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A SUBMISSION TO THE SENATE INQUIRY INTO THE 

ANZFA AMENDMENT BILL 2001
Overview/Introduction

The Australia New Zealand Food Authority (ANZFA) is a statutory agency of the Commonwealth Government.  Its predecessor was the National Food Authority which was established under the terms of the 1991 COAG Agreement between the Commonwealth and the State and Territory Governments for a national food standards setting system.

In 1996, the food regulatory system was joined by New Zealand and the National Food Authority became ANZFA.  The Treaty between Australia and New Zealand established a framework for the harmonisation of food standards, the elaboration of an Australia New Zealand Food Standards Code, in order to reduce unnecessary barriers to trade. 

In 2000, the Commonwealth, State and Territory Governments entered into a new Agreement, requiring amendment to the ANZFA Act and amendment to the Treaty with New Zealand. 

The legal and policy environment 

In providing a standards development service to the ten jurisdictions, ANZFA seeks to provide independent and scientifically rigorous advice, drawing on broad community consultations.  Although ANZFA was established by the Commonwealth Government in the Health portfolio, it has an independence from Commonwealth direction, other than through formal written direction that must be tabled in Parliament.

It is also required to fulfil its various legislative and policy obligations. ANZFA’s standards development work is governed by its legislation, the prevailing Inter-Governmental Agreement, the food standards Treaty between Australia and New Zealand, COAG and New Zealand policies for development of regulation and Australia's and New Zealand’s international treaty obligations. 

The Australia New Zealand Food Authority Act 1991

The ANZFA Act sets out in Part III the rigorous process of consultation and analysis that must be followed in developing standards. This statutory process involves a minimum of two periods of public comment and publication of two comprehensive reports containing relevant material, analysis and consideration of the public submissions. 

On receiving an Application or commencing a Proposal
, ANZFA calls for public submissions.  It then undertakes a scientific risk assessment, considers the public submissions, considers a number of regulatory options, weighs up the merits and impacts of the options and decides on a preferred regulatory option.

It then prepares and, once agreed by the Board, releases for public comment its Full Assessment
 Report which includes a draft of the proposed standard.  (Some stakeholders prefer to receive shorter Explanatory Notes that summarise the rationale for the proposed approach)

The next step is to consider the public submissions received and reconsider the options, either reconfirming or changing the preferred option.  At this stage, the Inquiry Report, incorporating the Board’s decision, is prepared for the Board’s consideration. 

If the outcome is agreed, ANZFA makes a recommendation to the Ministerial Council.  If the Council agrees, ANZFA gazettes the agreed standard and makes a public notification that the Inquiry Report is available. (Some stakeholders prefer to receive the shorter Statement of Reasons)

At any stage in this process, ANZFA may release supplementary discussion papers, hold public forums, undertake stakeholder workshops, consult with expert panels, set up stakeholder working groups, seek peer review, or release a revised Full Assessment report.  These additional processes serve to strengthen and improve ANZFA’s decision-making processes and are particularly useful where the issue under consideration is contentious or technically complex.

The full statutory process for consultation is included as a schematic in Appendix I
.

The 2001 Bill seeks to simplify Part III by making the consultation and decision-making processes the same for Applications and Proposals.

Statutory Objectives in Developing Standards

When ANZFA develops a standard, it must apply the objectives set out in section 10(1) of the Australia New Zealand Food Authority Act 1991.  These are (in descending order of priority):

· the protection of public health and safety;

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

· the prevention of misleading or deceptive conduct.

Subsection 10(2) also requires that, in developing standards, ANZFA must also have regard to the following:

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

· the promotion of consistency between domestic and international food standards;

· the desirability of an efficient and internationally competitive food industry; and

· the promotion of fair trading in food.

The ANZFA Amendment Bill 2001 will amend these objectives by inserting another point in section 10 (to the effect that ANZFA must have regard to any written policies formulated by the Ministerial Council for this purpose).

Each of these objectives and ancillary matters are considered and elaborated in ANZFA’s Full Assessment and Inquiry Reports.  To be anything less than completely rigorous in this process would leave ANZFA open to legal challenges in the Administrative Appeals Tribunal and/or under the Administrative Decisions (Judicial Review) Act 1977 and possibly to other action in the Federal Court.

These objectives are consistent with the objectives set down in the Treaty between Australia and New Zealand for joint food standards and with the Codex Alimentarius Commission objectives for international food standards.

