 
The APVMA may inform FSANZ that a chemical is flagged for a review, or the dietary exposure 
estimates based on current MRL permissions are at or above the relevant HBGVs. FSANZ considers 
all advice received from the APVMA to ensure all decisions align with our objective to protect public 
health and safety. 
 
Harmonisation requests for veterinary chemicals, including antibiotics, will be referred to the APVMA 
for a case-by-case appraisal as some antibiotics have been approved by Codex but are not permitted 
for veterinary use in Australia due to anti-microbial resistance (AMR) considerations.  

 
The request is then progressed in the MRL proposal and a DEA is undertaken. If the DEA for 
a given chemical exceeds the relevant HBGV, FSANZ will liaise with the relevant 
requestor/s4. Requestors will be formally notified whether their request has been included or 
excluded from the proposal when the DEA stage is complete. Requestors will only be 
informed about the requests they have submitted. Information about all of the other requests 
considered in the proposal will be available during the public call for submissions period. 
 
At any stage of the proposal process, requestors may track progress of the proposal via the 
FSANZ Work Plan. 

                                                
3
 Details are provided in Attachment 2, Item 2.  

4
 Details are provided in Attachment 2, Item 6.  

http://www.foodstandards.gov.au/code/changes/Documents/Application%20Handbook%20as%20at%201%20Sept%202013%20-%20amended%201%20June%202015.pdf
http://www.foodstandards.gov.au/code/changes/workplan/Pages/default.aspx
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3. Administrative and technical information 
requirements 

This section describes the information required to complete the harmonisation request 
template (Attachment 1) for it to be considered in an MRL proposal. 
 
It details the administrative and technical information that is required to complete the 
harmonisation request template. Questions (a) – (q), throughout Sections 3.2-3.6, give 
guidance on and match the categories of information that are requested in the harmonisation 
request template at Attachment 1. A summary of how Section 3 relates to the Attachments 
is detailed in Table 2. 

Table 2 Summary of how Section 3 relates to the Attachments 1 and 2 

Section in this guide Attachment 1 

Harmonisation Request 
Template  

Attachment 2 

Supplementary information on the 
process for considering 
harmonisation requests 

3.1 - Administrative information Worksheet 1 – 

Administrative information 

Item 1 – Administrative information 

3.2 - Requested chemical  

questions a, b, c 

Worksheet 2 – Technical 

information  

questions a, b, c 

Item 2 – The requested chemical 

3.3 - Requested commodity  

questions d, e, f 

Worksheet 2 – Technical 

information  

questions d, e, f 

Item 3 – The requested commodity 

3.4 - Relevant MRLs 

questions g, h, I, j, k, l 

Worksheet 2 – Technical 

information  

questions g, h, I, j, k, l 

Item 4 –Relevant MRLs 

3.5 - Import data requirements 

questions m, n, o 

Worksheet 2 – Technical 

information  

questions m, n, o 

Item 5 – Import data 

3.6 - Data to support the dietary 

exposure assessment 

questions p, q 

Worksheet 2 – Technical 

information  

questions p, q 

Item 6 – The dietary exposure 

assessment process 

 
If data requirements cannot be provided, please indicate a reason. Requestors should note 
that if this information is not provided, it may be requested during the assessment; otherwise 
the request/s may not be accepted. Rejection does not itself automatically preclude a 
requestor from re-lodging the request for consideration in future MRL proposals or as an 
application to FSANZ to amend the Code. 
 

Note: 
FSANZ may request information to clarify the request or for DEA purposes, such as if the DEA needs 
refinement. 

 
The request and supporting information should be presented in English. Supporting 
information written in another language should be accompanied by a full English translation if 
the information is relevant to the request. 
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3.1  Administrative information  

The following needs to be completed in the Administrative information worksheet of 
Attachment 1.  
Further information is in Attachment 2, hyperlinked at: Item 1  Administrative information 

 
Requestor’s name 
Company/organisation name 
Address (postal) 
Telephone number 
Email address 

Nature of the request 

Is this request being made on behalf of a single firm or organisation? (y/n) 
 
Examples include: the manufacturer of a chemical; agent of manufacturer; agent of a food 
processor etc. 
 

 If Yes: state the nature of the business. 

 If No: provide details on other individuals, companies, industries or organisations 
associated with the request. 
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3.2  Requested chemical 

The following needs to be completed in the Technical information worksheet of 
Attachment 1.  
Further information is in Attachment 2, hyperlinked at: Item 2 The requested chemical 

a) State the name of the chemical to be considered (not the trade name) 

b) State the relevant Acceptable Daily Intake (ADI) for this chemical and the source of 
this information 

This information should be sourced through the Australian OCS (in the first instance) or the 
JMPR/JECFA. 
 
Useful links: 

 OCS ADI for agvet chemicals 

 Inventory of evaluations performed by the JMPR 

 JMPR Reports and evaluations 

 JECFA ADIs for veterinary drugs 

 JECFA Reports and Evaluations 

c) State the relevant Acute Reference Dose (ARfD) for this chemical (if available) and 
the source of this information 

This information should be sourced through the Australian OCS (in the first instance) or the 
JMPR/JECFA. 
 

Useful links: 

 OCS ARfD for agvet chemicals 

 Inventory of evaluations performed by the JMPR 

 JMPR Reports and evaluations 

 JECFA ARfDs for veterinary drugs 

 JECFA Reports and Evaluations 

Section 3.2 Examples: 

Example 
number

5
 

a)  

Name of the 
chemical to be 
considered 

b)  

Relevant ADI for this chemical 
and source of this information 

c) 

Relevant ARfD for this chemical (if 
available) and source of this 
information 

1 Bentazone 0.1 (OCS) Not established by OCS or JMPR  

2 Boscalid 0.06 (OCS) 3 (OCS) 

3 Metconazole Not established by OCS or JMPR 

Note: chemical listed in Standard 
1.4.2/ considered in M1006 

Not established by OCS or JMPR 

4 Buprofezin 0.01 (OCS 2000) 

0.009 (JMPR 2008) 

0.5 (OCS 2006) 

0.5 (JMPR 2008) 

  