COAG Principles and Guidelines for National Standard Setting

In 1995, COAG endorsed a set of Guidelines for standards setting by Ministerial Councils
 aimed at ensuring that new standards do not impose excessive requirements on business.  The aim of any national standards setting process should be to achieve the required regulatory objectives in a manner which imposes the least costs on business and restrictions on competition.  The COAG principles set out the best processes to follow in determining whether a set of proposed standards is the most appropriate course of action.  They describe the features of good regulation and conclude by recommending a set of principles for standard setting and regulatory action.

These principles of good regulatory practice apply to decisions of Ministerial Councils and inter-governmental standards setting bodies, however, they are constituted, and bodies such as ANZFA established statutorily by government to deal with national regulatory problems. 

The COAG Guidelines require regulators to identify the need for regulation and to quantify the potential benefits and costs of regulation.  The quantitative appraisal involves a systematic examination of all of the advantages and disadvantages of each practicable alternative way of achieving an objective.

For each of its applications and proposals, ANZFA undertakes a regulatory impact assessment.  ANZFA recognises that in the past some of its economic analyses have not been as comprehensive as desirable.  Action is under way to improve this situation (discussed later in this document).

Appendix II summarises the main features of the COAG guidelines and principles.  In giving effect to these guidelines, ANZFA has also adopted the processes set out in the Office of Regulation Review’s A Guide to Regulation
.  ANZFA also complies with the requirements of the New Zealand Code of Good Regulatory Practice.

World Trade Organization/Codex

ANZFA is also bound, on behalf of Australia and New Zealand, to uphold the requirements of the World Trade Organization’s Multilateral Trade Agreements
. 

The Sanitary and Phytosanitary (SPS) Agreement requires that members ensure that any sanitary or phytosanitary measure is applied only to the extent necessary to protect human, animal or plant life or health, is based on scientific principles and is not maintained without sufficient scientific evidence.  In the assessment of risks, members must take into account available scientific evidence, relevant economic factors and attempt to minimise negative trade effects.

In order to harmonise sanitary and phytosanitary measures, members shall base their measures on international standards, and in the case of food standards, international standards are determined through the mechanisms of the Codex Alimentarius Commission (Codex).  Members can only depart from these standards where there are evidence based reasons for doing so, but still must adopt the least trade restrictive measure that will achieve the objective.

Codex is slow in developing and reviewing its standards, and many are out of date or inconsistent with contemporary scientific knowledge or community expectations. Codex proceeds by consensus among its 160 members. Therefore many countries, including Australia and New Zealand, have many standards that depart from Codex standards, but this only occurs where there is sound scientific evidence supporting the need to do so.

The Technical Barriers to Trade (TBT) Agreement requires members to ensure that technical regulations are not prepared, adopted or applied with a view to, or with the effect of, creating unnecessary obstacles to international trade.  This Agreement also requires application of international standards where these exist except where they would be inappropriate.

The Agreement on Trade Related Aspects of Intellectual Property Rights (TRIPS) requires members to respect the intellectual property rights of other members.  It has been of particular relevance to the work of ANZFA in relation to the development of standards regulating geographical indications.

Because both Australia and New Zealand are significant exporters of commodities and food products, both are particularly vulnerable to retaliatory action should we not meet these obligations.

ANZFA gives full consideration to these issues in considering the various regulatory options and also provides an opportunity for comments from other countries on proposed standards through the WTO notification process, when appropriate.  These matters are discussed in its Full Assessment and Inquiry Reports.

Standards Review Principles

In establishing the National Food Authority in 1991, the Commonwealth Government stated that the Authority would undertake a complete review of the standards it had inherited from the previous National Health and Medical Research Council system.  This work commenced in 1994, with the Ministerial Council endorsing the principles underpinning the review in 1998.

In undertaking the full review of the Food Standards Code, which was completed in 2000, ANZFA sought to (consistent with its statutory objectives and existing policies):

· reduce the level of prescriptiveness of standards to facilitate innovation by allowing wider permissions on the use of ingredients and additives, but with recognition of the increased need for consumer information;

· develop standards which are easier to understand and make amendment more straightforward;

· replace standards which regulate individual foods with standards that apply across all foods or a range of foods;

· consider the possibility of industry codes of practice as an alternative to regulation; and

· facilitate harmonisation of food standards between Australia and New Zealand.

The review was also carried out in accordance with the competition policy principles adopted by COAG and the New Zealand Code of Good Regulatory Practice. A subsequent stand alone review was undertaken to ensure compliance with the national competition principles.

ANZFA’s Risk Management Framework 

In summary, in progressing from Application or Proposal to gazetted standard, ANZFA is bound to comply with a number of practices and policies – some legislated, others imposed by government decision.  It has developed a rigorous risk management system to deliver against these obligations.  