                                                
5
 Examples 1, 2, 3 and 4 are consistent through Sections 3.2 – 3.6; however specific details may not be current. 

http://www.health.gov.au/internet/main/publishing.nsf/Content/ocs-adi-list.htm
http://apps.who.int/pesticide-residues-jmpr-database/
http://www.fao.org/agriculture/crops/thematic-sitemap/theme/pests/jmpr/jmpr-rep/en/
http://www.fao.org/food/food-safety-quality/scientific-advice/jecfa/jecfa-vetdrugs/en/
http://apps.who.int/food-additives-contaminants-jecfa-database/search.aspx?fcc=2
http://www.health.gov.au/internet/main/publishing.nsf/Content/ocs-arfd-list.htm
http://apps.who.int/pesticide-residues-jmpr-database/
http://www.fao.org/agriculture/crops/thematic-sitemap/theme/pests/jmpr/jmpr-rep/en/
http://www.fao.org/food/food-safety-quality/scientific-advice/jecfa/jecfa-vetdrugs/en/
http://apps.who.int/food-additives-contaminants-jecfa-database/search.aspx?fcc=2
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3.3  Requested commodity 

The following needs to be completed in the Technical information worksheet of 
Attachment 1.  
Further information is in Attachment 2, hyperlinked: Item 3 The requested commodity 

d) State the name of the requested commodity or food group, as described by Codex 
and/or the Code 

All requested commodities should be described by either Codex and/or currently listed in 
S20—3 of Standard 1.4.2 of the Code. Where not described by Codex or the Code, provide a 
description of the food as you would like this to be reflected in Standard 1.4.2, and 
justification for this description. 
 
Useful links: 

 Codex Classification of Foods and Animal Feed6  

 Codex Pesticide Residues in Food and Feed Commodity Categories 

 Standard 1.4.2 of the Code7  

e) Include Codex Code for commodity or food group (if relevant) 

f) State the country or region that the raw agricultural commodity is being produced 
(only required for requests to harmonise with MRLs other than Codex) 

Section 3.3 Examples: 

Example 
number 

d) 

Name of the requested 
commodity or food group, as 
described by Codex and/or the 
Code 

e) 

Codex Code for 
commodity or food 
group (if relevant) 

f) 

Country or region that the raw 
agricultural commodity is being 
produced (non-Codex requests 

only)  

1 Peas 

Note: commodity listed in S20—3 
of Std 1.4.2. 

Not available Canada 

2 Grapes FB 0269 California - US 

3 Potato VR 0589 United States 

4 Nectarine FS 0245 Not required (Codex request). 

  

                                                
6
 1993 Joint FAO/WHO Food Standards Programme, Codex Alimentarius Commission, Codex Alimentarius 

Volume 2, Pesticide Residues in Food, Second Edition. 
7
 Refer to Schedule 20 and Schedule 22. Schedules of Standard 1.4.2 are viewable in PDF and Word formats. 

The food groups described in Schedule 22 of Standard 1.4.2 are based on the Codex Classification of Foods and 
Animal Feeds (1993). 

http://www.fao.org/fao-who-codexalimentarius/download/standards/41/CXA_004_1993e.pdf
http://www.google.com.au/url?sa=t&rct=j&q=&esrc=s&source=web&cd=4&cad=rja&uact=8&ved=0ahUKEwiYoeShq9rKAhXImpQKHcpmAuAQFggrMAM&url=http%3A%2F%2Ffsq.moh.gov.my%2Fv5%2Fimages%2Ffilepicker_users%2F5ec35272cb-78%2FPerundangan%2FMRLs-Pesticide%2520Residues%2FRef-4.pdf&v6u=https%3A%2F%2Fs-v6exp1-ds.metric.gstatic.com%2Fgen_204%3Fip%3D203.166.38.235%26ts%3D1454459339136084%26auth%3Dcxtubvglxblt6bl3ffgl7hv4fw6mqblw%26rndm%3D0.710466957621777&v6s=2&v6t=5623&usg=AFQjCNGY9cY3cgMJ5T79dkzIC4oSuGRHwQ
https://www.comlaw.gov.au/Details/F2015L00415
https://www.comlaw.gov.au/Series/F2015L00468
https://www.comlaw.gov.au/Series/F2015L00433
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3.4  Relevant MRLs 

The following needs to be completed in the Technical information worksheet of 
Attachment 1.  
Further information is at Attachment 2, hyperlinked at: Item 4 Relevant MRLs  

g) State the requested MRL in mg/kg 

h) State the origin/source of the requested MRL (e.g. Codex/country/regulator) 

i) State the name of the commodity or food/crop group the source MRL applies to, as 
described in the relevant international database (only required for requests to 
harmonise with MRLs other than Codex) 

In answering these questions, check whether the source/existing MRL data applies to an 
individual food or a group of foods: 

 Individual foods: If the commodity is described in a different form to the commodity that 
has been requested, provide further information to support the request 

 Food group: The commodities included in this food/crop group (covered by this MRL) 
should be compared to the commodities included in the requested food/crop group (as 
described in Schedule 22 of Standard 1.4.2). Ensure all of the commodities you want to 
be included with this request are captured. 

j) Provide reference link/s to the published MRL 

k) State the current status for this MRL in S20—3 of Standard 1.4.2 

In doing this, note whether the chemical is currently listed: 

 If not, state ‘chemical not listed’. Refer to Attachment 2, Item 2 to confirm that the 
chemical is appropriate to include in proposal 

 If listed, but the commodity is not captured then state ‘commodity not listed’ 

 If listed, and the commodity is captured, state all of the applicable commodities and the 
current MRL permission/s. 

l) State the current status for this MRL in Codex (only required for requests to 
harmonise with MRLs other than Codex)  

Useful links: 

 Codex Pesticide Residues in Food and Feed database  

 Codex Veterinary Drug Resides in Food database  

In doing this, note whether the chemical is currently listed by Codex: 

- If not, state ‘chemical not listed’ 
- If listed, but the commodity is not captured, then state ‘commodity not listed’ 
- If listed, and the commodity is captured, state all of the applicable commodities 

and/or food/crop groups and the current MRL permission/s. 
 
 

http://www.codexalimentarius.org/standards/pestres/pesticides/en/
http://www.codexalimentarius.org/standards/vetdrugs/veterinary-drugs/en/
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Section 3.4 Examples: 

Example 
number 

g)  

Requested 
MRL in 
mg/kg 

h) 

Origin/source 
of the 
requested 
MRL  

i) 

Commodity or 
food group this 
MRL applies to 

(non-Codex 
requests only) 

j) 

Reference link/s to published 
MRL 

k) 

Current status in Schedule 20—3 of 
Standard 1.4.2 

l) 

Current status for 
this MRL in Codex 

(non-Codex requests 
only) 

1 3 Health 
Canada 

Peas, dry http://pr-rp.hc-sc.gc.ca/mrl-
lrm/index-eng.php 

Garden pea (shelled) T*0.05; Podded 
pea (young pods) (snow and sugar snap) 
T0.05; Pulses *0.01 

Field pea (dry) 1; 
Garden pea (young 
pods) (=succulent 
immature seeds) 0.2 

2 5 US
8
 EPA Fruit, small vine 

climbing, except 
fuzzy kiwifruit, 
subgroup 13-07F 

http://www.ecfr.gov/cgi-
bin/retrieveECFR?gp=1&SID=0ba
6a2dae04845508a22c0ec318424
04&ty=HTML&h=L&mc=true&r=S
ECTION&n=se40.24.180_1589 

Grapes 4; Dried grapes 15 Grapes 5 

3 0.04 US EPA Vegetable, tuberous 
and corn, subgroup 
1C 

http://www.ecfr.gov/cgi-
bin/retrieveECFR?gp=1&SID=0ba
6a2dae04845508a22c0ec318424
04&ty=HTML&h=L&mc=true&r=S
ECTION&n=se40.24.180_1617 

Commodity not listed Chemical not listed 

4 9 Codex (2010) Not required http://www.codexalimentarius.net/
pestres/data/pesticides/details.ht
ml?id=173 

Stone fruits [except apricot; peach] 1.9 Not required  

 

                                                
8
 United States of America 

http://pr-rp.hc-sc.gc.ca/mrl-lrm/index-eng.php
http://pr-rp.hc-sc.gc.ca/mrl-lrm/index-eng.php
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=1&SID=0ba6a2dae04845508a22c0ec31842404&ty=HTML&h=L&mc=true&r=SECTION&n=se40.24.180_1589
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=1&SID=0ba6a2dae04845508a22c0ec31842404&ty=HTML&h=L&mc=true&r=SECTION&n=se40.24.180_1589
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=1&SID=0ba6a2dae04845508a22c0ec31842404&ty=HTML&h=L&mc=true&r=SECTION&n=se40.24.180_1589
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=1&SID=0ba6a2dae04845508a22c0ec31842404&ty=HTML&h=L&mc=true&r=SECTION&n=se40.24.180_1589
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=1&SID=0ba6a2dae04845508a22c0ec31842404&ty=HTML&h=L&mc=true&r=SECTION&n=se40.24.180_1589
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=1&SID=0ba6a2dae04845508a22c0ec31842404&ty=HTML&h=L&mc=true&r=SECTION&n=se40.24.180_1617
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=1&SID=0ba6a2dae04845508a22c0ec31842404&ty=HTML&h=L&mc=true&r=SECTION&n=se40.24.180_1617
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=1&SID=0ba6a2dae04845508a22c0ec31842404&ty=HTML&h=L&mc=true&r=SECTION&n=se40.24.180_1617
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=1&SID=0ba6a2dae04845508a22c0ec31842404&ty=HTML&h=L&mc=true&r=SECTION&n=se40.24.180_1617
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=1&SID=0ba6a2dae04845508a22c0ec31842404&ty=HTML&h=L&mc=true&r=SECTION&n=se40.24.180_1617
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3.5  Import data requirements 

The following needs to be completed in the Technical information worksheet of 
Attachment 1.  

Further information is at Attachment 2, hyperlinked at: Item 5 Import data 

m) State commodity or commodities intended to be imported using this MRL, 
including any processed commodities associated with this request 

Where the harmonisation request is for a raw agricultural commodity, but the intention is to 
import processed commodities into Australia using this MRL, then list the processed 
commodities in the template. 

Examples: 

 Request is for Grapes; this request is to support table grapes and wine being imported into 
Australia 

 Request is for Apricots; this request is to support only dried apricots being imported into Australia 

 Request is for Stone fruits; this request is to support the import of all stone fruits into Australia 

 Request is for Berries and other small fruits; this request is to support the import of blueberries, 
raspberries and elderberries into Australia. 

n) Is the requested commodity (or commodities) currently being imported into 
Australia? (y/n) 

In answering this question: 
1. The requestor should check that the commodity is permitted for import in a form 

consistent with the request. Provide details where the permitted forms are different. 
 
Useful links: 

 Australian Department of Agriculture and Water Resources imported conditions 
database 

 The Australian Food and Beverage Importers Association 

 Directly through the Australian Department of Agriculture and Water Resources. 
 

2. If the commodity is not currently being imported into Australia, details should be provided 
on the potential for the commodity to be imported in the 18 month period following the 
time the request was lodged with FSANZ. 

 
3. For requests to harmonise with MRLs other than Codex (as per respone from question f): 

The MRL which is being requested needs to specifically relate to the agvet chemical use 
in the country/region in which the commodity is being produced. 

o) Provide detailed import data to support your request that includes: 

i. Information on the volumes of individual commodities imported to Australia over the past 
3-5 year period. For requests to align with MRLs from a source other than Codex, import 
data should be provided from the country/region in which the MRL is established. 
Information regarding volumes in tonnes is preferable, although amount in dollars will be 
accepted if volume data are not available. Include source of this information. 
 

ii. Other details to enable FSANZ to consider whether there is a legitimate need for this 
MRL to be established in Australia. This may include details on the size of the Australian 
market (by volumes or by amount in dollars will be accepted if volume data are not 

http://www.agriculture.gov.au/import/online-services/bicon
http://www.agriculture.gov.au/import/online-services/bicon
http://fbia.org.au/
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available); details on the nature of the Australian market and details on cost impact of a 
lack of harmonised MRL. Include sources for this information (where appropriate). 

When the request relates to a food group: 

 State the commodities captured in this food group that will be imported. Provide import 
data to support your request, as above. 