Managing risk is not just about protecting public health and safety, although for ANZFA this must always be the highest priority.  Risk management is also about achieving ANZFA’s other statutory objectives (the provision of information to consumers and preventing misleading or deceptive conduct) and balancing achievement of these objectives against business and community costs.

ANZFA is committed to employing a structured approach to risk.  Its integrated approach to risk is based on the Australia/New Zealand Risk Management Standard 1999
 and also incorporates the risk analysis process endorsed by the Codex Alimentarius Commission. A mongst other things, ANZFA’s integrated approach to risk is to ensure that risks are systematically identified and considered in regulatory decision-making.

The analysis of risk can be divided into two distinct processes, namely risk assessment (using available information to identify, characterise and quantify the adverse health effects of exposure to a biological, chemical or physical agent) and risk management (integrating risk assessment results with social and economic goals, and after considering policy options, identifying a strategy to control the risk).  Within ANZFA’s role, risk assessment can be further broken down into scientific risk assessment (to protect public health and safety) and assessment of the risks relevant to the other consumer protection objectives (providing information and preventing misleading and deceptive conduct).

The task for ANZFA as a regulator is to identify the most appropriate level of all types of risk (measured by likelihood and consequence of occurrence) against the cost of reducing that risk.  This is done by ascertaining and evaluating the most appropriate options for addressing these risks and identifying the risk management measure that most optimally protects and addresses the diverse interests of the communities of Australia and New Zealand. 

In the area of managing public health and safety and consumer expectations about health and safety, this algorithm is necessarily complex.  Given that food issues concern every consumer, the regulation of food is often very contentious. 

This means that ANZFA must be very rigorous in its methodologies.  It reinforces the need for ANZFA to maintain its role as the independent expert receptive to evidence and arguments advanced by all stakeholder groups.

ANZFA’s Scientific Risk Assessment Processes 

ANZFA’s primary task is the protection of public health and safety through the development of food standards for Australia and New Zealand.

The current food regulatory system in Australia and New Zealand is based upon a community standard in relation to the safety of food that reflects a long history of safe consumption.  There are risks and benefits associated with the consumption of all foods, however, the community has the knowledge necessary to manage or negate the hazards of conventional foods while accessing their benefits.  For these reasons, conventional foods are generally considered to be safe so long as manufacturers and retailers exercise due care in their preparation and handling, as they are required to do.

An explicitly cautionary approach is applied to foods and food ingredients that do not have an established history of safe human use and to environmental contaminants.  These include:

· substances added to food for technological purposes (i.e. food additives and processing aids);

· foods with no prior history of safe human consumption (novel foods); 

· foods produced using novel processes (eg foods produced using gene technology and irradiated foods);  

· metal and non-metal contaminants which may occur in food through adventitious contamination; and

· residues of agricultural and veterinary applications of various chemical compounds. 

The philosophy applied to these foods within the food regulatory system is that, due to potential health concerns about their use, they should be prohibited unless expressly permitted.  The basis for permitting substances with no prior history of safe use is that:

· the relevant and appropriate scientific data indicate that the foods are at least as safe as their conventional counterparts when present in food; and

· the consumer is either empowered through labelling to make informed choices about their presence or is protected from misleading and deceptive conduct by controls placed on their use.

In the case of environmental contaminants, a substance that raises health concerns is only permitted in food to the extent that:

· the relevant and appropriate scientific data show that the contaminant does not pose an unacceptable risk to public health and safety even over a lifetime of consumption; and 

· it is at the lowest level that is reasonably achievable through Good Agricultural and Manufacturing Practices.

ANZFA’s scientific risk assessment practices are set out in Framework for the assessment and management of food-related health risks
. 

The concepts and procedures described are broadly consistent with those of other national food regulatory agencies and with principles established both by: 

· the Codex Alimentarius Commission (Codex) under the Joint FAO/WHO Food Standards Programme; and 

· the International Programme on Chemical Safety in cooperation with the Joint FAO/WHO Expert Committee on Food Additives (JECFA). 

ANZFA has played an active role in the elaboration of these principles through participation in Codex committees and in JECFA.

At the core of the risk assessment is an evaluation of all available relevant scientific data concerning the safety of the substance under consideration. The objectives of this evaluation are the identification of:

· all hazards (potential adverse biological effects) associated with exposure to the chemical or material being proposed, irrespective of the level of exposure; and  

· the thresholds at which these effects occur or the conditions under which they no longer occur.  

The minimum scientific data requirements necessary are specified by ANZFA in terms of the types of experiments to be carried out, the results to be reported, the quality assurance procedures required, as well as its quantity and scope.