 Note whether the food group is listed in Attachment 2, Table A1 – Commodities in food 
groups (described in Schedule 22 of Standard 1.4.2) that have potential to have a high 
impact on dietary exposure within the food group, as import data are particularly useful to 
support the commodities listed in this table. 

Section 3.5 General examples: 

Example 
number 

m) 

Commodity or commodities intended 
to be imported using this MRL, 
including any processed 
commodities associated with this 
request. 

n) 

Is the requested commodity (or 
commodities) currently being imported 
into Australia? (y/n). Include details on form, 
potential for import and exporting country (as 
required)  

1 Fresh peas, dried peas Yes – dried peas are imported from Canada 

2 Fresh grapes (both table and wine); 
wine 

Yes – imported from the United States 

3 Frozen potato, dehydrated potato Yes – fresh potato is imported from the United 
States 

4 Nectarine Yes – being imported from the United States 
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Section 3.5 (o) Example of detailed import data: 

Example 
number 

o) i. 

Information on volumes of 
individual commodities 
imported to Australia over the 
past 3-5 year period. For 
requests to align with MRLs from 
a source other than Codex, import 
data should be provided from the 
country/region in which the MRL 
is established. Tonnes preferred 
over dollars. Include source of this 
information.  

o) ii. 

Other details to support this request and 
enable the DEA to take market share of 
imported produce into account where 
relevant. May include: size of Australian market 
(by volumes or by amount in dollars will be 
accepted if volume data is not available); details 
on the Australian market and details on cost 
impacts of a lack of harmonised MRL. Include 
sources for this information. 

2 Fresh grapes exported from 
California to Australia 

 Quantity Value 

2013 XXXX kg  $XXX 

2012 XXXX kg  $XXX 

2011 XXXX kg  $XXX 

Source: XXX 

Wine exported from the United 
States to Australia 

 Quantity Value 

2013 XXXX kg  $XXX 

2012 XXXX kg  $XXX 

2011 XXXX kg  $XXX 

Source: XXX 

In 2012, Australia consumed XXX tonnes of 
grapes. Source XXX. 

Grapes used in the production of beverages 
including wine amounted to XX tonnes in 2012. 
Source XX. 

XX tonnes of table grapes were sold throughout 
major supermarket chains in Australia during the 
period 2011-2012.  

Domestic grape production contributed $ XX to 
economy for this time period. 

Australia imports XX% of grapes from overseas 
markets including (list countries) and is valued at 
$XX for this time period. 
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3.6  Data to support the dietary exposure assessment 

The following needs to be completed in the Technical information worksheet of 
Attachment 1.  
Further information is at Attachment 2, hyperlinked at: Item 6 The dietary exposure 
assessment process 

p) State Highest Residue (HR) and Supervised Trial Median Residue (STMR), or 
equivalent 

The requestor may provide HR or STMR data to support the DEA, if available. 

When the request relates to a food group: 

HR and STMR data for specific foods are particularly useful to support commodities listed in 
Attachment 2 Table A1 – Commodities in food groups (described in Schedule 22 of Standard 
1.4.2) that have potential to have a high impact on dietary exposure within the food group. 

q) Provide a link to the publication of the HR and STMR data, or equivalent 

Section 3.6 Examples 

Example 
number 

p) 

Highest Residue 
(HR) and 
Supervised Trial 
Median Residue 
(STMR), or 
equivalent 

q) 

Link to the publication of the HR and STMR data, or equivalent 

1 HR – 2.74 mg/kg 
STMR – 0.95 mg/kg 

Provide link to source of information 

2 HR – not available 
STMR - 1.09 mg/kg 

http://www.fao.org/fileadmin/templates/agphome/documents/Pests_Pestici
des/JMPR/Report09/Boscalid.pdf (page 55) 

3 HR and STMR - not 
available 

Not applicable 

4 HR - 8.13 mg/kg/ 
STMR - 1.355 
mg/kg 

http://www.fao.org/fileadmin/templates/agphome/documents/Pests_Pestici
des/JMPR/Report09/Buprofezin.pdf 

  

http://www.fao.org/fileadmin/templates/agphome/documents/Pests_Pesticides/JMPR/Report09/Boscalid.pdf
http://www.fao.org/fileadmin/templates/agphome/documents/Pests_Pesticides/JMPR/Report09/Boscalid.pdf
http://www.fao.org/fileadmin/templates/agphome/documents/Pests_Pesticides/JMPR/Report09/Buprofezin.pdf
http://www.fao.org/fileadmin/templates/agphome/documents/Pests_Pesticides/JMPR/Report09/Buprofezin.pdf
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ATTACHMENT 1 (see separate MS Excel file) 

Harmonisation Request Template 

The harmonisation request template is a separate MS Excel file available on FSANZ website 
and will need to be completed prior to lodging your MRL harmonisation request. 
  

http://www.foodstandards.gov.au/code/changes/limits/Documents/Attachment%201_Harmonisation%20request%20template.xlsx
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ATTACHMENT 2: Supplementary information on the 
process for considering harmonisation 
requests 

This attachment provides more information about the way FSANZ considers harmonisation 
requests, to provide context on the administrative and technical information requirements 
outlined in Section 3. 

Item 1  Administrative information 

This information will assist with responses to the Administrative information questions (see 
3.1  Administrative information 

Providing information regarding the requestor’s details enables FSANZ to contact and 
communicate with the relevant people regarding the request throughout the assessment 
period. FSANZ recognises that an organisation may submit requests for companies that are 
overseas. 
 
FSANZ is interested in understanding the nature of each request received. Providing 
information regarding whether this request is made by a single firm or organisation, or on 
behalf of other individuals, companies, industries or organisations assists FSANZ’s 
understanding of the context of the requests and verify that the MRLs are sourced 
appropriately. 
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Item 2 The requested chemical 

This information will assist responses to the Technical information questions a, b, c (see 
3.2  Requested chemical) 

 
FSANZ assesses the appropriateness of the chemical that has been requested. In doing this, 
FSANZ considers the HBGV and the residue definition. 

Health-based guidance values – ADI and ARfD 

An ADI is available for all agvet chemicals and is used to assess long-term or chronic dietary 
exposure to chemical residues. An ARfD is not always established because some agvet 
chemicals are not acutely toxic. If established, the ARfD is used to assess acute dietary 
exposure to chemical residues. 
 
The HBGVs for all agvet chemicals included in a FSANZ MRL proposal are sourced through 
either the Australian OCS, JMPR or JECFA. For consistency, FSANZ uses HBGVs for DEAs 
from the same source. In cases where there is only an ADI available through OCS but an 
ARfD is available through JMPR (or JECFA), then FSANZ will source both the ADI and ARfD 
through JMPR (or JECFA). 
 
FSANZ may consider chemicals without a HBGV established by the OCS, JMPR or JECFA if 
they are currently listed in S20—3 of Standard 1.4.2. Such chemicals may be listed in the 
Code because FSANZ previously used HBGVs from alternate sources in their DEAs, e.g. US 
EPA or the EU. Agvet chemicals that are not currently listed in Standard 1.4.2 and do not 
have HBGVs from the OCS or JMPR may be considered through the FSANZ application 
process. 
 
This process is described in Figure A1. 
 
 

 

 

 

 

 

 

 

 

 

 

 

Figure A1 Process for considering HBGVs 

 

Note: For some chemical requests, FSANZ may seek advice from the APVMA, e.g. for chemicals 
under review by the APVMA or for requests for veterinary chemicals (see Section 2.3). 
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Residue definition 

FSANZ needs to ensure that the residue definition for each agvet chemical that has been 
requested is consistent with the established residue definition in Standard 1.4.2. 
 

Example: 
If there is a request to harmonise with a Codex MRL, the JMPR or JECFA residue definition will be 
compared to the definition listed for the chemical in S20—3 of Standard 1.4.2. If the MRL has been 
sourced through the US, the US EPA residue definition will be compared to Standard 1.4.2. 

 
When requests relate to chemicals that have not been previously listed in S20—3 of 
Standard 1.4.2, FSANZ will determine appropriate residue definitions as part of the 
evaluation, and will include this definition in the drafting of the Standard. FSANZ will source 
this definition from the OCS, APVMA, JMPR or JECFA. 
 

Note: 
Although the chemical has not been previously listed in Standard 1.4.2, the OCS or APVMA may be in 
the process of considering the chemical and have information relating to the appropriate residue 
definition. 
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Item 3 The requested commodity 

This information will assist responses to the Technical information questions d, e and f (see 
3.3  Requested commodity) 

 
An appropriate description of the food commodity should be provided which should be 
consistent with Codex and/or Standard 1.4.2 of the Code. The description is important as 
commodities (and food groups) are often described differently across international 
databases. The commodity descriptions listed in S20—3 of Standard 1.4.2 have traditionally 
been based on Codex descriptors, but may vary slightly. Providing the description in the form 
that you would like to be drafted in the Standard minimises the chance of misinterpretation 
and is important for the integrity of the Standard. 
 
Standard 1.4.2 only includes commodities for human consumption. The Codex Classification 
of Foods and Animal Feeds document lists commodities that may be considered for inclusion 
in the proposal. This document also lists a Codex food code for each commodity. 
Commodities will be considered if they are listed within the following broad classes of foods: 

 Class A – Primary food commodities of plant origin 

 Class B – Primary food commodities of animal origin 

 Class D – Processed foods of plant origin 

 Class E – Processed foods of animal origin. 
 
Commodities that are for animal feed are not listed in Standard 1.4.2. The commodities that 
are listed by Codex under the broad class of food: Class C – Primary animal feed 
commodities, will not be considered in an MRL proposal. 
 
Requests may be received for individual commodities or food groups: 
 
Individual foods: MRLs are usually applied to raw and unprocessed commodities. Physical 
processing may be required for some commodities (e.g. milling, drying or steaming) and may 
have separate entries in S20—3 of Standard 1.4.2. The Code states that unless Schedules 
20 or 21 specify a separate MRL or Extraneous Residue Limit (ERL) for a processed food, 
the MRL (or ERL) applies to that food whether raw or processed. Generally, separate MRLs 
for a processed commodity should only be considered if the resulting residues in the 
processed commodity will be higher than the MRL of the corresponding raw commodity. The 
requestor should state if there are any processed foods associated with their request. 
 
Where requests are received for multiple individual commodities within a food group (as 
described in Schedule 22 of Standard 1.4.2), FSANZ may consider the whole food group at 
the highest MRL requested, pending outcomes from the dietary modelling. 
 

Example: 
Individual requests received for the following commodities and MRLs (expressed in mg/kg): 
Blackberries 2; Cranberry 1.8; Currants, black, red 1.8; Grapes 2; Raspberries, red, black 1; 
Strawberry 2.5. 

 FSANZ may consider the food group Berries and other small fruits at 2.5 mg/kg, pending 

outcomes from the dietary modelling. 

 
Food groups: Food group descriptors and commodities may vary across international 
databases. When the request is for a food group, the commodities that are included in the 
food group are described in Schedule 22 of Standard 1.4.2. 
  

http://www.codexalimentarius.net/download/standards/41/CXA_004_1993e.pdf
http://www.codexalimentarius.net/download/standards/41/CXA_004_1993e.pdf
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Example:  
In Schedule 22 of Standard 1.4.2, the food group – Root and tuber vegetables, contains the following 
commodities:  
Arrowroot; Beetroot; Canna, edible; Carrot; Cassava; Celeriac; Chicory, roots; Horseradish; Jerusalem 
artichoke; Parsnip; Potato; Radish; Radish, Japanese; Salsify; Scorzonera; Sugar beet; Swede; Sweet 

potato; Taro; Turnip, garden; Yams. 

 
The requestor should verify the commodities in the requested food group are covered by the 
existing source MRL. 
 
When more than one request is received for the same commodity and different MRLs are 
requested, the highest MRL is considered first, pending outcomes from the DEA9. When 
requests for the same chemical/MRL for both a food group and an individual food that sits 
within this broader food group have been received, the food group will be considered in the 
first instance. 
 

Example: 
A request may be received for the same MRL for both Apricots and Stone fruits. In this instance, the 
request for Stone fruits will be considered in the first instance, pending outcomes from the DEA. 