The evaluation includes consideration of the scope of the data as well as the veracity of their sources. Uncertainty in the conclusions drawn from the  data available or their relevance to human population is addressed where necessary by the application of safety factors to take account of variations between humans and experimental animals and within the human population.  Generally the greater the level of uncertainty about the conclusions, the greater the safety factors applied, providing a framework based on significant precaution.  

An assessment of the potential level of exposure through the diet is made based upon food consumption data from national dietary surveys.  The system used enables a cautious risk assessment  taking into account high level consumption and vulnerable population groups (eg children and the elderly). For this, ANZFA uses its proprietary modelling system – DIAMOND. This draws on the most recent dietary consumption surveys in Australia and New Zealand and a comprehensive database of food composition information, bringing them together with a complex set of algorithms.

Approval of a new substance or an increase on the limit for an environmental chemical is only recommended if it has been determined through a comprehensive risk assessment that:

· the likely hazards have been identified; and 

· that these can be managed.

If these conditions cannot be met, approval for a new ingredient or an increased limit for an environmental chemical is not recommended.

Strategies for managing food borne risks include:

· limiting the use of additives and other ingredients to specific foods where a technological justification has been demonstrated and to levels required to perform the function;

· establishing maximum levels for ingredients and/or contaminants;

· providing information to the community about safe handling of the product (eg requiring storage and preparation instructions on labels);

· providing information to at risk groups about safe eating practices; and

· requiring products to carry warning statements.  

The safety of the Australian food supply is regulated through a cautious risk and evidence based approach.  This requires the utilisation of rigorous scientific data and includes procedures to address uncertainty in the conclusions drawn from scientific data.  Where appropriate, this cautious approach to risk assessment is then coupled with conservative risk management decisions that incorporate a safety factor. 

ANZFA’s scientific risk assessment practices have been elaborated in various papers which are listed and described in Appendix III.

Future Directions

Improvements to ANZFA’s Regulation Impact Statements and cost benefit analysis

Quantitative economic analysis is often very difficult. In order to fully quantify the costs and benefits, data are required that are often not available, either in Australia, New Zealand or elsewhere.  Identifying monetary costs and benefits relies, in the first instance, on the identification and measurement of long-term health impacts.  There is very little health economics data relevant to food and food-borne illness available.

There are a number of different approaches to quantitative analysis of regulatory alternatives, including risk analysis, cost benefit analysis and cost-effectiveness analysis.  All of these methods satisfy the requirements of the COAG guidelines and principles for regulation
.  

ANZFA’s assessment processes rely to a large extent on risk analysis to address the threshold issue of whether or not to regulate.  Its regulatory impact statements (RISs) incorporate risk-benefit analysis and cost-effectiveness analysis to compare the costs of alternative options where it is difficult to place a dollar value on the major benefits of a proposal. 

Where ANZFA’s methodologies have fallen short is in the development of rigorous cost benefit analyses where all of the major costs and benefits of a proposal need to be quantified in monetary terms.  Because cost benefit analysis is most effective where there is sound information on which to base the analysis, and because of the general dearth of good economic data in Australia and New Zealand relating to health outcomes from food consumption, this methodology may not always be possible.  Nevertheless, ANZFA is taking steps to strengthen its expertise in this area.

As a further step, ANZFA is revising the structure of its assessment reports to give more weight to the RIS and to improve the structured comparison of the impacts (including costs and benefits) of the regulatory alternatives under consideration.  As part of this process, ANZFA is acting to improve the quality of the data and information provided by its stakeholders for use in its RISs.  It is also developing improved links with academia and research institutes to improve its access to relevant economic and scientific data.

Use of focus groups

ANZFA is also taking steps to improve its understanding of community concerns and desires in relation to food. It is developing some expertise and, to the extent that funding will allow, will tap into external sources of expertise in the running of focus groups. 

This will enable more in-depth consideration of the likely impacts on consumers of the various regulatory alternatives under consideration.

Community Involvement/Consultation

ANZFA has also taken steps to improve the effectiveness of its community consultation and communications in Australia and New Zealand.

It has developed a Community Involvement Strategy and is in the process of finalising its Community Involvement Policy and Protocol
.  This document reaffirms ANZFA’s commitment to genuine community
 involvement in its processes and decisions.  It sets out practices to ensure that its consultations and communications are transparent, flexible, responsive, and reviewed.  And also that there is adequate access to information, appropriate feedback to submitters and the quantum of consultations is proportional to the potential impact.

This approach highlights ANZFA’s risk based practices. It seeks to determine appropriate community involvement activities based on an assessment of the degree and likelihood of real or perceived health and safety risk or other social impacts and on the expected level of community interest.