 
In assessing requests to align with MRLs other than Codex, FSANZ considers the country or 
region where the raw agricultural commodity is being produced. Further details are provided 
in Attachment 2 under Items 4 and 5. 
 
  

                                                
9
 Details are provided in Attachment 2, Item 6. 
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Item 4 Relevant MRLs 

This information will assist responding to the Technical information questions g, h, i, j, k 
and l (see 3.4  Relevant MRLs)  

 
Requests may be received to harmonise with any MRL that has been established overseas. 
In the US, the term for MRL is ‘tolerance’ and MRLs are stated in parts per million (ppm), 
which is equivalent to mg/kg, as used in the Code. 

Origin/source of the MRL 

FSANZ considers requests to harmonise with MRLs established by a regulatory authority in 
other countries10 as well as by Codex, noting that some of the chemicals and/or commodities 
included in FSANZ MRL proposals do not have a Codex MRL (i.e. no decision has been 
made through the JMPR or JECFA process). 

For requests to harmonise with Codex MRLs: 

FSANZ acknowledges that Codex MRLs are established to facilitate international trade. 
Where a Codex MRL has been requested, then this MRL applies to this commodity 
regardless of the country in which it has been produced. 
 

Examples:  

 Commodity X is produced in Japan and China and India (and other countries). If the request is 
progessed, FSANZ will consider harmonisation with an MRL for this commodity that has been 
established by Codex (Noting antibiotics will be considered on a case-by-case basis). 

For requests to harmonise with MRLs established by countries/regions other than 
Codex: 

Where a national or regional MRL has been applied (e.g. Brazil, Japan, Europe etc.) it is 
assumed that the source country (or region) of the MRL is the only country (or region) that 
the MRL applies to. The FSANZ approach is to consider harmonisation with MRLs 
established by the regulatory authority in the country or region in which the commodity is 
being produced. 
 

Examples:  

 Commodity X is produced in California. FSANZ will consider harmonisation with the MRL 
established in the US.  

 Commodity X is produced in Germany. FSANZ will consider harmonisation with the MRL 
established in the EU. 

 Commodity X is produced in India. FSANZ will consider harmonisation with the MRL established 
by the regulatory authority in India.  

The name of the commodity or food group for which the existing/source MRL applies  

FSANZ must ensure the MRL that has been established for a commodity or food group 
overseas is also appropriate to the requested commodity or food group in Australia.  
 
Individual foods: Where the requested commodity is described in a different form to the 
commodity that the source MRL applies to (for example, ‘dried’ versus ‘fresh’ forms), further 
information is required (to demonstrate the requested commodity is captured by the 
source/existing MRL).   

                                                
10

 For example, in previous MRL proposals, FSANZ has considered requests from Europe, the United States of 
America, Japan, Korea, Brazil, Canada, and Argentina.  
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Example: 
Request is for Peas and existing/source MRL is for Dried peas. Additional information is required to 
show that the MRL also applies to fresh peas – otherwise FSANZ will consider request for Codex VD 
0072 Peas (dry). 

 
Food groups: Separate requests are required for the commodities included in the food 
group that the existing/source MRL applies to when they are not listed in the food group as 
described by Schedule 22 of Standard 1.4.2.  
 

Example: 
The US food group: Vegetable, tuberous and corn, subgroup 1C lists the following commodities:  
Arracacha; arrowroot; artichoke, Chinese; artichoke, Jerusalem; canna, edible; cassava, bitter and 
sweet; chayote (root); chufa; dasheen; ginger; leren; potato; sweet potato; tanier; turmeric; yam bean; 
yam, true. 
 

 Note if the request was for Root and tuber vegetables, the following are not captured in Schedule 
22 of Standard 1.4.2 food group - Arracacha, Chayote, Ginger, Leren, Tanier, Turmeric (separate 
requests are required for these) 

Current status of the MRL 

Requestors are required to provide information about current MRL permissions for the 
request they are submitting. This information is used by FSANZ if preparing the draft 
variation to Standard 1.4.2 and supporting documents prepared during its assessment. 

Current status in Standard 1.4.2 

FSANZ compares the requested MRL with the current status in S20—3 of Standard 1.4.2 to 
ensure that changes have not been made since the time the request was prepared, and that 
the request is still required. FSANZ also considers consequential amendments that may 
arise from including the requested MRL in the Standard.  
 

Example of consequential amendments: 

 Request is for Nectarine at 5 mg/kg, and the commodity Stone fruits is already listed for the 
requested chemical at 2 mg/kg. FSANZ may insert Nectarine at 5 mg/kg, remove Stone fruits 2 
mg/kg and insert Stone fruits [except nectarine] at 2 mg/kg  

 Request is for Tree nuts at 1 mg/kg and the following commodities are already listed for the 
requested chemical: Walnut 0.5 mg/kg and Hazelnut 0.5 mg/kg. FSANZ may insert Tree nuts at 1 
mg/kg and remove the entries for Walnut and Hazelnut (as these are captured under the Tree nuts 
MRL). 

Codex MRLs 

The FSANZ Act sets out FSANZ’s objectives and considerations under section 1811. A 
primary objective is the protection of public health and safety. An additional objective to 
which FSANZ must have regard includes: The promotion of consistency between domestic 
and international standards. 
 
In order to meet the FSANZ objectives in this area, the requested MRL is compared with the 
current Codex standards. When the requested MRL is considerably higher than the MRL 
established by Codex, FSANZ ensures it is appropriate to include in the proposal before 
proceeding with the request. 

                                                
11

 The Food Standards Australia New Zealand Act 1991 can be sourced at: FSANZ Act 

http://www.comlaw.gov.au/Details/C2014C00565
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Item 5 Import data 

This information will assist responses to the Technical information questions m, n and o 
(see 3.5  Import data requirements) 

 
Import data should be provided to support each commodity that has been requested. When 
food groups are requested, import data should be provided to support the commodities that 
are intended to be imported using this MRL. The requestor should also state any processed 
commodities associated with the request that may be imported containing residues.  

Commodities must meet import requirements 

Commodities must meet the Quarantine Act 190812 and be permitted for import into Australia 
in the form that has been requested. This information must be checked by the requestor and 
FSANZ may confirm this information through the Australian Department of Agriculture and 
Water Resources. 
 
The form of the commodity that is permitted to be imported should be consistent with the 
request. Where the forms are different, such as when only processed forms of the 
commodity are permitted for import, then this should be stated by the requestor. 
 

Example:  
A request may be received for the Codex group FS 0240 Apricots. However if only dried apricots are 
imported into Australia then FSANZ may consider including DF 0240 Apricots, dried as the entry. 

Commodities must be currently imported, or have potential to be imported within 18 
months  

The commodity that is being requested must be imported into Australia, or have potential to 
be imported into Australia in the 18 month period from the time the request was lodged with 
FSANZ. This information assists FSANZ with assessing whether the request is legitimate 
and information regarding volumes of produce and size of the market may be used by 
FSANZ to refine the estimate of dietary exposure. 

Requests for food groups 

Information should be provided to support the individual commodities (within the requested 
food group) that are intended to be imported. 
 
Table A1 lists some of the food groups, as they are described in Schedule 22 of Standard 
1.4.2. The commodities listed for the food groups in this table are of particular relevance to 
FSANZ, as they have potential to have the greatest impact on the DEA, specifically the 
National Estimate of Short Term Intake (NESTI13). 
 
The requestor should note whether the requested food group is listed in Table A1. 
 

 If Yes: consider providing import data for the individual commodities listed for this group. 

 If No: the large portion for the group will be used in the DEA instead of individual 
commodities, so import data should be provided for commodities that are intended to be 
imported as a result of this request. 

                                                
12

 The Biosecurity Act 2015 will commence on 16 June 2016, replacing the Quarantine Act 1908. For further 
information visit: http://www.agriculture.gov.au/biosecurity/legislation/new-biosecurity-legislation 
 
13

 NESTI processes are detailed in Attachment 2, Item 6 

http://www.agriculture.gov.au/biosecurity/legislation/new-biosecurity-legislation
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Table A1 Commodities in food groups (described in Schedule 22 of Standard 1.4.2) that 
have potential to have a high impact on the NESTI assessment.14 

Food group name Highest consumed commodities 

CROP COMMODITIES 

FRUIT  
Tropical and sub-tropical fruit - 
inedible peel 
 

Pineapple 

Citrus fruits Oranges, Sweet, Sour (Bigarade, Chinotto, Chironja); 
Oranges, for juice 
 

Pome fruits Apples; Apples, for juice 
 

Stone fruits Apricot; Nectarine; Peach 
 

VEGETABLES  
Brassica (cole or cabbage) vegetables 
 

Broccoli; Cabbage, head 
 

Bulb Vegetables Leek; Onion, bulb 
 

Fruiting vegetables, cucurbits Melons, other than watermelon; Watermelon 
 

Fruiting vegetables, other than 
cucurbits 

Egg plant (Aubergine, Thai eggplant, Pea eggplant); 
Sweetcorn; Tomato; Tomato, for juice; Tomato, for canning. 
 

Leafy vegetables (including brassica 
leafy vegetables) 

Chard (silver beet); Chinese cabbage; Cos lettuce; Lettuce; 
Spinach 
 

Legume vegetables Common bean (pods and/or immature seeds) 
 

Pulses Chick-pea (dry) [Gram]; Common bean (dry) Lentil (dry); 
Soya bean (dry), used for tofu 
 

Root and tuber vegetables Carrot, for juice; Potato 
 

Stalk and stem vegetables Celery; Celery, for juice; Rhubarb 
 

NUTS AND SEEDS Cashews; Peanut 
 

PROCESSED FOODS OF PLANT AND ANIMAL ORIGIN 

 
SECONDARY COMMODITIES OF PLANT ORIGIN 
Dried fruits Banana, dried; Dates, dried or dried and candied; Prunes; 

Raisins, dried 
 

 

  

                                                
14

 Data sourced from the Australian 1995 National Nutrition Survey. Note that this table will be updated in future 
versions of this document to reflect data from the most recent Australian nutrition survey. 
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If insufficient import data is provided to support the whole food group being included in the 
proposal, FSANZ may consider listing individual commodities instead. 
 

Example: 
A request is received for Berries and other small fruits. However import data is only provided to 
support the import for strawberries. FSANZ may consider including FB 0275 Strawberry in the 

proposal instead.  

Requests to harmonise with Codex MRLs 

Codex MRLs have been established to facilitate international trade. For requests that are 
received to harmonise with MRLs that are established by Codex, FSANZ requires that import 
data is provided to demonstrate the commodity is coming into Australia or has potential to be 
imported into Australia (from any country/region) in the 18 month period from the time the 
request was lodged with FSANZ. This is illustrated in Figure A2. 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Figure A2  Process for considering import data for requests to harmonise with Codex 

*Specific import data may not be available for some commodities, and data may be available for similar commodities within the 
same food group (based on HTISC codes).   

Exclude request from proposal 
Include Codex MRL in proposal, 

pending outcomes from the DEA 
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Requests to harmonise with an MRL from a source other than Codex 

For requests that are received to harmonise with MRLs that are established by a source 
other than Codex, FSANZ requires that the commodities are produced in the country in 
which the MRL was established, demonstrating that the chemical is legal in the country in 
which it is being used and that it is used according to GAP. Information should also be 
provided demonstrating that the commodity is being imported from the country in which it is 
being produced. FSANZ recognises the complexity of international trade routes and that 
commodities are often not transported directly from the country of origin to Australia. In such 
situation, requestors may liaise with FSANZ, and each request will be considered on a case-
by-case basis. If this information is not available, then FSANZ will align with a Codex MRL 
(where available) or the request will be excluded from the proposal. This process is outlined 
in Figure A3.  
 