ANZFA is progressively improving its community involvement activities through the staged implementation of these policies and practices.

APPENDIX I

ANZFA’s Consultative and Decision-making Processes

	Application or Proposal Commenced

	

	Public Notification and call for Submissions

	

	· Analyse Submissions

· Undertake risk assessment

· Consider regulatory options and impacts

· Identify preferred regulatory option

· Prepare Full Assessment Report

· Prepare draft standard

	

	Release Full Assessment Report and call for Submissions

	

	· Analyse submissions

· Reconsider (and revise) preferred regulatory option

· Prepare Inquiry Report

	

	Recommendation provided to Ministerial Council for decision

	

	Gazettal and public notification

	

	Standard adopted States, Territory and New Zealand laws


APPENDIX II

COAG Principles and Guidelines for Regulatory Action

Principles

When new standards are considered they need to:

· minimise the impact of regulation;

· minimise the impact on competition;

· ensure predictability of outcomes;

· be compatible with international standards and practices;

· not restrict international trade;

· be reviewed periodically;

· be flexible; and

· be developed transparently and with procedural fairness.

Guidelines

The following practical objectives should be pursued:

· minimising regulatory burden on the public;

· minimising administrative burden;

· appropriate regulatory impact assessment;

· accountability of decision-makers;

· compliance strategies and enforcement;

· consideration of secondary effects;

· performance based regulation;

· plain language drafting;

· date of effect to avoid or mitigate unintended or unnecessary market consequences;

· public notification of gazettal; and

· public consultation.

APPENDIX III

ANZFA’s Scientific Risk Assessment Policies and Practices

Framework for the assessment and management of food related health risks. ANZFA, September 1996.

Guidelines for the safety assessment of foods to be included in Standard A18 – Food produced using gene technology. ANZFA, March 1999.

The regulation of contaminants and other restricted substances in food. ANZFA, August 1998.
The establishment of guideline levels for contaminants (metals) in food: generally expected levels (GELs). ANZFA, December 1998.

The regulation of microbiological hazards in food. ANZFA, January 1999.

Dietary Modelling: Principles and Procedures. ANZFA, November, 1997.

APPENDIX IV

Key Referenced Materials

The Principles and Guidelines for National Standard Setting and Regulatory Action by Ministerial Councils and Standard-Setting Bodies. Endorsed by COAG, April 1995 and amended by COAG, November 1997 (attached).

A Guide to Regulation. Second Edition, December 1998. Office of Regulation Review, Canberra (attached).

The Agreement on the Application of Sanitary and Phytosanitary Measures (SPS) and the Agreement on Technical Barriers to Trade (TBT) (attached).

Risk Management. An Australia/New Zealand Standard. Standards Australia/Standards New Zealand AS/NZS 4360:1999 (copy available from Standards Association of Australia).

Draft ANZFA Community Involvement Policy and Protocol, August 2000 (attached).

� Applications arise from external parties, Proposals are the equivalent when initiated by ANZFA itself.


� The names of the assessment reports will be amended by the ANZFA Amendment Bill 2001.


� The ANZFA Amendment Bill proposes no major change to ANZFA’s consultative arrangements. It does however make ANZFA the decision maker on standards, reserving a power of veto for the Ministerial Council (or in the case of the first opportunity to request a review, any single jurisdiction.)


� The Principles and Guidelines for National Standard Setting and Regulatory Action by Ministerial Councils and Standards-Setting Bodies. Endorsed by COAG, April 1995 and amended by COAG, November 1997.


� A Guide to Regulation. Second Edition, December 1998. Office of Regulation Review, Canberra.


� The Agreement on the Application of Sanitary and Phytosanitary Measures (SPS) and the Agreement on Technical Barriers to Trade (TBT). 





� Risk Management. An Australia/New Zealand Standard. Standards Australia/Standards New Zealand AS/NZS 4360:1999.


� Framework for the assessment and management of food-related health risks. ANZFA, 1996.


� The Principles and Guidelines for National Standard Setting and Regulatory Action by Ministerial Councils and Standards-Setting Bodies. Endorsed by COAG, April 1995 and amended by COAG, November 1997.


� Draft ANZFA Community Involvement Policy and Protocol. 


� For this purpose, ANZFA defines the community as the broad community (not just consumers), incorporating the food industry associations, food businesses, consumers, consumer groups and its government partners.


� Principles and Guidelines for National Standard Setting and Regulatory Action by Ministerial Councils and Standard-Setting Bodies. COAG, November 1997.
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