The request may alternatively be considered via the FSANZ application route. 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Figure A3  Process for considering import data for requests to harmonise with a source 
other than Codex 

^ e.g. commodity is produced In California, request is to harmonise with US MRL 

# e.g. commodity is produced in India, request is to harmonise with EU MRL. 

Exclude request from proposal. 
May be considered via an MRL application 

Include in proposal, pending 

outcomes from the DEA 

Origin/source of MRL 
(e.g. Canada, Japan, EU)  

yes^ 

yes 

yes 

no 

no
#
 

no 
yes 

Use Codex MRL 
Note: if requested MRL 
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(e.g. Canada, Japan, EU) 
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Item 6 The dietary exposure assessment process 

This information will assist responses to the Technical information questions p and q (see 
3.6  Data to support the dietary exposure assessment) 

 
A key consideration for all MRL harmonisation requests is the outcome of the DEA, based on 
the most recent Australian food consumption data15. DEAs are required for most chemicals 
included in an MRL proposal16. DEAs are conducted per chemical, and consider all 
commodities with an existing or requested MRL for that given chemical. The estimated 
dietary exposure must always be below the relevant HBGV for the request to be considered. 
The DEA process is illustrated in Figure A4. 

Types of DEAs 

Two types of DEAs may be performed for each request: 

1. A National Estimate of Short Term Intake (NESTI) 

This DEA is performed for individual commodities for a given chemical where an ARfD has 
been established. It is performed for the Australian population aged 2-6 years and 2 years 
and above17. 

2. A National Estimate of Dietary Intake (NEDI) 

This DEA is for a long-term chronic exposure estimate. This estimate is based on the sum of 
exposure from all current and requested MRLs for each commodity for a given chemical. 
This estimate of mean dietary exposure for the whole population aged 2 years and above is 
compared against the ADI. 

FSANZ DEA approach 

DEAs are based on ‘worst-case’ scenario data and are therefore conservative. Where the 
chemical has an ARfD, the NESTI is conducted first, for each commodity that has a 
proposed MRL. If the NESTI exceeds the ARfD for a commodity, FSANZ may consider using 
alternate datasets to refine the estimate of exposure. If the NESTI continues to exceed the 
ARfD, the commodity is excluded from the proposal and not included in the NEDI 
calculations. If the NESTI is within the ARfD or there is no ARfD for the chemical, the NEDI 
calculations are then undertaken. 
 
Where the NEDI and, where relevant, the NESTI are lower than the HBGVs for a given 
chemical, the requested MRLs are included in the proposal (i.e. the MRLs are accepted and 
draft changes are prepared for S20—3 of Standard 1.4.2). 
  

                                                
15

 From mid-2016, FSANZ exposure assessments for agvet chemicals will be based on Australian consumption 
patterns from the 2011-12 National Nutrition and Physical Activity Survey (NNPAS) data, a 1 day 24-hour recall 
survey of 12,153 respondents aged 2 years and above. 
16

 DEA’s are not required for some requests, for example when the APVMA are proposing to delete or reduce 
MRLs or change the MRL status from temporary (T) to a permanent MRL. 
17

 The NESTI may be performed for other population groups depending on the target group for the ARfD that has 
been established for the chemical, for example ‘women of child bearing age’. 
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NESTI < ARfD NESTI > ARfD 

Commodity included in 
NEDI calculation 

NEDI 
Performed for all chemicals considered in the proposal 

 The sum of exposure from all foods (chronic dietary exposure) compared 

against the Acceptable Daily Intake (ADI) 

 Performed for population group aged 2 years and above 

NEDI > ADI 

Requested MRL(s) accepted 
Draft changes to Standard 1.4.2 

proposed 

 Consider alternate concentration data e.g. STMR 
data (if available through JMPR/JECFA) 

 Refine commodity used in the assessment 

NEDI < ADI NEDI > ADI 

Exclude from proposal 

NESTI > ARfD 

Commodity included in 
NEDI calculation 

NESTI 
 Only performed for chemicals that have an Acute Reference Dose 

(ARfD). If no ARfD, then only a NEDI is required 

 Exposure from each individual commodity compared against the ARfD 

 Performed for 2-6 years and 2+ years  

NESTI < ARfD 

NEDI < ADI 

 Consider alternate concentration data e.g. HR or STMR 
data (if available through JMPR/JECFA), where relevant 
to calculation for commodity type 

Figure A4  The dietary exposure assessment process 
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Approach when the DEA exceeds the HBGVs 

Internationally established MRLs may be excluded from the proposal because different 
HBGVs may be used in the assessment and/or Australian patterns of consumption for the 
commodity are different to those of the MRL source country. Refined assessments using trial 
data (such as HR, STMR) may reduce the exposure estimate. 

Highest Residue (HR) and Supervised Trial Median Residue (STMR) data 

HR data is the highest residue from a supervised trial that results from using the chemical 
according to label directions. This data may be used in the NESTI to help refine the DEA for 
some commodity types. STMR data is the median concentration of a chemical from a 
number of analyses in the food after applying the chemical according to label directions. This 
data may be used in either the NESTI for some commodity types, or NEDI to assist in 
refining the DEA. 
 
For agricultural chemicals FSANZ requests HR and STMR data published by the country 
where the MRL is established. Alternatively, where a Codex MRL is established, FSANZ 
uses the related HR/STMR data identified by the JMPR. 
 
In undertaking the DEA, FSANZ pays particular attention to individual commodities in food 
groups that have potential to have the greatest impact on the NESTI exposure assessment. 
Where relevant, these are listed in Table A1. Providing HR and STMR data to support these 
commodities may assist with the request. 
 
For veterinary chemicals, FSANZ will consider concentration data from JECFA to refine the 
DEA if available. 

Other approaches 

If the NEDI exceeds the HBGV despite refinement of the DEA, it may be possible to refine 
the commodity considered in the assessment. In this instance, FSANZ will consult with the 
requestor about suitable alternatives. 
 

Examples:  

 If a request for Grapes is being considered for a chemical, and the DEA exceeds the HBGV, it 
may be possible to refine this group to Grape [except wine grapes]. 

 If a request for Stone Fruits exceeds the HBGV, then it may be possible to adjust this to Stone 
fruits [except peaches] or consider only one of the commodities within this food group (e.g. 

Nectarines). 

 
When multiple commodities have been considered for a chemical and the NEDI continues to 
exceed the HBGV, the DEA may be refined based on a selection of the commodities. FSANZ 
will: 

i. Notify requestors of the exceedance of the HBGV and ask which commodities are a 
priority. 

ii. Facilitate negotiations between requestors for ‘like’ chemical requests to give all 
requestors the opportunity to decide which are priority MRLs. If a decision cannot be 
made, the MRL requests may not be considered through a proposal. 


